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YTBEPK/IEHDbI

noctaHoBieHueM [IpaBurenbcTBa
Poccuiickon @enepanuu
oT 27 utons 2026 r. Ne 794

M3MEHEHMU!/I,

KOTOpPbIe BHOCATCSI B IPUJIO:KEeHHE K MOCTAHOBJIEHUIO
IIpaBureascTBa Poccuiickoii @exepaunu ot 17 urosst 2015 r. Ne 719

1. B pazgene VII:
a) no3unuio, kiaccupunupyemyo komamu 1o OK 034-2014 (KIIEC 2008) u3 26.60.11.112, uz 26.60.11.113, wuzn0xuTh
B CIEAYIOUIEH peAaKIINK:

"u326.60.11.112,  Mammorpadsl, peHTreHOBCKUE HaJIMYKE Y FOPUIMYECKOrO JIULA - HAJIOTOBOTO PE3UIEHTA CTPAH - YIEHOB
13 26.60.11.113  anmapaTel nepeBuxHbIC NanaTHbIE, EBpasHiickoro 5KOHOMHYECKOTO COK03a IIPaB HA TEXHUYECKYIO
PEHTIeHOJUATHOCTUYECKHE JIOKYMEHTAIUIO [/ IPOM3BOCTBA COOTBETCTBYIOMIEH TIPOTYKIIHHU
KOMIUIEKCHI Ha 2 pabo4ynX MecCTa, Ha CPOK HE MEHEE S JIET;
PEHTTeHOJUATHOCTUYECKIE HaJIMuKe Y NPOU3BOAUTENS TOpas/e/ieHus HaydHO-HCCIIeN0BaTeNbCKUX
KOMILTIEKCHI Ha 3 paboumX MecTa, ¥ OIIBITHO-KOHCTPYKTOPCKUX PabOT M JOKYMEHTAILHOTO TIOATBEP:KICHUS
PEHTIeHOAUArHOCTUYECKHE BHEJIPEHUs Pe3yJIbTaToOB Pa3spaboTOK B IPOU3BOJICTBO;
KOMILTIEKCHI Ha 6a3e HaJIM4ie Hay4YHO-TIPOU3BOJICTBEHHOI 6a3bl (COOCTBEHHOI

TCICYIIPABIIAICMOI'O CTOJIA-IITATUBA, Hnim KOHTpaKTHOﬁ), paCHOHO}KCHHOﬁ Ha TCPPUTOPUU OI[HOﬁ



dmrooporpadsl, peHTTEHOBCKHE
anmapaThl IepeIBUKHBIC
xupypruueckue (C-myra)
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U3 CTpaH - WieHOB EBpa3uiickoro 5KOHOMHUYECKOTO CO03a U HEOOXOIUMOM
JUTs1 pa3pabOTKU U MPOU3BOICTBA MPOAYKIUU;

HAJINYKME JOKYMEHTAJIbHOTO MOATBEPKACHUS BHEIPEHUS B IPOU3BOACTBO
TOTOBOTO MEJUIIMHCKOTO U3ENUs (3asBIAsIEMOr0 HAMMEHOBAHUS TOBapa),
MOJYYEHHOT'O B PE3YJIbTATE BBIMOJIHEHUS NOAPA3ACITCHUEM MIPEATPUATHS-
W3TOTOBUTEIISI HAYYHO-UCCIIEIOBATENBCKUX U OMBITHO-KOHCTPYKTOPCKUX
paboT (Hanuuue y MpOu3BOJUTENS ICUCTBYIOIIETO PETUCTPAIIMIOHHOTO
YAOCTOBEPEHUS Ha COOTBETCTBYIOIIME METULIMHCKUE U3ETUS WU 3aIIUCU
B FOCYJIapCTBEHHOM PEECTPE MEAULIMHCKUX U3JIEIIUNA U OpraHU3aui
(MHAMBUAYATBHBIX IPEANPUHUMATEIIEH ), OCYIIECTBIISIIOITUX
MIPOU3BOJCTBO U U3TOTOBJIICHNE MEAULIMHCKUX U3JIECIINH,
MOATBEpP>KAaroIIeH (haKT rocyIapCTBEHHON PETUCTPAIIH
COOTBETCTBYIOLIEr0 MEIUIIMHCKOTO U3/EIHs, C YKa3aHUEM aJ[peca MeCTa
IIPOU3BOACTBA Ha TeppuTopuun Poccuiickoii Penepannn);

HaJIMyue Ha TEPPUTOPHUM OJTHOM M3 CTPAH - WIEHOB EBpa3uickoro
YKOHOMMYECKOTO COI03a CEPBUCHOTO LIEHTPA, YIIOJHOMOYEHHOIO
OCYULIECTBJIATh PEMOHT, OCIENPOIaKHOE U TapaHTUITHOE 00CITyKUBaHUE
COOTBETCTBYIOLIEH NPOIYKLMH;

HAJIMYKE Yy NPEATPUATUSA-U3TOTOBUTEIS UCKIIFOUNUTEIIBHOTO MpaBa

Ha TOBAPHBIN 3HAK, CIy>KaIllU I HHAUBUATYyaTU3alUU TPOIyKIIUH,

WJIM TpaBa UCTOJIb30BAHMS TOBAPHOTO 3HAKa, MPAaBO0OIIagaTeeM
KOTOPOTO SIBJIIETCS IOPUINYECKOE JIUIIO - HAJOTOBBIN PE3UICHT
Poccuiickon ®@enepanuu, He HAXOASAIUKCS IO KOHTPOJIEM UHOCTPAHHOT'O
rocyaapcTBa, u (WIM) MEeKIyHApOAHOW OpraHu3aiiuu, u (Uim)
WHOCTPAHHOTO IOPUUYECKOTO WIN (PU3UUECKOTO JUIA, U (UITHN)
MHOCTPAHHOM CTPYKTYpBI 6€3 06pa30BaHus FOPHANYECKOro auma'?’

(TIpu HaTMYMKU TOBAPHOT'O 3HAKA);



HaJM4KMe HayIHO-TTPOU3BOACTBEHHOU 0a3bl (COOCTBEHHON MITH
KOHTPAaKTHOM), pacloyIOKEHHON Ha Tepputopuu Poccuiickoit denepannu
¥ HEOOXOAMMOM sl pa3pabOTKH U MPOU3BOJICTBA MPOAYKIINU, HATUYINE
y 3ag4BUTEIIS NIPAB HAa IPOTrPpaMMHOE 00ECTIEYEHHE, BHITTOTHSIOIEE
OCHOBHOE (DYHKIIMOHAJIbHOE Ha3HAY€HUE MPOIYKINU;

HaJIM4yue y 3asiBUTENSI CUCTEMbI MEHEPKMEHTA KaueCTBa KOMIIAHUH,
cepTU(UIIMPOBAHHON B COOTBETCTBUU C TPEOOBAHUSIMHU

I'OCT ISO 13485-2017 unu ISO 13485:2016, poccuiickuii opra mno
cepTU(UKAINYA CUCTEMbl MEHE/HPKMEHTA Ka4eCTBa JOJIKEH ObITh
AKKpPEAUTOBAH B HAIMOHAIBHON CUCTEME aKKPEAUTAIUU B COOTBETCTBUU
¢ ®enepanbHbiM 3aK0HOM "OO0 aKKpeAUTAIIMK B HAITMOHAILHON CUCTEME
aKKpeauTanuu';

M3roTOBJIEHHE HAa TeppuTopun Poccuiickor denepanuu clie1yrOnmx
COCTaBHBIX YaCTEH U BHIMIOJHEHUE CIAEAYIONUX TEXHOJIOTMYECKUX
Oomnepanuii:

BBINIOJIHEHHE CIAEAYIOIINX TEXHOJIOTUYECKUX ONepaluii Ha TEPPUTOPUH
Pocculickon ®@enepanun:

cOOpKa U MOHTaX JIEKTPOHHOTO 000PYAOBAHUS U TOTOBOM MPOAYKLIHH;
YCTaHOBKA MPOrPaMMHOT0 00ECIIEUEHUsI, €CIIM OHO SIBIISIETCS
HEOTHhEMJIEMOMN YacThI0 000PY/I0BaHNUS;

HACTpoiiKka U PyHKIIMOHAIBHOE TECTUPOBAHNE 000PYAOBaHMUS;
TEXHUYECKUN KOHTPOJIb;

MIPOBEJICHUE KOHTPOJIbHBIX UCIIBITAHUMN, BKITIOUYAs IPOBEPKY

Ha 3JIEKTPOOE30IIacHOCTh;

KOHCEpBAllUs U YIIaKOBBIBAHHUE;

IIPUMEHEHUE MaTEPUAIIOB POCCUMCKOTO IIPOU3BOJICTBA:

KpenexxHbie u3aenus (3 0anma);
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cmazouHbie Matepuais (0,5 6anna);

kabemnu, mpoBoxa (1 6amn);

CEpPBUCHBIE HHCTPYMEHTHI (2 Oasa);

npenoxpanurenu (0,5 6amna);

yIakoBOYHBIA MaTepuai (1 6amn);

WCITOJIb30BAHUE POCCUMCKUX KOMIIOHEHTOB

Y KOMITICKTYIONIUX TPU U3TOTOBJICHHH MaMMOTpagoB:

koxxyx#u (10 6amoB);

IMpMa onepaTropa peHTreHo3anmuTHas (6 6amioB);

CpeACTBa MHIUBUAYJIBHOM 3amuThl (1 6amr);

KOpIyc y3J7ia cheMouHoTo (15 6anoB);

aBTOMAaTH3UPOBaHHOE pabouee mecTo JrabopanTa (20 6amios);
aBTOMATH3HUPOBaHHOE pabodee MecTo Bpada (20 6aiuioB);

JIETEKTOP PEHTT€HOBCKOT0 N300pakeHus HudpoBoi MoJTHOPOPMATHBIN
(25 6anmoB);

kabenbHbIe cOOpKH (4 Oana);

MoAyJb (0710K) tutanus (10 6aioB);

IIUT CUJIOBOM ieKTpudeckuii (3 6amna);

CUCTEMa TIOIJICPIKKU IPUHSITHS PEIICHUI ¢ UCTIOJIb30BaHUEM
HMCKYCCTBEHHOT'O MHTEJUICKTa (25 0aioB);

koJjutuMmarop (10 6amioB);

CTOMKA-IITaTUB WM MTATUB (25 6amios);

PEHTIeHOBCKUH u3ny4darens (15 6annon);

PEHTIeHOBCKOE IMUTAIoIIee YCTPOHCTBO (25 6alioB);
WCIIOJIb30BAHUE POCCUMCKUX KOMIIOHEHTOB U KOMILUIEKTYIOIIUX TIPH
M3TOTOBJICHUH PEHTICHOBCKUX amlapaToB MEePEABUKHBIX MATaTHBIX:
mTaTuB (25 0annoB);



koxyxu (10 6ammoB);

CTOIKa CHUMKOB MoOMIIbHas (5 6ajioB);

CpeACTBa MHIUBUAYAIbHOM 3amuThl (1 6amn);

Moaynh (670K) muTaHus (3 O6aa);

MOJyJIb YIIPaBIICHUS dKcno3unuet (3 6anna);
aBTOMaTU3MPOBaHHOE pabouee MecTo 1abopanTa (20 6anioB);
aBTOMAaTH3UPOBaHHOE pabouee mecTo Bpada (20 6aiioB);
JIETEKTOP PEHTI€HOBCKOTO U300pakeHUs IUPPOBOM MOIHOGOPMATHBIN
(25 6amnoB);

kabenpHbIE cOOpKH (4 Oana);

no3umetp (3 6amna);

nevyaTHbIe 1aThl (15 6amioB);

PEHTIEHOBCKOE IMUTAIOIIEeE YCTPOHCTBO (25 0alioB);

070K TepeIBMUKHON peHTreHoBckuit (10 6annoB);

MOHOOJIOK pEHTT€HOBCKHII (25 6aiioB);

BBITIPSIMUTENH aHOIHBIH (5 O6aIOB);

BBITIPSMUTENH KaTOIHBIN (5 0aioB);

unaBepTop (7 6annoB);

PeryJiiTOp PEHTI€HOBCKOTO U3NydeHus (5 6anoB);
YCTPOUCTBO oTOOpaxkeHus (5 6aioB);

MIPUEMHHK PEHTIeHOBCKUM ¢ poBoii (15 6aoB);

KaMmepa peHTreHoBcKas mudposas (15 6annoB);

010Kk ranbBaHUYECKOM pa3Bsa3ku (10 6anioB);

PEHTI€HOBCKHUI ITPOrpaMMHO-aInapaTHeIN komruiekc (15 6amioB);
CpelICTBa pauaIliOHHON 3aImuUTHI (5 6aIOB);

MCITOJIb30BAHUE POCCUMCKUX KOMIIOHEHTOB U KOMITJIEKTYIOIIIAX
MIPU U3TOTOBJICHUU PEHTTEHOAMATHOCTUIECKUX KOMIUIEKCOB



(2 pabounx mMecta u 3 pabouux MecTa, TeleymnpaBisiemMbie, harooporpadsl,
YHUBEpCAIbHbBIE):

CTOWKHW CHUMKOB (8 6aJjI0B);

cron-mrtatus (10 6amoB);

cToiika MoHHUTOpa (2 Oasa);

TeNeynpaBsieMblid CTOI-MITATUB (25 6aioB);

KHOTIKA BKJTIFOUCHMS dKcno3uiuu (1 6amn);

MyJIbT PEHTI€HOBCKOTO MUTAIOIIEr0 yCTpoicTBa (5 0amioB);
PEHTIeHOBCKOE MUTAI0IIee YCTPOHCTBO (25 6alioB);

IIUT CUJIOBOM 3JIeKTpUueckuii (5 6aion);

PEHTIeHOBCKUM u3nmy4darens (15 6annon);

KOJIOHHA n3imy4aTensd (8 6amioB);

OKHO pEHTreHo3anmTHoe (2 6ama);

KoXxyxu (3 6amma);

CTOMKa MyJibTa ynpasiieHus (3 Oana);

CpeACTBa MHIUBUAYAJIbHOM 3amuThl (1 6amn);
MHOTO(YHKIIMOHAJIEHOE YCTPOCTBO pukcanuu (1 Oamn);
KpeIUJIEHUE AETCKOE YHUBEpcaabHOe (2 Oasa);
aBTOMaTU3MPOBaHHOE pabouee MecTo abopanTta (20 6anioB);
aBTOMAaTH3HUPOBaHHOE pabodee MecTo Bpaya (20 6ai1oB);
JETEKTOP PEHTI€HOBCKOTO U300pakeHUs IU(PPOBOM MOIHOGOPMATHBIN
(25 6amnos);

kabenpHBIE cOOpKH (4 Oana);

no3uMetp (4 6anna);

nevyaTHbIe 1aThl (15 6anioB);

cuiIoBOM kabenb muTanus (2 6ama);

Heratockor (1 6amn);



7

mraTtuB (20 6anioB);

ctou manuenTa (10 6amnos);

6510k m3mydatens (15 6amios);

CpeACTBa pagualliOHHON 3alUTHI (5 OaJIOB);

PEHTI€HOBCKUI TPOrpaMMHO-aIapaTHhIN KoMIuieke (15 0amnoB);
Kamepa peHTreHoBckas 1udposas (15 6amios);

MPUEMHUK PEHTIeHOBCKUM 1ndpoBoil (15 6amios);

YCUJIUTENh PEHTT€HOBCKOT0 U300paskeHus (8 0aioB);
YCTPOUCTBO BUICOHAOMI0IeHHs (5 6auioB);

YCTPONCTBO MeperoBopHoe (3 6ama);

0JIOK rajibBaHU4YeCKOM pa3Bs3ku (10 6amios);
MpUHAAICKHOCTH (7 6aioB);

MCITOJIb30BAHUE POCCUMCKUX KOMIIOHEHTOB U KOMITJICKTYIOIIIAX
MIPU U3TOTOBJICHUH PEHTTEHOBCKHUX aIapaTOB MEPEIBIKHBIX
xupypruyeckux (C-gyra):

mTaTuB (25 6annoB);

cToiika MoHHUTOpA (2 Oasnma);

KHOIIKa (1e1ajab) BKIOUYeHUs sKcno3uuu (1 6amn);

MyJIbT ynpasienus (4 6ania);

PEHTIeHOBCKOE MuTaroIiee yerpoictBo (15 6amion);

ITUT CUJIOBOM JIeKTpUUeckuii (2 6amna);

peHTreHoBcKui n3myyarens (10 6amios);

koxyxu (10 6amnoB);

aBTOMAaTH3HUPOBaHHOE pabodee MecTo JrabopanTa (20 6amioB);
CpeACcTBa MHIUBUAYJIBHOM 3anuThl (1 6amr);

JIETEKTOP PEHTTCHOBCKOTO U300pakeHUs IUPPOBOI OTHODOPMATHBIN
(25 GannoB);



kabenpHBIE cOOpKY (4 Oanna);

no3umeTp (2 6anna);

nevatHsle 1IatThl (15 6annos);

CUJI0BOM Kabenpb utanus (1 6amn);

nyra (25 6annos);

koJutuMarop (auadparma) (15 6auios);

6510k n3nyyvarend (15 6annos);

MyJIbT YIpaBJICHUS MOABIKKaMHU (3 Oaa);

CeTeBOe U30JIMpYHOIIee YCTpoicTBO (3 Gana);

YCWINTENh PEHTTEHOBCKOTO n300paxenus (10 6aion);

MIPUEMHUK PEHTI€HOBCKUH 1udpoBoii (15 6amios);

KaMmepa peHTreHoBckas mudposas (15 6annon);

0JIOK rajlbBaHUYECKOM pa3Bs3ku (10 6amios);

PEHTI€HOBCKUI IPOrpaMMHO-aIapaTHhIN KoMmIuieke (15 0amnos);
CpeACTBa paJualliOHHON 3alUThI (5 0aJIOB);

YCTpOHCTBO TieperoBopHOE (3 6aa);

HAyYHO-UCCIICIOBATEILCKHIE H OMBITHO-KOHCTPYKTOPCKHE PaOOTHI
(oOBeM 3aTpaT Ha HAYYHO-MCCJIEI0BATEIHCKUE U OMBITHO-
KOHCTPYKTOPCKHE pabOTHI, pealn3yeMbIe POCCUHCKIUMU FOPUINICCKUMHU
JIYIaMy Ha tepputopun Poccurickont Penepan B IpEAbIIYIIEM
KaJIeHJapHOM roay, coctapiser 1 6amn 3a kaxzasie 0,17 npouenTa
o0BbeMa BBIPYUKH 3a JIaHHOE U3JIEINE, HAPABICHHON Ha peanu3aluio
HAy4HO-UCCIIEI0BATEIBCKUX U OMBITHO-KOHCTPYKTOPCKUX padoT
(ue 6onee 30 GamioB);

MeYaTHBIC TIJIATHI:

M3rOTOBJICHUE TTeYaTHBIX TWIaT B Poccuiickon deneparuu

OT 00IIeT0 KOJINYECTBA MeYaTHBIX TUIAT, UCIIOIh3YEMBIX B U3/ICIUU:



9

He MeHee 60 mporeHToB (10 6amioB);

He MeHee 75 mporieHToB (15 6amoB);

He meHee 100 mpoiienToB (20 6amios);

MOHTaX 3JIEKTPOHHBIX KOMIIOHEHTOB Ha ME€YaTHbIE IUIAThl B Poccuiickon
denepanuu OT OOIIETO KOJIMYECTBA DJICKTPOHHBIX KOMIIOHEHTOB,
HCITOJIB3YEMBIX B U3JICITUU:

He MeHee 60 mporeHToB (10 6anioB);

He MeHee 75 niporieHToB (15 6anioB);

He MeHee 100 npouenTos (20 6ai10B);

BBITIOJTHEHUE CIIEAYIONIUX TEXHOJIOTHYECKUX OINepaIuii pu U3roTOBJICHUU
MaMMOTrpadoB:

HacTpolKa MEIUIIMHCKOMN paboyeil CTaHIIMK aBTOMAaTH3UPOBAHHOTO
pabouero Mecra jabopanTa (2 6anna);

cOOpKa pEHTre€HO3AIUTHON HPMBI (2 Oana);

MPOKJIaJIKa KaOeIbHBIX cOOpOK (3 Oana);

YCTaHOBKA F€HEpAaTOpa peHTreHOBCKOro (4 0aa);

YCTaHOBKA PEHTI€HOBCKOro u3inyvarens (3 6aia);

yCTaHOBKa KoJummaropa (3 6amia);

HacTpolKa CUCTEMbI KoMmpeccuu (2 6amna);

YCTaHOBKA BCTPOCHHOT'O MPOTPaMMHOI0 odecrieueHus (IpoIrBKa
MTOCTOSTHHOT'O 3aITOMUHAIOIIET0 YCTpoicTBa) (4 Oara);

HACTpOMKa MEXaHMUYECKHUX MOABUKHBIX YacTel mraTusa (4 0amia);
MOHTAaX JIETEKTOpa B CheMOYHBIH y3ei (3 Oara);

yCTaHOBKA ChEMOYHOTO y37a (2 6aia);

KaMOpOBKa TOKOB HaKajla peHTT€HOBCKOTO u3inydarens (4 6amna);
KaMOpOBKa TOKOB 3allTUTHI IJIAT HaKajia ¥ BpalleHus aHnoja (4 6anmna);
COBMEIIEHHE PEHTIEHOBCKOTO TOJIS CO CBETOBBIM (3 Oasia);
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KanmuOpoBKa AeTeKTopa (4 6amna);

ycTaHOBKa KOXKyXo0B (1 6amn);

MIPOBE/ICHNE MPUEMO-CIATOYHBIX UCIIBITAHUM anmapara (2 6ama);
BBITIOJTHEHHE CIEAYIONINX TEXHOJIOTHUECKHUX OTNEpaIfii IPH U3TOTOBICHUHU
PEHTICHOBCKHUX aNapaToB MEePEABMKHBIX TATaTHBIX:

BXOJIHOM KOHTPOJIb ME€UaTHBIX TUIaT (Ha cTeHaax) (3 6anna);
MPOIIMBKA KOHTpoJuiepa ABurarend (2 0amna);

MpoIIKBKa 1uiat (2 6ana);

yCTaHOBKA KOMITOHEHTOB Ha MTaTUB (5 6aJI0B);

yCTaHOBKA MeYaTHBIX Tu1at (5 0auioB);

MIPOKJIaKa KaOeIbHbIX cOOpOK (5 6aloB);

yCTaHOBKA PEHTTEHOBCKOT0 u3myuatens (3 6anna);

ycTaHoBKa qo3umetpa (1 6amn);

pEryaupoBKa MEXaHUYECKUX MOJABMKHBIX YacTell mratusa (4 Oamna);
KaJIMOpOBKa TOKOB HaKaja peHTT€HOBCKOIo n3iydareis (4 Oamna);
KaJIMOpOBKa NapaMeTPOB AKCIO3ULINY (HAMpsHKEHUE, BpeMsi, TOK-BpPeMsi)
(4 6amna);

yCTaHOBKa KoJuumaropa (2 6amnna);

COBMEIIEHNE PEHTI€HOBCKOTI'O MOJISI CO CBETOBBIM (3 Oaiia);
HacTpOKa peHTTE€HOBCKOI'O IMUTAIOIIET0 YCTpoicTBa (4 O6aa);
yCTaHOBKa KOXyXoB (1 6amn);

IIPOBEJICHUE MTPUEMO-C/IATOUHBIX UCTIBITAHUN arnaparta (2 6aia);
naiika (10 6amioB);

AIEKTPOMOHTaX (4 6asna);

cBapka (9 6amioB);

MOJTyYeHHUE TIOKPHITUH (5 6aioB);

00paboTka pe3anueM (4 Oamia);
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dbopMoobOpazoBaHue U3 MOIUMEPHBIX MaTepranoB (7 0amioB);
BBITIOJTHCHHE CIEAYIOMMX TEXHOJOTUYECKHUX OTIePAIldid IPU U3TOTOBIICHUN
PEHTTEeHOIMAarHOCTUYECKUX KOMIUIEKCOB (2 pabounx mecTa u 3 pabounx
MecTa, Teneymnpasisemsbie, Girooporpadsl):

BXOJHOUM KOHTPOJIb MEYATHBIX IJIAT (Ha cTeHaax) (3 6amna);

HACTpOMKa MyJIbTa PEHTT€HOBCKOTO MUTAIOIIET0 YCTpoiicTBa (2 Oama);
MpoIIMBKa 1iat (2 6ana);

PEryJIupOBKa MEXaHUYECKUX MOJBUKHBIX YaCTEH CTOJA-IITaTUBA,
HACTpoiika 1aTuyukoB (3 Oamna);

yCTaHOBKA IJIaT B PEHTIEHOBCKOE MUTAOIIEE YCTPONCTBO (2 6aia);
MOAKIIOYEHUE TeHEpaTOpa K KOMIUIEKCY U MYJIbTY yIPaBICHUS
PEHTI€HOBCKOTO MUTAIOIIEro yCTporcTBa (2 6ama);

YCTaHOBKA KOJIOHHBI PEHTTEHOBCKOTO M3Ty4aTens (2 6aa);

YCTaHOBKA PEHTT€HOBCKOro u3iyvarens (3 oaia);

yCTaHOBKa KoJjutuMaropa (2 6amia);

ycTaHoBKa fo3umertpa (1 6amwn);

yCTaHOBKa IU(PpoBOro aerexkropa (4 6amia);

yCTaHOBKa PacTpOB U MOHU3ALUOHHBIX Kamep (3 Oara);

MOJKIIFOUCHUE aBTOMAaTU3UPOBAHHOTO pab0Yero Mecra JiabopaHTa

(2 6amna);

HACTpOWKa peHTTeHOBCKOIO MUTAIOIIETO YCTpoiicTBa (3 6arnia);
3arpy3ka (paityia aBTOMaTHYECKUX IPOrpaMM (aHATOMUYECKUE MTPOTPaAMMBI
PEHTICHOJIOTHUH) B PEHTT€HOBCKOE MUTAIOIIIEE YCTPOUCTBO (2 Gana);
KaMOpOBKa TOKOB HaKajla peHTTeHOBCKOTo u3inydarens (3 6amra);
HACTPOKa MapaMeTPOB IKCIIO3UIINH (HAIIPSKEHUE, BPEMSI, TOK-BPEMsI)
(3 6amma);

COBMEIIIEHHE PEHTIEHOBCKOTO TOJIS CO CBETOBBIM (2 Oasia);
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HACTpOIKa TpaKTa mepeaadn n300pakeHus

(meTexTop - aBTOMAaTH3UPOBaHHOE pabouee MecTo) (3 Gaa);
ycTaHOBKa KOXKyXo0B (1 6amm);

MPOBEICHNE MMPUEMO-CIATOYHBIX UCIIBITAHUM anmapara (2 6ana);
naiika (10 6amioB);

ANEKTPOMOHTaX (4 Oainna);

cBapka (9 6amion);

MOJTy4Y€HHE MOKPBITUH (5 6aioB);

00paboTka pe3anueM (4 6aa);

dbopMooOpazoBaHue U3 MOJIMMEPHBIX MaTepraioB (7 0aioB);

cOOpKa aBTOMaTU3UPOBAHHOTO paboyero Mecra jabopanta u (WiIM) Bpaya
(5 6amnoB);

cOopka 61oka m3myuaresns (8 6aoB);

HACTPOWKa CUCTEMBbI BU3yaJIM3aIlUU PEHTTEHOBCKUX N300pasKCHHIMA

(6 6amIoB);

BBITIOJTHCHHE CIEAYIONIMX TEXHOJOTUUECKHUX OTICPAIUA TTPU U3TOTOBIICHUN
PEHTIC€HOBCKHUX aNMapaToB MEepeABMKHBIX Xupyprudeckux (C-myra):
BXOJHOM KOHTPOJIb MEeUaTHBIX TUIaT (Ha cTeHaax) (3 6anna);
YCTaHOBKA PEHTT€HOBCKOTr0 u3inyuatens (3 6aia);

yCTaHOBKa KoJutuMmaropa (3 6ama);

yCTaHOBKA U(POBOTO JETEKTOPA PEHTT€HOBCKOTO N300paKCHHUS

(5 6amnoB);

yCTaHOBKA PEHTTEHOBCKOTO MUTAIOIIETO yCTpoiicTBa (5 6aioB);
PEryJIUpOBKa MEXaHMYECKUX MOBMKHBIX YacTel IITaThBa, HACTPOMKa
JTaTIUKOB (5 O6aIoB);

yCTaHOBKa 0J10ka 00paboTku n300pakeHusi 1 MOHUTOPOB (5 6aJIoB);
KaauOpoBKa TOKOB Hakaja peHTIeHOBCKOTo M3aydaTens (3 6amna);



13

HACTPOMKa MapaMeTPOB IKCIIO3UIINH (HATIPSKEHUE, BPEMSI, TOK-BPEMsI)
(3 6amna);

HACTPOIKa PEHTT€HOBCKOTO MUTAIOIIETO YCTpoicTBa (4 Oara);
HACTpOWKa TpaKTa mepeaadn n3oopaxenus (5 0amioB);
COBMEIIIEHHE PEHTTE€HOBCKOIO MOJIsI CO CBETOBBIM (3 Oana);
yCTaHOBKA KOXyXoB (1 6amn);

MIPOBE/ICHNE MPUEMO-CIATOYHBIX UCTIBITAHUM anmapara (2 6ana);
naiika (10 6amios);

AIEKTpOMOHTaX (4 Oana);

cBapka (9 6amioB);

MOJIy4eHUe MOKPHITUH (5 6anioB);

o0OpaboTka pe3aHueMm (4 6ama);

dbopMoobOpazoBaHue U3 MOJIUMEPHBIX MaTepraioB (7 6amioB);
cOOpKa aBTOMaTU3UPOBAHHOTO paboyero mMecra sabopaHra

u (unm) Bpaya (5 6amios);

cOopka 61oka m3myuarens (8 6aIoB);

HACTPOWKa CUCTEMBI BU3yaJIM3aIliU PEHTTEHOBCKUX N300pasKCHHMA
(6 6amoB)";

0) nmo3unuio, kinaccuduimpyemyro kojom 1mo OK 034-2014 (KITEC 2008) u3 26.60.11.130, U3J10KUTh B CJICAYIOMIECH pelaKIuu:

"u3 26.60.11.130 JeTEKTOP IIIOCKOMAHEIbHBIA HaJIMYKE Yy FOPUIMIECKOTO JIMLA - HAJIOTOBOTO PE3MACHTA CTPAH - WICHOB
(G pPOBOH PEHTI€HOBCKHI EBpa3suiickoro 53K0OHOMHYECKOTO CO03a IIPaB Ha TEXHUUYECKYIO
JOKYMEHTAIUIO JUUIS POU3BOICTBA COOTBETCTBYIOIIEH IPOTYKIINN
Ha CPOK HE MEHEE S JIET;
HaJIM4ue Ha TEPPUTOPHUH OJHOM U3 CTPaH - WIEHOB EBpa3uiickoro
SKOHOMMYECKOTO COK03a CEPBUCHOTO LIEHTPA, YIIOJIHOMOYEHHOTO
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OCYIIECTBIISATh PEMOHT, TTOCIIETIPOIAKHOE ¥ TapaHTHITHOE 00CITYKUBAaHUE
COOTBETCTBYIOIIEH POIYKIINH;

HaJIMyue y IPOU3BOJUTENS WU TPOU3BOIUTEIISI KOMIIOHEHTOB
MoApa3IeICHUs HAYYHO-UCCIEA0OBATEIBCKUX U OMBITHO-KOHCTPYKTOPCKUX
paboT mo pa3paboTKe KOMIIOHEHTOB, UCTIOJIb3yEMBbIX B IIPOU3BOJICTBE
MEJIUIIMHCKOTO U3/IeTus, U JJOKYMEHTAIbHOTO TIOATBEPKICHUSI BHEAPECHUS
Pe3yJbTAaTOB 3TUX Pa3pabOTOK B MPOU3BOACTRO;

HaJM4Kie HayYHO-IIPOU3BOACTBEHHOM 0a3bl (COOCTBEHHOM WU
KOHTPAKTHOM), pacIojioxkeHHo# Ha Tepputopuu Poccuiickoii denepanuu
1 He0OXOIMMOM TSl pa3pabOTKU U IPOU3BOICTBA MPOAYKITUY;

HaJIM4KE Y 3aIBUTEINSI CHCTEMbl MEHEPKMEHTA KauyeCcTBa KOMITaHUH,
cepTU(UIIMPOBAHHON B COOTBETCTBUU C TPEOOBAHUSIMHU

I'OCT ISO 13485-2017 unu ISO 13485:2016. Poccuiickuii opran

0 cepTU(UKAIMN CUCTEMBI MEHEPKMEHTA Ka4eCTBa JIOJKEH OBIThH
AKKpEJIUTOBAH B HAIMOHAIBHON CUCTEME aKKpEAUTAI[UU B COOTBETCTBUU
¢ ®enepanbHbiM 3aK0HOM "OO0 aKKpEAUTAIMH B HAITMOHAILHON CUCTEME
aKKpeauTaluu';

MIPUMEHEHUE MaTepraIoB POCCUNCKOTO MPOU3BOJICTBA:

HEWJIOHOBBIE CTSHKKU-XOMYTHI (0,5 6anna);

Metu3sl (0,5 6anna);

kien (0,5 6anna);

kabenu (1 6amn);

CEpBUCHBIC UHCTPYMEHTHI (2 Oasa);

npenoxpanurenu (0,5 6amna);

HCIIOJIb30BaHUE POCCUNUCKUX KOMIIOHEHTOB U KOMIUIEKTYIOIIHNX:
KOpIycHbIE AeTayu (25 6aioB);

peHTreHornpo3padnas kpoika (15 6amios);
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kabenpHbIE cOOpKU (15 GanmoB);

6ok nutanus (10 6amios);

650k akkymynsatopos (10 6amioB);

HAYYHO-HCCIEI0BATEIbCKIE U OTIBITHO-KOHCTPYKTOPCKHE PabOThI
(0O6BeM 3aTpaT Ha HAyYHO-HCCIIETOBATENBCKUE U OTIBITHO-KOHCTPYKTOPCKHE
paboThl, peaan3yeMble POCCUICKUMU IOPUINIECKUMU JTUTIAMHU

Ha Tepputopun Poccuiickon denepanuu B IpeablaylIeM KaICHIAPHOM
roqy, coctasisieT 1 6amn 3a kaxasie 0,17 nporieHTa o0beMa BEIpYUKU
3a JaHHOE M3/IeNIKe, HAlPaBIEHHON Ha peaau3aluio HayqyHo-
MCCJIEI0BATENECKUX U OMIBITHO-KOHCTPYKTOPCKUX pabOT

(ue 6onee 30 GamioB);

BBITIOJIHEHUE CIEAYIOIINX TEXHOJOTUIECKUX OTepaliiid, CBOMCTBEHHBIX
BCEM THIIAM JIETEKTOPOB, Ha TeppuTopun Poccuiickonn Penepanuu:
BXOJIHOM KOHTPOJIb JIeTaiel kopmyca (2 6amna);

BXOJ/IHOW KOHTPOJIb TIeYaTHBIX TuIat (3 6asra);

MOHTaX IIJIaT B KopIyc JaeTekTopa (3 6anna);

YCTaHOBKa MUKPOIIPOTpaMMHOT0 o0ecrieueHus getekropa (3 0amna);
YCTaHOBKA MUKPOIIPOrpaMMHOT0 00€ecIieueHus NeyaTHhIX y3i10B (3 Oaia);
cOopka kopmyca jaetekropa (3 6amia);

repMeTH3aIusl PpeHTTeHOUYBCTBUTENBHOTO OTCEKa JieTeKkTopa (3 6aa);
BBIpPE3Ka PEHTI€HOMPO3paYHOro HanoaHuTeNs (3 6anna);

yCTaHOBKA PEHTTEHOIPO3PAUYHOM KPBIIIKH (2 Oaia);

YCTaHOBKA CHCTEMBI TEPMOCTATUPOBAHUS TICYATHBIX Y3JI0B (2 Oasa);
COEIMHEHUE MEeYATHBIX y3JI0B COeTMHUTEILHBIMEU cOOpkamu (3 Oasa);
WHUIIAATU3aIMsl 3aBOJICKUX HACTPOEK JieTeKkTopa (2 6ania);

MpoBepKa paboOTOCIIOCOOHOCTH cOOpaHHOTO AeTekTopa (3 Oama);
KanuOpoBKa AeTekTopa (3 Oanna);
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MOCTpOeHUE KapThl e(hekToB aeTekTopa (3 6anna);
TEPMOMEXAHHUECKOE UCTIBITAHUE CTAOMILHOCTH COOPAaHHOTO JIETEKTOpa
(3 6amna);

MPOBEJICHUE MPUEMO-CAATOYHBIX HCTIBITAaHNN JeTekTopa (3 Oasa);
M3TOTOBJIEHHE MeYaTHBIX TaT B Poccuiickoit denepanun ot 00111€Tr0o
KOJIMYECTBA TMIEYATHBIX IJIAT, UCTIOJIB3YEMBIX B H3/ICITHH:

He MeHee 60 mporeHToB (10 6anoB);

He MeHee 75 nporieHToB (15 6anioB);

He MeHee 100 npouenTos (20 6ay10B);

MOHTaX 3JIEKTPOHHBIX KOMITIOHEHTOB Ha MEYaTHBIE TUIAThHI

B Poccuiickoii @eneparnuu oT 0011ero KOJIU4ecTBa JIEKTPOHHBIX
KOMITOHEHTOB, UCTIOJIb3YEMbIX B U3/ICITUH:

He meHee 60 mporentos (10 6amwtoB);

He MeHee 75 mporienToB (15 6amoB);

He menee 100 nporenToB (20 6amioB);

BBITIOJTHCHHE CIEAYIOIINX TEXHOJOTUIECKUX OTIepaIiiid, CBOHCTBEHHBIX
s fetTekTopoB Ha ocHoBe KMOII-TexHonoruu (KoMruieMeHTapHas
CTPYKTYypa METaJII - OKCHJI - TIOJYIIPOBOIHUK), HA TEPPUTOPUHU
Poccuiickon @enepanuu:

BXOJHOM KOHTPOJIb CEHCOPOB (5 6aJI0B);

coopka ceHcopoB B Matpuiy (10 6amios);

cOOpKa ONTHYECKOT'0 TpakTa JeTeKkTopa (8 6amion);

COBMEIICHUE CIIUHTHILIATOPA C ONTHYECKUM TPAKTOM

(cObopka oNTHKO-3JIEKTPOHHOTO Mo TyJist) (7 6amioB);

YCTaHOBKA ONTUKO-3JIEKTPOHHOTO MOJIYJISI B KOPITYC JieTeKkTopa (4 6amna);
BBITIOJTHCHUE CICAYIOIMNX TEXHOJIOTUIECKUX OTIepaIiiii, CBOMCTBEHHBIX
JUTSI IETEKTOPOB Ha OCHOBE TOHKOTUICHOYHOUW TEXHOJIOTHH,
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Ha Tepputopun Poccuiickoint @enepanuu:

aBTOMATHU3UPOBAHHBIA ONTUYECKUN KOHTPOJIb HHTEP(PEcHBIX nutei(oB
TOHKOIIJICHOYHOTO PEHTTeHOBCKOT0 ceHcopa (10 6amioB);
BXOJIHOM KOHTPOJIb TOHKOTUICHOYHOT'O PEHTT€HOBCKOI'0 CEHCOpa
(8 6amoB);

PEHTIEHOBCKUU KOHTPOJIb CHUHTHILIATOPA TOHKOIIJIEHOYHOTO
PEHTIEeHOBCKOTO ceHcopa (8 0aioB);

YCTaHOBKA TOHKOIUIEHOYHOTO PEHTIEHOBCKOTO CEHCOPa B KOPITYC
(6 6amoB);

YCTaHOBKA CUCTEMbI TEPMOCTATUPOBAHUS TOHKOIIJIEHOYHOTO
PEHTI€HOBCKOTO ceHcopa (4 6ama)".

2. ITpumevanue 33 HU3JI0KUTH B CICAYIOLIEH peIaKIINu:

"33. OTHEeCEeHHE TIPOAYKIIMU MEIULMHCKON MPOMBIIIJICHHOCTH K POCCHUHCKON MPOMBINUICHHON MPOIYKIIMA BO3MOXKHO
IIPH  YCIOBUM COOTBETCTBHS BCEM OOS3aTEIbHBIM TPEOOBAHUSAM M JIOCTIDKCHHS CIIEAYIOIIET0 CYMMApHOrO KOJIMYecTBa OajioB
3a BBIITOJHEHHWE HAa TEPPUTOPHUAX CTpaH - WIeHOB EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a YKa3aHHBIX orepanui (yCIOBHI) I KaX oM
€JIMHUIIBI TPOAYKIIUH:

Kox mo OK
034-2014 HaumenoBanue ToBapa 2026 ron ¢ 2027 rona
(KIIEC 2008)
26.60.13.120 Anmnapatsl MUKPOBOJIHOBOM TE€paruu HE MEHEe HE MEHEe
100 6annoB 100 6annoB
26.60.13.130 ArnmnapaTsl BBICOKOYaCTOTHOM HE MEHEE HE MEHEE

Y HU3KOYaCTOTHOM Tepanuu 100 6amioB 100 6amioB
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Kox mo OK
034-2014 HaumenoBanue ToBapa 2026 rox ¢ 2027 rona
(KIIEC 2008)
26.60.13.150 Arnmnapatsl yIbTpa3ByKOBOW Tepanuu HE MEHEE HE MEHEE
100 6amoB 100 6amioB
26.60.13.160 Anmnaparbl MAarHUTOTEpAITNHU HE MEHEe HE MEHEE
100 6anoB 100 6amioB
26.60.11.111 Tomorpadsl KOMIBIOTEPHBIE HE MEHEe HE MEHEe
90 6amioB 90 6amioB
13 26.60.11.130 Kowmriekc anmapaTHO-IpOrpaMMHBIN HE MEHEE HE MEHEE
JUISl PETUCTPALIMK U 00pabOTKN PEHTT€HOBCKUX 100 6amnsnos 100 G6amnnos
N300paKeHUN
26.60.12.132 AnmapaTsl yIbTpa3ByKOBOI'O CKAHUPOBAHHUS HE MCHEE HE MCHEe
70 6anoB 70 6amnoB
n326.60.11.112 PeHnTrenoBckue anmnaparsl epeIBUKHbIE TAIATHBIE, HE MEHEe HE MEHEe
u3 26.60.11.113 PEHTI€HOJUAarHOCTUYECKUE KOMILJIEKCHI 100 6annoB 100 6annoB

Ha 2 pabOYuX MecTa, pEHTIT€HOIUarHOCTUYECKHE
KOMILJIEKCHI Ha 3 pabouynx Mecra,
PEHTIeHOIMarHOCTUYECKHE KOMIUIEKCHI Ha 06a3e
TEJIEYTPABIISIEMOr0 CTOJIA-IITaTHBA, (II00POrpadsl,
PEHTIE€HOBCKUE alapaThl EPEIBUKHbBIC
xupyprudeckue (C-ayra) (3a HCKIOUYEHUEM
MaMMOTpadoB)
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Kox mo OK
034-2014 HaumenoBanue ToBapa 2026 rox ¢ 2027 rona
(KTIEC 2008)
n3 26.60.11.112 MammMmorpadsi HE MeHee He MeHee 110 6aminoB
u3 26.60.11.113 100 6amoB
26.60.12.111 DnexTpokaparorpads HE MEHEe HE MEHEE
100 6anoB 100 6amioB
26.60.12.120 Anmapatsl 17151 GYHKIMOHATBHBIX JUATHOCTUYECKUX HE MEHEe HE MEHEe
WCCIIEIOBAaHUM WIIH 111 KOHTPOJIA 100 6amioB 100 6amIoB
(U3HOTOTUYECKHUX TTAPaMETPOB, TPUMEHSICMBIC
B MEJUITMHCKUX IEJISX, He BKIIOYCHHBIC
B JIPyTHE TPYTIITHUPOBKHU
n3 26.60.13.190 Anmnapatypa 3JeKTpoTepaneBTHIeCcKast HE MEHEe HE MEHEE
65 6aioB 65 6aoB
32.50.12 CrepunuzaTopbl XUPYPruyeCcKue HE MEHEe HE MEHEe
WM J1abOopaTOpHbIE 90 6asoB 90 6anoB
n3 26.51.53.141 [TpuGop 115t IpoBeIeHUSI TOJIMMEPA3HOM TEITHON HE MEHEe HE MEHEe
13 26.51.53.190 peakiuu (I11IP) B pexkume peaqbHOTO BpeMEHU 120 6amioB 120 6amioB
n3 26.60.12.119
3 32.50.21.121 AnnapaTsl HICKyCCTBEHHON BEHTWIALINM JIETKUX HE MCHEe HE MEHEe
n3 32.50.21.122 75 6anos 75 6anos

n3 32.50.21.123
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Kox mo OK
034-2014 HaumenoBanue ToBapa 2026 rox ¢ 2027 rona
(KTIEC 2008)
n3 32.50.50 VYcraHoBKa Ji71s1 00€3BPEKUBAHUS MEAUITUHCKUX HE MEHeEE HE MEHEE
OTXO0JI0B 90 6ayu10B 90 6ayu10B
n3 32.50.50 Mairaa Moe4HO-1e3uHBEeKITMOHHAS HE MEHEE HE MEHEE
90 GamioB 90 GamioB
13 26.60.11.130 JleTexTop MmIocKonaHe bHbIN U(PPOBOI HE MEHEe He meHee 110 6amios
PEHTT€HOBCKUI 100 6amioB
u3 32.50.50.190 CBeTWIBHUK OTIEpAIlMOHHBIN HE MCHEe HE MCHEE
85 O6amnoB 85 GamnoB".




