OIIMCAHUE OBBEKTA 3AKYIIKHA

1. Mndopmanus o6 o6beKkTe 3aKyNIKH.

1.1 HaumenoBanue o6bekTa 3akynku: OkazaHue yCIyT 10 TEXHUUECKOMY O0CITYKMBAHHIO
00iy4arened-peupKyIsTopos Y ®-6akTepuiuaHbIXx nepexsmwkubix OPVYbn-3-5 (Ilesap-7)
(nanee — MU (Memununckue uinenns). Okasanue yenyru 1 pas B kBapran. Ilepuon okasanue
yciyru 2- 4 xsaprain 2026 r.

2.TpeGoBaHHs K HATMYHIO Pa3PeMIUTEIbHBIX JOKYMEHTOB
2.1. Hanmmaue y MicmonHUTENs pa3pelinTebHbIX JOKYMEHTOB Ha mpoBeaeHue TO MU BbLiaHHBIX
YIIOJTHOMOYEHHBIMHU TOCYIapPCTBEHHBIMH OpraHAMH.
2.2. Hanuywe 5MIEH3UM Ha TEXHHYECKOe OOCIy)XHBaHHE MEIMIMHCKAX M3JIeIui (3a
HCKJIIOUEHHEM CIIydas, €CJIH TEXHHYECKOe OOCITy)KHBaHUE OCYIIECTBISAETCS I 0OeCIeueHus
COOCTBEHHBIX HYKI IOPUANYECKOTO JHIA W WHAXBHIYAIHHOTO MPEANPUHAMATENS, a TAKKE
ciydass TEXHHYECKOro OOCTy)XMBAaHUS MEIWIIMHCKAX W3ACIMA ¢ HH3KOM CTENEHBIO
NOTEHIMATHHOTO PHCKA UX MPHUMEHEHHUS).
2.3. Ecmu B mepeuenr MU, momnexammx TO, BXOIAT M3AENHs, COACpXAIIHE HCTOYHHKH
HMOHU3UPYIOIIET0 U3JIy4CHHUS, HAIUYUE Y UCIIOIHUTENS paboT NEHCTBYIOMIMX Pa3peIInTEILHEIX
JOKYMEHTOB Ha OCYIIECTBICHHE JEATEIBHOCTH B 00JacTH HCIOJIB30BaHUS HCTOYHHKOB
HOHU3HUPYIOIIErO U3ITyYeHUs (TeHepHPYIONIHX ), BBIIaHHBIX YIOJTHOMOYECHHBIM
rOCYJJapCTBEHHBIM OPraHOM.

3. TpeGoBanus k Ucnoanurenio TO MeTuIIHHCKUX H31eTHit

3.1 Hcnonnutens paboOT OOMKEH HMETh MEPCOHANT C HEOOXOAMMOW KBaTU(pHKAIMEeH u
npodeccroHaNbHON IOATOTOBKOM B 00J1aCTH BRIONHIEMBIX padboT o TO.

3.2. WcnonHuTens mnpoBOAMT cBoeBpeMeHHoe TO 00OpymoBaHHS COTJIACHO HOPMATHBHO-
9KCIUTyaTallMOHHOM TOKYMEHTAIMH.

3.3. HcnomHuTenb JOMKEH HUMETh KOHTPOJIBHO-U3MEPUTEIHPHOE M  TEXHOJIOTHYECKOE
UCIBITAaTeIbHOE O00O0pyIOBaHUE [UIsI MPOBENEHHUS paboT MO TEXHHYECKOMY OOCITYXHBAHHIO
MEIULIMHCKUAX U3IEIUH.

4. TpeOoBanus k o6ecrie4eHHIO Ka4€CTBA TEXHUIECKOT0 00CTyKUBAHUA METUITHHCKUX
H3AeJIui
4.1. Cucrema MmeHemxMeHTa KadectBa Mcmommumtens B coorBeTctBuH ¢ ['OCT ISO 13485
noaTBepKIaeTcs aeicTByromM CepTu(HUKaToM COOTBETCTBHUS.
4.2 VicnioJTHUTENs JOHKEH HMMETh KOMIUIEKT IEHCTBYIOIIEH HOPMATHBHOW, TEXHHYECKOH M
SKCIUTyaTallMOHHON JOKYMEHTAINH, HeoOxoauMoi ams nposeaenust TO

43.B caydae oOHapyXeHHS HENOCTATKOB MOIYyIIEHHBIX INPH IPOBEICHHH TEXHHYECKOTIO
00CITy)KMBaHHUS, HCIOJHHUTENb TOJDKEH YCTPaHHTh UX O€3BO3ME3THO B CPOK He Ooiiee IecATH
pabounx JqHEH ¢ MOMEHTA IOCTYIUICHHS K HEMY COOTBETCTBYIOLIETO OOpaIieHus 3aKa3ynKa.

5. TpeGoBaHHUS K OTYETHOH JOKYMEHTALHH
5.1. TexymuM OTYETHBIM TOKYMEHTOM IIpH IpoBeaeHuu TO sBIseTcsa jKypHal TEXHUYECKOTO
00CTy>KABaHHUSI.
5.2. JlokyMeHTaMu, TOATBepKAaromiMy (akT BeimoaHeHus padot no TO, spistores xyprHan TO
U aKT BBIIIOJIHEHHBIX paboT.



6. TpeGoBaHNs K OpraHU3alUH H MOPSAKY NPOBEACHHA TEXHHIECKOro 00¢/IyKHBaHU
METHIMHCKHX H31eTuii
6.1. Texumueckoe obcnyxuBanue (TO) MEAUIUHCKUX U3IENTUI BKIIIOYAET B ceOs:
- nepuoaudeckoe TO;
- TEXHUYECKOE TUarHOCTUPOBAHHUE;
-BHemianoBoe TO;

CocTaB ¥ MEPHOINYHOCTD OKa3bIBAEMBIX YCIYT ONPEAEAETCS IKCILIyaTallHOHHON, TEXHUYECKOH

¥ HOPMAaTHUBHOM JTOKyMEHTAlUeH, TEXHUUYECKUM COCTOSSHUEM M CTENEHBIO H3HOCA MEIUIIUHCKUX

15631 (12078

6.2. Ha TexHuyeckoe 0OOCITy)XMUBaHHE MPUHUMAIOTCS 3apETUCTPUPOBAHHBIE B yCTAHOBIEHHOM

TOpSTIKE MEIUIIMHCKHUE M3ENUs TEXHUYECKH MCIPaBHBIE U MOJHOCTHIO YKOMILIEKTOBAHHBIE, C

KOMIUIEKTOM OKCIUTYaTallHOHHOW JOKYMEHTAI[MH, CMOHTHPOBAaHHBIE COTJIACHO TpeOOBaHUSIM

9KCIUTyaTallHOHHOM JTOKYMEHTAllUH, MPUMEHSIEMbIE 110 Ha3HAUYEHUIO, YKOMIUIEKTOBaHHBIE (IIpH

HEOOXOJUMOCTH ) 3aITaCHBIMH YaCTSIMHU U IIPUHAICKHOCTIAMH, C JEHCTBYIOIINM CBUIETETHCTBOM

0 MOBepKe (11 MEAUIIMHCKUX U3/IENIN, BHECEHHBIX B PEECTP CPEACTB U3MEPEHUH),

6.3. TexHuyeckoe OOCITy)XHBaHHE MEIUIMHCKON TEXHHWKHU (MEPUOAMYECKOE, BHEIJIAHOBOE)

BKJTIOUAET B ceOsl:

-IJIAHOBO-NPENyIpEIUTENbHBIE PabOoThHl, cnenududeckue A AAHHOTO THUHa oO0OpyIOBaHWS,

HEOOXOMUMOCTh, O00BEM, M COIECpXKAHHE KOTOPBIX YCTAHOBJICHBI OKCILTyaTallHOHHOMN

JTOKyMEHTAIlNeH Ha u3/eue;

-Uuctka K00 yapTpadHOIeTOBBIX JAMIT OT IBUTH, JJIEKTPUYECKHX KOHTAKTOB pelie, pa3beMOB,

MUKPOBBIKJTIOUATeNeH, BRBIHOCHBIX 3JIEMEHTOB YIIPABJICHHS.

-3aMeHa HEUCHPaBHBIX YJIbTPadUOJIETOBBIX JIaMIl, IIOC]IE 3aMEHBI HEO0OXOAUMO COPOCHTH

IIOKa3aHUs JIEKTPOHHOTO CYETUHKA

-4UCTKY, CMa3Ky U IIpU HEOOXOTUMOCTH MEePeOOPKY OCHOBHBIX MEXAHHU3MOB H Y3JI0B H3/IECIIHS,

-yAalieHue IIBUIM, T'PA3M, OKUCIIEHUS C HAPYXXHBIX U BHYTPEHHUX IOBEPXHOCTEH KopIryca

U3JIeTIUS ¥ €70 COCTaBHBIX YacTel;

-KOMILIEKCHYIO PETYJIMPOBKY ¥ HACTPOMKY U3/ENUs MOCIIe TIPOBEIeHHS paboT;

-Ipyrue paboThl cnenupuuecKue A1 JaHHoro Buaa MU, yka3aHHBIE B

SKCILTyaTallMOHHOM U TEXHHUYECKOU JOKYMEHTAIIHH.

Ilepuonudeckoe TexHUYecKoe OOCTyXHBaHHE (IIAHOBOE, pETNIAMEHTHOE): TEXHHYECKOE

00CITy)KMBaHHE, BBIIOIHIEMOE Yepe3 YCTAHOBICHHBIE B OSKCIUIYyATAIIMOHHOM JIOKYMEHTAIWH

3HA4YEHUs] HapaOOTKU WM HHTEPBATIBI BPEMEHH.

BHemaHoBoe TeXHMYECKOE OOCTyXXHMBaHHE: 4YacThb MEPONPHUSTHNA 110 TEXHAYECKOMY

obcimyxuBanuio MU, KkoTopas BBIIONHSETCS IO CPOKOB MEPHOIUYECKOrO (ILIAHOBOTO)

TEXHUYECKOTO OOCTYXKABaHHS B CIy4ae HEOOXOIUMOCTH.

6.4.Texandeckoe IUarHOCTHPOBaHHE (OCMOTP) OMpENENSeT TEXHHYECKOe cocTosHre MU u

BKJIIOYAET B ceOs:

- BHEIIHWM OCMOTp H3JAENTUS U €ro OCHOBHEIX COCTaBHBEIX

4acTew;

-BBIBJICHHE HAJIM4YMs BUIMMBIX MEXaHHMUYECKHX MOBPEXICHHM, HAPYIICHUH TrepMeTH3aluu,
ocnalbeHue YINIOTHEHUH | T.11.;

-KOHTPOJIb QYHKIIHOHHPOBAHHUS U3/IEIHS B [IEJIOM ITPH BITOJHEHUHM UM OCHOBHOM YacTH MJIH BCEX
Qynknmi, OOYCIOBICHHBIX Ha3HAUCHHEM W3MENHs; - IPOBEPKY JEHCTBHS OCHOBHBIX
MEXaHU3MOB, IPUBOIOB H T.II.;

- IpyT'¥e KOHTPOJIbHBIE OIepalluy crenuudecKue A1 JaHHOTO BHIa 000pyI0BaHuS,

-KOHTPOJIb BCEX Y3JIOB, JETajled, MEXaHHU3MOB, IOJBEP)KEHHBIX H3HOCY M CTapeHHIO, IMPH

HE0OXOMMOCTH, COMPOBOXKIAIOIIUICS YaCTHYHOM pa3bOpKOM H3IENHs; - OCMOTD M IIPOBEPKY

JEWCTBUS BCEX 3AIIUTHBIX YCTPOUCTB, OJIOKHUPOBOK, 3KPAHOB H T.II.



6.5. 3amacHble YacTH, JETald W PACXOJHbIE MaTepualbl MPHOOpeTaroTCs 3aKa3zyruKkoM
CaMOCTOSTEIBHO TI0 OTJIEIPHOMY JOTOBOPY HAa OCHOBAHMH aKTa TEXHUUYECKOTO cocTosiHus Ha MU
WUcnonaurens.

IlepeyeHb MeIMIIUHCKONH TEXHHKH, NOAJIeKAIEH TEXHHYECKOMY 00C/TyKHBAHHIO.

Ne | HaumenoBanme | Tum CU | 3aBoxck I'on Kon-Bo CU Howmep
/I CH (Momuduk o BeItycka CU PETUCTPALIIOHHOT
anus) HOMEp 0 YZ0CTOBEPEHHS
CU
1 Ob6myuarennb- 2020 1 ®CP 2009/04140
PELUPKYISTOP OPVYbn- 3a5 No
Yo 33 40927
6aktepunuausl | (Ie3zap-7)
¥ mepeIBHKHOMN
2 Ob6myuaTens- 2020 1 ®CP 2009/04140
PELUPKYJIATOD OPYbn- 3a No
yo- 33 35572
6akrepuruaael | ([lesap-7)
¥ MepeIBHKHOMN
3 OO6myyvarens- 2020 1 @CP 2009/04140
PELUPKYIISTOP OPVYbn- 3a No
yo- 39 35499
Oaktepuriuaabl | ([esap-7)
1 mepeaBUKHOMN
4 OO6mny4arens- 2020 1 @®CP 2009/04140
PELUPKYJIATOD OPVYbn- 3a No
yo- 35 35506
Oakrepuruauel | ([lesap-7)
1 IepeIBI>KHON
5 OO6mnyy4arens- 2020 1 @®CP 2009/04140
PELMPKYJIATOD OPVYbn- 3as No
yo- - 35586
Gaxrepuruaael | ([lesap-7)
1 IepeIBIKHOM
6 Ob6nyy4arens- 2020 1 ®CP 2009/04140
PELUPKYIATOD OPYbn- 3ap No
yo- 35 35585
Oaxtepunmauel | ([esap-7)
i mepeABHXKHOM
7 Ob6mny4arenn- 2020 1 OCP 2009/04140
PELUPKYJIATOD OPVYbn- 3as No
yo- = 40866
Gaxtepuraabl | ([esap-7)
i IepeABIKHON
8 OO6ny4arens- OPVYbn- 3as No 2020 1 @®CP 2009/04140
PELUPKYJIATOD 3-5 40914;
Yo- (He3ap-7)




OakTepHIAIHBI
¥ TepeIBHXKHOMN

9 OO6my4arens- 2020 @®CP 2009/04140
PELUPKYISATOD OPVYbn- 3an No
g 8k 35583
Gakrepunuansl | ([esap-7)
U mepeIBHKHOM

10 | Ob6nywarens- 2020 @®CP 2009/04140
PELUPKYJIATOD OPYbn- 3as No
- #2 35501
Gakrepunuansl | ([ezap-7)
W epeBUKHON

11 | Ob6my4arens- 2020 @®CP 2009/04140
PELUPKYIIATOD OPYbn- 3as Ne
v 33 60911
Oakrepuruaasl | ([esap-7)
¥ NIepeIBUKHON

12 | OO6nyuarens- 2020 @®CP 2009/04140
PELUPKYIATOD OPVYbn- 3as No
yo- 39 40854
Oaxkrepunuansl | ([esap-7)
¥ nIepeIBI>KHON

13 | Ob6nyuarens- 3aB Neo 2020 @®CP 2009/04140
PELMPKYIISTOP OPVYBn- | 78735
Vo- 3-5
Oaxkrepunuausl | (esap-7)
¥ IIepeIBHXKHON

14 OO6ny4arennb- 3aB Ne 2021 OCP 2009/04140

PELUPKYIATOD OPYBn- | 011888
Y- 3-5
Oakrepunuanael | (Iesap-7)
7 TIepeaBIKHOM
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