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BBegeHue

Hacroswmin ctaHgapT yctaHaBMBaeT OCHOBHbIE TpeboBaHWUsA, KOTOpbIe AOMMKHLI CoaepXaTbes B TeX-
Hudecknx 3agaHusax (T3) Ana rocyaapcTBEHHbIX 3aKyrnok B YacTu TexHudeckoro obcnyxusanHua (TO) megu-
unHckux usgenui (MU).

Me>kayHapoaHbIX aHanoros HacTosiLeMy cTaHgapTy He cyllecTByeT. HacToawmia ctaHgapT oTpaxaeT
cneuundguky oTedecTBeHHbIX PopM rocyapcTBeHHbIX 3akynok M u ycnyr, cBa3aHHbIX ¢ AaHHbIMU U3AeNUsAMU
1 MOXeT BbITb TONbKO HaLMOHAbHLIM JOKYMEHTOM.
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HAUMOHANBbHBIN CTAHOAPT POCCUUCKOW SEOEPALUMN

TEXHUYECKOE OBCNY>XUBAHUE MEOULIMHCKUX U3OENUIA
Tpe6oBaHUsA ANs rocyAapcTBeHHbIX 3aKynokK

Maintenance of medical devices. Requirements for governmental purchases

Data BBeaeHnsa — 2018 —06—01

1 O6nacTb NpMMeHeHus

HacToswwii ctaHgapT ycTaHaBnusaeT TpeboBaHus knoarotoske T3 1 nx ohopMneHuo Npu NposeaeHnn
rocyapcTBeHHbIX 3aKyrnok Ha okasaHue ycnyr no TO MU, npeaHasHavyeHHbIX 4519 NPUMEHEHUA B MeANLIMHCKNX
Lenax no oTAensbHOCTN UK B coveTaHnn Mexay cobon, AN KOTOPbIX AOKYMeHTaunen (HopMmaTUBHON, Tex-
HUYECKON UM 3KCMyaTaLMoHHoN) npeaycmMoTpeHo nx TO npu akennyaTauun.

HacTtosawumn ctaHaapT pacnpocTpaHnsietcs Ha yenyru no TO MU, npeaHasHaveHHble Ana noaaepkaHna n
BOCCTaHOBNeHusi paboTocnocobHocTM unmM ucnpaBHocTU MW npu MCNonb3oBaHUM MO Ha3HAYeHWUIo,
npegycMoTpeHHOMY U3roToBUTENEM (MPON3BOANTENEM).

HacToswmin ctaHgapT He pacnpocTpaHsaeTcsl Ha TpeboBaHWUs K oKasaHuio yCnyr no npeanpoaaxHoun
nogrotoske MU 1 peMoHTY, BbINONHAEMOMY B paMkax rapaHTUAHbIX 065a3aTenbCTB.

HacTosawuin ctangapT He pacrnpocTpaHseTcs Ha okasaHue yeryr no obyyeHuio nepcoHana MeguLMHCKMX
opraHusaunin npuemam padoTtel ¢ MUA.

2 HopmaTuBHbIe CCbINKKU

B HacTosLWweM cTaHaapTe MCNoNb30oBaHbl HOPMAaTUBHbIE CChINKW Ha cleayrolne cTaHaapTh:

FOCT 2.105—95 EpauHas cuctema KOHCTPYKTOpCKOi AokymeHTaumun. Obwne TpeboBaHMs K TEKCTOBBIM
AOKyMeHTaM

FOCT 15.601 Cuctema pazpaboTki U MOCTAHOBKM NPOAYKLMM Ha NPOU3BOACTBO. TexHu4Yeckoe obcny-
XNBaHNE N PEMOHT TeXHWKN. OCHOBHbIE NOMNOXEHWS

FOCT 18322—78 CucteMa TeXHUYECcKoro 06CnyKuUBaHUSt U peMOHTa TEXHWUKA. TepMuHbl 1 onpeae-
neHus

FOCT 20911 TexHudeckas anarHocTuka. TepMuHel 1 onpegeneHuns

FOCTISO 9001 Cuctembl MeHepkMeHTa kadecTBa. TpebosaHus

FOCT ISO 13485 Wagenusa meguunHckue. CUCTEMBI MeHepKMeHTa KadecTBa. TpeboBaHus Ans uenein
perynupoBsaHus

FOCT P 8.568 NocyaapcTBeHHas cuctema obecrneyeHnst equHCTBa U3MEpPeHUin. ATTecTauust ucnelta-
TenbHoro o6opyaosaHns. OCHOBHbIE MONOXEHNS

FOCT P 55719 Wsgenuna meguumHckue anekTpudeckue. TpeboBaHUa K cogepkaHnio 1 opopmMneHnto
TEXHUYECKWX 3adaHuiA 4Ns1 KOHKYPCHOW JOKYMEHTaLMK Npu NPpoBeAeHNN rocy4apCTBEHHbIX 3aKynoK BbICOKO-
TEXHOMOrMYHOro MeanLMHCKoro 0b6opyaoBaHMs

FOCTP56432/GHTF/SG3/N17:2008 Cuctema meHeAXMeHTa kadvecTsa. N3genns meamumHckme. Pyko-
BOACTBO MO YNpaBneHuo NPoAYyKLUMEN 1 YCryramu, nonyvyaeMbliMn OT NOCTaBLUMKOB

FOCT P 56606—2015 KoHTponb TEXHUYECKOro COCTOSHMA U (DYHKUMOHUPOBAHUSA MeOULMHCKMX
na3genvin. OCHOBHbIE NOMOXEHUS

WUspaHue opnumnansHoe
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MpumedaHue— Mpy NONb30BaHUM HACTOSILLMM CTAHAAPTOM Lienecoobpa3sHo NPoBEpUTL 4ENCTBUE CCbINOY-
HblX CTaHZapTOB B WHMOPMALMOHHON cucTeMe OBLIEero nonb3oBaHus — Ha oduumanbHoM cante dPegepanbHOro
areHTCTBa MO TEXHUYECKOMY PETYITMPOBaHMIO Y METPOIOTMU B CeTU NHTEPHET Unn No eXXerogHoMy MHMOPMaLMoOHHOMY
ykasarento «HaumoHanbHble cTaHaapThi», KOTOPbIN 0Ny6brimkoBaH Nno COCTOsIHUIO Ha 1 AHBaps TEKYLLEro rofa, 1 o Bbinyc-
KaM exeMeCcsHHOro MHPOPMaLMOHHOTO ykasaTens « HaumonanbHble CTaHAapThI» 3a TeKyLwmin roa. Ecnn saameHeH cebinoy-
HbIli CTaHAapT, Ha KOTOPbIN AaHa HegaTUpOBaHHAsH CCbINka, TO PEKOMEHAYeTCs1 MCMoNb30BaTh AEUCTBYIOLLYIO BEPCUIO
3TOro cTaHgapTa € y4eTOM BCEX BHECEHHbIX B aHHYI0 BEPCUI0 U3MeHEHNIW. ECnn 3aMeHeH CCbINoYHbIN CTaHaapT, Ha KoTo-
pbiii JaHa AaTUPOBaHHAas CCbINKa, TO PEKOMEHAYeTCs UCMONb30BaTh BEPCUIO 3TOT0 CTaHAAPTA C YKa3aHHbLIM BbiWE FOA0M
yTBepxaeHus (NpuHaTus). Ecnv nocne yrBepXxaeHUsi HACTOALWEro CTaHAapTa B CCbINOYHBIV CTaHAAPT, HA KOTOPLIN faHa
AaTMpoBaHHasi CCblNka, BHECEHO M3MEHEHUE, 3aTparvBalowee NONOXeHWe, Ha KOTOPOE AaHa CCbIMKa, TO 3TO NONOXeHne
pekomeHayeTCs NpUMeHsTb 6e3 yueTa 4aHHOro u3aMeHeHusi. Ecnun ceoinoYHbIn cTaHAapT OTMeHeH 6e3 3aMeHbl, TO Nonoxe-
HWe, B KOTOPOM AaHa CChIfIka Ha HEro, PEKOMEHAYETCS MPUMEHSITb B HaCTW, HE 3aTParmBaloLLen 3Ty CCbIIKy.

3 TepMuHbI U onpeaneneHns
B HacTtosiwem cTtaHgapte npumeHeHbl TepMmuHbl no FTOCT 18322, TOCT 20911, TOCT P 56432,

FOCT P 55719, a Takxe cneayowme TepMUHbI C COOTBETCTBYIOLLMMU onpeaeneHusaIMn:
3.1

MeauLMHckue usgenua; MU: NMio6ble nHCTPYMeHTLI, annapaTsl, Npubopbl, 060pyaoBaHue, matepua-
Mbl U NpoYne nsgenus, NpUMeHseMble B MeAULIMHCKUX LeNAaxX oTAeNbHO UMK B coveTaHUM Mexay cobon, a
Takke BMeCTe ¢ APYrumMmn NPUHaANEXHOCTAMU, HeoOXOAUMBIMU ANst NPUMEHEHUS! YKaszaHHbIX U3aenuii no
HasHayeHuto, BKMYas crneuunanbHoe nporpammHoe obecneveHue, U NnpeaHasHayeHHbIe NpouM3BoaUTENEM
(nsroToBUTENEM) ANS NPOUNAKTUKA, ANArHOCTUKK, NeYeHNa U MeauuUUHCKoNn peabunuTauum 3abonesa-
HWIA, MOHUTOPUHIA COCTOSIHUSI OpraHU3Ma venoBeka, NpoBeaeHNa MeaAUUNHCKUX uccneaoBaHuii, BoccTa-
HOBIMEHWS, 3aMeLUeHNs, WU3MEHEeHUA aHaTOMUYecKOW CTPYKTYpbl uUnn hU3nonordecknx yHKLUA
opraHvama, NpeaoTBpaLleHnss Unu npepbiBaHUs 6epemeHHOCTU, hyHKUMOHANbHOe HasHaYeHne KoTopbIX
He peanusyeTcs nyTem papmMakonorm4eckoro, UMMyHONOrM4eckoro, reHeTuIeckoro unm Mmetabonuueckoro
BO3EMCTBUS Ha OpraHn3m Yernoseka.

[PenepanbHbIn 3akoH oT 21 Hoabpa 2011 r. Ne 323-93 «O6 ocHOBaxX 0XpaHbl 340pOBbA rpaxaaH B Poc-
cunckon Pegepaunny, ctatbs 38, onpeaeneque 1],[1]

MprvMmeyaHue—B OTHOWEHUN TEXHUYECKOTO OBCNYXMBaHUST HAPSAAY C TEPMUHOM «MEAULMHCKUE M3Aenua»
4YacTo NPUMEHSIIOT TEPMMUHBI « MEAULIMHCKASA TEXHUKAY» W «MEAULMHCKOE 060pYyA0BaHNEY, ABNSAIOWMECA YAaCTHBIMM NO OTHO-
LUIEHUIO K TEPMUHY « MEAMLMHCKUE U3OENUN».

3.2 npuHagnexHocTb MU: Annaparthbl, npubopkl, 060pyacBaHue 1 Npovme usaenud, He sisnsownecs
camocTosATenbHbIMU MW, Heobxogumble A4S NCNoNb30BaHNs KOHKPETHLIX M no HasHavyeHuIo.
3.3

3anacHaa 4acTb: CocTaBHas 4acTb M3denusl, npegHasHavyeHHas ANA 3amMeHbl HaxoAuBLUeNCs B
aKcnnyaTtaLuum Takol e YacTu € Lienbto noaaepXaHust v BoCCTaHOBIEHWS UcnpaBHOCTU Mnu paboTocno-
COBHOCTU U3genus.

[FTOCT 18322—78, onpeaeneHue 8]

3.4 pacxoaHble maTepuanbl: MaTtepuanbl U Usgenus, npegHazHavyeHHble AN neproanMieckon same-
Hbl, Yepes yCTaHOBIIeHHbIE B 3KCTyaTalOHHOW AOKYMEHTaLUM 3HAaYEHNS HapaBoTKu U UHTepBarbl Bpeme-
HUW, a Takxke ans obenyxMBaHna U noaaepxaHusa ncrnpasHocT MUA.

3.5

HOpMaTUBHaA A[OKYMeHTauua: [JoKyMeHThl, pernameHtupylolwme TtpebosaHusa 6esonacHocTy,
Ka4ecTBa, a Takke npeanonaraemMyo achMeKTUBHOCTb MpeayCMOTPEeHHOro NPUMeHEHNsA U MeToabl KOHTPONS
cooTBeTcTBUSA MU 3TUM TpeboBaHusIM.

[MpaBuna rocyaapcTBEHHOW perucTpaunn MeauuvHCKUX Usgenuid, (YTe. noctaHosneHuem [Mpasu-
TenbcTBa P® o1 27 gekabpsi 2012 r. Ne 1416), nyHkT 4, ab3au 4], [2]




rocT P 57501—2017

3.6

TeXHU4Yeckas AOKYMeHTauusA (TexHnyeckas AoKyMeHTauua nponssoanTens (usrotosutens)): Loky-
MEHTBI, pernameHTUpYyoLW e KOHCTPYKLMIO MeAULIMHCKOro N3aenus, ycTaHasnunsatoLme TeXHUYeckue Tpe-
6oBaHuA 1 cofepxaline AaHHble Ans ero pas3paboTku, NPOM3BOACTBA, MPUMEHeHWUs, SKcnyaTaLuu,
TEeXHUYECKOro obcnyxMBaHus, peMoHTa, yTUIN3aLmnumn U yHUUTOXEHUS.

[MpaBuna rocygapcTBeHHOW permcTpauMn MeauuMHCKUX usaenui, (yTe. nocrtaHosneHvwem Mpasu-
TensctBa P® o1 27 aekabpa 2012 r. Ne 1416), nyHkT 4, ab3ay, 6], [2]

37

3aKcnnyarayMoHHas AOKYMeHTauUA (3KkcrnnyatauuoHHas AoKyMeHTaLuumsa nponussoanTens (M3rotosu-
Tens)): [okyMeHTbl, NpefHasHauyeHHble A4Ns O3HaKOMMNEeHUs NOTPeBbUTeNa ¢ KOHCTPYKLUME MEeANLIMHCKOrO
usaenus, pernameHTupyoLLme yCrioBusa U npasuna akcnnyartaummn (MCnosnb3oBaHue Mo HasHavYeHuIo, TeXHU-
yeckoe obCny>XuBaHue, TEKYLLIMIA PEMOHT, XpaHeHUe U TPaHCMOPTUPOBKA), rapaHTUPOBaHHbIE NPOU3BOANTE-
nem (M3roToBUTENEM)3Ha4YEHUA OCHOBHbIX MapaMeTPoB, XapaKTe pUcTUK (CBOMCTB) MeAULIMHCKOro 3aenus,
rapaHTUiHbIe 06513aTeNbCTBRA, a Takke CBeAEeHUs O ero yTUnu3aLmm Unm YHU4ToXeHUN.

[MpaBuna rocynapCTBeHHOM peructpauun MeauuUHCKUX usaenuid, (yTB. noctaHosneHnem Mpasu-
TenbctBa PP o1 27 aekabpsa 2012 r. Ne 1416), nyHkT 4, ab3ay, 10], [2]

M pwn™meyaHmu e — JkcnnyaTaumoHHble AOKyMeHTbI punaratotcsi K MU npy nocraske u, kak Npasuno, BKIoYaoT
B ceb6s1 nacnopt (popmynsip unm STUKETKY), PYKOBOACTBO NO 3KCMIyaTaLmm, MHCTPYKUMIO MO NpUMeHeHuto n ap. Komnrek-
THOCTb 3KCNIyaTauMOHHbIX JOKYMEHTOB OnpeaenseTcs HasHavyeHnem KoHkpeTHoro M.

3.8 TexHuU4veckoe o6cnyxusaHue; TO: KoMnnekc pernameHTUpoBaHHbIX HOPMaTUBHOMN, TEXHUYECKON
1 3KCNyaTaunoHHOM AOKYMEHTaLMen MeponpuaTUiA U onepauuii No noaaepXaHuio U BOCCTaHOBIeHNo pabo-
TOCMOCOBHOCTU UMK UcripasHocT MU npu nx Ucnonb3oBaHWM NO HasHaYeHWUIo, NPeyCcMOTPEHHOMY U3roTOBU-
Tenem (nponssoguTenem).

MpumeyaHune—punpoeeaeHnn TO MOryT NPOBOAVTLCA crieaytolme paboTsl: NnepnognHeckoe TEXHNYECKoe
o6cnyXvMBaHWe, BHEMNAHOBOE TEXHUYECKOE 06CMYKMBaHNE, KOHTPOIb TEXHNYECKOrO COCTOSIHUS, TEXHUHECKas ANarHocTu-
Ka N PEMOHT.

3.9

nepuopmMyeckoe TexHM4Yeckoe obcnyxuBaHue (NnaHoBoe, pernameHTHoe): TexHudeckoe 06Cnyxu-
BaHWe, BbINOMHAEMOe Yepes YyCTaHOBMEHHbIe B 3KCMMyaTaUMOHHON AOKYMeHTaLMM 3HaveHua HapaboTku
W MHTEpPBarbl BpeMeHN.

[FOCT 18322—78, onpeaenexune 22]

3.10 BHennaHoBoOe TeXHUYeCKoe o6cnyXmMBaHue: YacTb MeponpusaTAA NO TEXHNYECKoMY 06CryXu-
BaHUo MW, koTopas BbINOMHAETCA 4O CPOKOB NEPUOANYECcKOro (MraHoBOro) TEXHUYECKOro 06CnyXuBaHus B
cny4yae HeobxoanMMOoCTH.

NpwumeyaHune—Hanpumep, BHennaHosoe TO MOXET NPoBOAUTCS B cryvae akcnnyaraumm MW npu BHeLWHUX
BO30ENCTBUSIX, NPEBbILLAILLNX YPOBEHb, COOTBETCTBYHOWMIN HOPMAIIbHbIM YCIIOBKSIM SKCTyaTaumu.

3.1

KOHTpONb TeXHUYECKOro cocTosiHUA: [poBepka COOTBETCTBUSA 3HAYEHWNIA MapamMeTpoB 1 XapakTe-
pucTuk MU Tpe6oBaHUsIM HOPMaTUBHOW 1 3KCNyaTaUMOHHOW OOKYMEHTaLMW, BbISIBMIEHNE N3HOLIEHHBIX U
MoBpeXaeHHbIX YacTen (aeTanei), NpoBepKa 4eNCTBUSA BCEX 3aLLMTHBIX YCTPOWCTB U BI0KMPOBOK, HANM4Yns
W BeaeHWs SKCnyaTaLlMoHHON AOKYMEHTaLmMu,

[FTOCT P 56606—2015, onpegenexHue 3.2.8].

MpwumedaHune—lpuNpoBeaeHUN KOHTPOMNSA TEXHUHYECKOrO COCTOSIHUS! MOTYT NPOBOAMTLCS CreayoLLme Nenbl-
TaHWA: NPUEMOYHbIE UCMBITAHWA (ONA CPeAcTB U3MEPEeHUs — NepBuYHas NnoBepka), Nepuoguyeckme UCnbiTaHnsa (ans
CPEACTB U3MepeHNUsi — nepuoauyeckas Nnoeepka), UCTbITaHUsI Ha MOCTOSIHCTBO NapameTpoB. [JaHHble UCMbITaHWA permna-
meHTmpoBaHbl FTOCT P 56606.

3.12 TexHU4ecKkasi guarHoctuka: OnpegeneHne TexHn4eckoro cocTosiHus MIA.
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MpwumeyaHun e — Kak npaBuno, TexHU4eckasl AMarHoCcTuka 3akio4aeTcs B NMoUCKe U onpegeneHn Hemcnpae-
HocTn MW,

3.13

peMoHT: Komnnekc onepaliuii o BOCCTaHOBMEHUIO UCNPaBHOCTY UM paboTocnocoBHOCTM N3gennii n
BOCCTaHOBIEHWIO PECYPCOB U3AENNI UM UX COCTABHbIX YacTei.
[FOCT 18322—78, onpeneneHue 2]

3.14

MeAULMHCKana opraHusauus: Kpuandeckoe nNuLo He3aBNCUMO OT OpraHu3aLoHHO-NpaBoBor chop-
Mbl, OCYLLECTBMAIOLLEE B KAaUYeCTBE OCHOBHOMO (YCTaBHOro) BMAa AeATENbHOCTN MEAULMHCKYHO AESTE b-
HOCTb Ha OCHOBaHWUW NULIEH3UKM, BblAAHHON B NOpsiAKe, YCTaHOBNEHHOM 3aKkoHo4aTeNnbcTBOM Poccuitckon
degepaumn o NMLEH3NPOBaHNMN OTAENbHBIX BUAOB AEATENLHOCTA.

[PenepanbHbIi 3akoH oT 21 HosABpA 2011 . Ne 323-93 «O6 ocHoBax oxpaHbl 300poBba rpaxaaH B Poc-
cuitckon denepaummny, ctatbs 2, onpegenexue 11], [1]

3.15 3akasuuk: KOpuguyeckoe nNuUUo, sIBNsAOLWEeCcH NpUHMMaroLWed CTOPOHOW OOoroBopa okKasaHusl
yenyrno TO M.

3.16 UcnonHutenb: CybbeKT X03MCTBEHHOW AeATENbHOCTU (fopuandeckoe nmuo unu dpusndeckoe
n1uo), KOTOPOMY B YCTAHOBIIEHHOM MOPSIAKE paspelleHo OCyLLecTBAATb aedTensHocTe no TO MW, asnsio-
LLIMIACSt UCTIOTNHSAOLLIE CTOPOHOW A0roBopa okasaHus yenyr no TO M.

3.17 ucnonHutenb pa6oT: CybObeKT X03ANCTBEHHON AeATeNbHOCTU (fopuanyeckoe unn pusnyeckoe
ML), KOTOPOMY B YCTAHOBIIEHHOM MOPSAKE paspelleHo OCyLIecTBNATb agedarensHocTe no TO MW, asnsio-
WmMinca akTniecknm ucnonHuTenem pabot npu nposegeHun TO MU B pamkax 3akimioUeHHOro Aorosopa.

3.18 usrotoBuTenb (Mpon3BoanTens): Pusmyeckoe UM OPUANYECKOE NULO, Hecyllee OTBETCTBEH-
HOCTb 3a pa3paboTKy, MPOU3BOACTBO, YNAKOBKY U MapKMPOBKY U3Oenus, Npexae Yem oHO 3aMeT MecTo Ha
PbIHKE Mo cOOCTBEHHEIM HAUMEHOBaHNEM HE3aBUCUMO OT TOTO, BBINOSHATCA 3TU AEUCTBUA AaHHBIM NINLIOM
HenocpeACTBEHHO UMK MPUBIIEYEHHBIM TPETbUM ULOM.

4 OO6LMe nonoxeHus

4.1 T3 paspabaTbiBaeT 3akasuuk. 3akazyuk onpegensert npegmeT 3akasa Ha okasaHue yenyru TO MA.

4.2 O6wue TpeboBaHus K pa3paboTke, NOAroTOBKE U cocTaBneHuto T3 Npu NpoBeAeHnN rocyapcTBeH-
HbIX 3aKynok onpegeneHbl B FTOCT P 55719. Mpu npumeHerun FTOCT P 55719 cneayeT pykoBOACTBOBaTLCA
MPUHLMMOM aHarnorum sakoHa.

4.3 T3Hasakynkyycnyrn TO MU gormkHo cogepkaTb Tomnbko Te TpeboBaHusi k TO, koTopble pernameHTu-
pOBaHbl HACTOALWMM CTaHAapTOM. 3akasuuk BNpaBe He BkYaTb B T3 HecylecTBeHHbIe Anst Hero Tpebo-
BaHUA.

4.4 TepMuHbI, NpeAcTaBreHHble B HAacTosLWeM cTaHdapTe, He SABNSIOTCS eUHCTBEHHO BO3MOXHbLIMU
AN NpUMEHeHUs, No3ToMy Ans obecneyeHns Nnmn oLEeHKM COOTBETCTBUS TpeBoBaHUSAM HaCTOSILLErO cTaHAap-
Ta HeobX0AMMO PYKOBOACTBOBATLCS ONpeaerieHNsIMU, a8 He HAMMEHOBaHUSIMN TEPMUHOB, NpeACTaBIEHHLIMA
B pasaene 3.

4.5 BenunuuHebl, ykasbiBaemble 3akaszunkom B T3, MOryT UMeTb KOHKPETHbIE 3HaYeHUs unu 6bITs onpeae-
neHbl Anst MHTepBana: «B guanasoHe», «He boneex», «He MeHeey. [lnana3oH MU3MeHeHUs ykasaHHOro napameT-
pa MoxeT OblTb onpefeneH B TepMUHAX: «HE YXe» B TOM cryyae, korga Tpebyembld guanasoH OOSKEH
BKITHOYATb YKasaHHbIA MHTEpBan, Unn «He Wnpe» B ToM cnydae, korga Tpebyemelll guanasoH JOMMKeH Haxo-
ONTbCSA BHYTPW YKa3aHHOro MHTepBsana.

M punmMmevYyaHne — FIpM YKa3aHn KOHKPEeTHbIX 3Ha4YeHur 3akasynk JOIKeH obecneunTtb OTCYTCTBME OrpaHun4ye-
HUA KOHKYpPEeHUNN.

4.6 3akasuuk paspabaTbiBaeT T3 ¢ y4yeTom TpeboBaHW U3roToBuTEnen (Npomssoautenei) MU, TO
KOTOpPbIX ABNSeTCA 06BHEKTOM 3aKasa, U TpeboBaHus k npoBegeHuto TO KOTOpbIe N3NOXKeHbI B 3KCNyaTauMoH-
HO JOKYMEHTaLUN.

4.7 MpunoarotoBke T3 Ha 3akynky ycnyr no TO 1 pemoHTy MU gonyckaeTtca BkntoyaTh B nepedeHs MU
noanexawmx TO npuHagnexHocTn MU B Tom cnyyae, ecnv oHu cBsizaHbl ¢ MU, BKMOYEHHBIMU B JaHHbINA
nepeveHs.

4.8 OTBETCTBEHHOCTb 3a MOMHOTY U A0CTATOMHOCTb T3 NEeXUT Ha 3akasunke.
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5 TpeGoBaHMsA K coaepXaHMUIO TEXHMYECKOro 3anaHns

MepeyeHb HOpMaTUBHBIX JOKYMEHTOB, onpegenswowmx TpebosaHus k ycnyram no TO MW, npuseaeH B
Tabnuue A.1 npunoxeHus A. Takke TpeboBaHus k nposegeHuto TO pernaMmeHTUpOBaHbI HOPMaTUBHO-NPABO-
BbIMK akTamun [1], [3], [4], [5], [6].

5.1 TpeboBaHUA K HAaNUYUIO paspeLUnTerNbHbIX 4OKYMEHTOB

5.1.1 B paspene npusoaaT obsizaTenbHble TpeboBaHUA K Hanuuuio y cnonHutens paspelumtenbHbIX
[AOKyMeHTOB Ha nposefeHue TO MU, BbigaHHbIX YNOMHOMOYEHHBIMU rocyaapcTBeHHbIMU opraHamn') [4], [5].

5.1.2 Ecnu B nepeverb MU, noanexawmx TO, BXxoaaT nsgenusa, cogepxatiue UCTOYHUKA UOHU3UPYIO-
LLero n3nyveHns, B pasaerne NnpmMeoasT TpeboBaHUs K Hannuuo y ucnonHuTens paboT AencTByOLWMX paspeLun-
TENbHbIX [OKYMEHTOB Ha OCYyLEeCTBIEHUe AeATeNbHOCTM B 06f1acT  UCNONb30BaHUA WCTOYHUKOB
MOHU3UPYIOLLETO U3TyHEHUS (FreHe pPUPYHOLLMX), BbiAAHHBIX YNONHOMOYEHHBIM rocyAapCTBEHHBIM opraHom?) [6].

5.1.3 EcnusnepeveHb MU, nognexawmx TO, BXoAdaT usaenus, cogepxatine oTKpbITble Unn 3akpbIThlie
pagnaunoHHble NCTOYHUKN (paanoakTUBHbIE BelecTBa), Unu npu nposeaeHun TO nsaenni, BXoasiLLMX B nepe-
yeHb MW, HeobxoaMmMo ncnonb3oBaTh pagMaLUoHHbBIE UCTOYHNUKK, B pasgene npusogaT TpeGosaHus K Hanu-
YKo Y UCNonHUTeNs paboT AelCTBYOLWEero paspewnTernibHOro AoKkyMeHTa, 4aroLero Npago Ha 3KcryaTauuio
paanaLoHHbIX UCTOMHUKOB (KOMMNIIEKCOB, B KOTOPBIX COAEPXKaTCH paauoaKTUBHbLIE BELLECTBA), BbiAaHHOIO
YMONHOMOYEHHBIM rocyaapcTBeHHbIM opraHoms) [6].

5.1.4 EcnuB nepederb MU, nognexawux TO, BxoaaT usgenus, ans nposegeHua TO KOTOpbIX He0bXxo-
OUMBI MHbIE paspelunTeNbHble 4OKYMEHTHI rocyaapcTBeHHoro obpasua, B pasaene npusoaaT TpeboBaHus K
Hanuuno y UConHUTens paboT AeCTBYIOLLEro paspeLumTenbHOro 4oOKyMeHTa Ha AaHHbIN BUA AeATENbHOCTH,
Bbl4AHHOM0 YNOMHOMOYEHHBIM roCY4apCTBEHHBIM OpraHoM.

5.2 Tpe6oBaHusA k kBanudgukauum nepcoHana Ucnonuutenn

B pasgene npueoaaT TpeboBaHus k kBanudukauum nepcoHana UcnonHurens:

- UcnonHutens gomnxeH umeTb crneumanucTos no sceM sugam MU, ykasaHHeimM B nepedHe MU, nognexa-
wux TO. Keamudumkaums cneumanucToB AoMmMkHa ObiTb NOATBEpPXAeHa COOTBETCTBYOLWMMW YAOCTOBEDPSIO-
LMK JOKYMEHTaMU;

- NP1 HeOBXOAMMOCTU MPOBEAEHNSI ONACHbLIX U cieuuanbHbIX BUAOB paboTana ocywecTBneHua TO cooT-
BeTCcTBYOWMX BUA0oB MU McnonHuTenb AOMKeH MMeTb CNeLuaniucToB ¢ COOTBETCTBYHOLMMU KBannbKkaumoH-
HBIMW rpynnamm gonycka K nposegeHuto paboT.

MpwumMedaHune— [ns npoeegenns TO psga MU Heobxogumo HanMume cneumanmcToB, MMEIOLLMX onpeaeneH-
HyI0 rpynny gonycka no anekrpo6esonacHocTn (Hanpumep, lll nnm 1IV), ygoctoBepeHne pabouero no cocyaam nog gaene-
HWEM U T. 4.

5.3 TpeboBaHUsI K KOHTPONbHO-U3MEPUTENILHOMY M TEXHONOTMYECKOMY WCMbITaTeNbHOMY
o6opyaoBaHuI0

B pazgene npusogsaT TpeboBaHNsA K KOHTPOMbHO-M3MEPUTENBHOMY 1 TEXHOOTMYECKOMY UCTbITATENbHO-
My o6opyaoBaHuto:

- KOHTPOIbHO-U3MEepUTEbHOE U TEXHOMOrMYeckoe UcnelTatensHoe 0bopyaoBaHne AomkHo obecneun-
BaTb NpoBeaeHWe Bcex BUAoB paboT no TO MU, ykasaHHbIX B nepedHe MU, noanexawmx TO;

- cpeacTsa M3MepeHMin AoMKHbI BbiTb NOBEPEHEI, a TEXHOMornYeckoe UcnelTatensHoe obopyaosaHue
AOIKHO BbITh aTTecToBaHo [7] no FOCT P 8.568.

5.4 TpeGoBaHUs K 4OKyMeHTaLuun

B pasgene npusoasT TpeboBaHUs k Hanuuuio y VIcnonHUTens kKoMnnekTa AeACTBYoLEen HOPpMaTUBHOWN,
TEeXHUYECKOM 1 AKCNyaTaLMOHHON AOKYMEHTaLuMu, Heobxoanumon ans nposegeHnsa TO MU, ykazaHHbIX B nepe-
yHe MW, noanexawmx TO.

) Ha dbeepanb 2017 ropa 370 «JIMLEH3NsA Ha OCYLLEeCTBIEHNE AEATENbHOCTY MO NPOM3BOACTBY U TEXHUYECKOMY 06-
CNY>XMBaHUIO (3a NCKITIOYEHUEM Clyyast, eCrnv TeXHUYeckoe obenyxmnBaHve ocyluecTBnseTcs anst obecneveHnsi cCobCcTBEH-
HbIX HYXXZ IOPUANYECKOTO LA NNv MHAVBUAYANBHOrO NpeanpyHUMaTensl) MeAULMHCKON TEXHUKMY. TpeboBaHWA 3aKOHO-
AaTenbcTBa MOryT ObiTb U3MEHEHb!.

2) Ha dpeBpanb 2017 ropa 810 «JMLeH3ns Ha OCYyLLeCTBNEHNE AenTenbHOCTU B 0611acTi ncnonb3oBaHUs UCTOYHM-
KOB MOHM3NPYIOLLEro nany4eHus (reHepupyoLLmx) (3a UCKNioYeHMeM crnyyas, eCrim 3TM MCTOUHMKM MCMNONb3YIOTCA B Meau-
LUMHCKON [esiTEeNbHOCTU)» WM CaHUTaPHO-3NMMAEMUONOrMYeckoe 3aKiio4YeHMe O COOTBETCTBMM YCroBUW paboTbl ¢
UCTOYHUKaMM M3NYyYeHWS CaHUTaPHbIM MPaBunam, KOTOprble Bb4aloT OpraHbl, OCYLWEeCTBSoWME rocyaapCTBEeHHbIN CaHu-
TapHO-anMaeMuonornHeckuii Haaaop. TpeGoBaHWA 3aKkoHOAATENBCTBA MOTYT ObiTh U3BMEHEHbI.

3) Ha dheBpank 2017 roaa 8TO «MpaBo Ha SKCMNyaTauMio PaanaLMOHHbLIX MCTOYHUKOB (KOMMMEKCOB, B KOTOPbIX
cofepxKaTcs paanMoaKTUBHbIE BELLLECTBA) B YacTW BbINOMHEHNSA paboT 1 OKasaHusi YCyr 3KCNnyaTypyowmm opraHmaanm-
Am». TpeboBaHUs 3akOHO4aTeNbCTBa MOTYT BbITb M3MEHEHbI.
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5.5 Tpe6oBaHusa k 06ecneyeHUI0 KauecTBa TeXHU4ECKOro 06CNyXUBaHUA MeAULIUHCKUX U3aenui

B pasgene npusogaT obsizatenbHble TpeboBaHUA:

- K Hanuduiwo y UcnonHuTenss AEACTBYIOLLEA CUCTEMBbI MEHEKMEHTa KadecTBa B COOTBETCTBUW C
FOCTISO 9001 nnnFOCT ISO 13485;

- nposegeHunto TO cornacHo AeWCTBYIOLLEN TEXHUYECKOW U 3KCMIyaTauMoHHON AOKYMEHTaLMN U3roTo-
BUTENA (Npon3BoAUTENSA);

- UCNONb30BAaHUIO 3aMacHbIX YacTeln, B TOM YMCTe pacXo4HbIX MaTepuarnos.

M pumeyaHnune—Kak npaeuno, npu npoeegeHnmn TO AonyckaeTcsl NPUMMEHEHUE TONMbKO 3anacHbIX YacTen, B
TOM YWUCNE PacxoaHbIX MaTepUanos, NPeAyCMOTPEHHbIX AEWCTBYIOLLEN TEXHUYECKON U 3KCNNyaTaunoHHON AOKYMeEHTaunen
nsrotoBuTens (npoussogutensl). Ho B psige criyyaeB [ornyckaeTcsi 3ameHa 3anacHblX YacTell Ha aHanorMyHble npw
noaTBEPXASHUN COXpaHEeHUs TpeByeMbIX TEXHUHECKUX U DYHKLMOHANbHBIX XapakTtepuctuk MU npu rapaHtum ero 6esonac-
HOCTW;

- rapaHTUiHBEIM 06A3aTensLCTBaM Ha BbIMofHeHHble UcnonHutenem paGoTbl U Ha UCMONb3oBaHHbIE
3anacHble YacTu, B TOM Y1Che pacxo4Hble MaTepuaribl (COrfacHo rapaH TMMHLIM CPOKam U3roToBUTenst (Npous-
BoAUTens) aanacHbixX yacten). Mpu ykasaHun TpeboBaHWi K rapaHTUHBIM 06s13aTeNbCTBaM yKasbiBaOT Kak
CPOKU rapaHTWM Ha OKasaHHble YCMyru, NpoBeAeHHble paboTbl U yCTaHOBNEHHBIE 3anacHble YacTu, Tak U CPOKU
yCTpaHeHWs HemcrpaBHOCTU MPU HACTYMIIEHUN rapaHTUIAHOIO cryyasi.

5.6 TpeGoBaHUss K opraHuzauuM U MNOPAAKY NpPOBeAeHUs] TeXHUYECKOro oGcCnyXMBaHMUA
MeAULUHCKUX U3genui

5.6.1 MpucoctaBneHun T3 AomkHbI 6bITb BbIBpaHbl He0bXxoaUMbIE BUAbLI paboT U3 cnucka, npuBeaeHHo-
ro Huxe:

- nepuoguyeckoe TO;

- TeXHMYEeCcKoe AnarHoCTUPOBaHNE;

- pemMoHT MU;

- BHennaHoeoe TO;

- obHOBMEHME NporpaMMHoro obecneveHns u ycTaHoBKa OnLuuiA;

- KOHTPOIb TEXHUYECKOTO COCTOSIHNS;

- MOHTaXX/AeMOHTaxX 1 Hanaaka M.

5.6.2 B pasgene npusoasT TpeboBaHus K BbibpaHHbIM paboTtam no TO.

5.6.2.1 Bnopgpasgene, cogepxailem TpeboBaHus knepuogudeckomy TO, NpUBOAAT CBEAEHUS O NEPUO-
AndHocTn, obbeme, MeTod4ax U cpeacTBax nposeaeHua TO, cOrnacHo TEXHUYECKON U IKCNIyaTaLUuoHHON
AokymeHTauuun Ha MW, ykasaHHble B nepeuHe MU, nognexaiumx TO.

5.6.2.2 B nogpasgene, coaepxallem TpeboBaHUA K TEXHUYECKOMY AnarHocTupoBaHuto MU, npusoaat
TpeboBaHWs k cpokam Bblesda cneunanucta Anst NpoBeeHNsl TEXHUYECKOro ANarHocTUpoBaHuUs, Npyu 3Tom
CpOKM Bble3aa MOTyT OTNUYaTbCs Ans pasHbix Buaos M.

B nogpasgene moryT 6bITb NPUBEAEHbI OrpaHUYEHUs No KONM4YecTBY criydaeB oTkasa MW, no koTopbim 3a
BbIOpaHHbI kKaneHaapHbIN nepuog (Mecsl, rod, CPok ASACTBUS AOrOBOPA U T. M.) NPOBOAUTCS TEXHUYECKoe
AuarHocTupoBaHue.

5.6.2.3 Bnopgpaspgene, cogepxaiiem tpeboBaHua k pemoHTy MU, npusoasT:

- CBeJeHus 0 cpokax npoBeaeHust paboT B pamkax pemoHTa M. Cpokn MoryT 6bITh Yka3aHbl Kak c y4eToM
CPOKOB NOCTaBKMU 3anacHbIX YacTen, Tak u 6e3 Hero, o 4em B T3 AomkHa 6bITb caenaHa oTaenbHast OTMeTKa;

- yKasaHusl 0 HaM4yun UnNn oTCyTCTBUM TpeboBaHMIA MO NOCTaBKe 3anacHbIX YacTen Ana NpoBeaeHUs
peMoHTa.

B nogpasgene moryT 6biTb NPUBEAEHEI OrPaHNYEHMUS! NO KONMYECTBY criydaeB oTkasa MU, no koTopbiM
3a BblIbpaHHbIiA kaneHaapHbIA Nepuog (Mecsil, rofl, CPOK AeNCTBUA 4OMOBOPa U T. N.) IPOBOAUTCA PEMOHT.

Mpu Hannuum Tpe6oBaHWI NO NOCTaBKM 3anacHbIX YacTel Ans NPoBeAEHUsI PEMOHTA B NYHKTE NpUBOAAT
TpeboBaHus:

- KMaeHTUdUKauumn sanacHom YacTn (HaMMeHoBaHWe, KaTanoXHbIA UMW UHOW uaeHTUnKaTop, CornacHo
TEeXHUYECKOMN N 3KCMNyaTaUNOHHON AOKYMEHTaLUUM U3roToBUTENS (NponssoanTens));

- Ka4eCTBY NOCTaBMAAEMbIX 3anacHbIX YacTew;

- CpOKaMm MocTaBKN U/UNN yCTaHOBKM 3anacHbIX YacTew;

- rapaHTUHBIM CPOKaM U3roTOBUTENS (MPOM3BOAMTENS) /UMK NOCTaBLUMKa 3anacHbIX YacTeun.

B Tom cniyuae, ecnuv npuy 3akniodeHUM AoroBopa HeBO3MOXHO ONpeAennTb TOYHbIN 06 beM 3akynku 3anac-
HbIX YacTelh M pacxoAHbIX MaTepuasnoB, a Takke 06beM PeMOHTHbIX paboT, MoxeT ObiTb NpegycMoTpeHa
BO3MOXHOCTb 3aKynku 3a eAHULLY NpoAyKLum cornacHo [8]. B atom cnyyae B T3 gomkHbI coaepkaTbea ykasa-

6
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HUA NO NOPAAKY OpraHM3aLun U NPoBeAeHUSI PEMOHTHBIX PaboT U 3aKynku 3anacHbIX YacTel U pacxoaHbIX
MaTepuanos, a B NpUIoXeHusax k T3 AomkHbl ObiTb NpuBeeHbI:

- NepeyveHb 3anacHbIX YacTeln U pacxo4HbIX MaTEPUAnoB, 3aMeHa KOTOPbIX MOXET MPOBOAUTLCS B paMKax
PEMOHTHBIX PaboT, BKIOYAIOLLMIA XapaKTepPUCTUKM 3anacHbIX YacTen 1 pacxo4HblX MaTepuarnos 1 ykasaHue Ha
MW, ana peMoHTa KOTOPbIX OHU NPUMEHSIIOTCS;

- NepeYveHb BLIMOMHAEMbIX paboT, BKYaoWMA onncaHue peMoHTHbIX paboT 1 ykasaHue Ha MU, ans
PEMOHTa KOTOPbIX faHHble paboTbl NpoBOAATCA.

MpuHanuuum B nepeyHe MU, nognexawmx TO, nsgennii, 0THECEHHbIX K CpeACTBaM U3MEPEHU, B NyHKTe
OOJKHBI ObITb NPUBEAEHBI CBEAEHUSA:

- 0 Heo6xoaUMoCTU NPoBEAEHUA NOBEPKU Nocne peMoHTa, cornacHo FOCT P 56606;

- cpokax NpoBeAeHUsi NOBEPKMU.

5.6.2.4 B noapasgene, cogepxalem TpebosaHus kK BHennaHosomy TO, NpuBOAAT ykazaHWUA Ha cobbl-
™S, ABnAOWMeca npeanocbinkamn gna nposeaeHns sHennaHosoro TO. B Tom cnyyae, ecn Ha MOMEHT
cocTtasneHusa T3 ykaszaHue Takmx cobbITUA NO Kakon-Nnbo NpuyMHe HEBO3MOXHO, B Nogpasaene npusoaaT
TpeboBaHWUA K nposeaeHWo BHennaHoBoro TO nNo pesynbTatam KOHTPONSI TEXHUYECKOro COCTOSIHAA MO
FOCT P 56606 wnu Ha npoeeaeHue BHennaHoBoro TO B cnyyae Heo6XoauMOCTU € yKazaHMeM MakCcUManbHO
BO3MOXHOIO KonndecTBa BHennaHoBbiX TO B MeXpernameHTHbIN nepuoa.

5.6.2.5 Bnogpasaene, coaepxawem TpeboBaHuna no o6HOBNEHUIO NporpaMMHoro obecneveHua n ycra-
HoBke onuuii ans MU us nepeuHs MU, nognexawmx TO, npuBoAaAT ykazaHUA Ha cobbiTus, aBnaowmneca npea-
nocblnkamu Ana NpoBeaeHna moaepHU3aLUnmM u o6HOBNEHUA NporpaMMHoro obecneveHuns. B Tom cnyyae, ecnu
Ha MOMeHT cocTaeneHuns T3, ykazaHne Takux cobbITUI NO Kakon-Nnbo NpuyMHe HEBO3MOXHO, B Noapasaene
npusoaAaT TpeboBaHUa Mo NpoBeaeHWI0 0BHOBNEHUA NporpammHOro obecneveHnsa U yctaHoBKe ONUMUIA B
cnyvae Heob6XxoAUMOCTU € yKa3aHWeM NepuoauyHOCTU NpoBeaeHUA paboT UK MaKCUManbHO BO3MOXHOMO
konmM4ecTBa OGHOBMEHUA NPOrpamMMHOro obecneveHns U yCcTaHOBKU ONnuuii 3a BbIGpaHHbIA KaneHaapHbIR
nepuod (Mecsu, roa, Cpok AeNCTBUA AoroBopan 1. n.).

YKasaHusi NpUBoAAT AN Kaxaoro usgenua ns nepedxHs MU, nognexaiumx TO, (vnv ana rpynn MU ogHoro
Tuna/mapku/mogenu), nporpaMMHoe obecneveHue KOTOPOro AOMKHO ObiTb OBHOBNEHO, W/WMK K KOTOPOMY
[AOIMKHbI BbIT yCTAHOBMNEHbI AONONHUTENbHBIE onuunu. OBHOBNEHUE NPorpamMMHOro obecnevyeHnsl MycTaHoBKa
OMNUMIA AOMKHBI MPOBOAUTLCS B paMKax AENCTBYIOLLErO perucTpaLmMoHHOro yaoctoepeHus Ha M.

5.6.2.6 B nogpasgene, cogepxallemM TpebOBaHUSA K KOHTPOMKO TEXHUYECKOTO COCTOSHUA, NPUBOAAT
cBeeHus:

- oTunax ucneitaHnr no FOCT P 56606;

- NepuoanYHoOCTM, MeTodax U cpeacTBax NPoBeAeHUs! KOHTPONA TEXHUYECKOrO COCTOAHUA COrMacHo
aKcnnyaTaunoHHon gokymeHTauum Ha MU, ykasaHHble B nepeuHe MU, nognexaumx TO.

Mpunmeyanmne—KoHTponb TexHMUeckoro coctosHua MU gonxeH npoBoanTLCH C NEPUOANHMHOCTBLIO HE pexe
opHoro pasaB rog, n. 4.3.2 TOCT P 56606—2015.

Mpu Hannuun B nepevHe MU, nognexawmx TO, usgenuid, oTHECEHHbIX K cpeacTBaM U3MepeHun, B
noapasgene AOMKHbI GblTb MPUBEAEHbl CBeAeHWUS O MPOBeAeHUU Nepuoandeckoil NoBepkU COrnacHo
rOCT P 56606.

Mpumeyanune—IrloBepka MU, OTHECEHHbIX K CPEACTBaM M3MEPEHWN, NPOU3BOAUTCA C NEPUOANYHOCTDLIO,
yKa3aHHOW B ONMCaHUW TUNna cpeacTBa U3MepEHHUSI.

Mpu npoBegeHun padot no FOCT P 56606 ncnonHutens paboT No KOHTPOMO TEXHUYECKOTO COCTOSAHMS
[OmKeH BbITh akKpeaUTOBaH B yCTaHOBMEHHOM NMopsiAke Ha faHHbIA BUA AEATENbHOCTN.

Mpw okazaHWM ycryr No Heckomnbkum Buaam TO, B TOM YMcne NO KOHTPOSIO TEXHUYECKOTO COCTOSIHUSA,
[OMKHO BbITh NpUBeAeHo TpeboBaHWe 0 NPOBEAEHUA KOHTPOMSi TEXHUHYECKOTO COCTOSAHUA CUNaMu OTAENbHOMO
cneunanu3npoBaHHOro nogpasgeneHus u nepcoHana UcnonHutensa, He nposogawmmmn paboTel No apyrum
Bugam TO.

Mpumeyanmne—B coorBerctBum ¢ n. 4.3 TOCT P 56606—2015 koHTpOnb TeXHUYeckoro coctosiHust MA He
MOXeT NPOBOANTLCS NoapasaeneHsiMK (NepcoHanom), ocywecTensiiowmm ero TO.

5.6.2.7 Bnogpasgene, cogepxalleM TpeboBaHNs KMOHTaXXy/AeMOHTaxy U Hanaake MU, npusoasaT yka-
3aHUS Ha cobbITUSA, SBNAIOWMECH NPeAnockiNkamMmn Ans NPoBeAeHUA MOHTaXa/AeMoHTaxa 1 Hanagku MA.
EcnunHa momMeHT cocTaBneHus T3 ykasaHue Takux cobbITUIA MO Kakon-nubo NpuYMHe HeBO3MOXKHO, B noapasae-
ne npuBoAaT TpeboBaHWUsA No NpoBeAeHUI0 MOHTaxa/AeMoHTaxa u Hanaakv MU B cnyyae HeobGxoauMocTu.
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5.6.3 MpuHanMunmM BO3IMOXHOCTU W/UMN HeOGX0AUMMOCTU OKa3aHUA paaa yCnyr AUCTaHLMOHHO C UCNOSb-
30BaHWEeM TeXHONOrUM yaaneHHoro ocTyna B COOTBETCTBYIOLUMX MYHKTaX pasaena AoMKHbI COAepXaTbCa:

- yKasaHusl 0 BO3MOXXHOCTU ANCTaHLMOHHOro crnocoba okaszaHus yCnyru;

- Tpe6GoBaHus Kk npoBeaeHuio paboT B cootBeTcTBUM ¢ [9]1).

5.6.4 B paspgene Takke npuBoaaT TpeboBaHus k 3anonHeHuio UcnonHutenem xxypHana TO MA.

MpwumedyaHne—Beagenue xypHana TO siBnsieTcsi 06s3aHHOCTBLIO 3akasunka, B 06s3aHHOCTM UcnonHumTens
BXOAMT NPOCTaBMeHne OTMETOK O BbINOTHEHHbIX paboTax.

5.7 MepeueHb MeAULUHCKUX U3AENUN, NOANEXKALMUX TEXHUYECKOMY 0GCNY)KMBaHUIO

B pazaene npusoaat nepeveHsb MU, nognexawumx TO, ¢ ykasaHuem:

- HaumeHoBaHusa MW cornacHo AoKyMeHTaL 1 U3roToBUTENs (MPon3BoanTens);

- mogenu (mapkun) MU cornacHo JOKyMeHTaLUu N3rotoBuTens (NpoussoauTens);

- HAaUMEHOBaHNA N3roTOBUTENS (NPON3BOANTENSN);

- HOMepa perucTpaumnoHHoro yaoctoseperus MU;

- roga Bbinycka;

- 3aBO/ICKOro/CepBrCHOrO HOMEpa;

- NIHBEHTapHOro Homepa;

- MecTa pasMmeLleHns B MeQuLMHCKON opraHusaumm (kopnyc, kabuHeT unn CTpyKTypHoe nogpasaene-
Hue).

5.8 Mopsagok coaym u npueMKu ycnyr

B T3 ykasblBaroT MeponpusaTus no obecneyeHnto caaumn 1 NpUeMKun BeiNosIHeHHbIX paboT, B TOM uiche
NopsiAoK NpefocTaBeHns 3akazunky 1 NoanMcaHns akToB BbIMOMHEHHBLIX paboT, a Takke 3KCnepTU3bl BbIMOS-
HeHHbIX paboT TpeTbel CTOPOHON — opraHusaunen, yaosneTeopsowen TpeboBaHNio He3aBUCUMOCTH, U C
BbIGOPOM KOTOPOW cornacHa kaxaasi CTopoHa.

5.9 MpunoxeHUs K TeXHNYECKOMY 3afaHUIo

B NPUNOXKEHNAX K T3 MOTyT ObITb npueegeHbl ntobble MaTepuanbl HeobXxoaMMbIe A1 TOYHOTo on1caHust
OKasblBaeMbIX YCNyr.

6 Tpe6oBaHusA K ohOpPMIEeHNI0O TEXHNUYECKOrO 3a[aHunA

6.1 T3 sBnsieTcA TEKCTOBLIM AOKYMeHTOM. [Npu opopmneHun T3 pekoMeHA0BaHO PyKOBOACTBOBATLCA
MpUHUMNaMu, UsroxeHHbIMn B pasaene 4 FTOCT 2.105—95 (6e3 paMkin, OCHOBHOW HAAMUCU U AONONHUTEMbHBIX
rpad K Hen).

6.2 T3 cnegyeT 4ennTb Ha pasaensl. Pasgensbl AoMKHbI 6bITb pasMeLleHbl B NopAaake, yCTaHOBNEHHOM
B pasgene 5 HacTosilwero ctaHgapTa.

6.3 B 3aBvcMMOCTW OT AeTanusauum TpeboBaHui Kaxaklil pasaen MoXeT ObiTb pasaeneH Ha nogpasae-
bl UIA Ha NMYHKTbI.

MyHKTBI, NpU HEOBXOAUMOCTU, MOTYT AEMUTbCA Ha noAnyHKTHI. Mpu aeneHun Tekcta T3 Ha NYHKTHI U
NoANyHKTbl He0BX0AUMO, YTOBLI K2XKAIA MYHKT cogepkan 3akoHYeHHYo HdopmMauumio.

M p v meyaHune— MNoagpasgenom HasbiBaeTCs 4acTb pa3gena, UMetowWwasn 3aronoBok. MyHKTbI, Kak NPaBUNo 3aro-
TIOBKOB HE UMEIOT, OIHAKO NPW AeNeHnn Nogpasaena Ha NyHKTbl, a garee Ha NOANYHKTbI, MyHKTbI TAKKe MMEeOT 3aronoBKu.

6.4 Kaxablin pasgen, nogpasaen, NyHKT v noanyHKT T3 goskeH 6biTb NpoHymepoBaH. Mpu Hymepauuu
Heobxoanmo cobniogaTtb cneayrowme npasuna oopMIIEHNUS TEKCTOBbIX AOKYMEHTOB:

- pasgensl HymepyioT B Npeaenax T3. Homepa pazaenos 0b6o3HavatoT apabckumm undpamu;

- nogpasgenbl A0MKHBI UMeTb HyMepaLuio B NpeAenax kaxaoro pasgena. Homep nogpasaena coctout
13 HOMepoB pasfena u nogpasaena, pasaeneHHbIX TOUKOW;

- ecnv pasfern He UMeeT noapasaenos, TO HyMepaums NyYHKTOB B HeM AomkHa GbiTb B Npeaenax pasaena,
W HOMep NyHKTa JOIMKEeH COCTOATb M3 HOMepa pasferna U NyHKTa, pa3aeneHHbIX TOUKOW;

- ecnv pasfen uMmeeT nogpasaenbl, TO HyMepauus NyHKTOB A0MkHa ObiTh B Npeaenax nogpasaena v
HOMep NyHKTa A0SPKEH COCTOATb U3 HOMEPOB pasaena, noapasaena v nyHkTa, pasgeneHHbIX TOYKaMu;

- NOANYHKTEI HYMEPYIoT B Npeaeiax nyHKToB.

1) Heo6xogumo yuuTbiBaTh Bee TpeGoBanms denepanbHoro sakoHa oT 27 uions 2006 r. Ne 152-03 «O nepcoHarib-
HbIX A@HHBIX», B TOM unucne TpeboBaHne oka3aHusi AUCTaHUMOHHbIX yeryr 663 ncnonb3oBaHnst UHOOPMaLMOHHBIX CUCTEM,
HaxogsLwmxces 3a npegenamm Po.
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6.5 OTgernbHble CTPYKTYpHEIE 31eMeHTbl T3 MOryT 6bITh NpeAcTaBNeHbl Kak B BUAE CMNITOLIHOMO TEKCTa,
Tak n B dopme TabnuLbl.

6.6 lMepedveHb MU, nognexawux TO, pekoMeHAOBaHO NpeACcTaBNATL B hopme Tabnuubl.

6.7 Bce nucTbl T3 fOMmMKHBI BbITL NPOHYMepoBaHbl. HymepaLmst nIMcToB AokHa ObITb CKBO3HAS.

6.8 Mpumep TpeboBaHuin kK TO MU npueeaeH B NpunoxeHun b.

6.9 TpeboBaHus, NpeacTaBneHHble B NPUNOXeHNN B, HOCAT AeMOHCTPaLMOHHBIN XapaKkTep U He MoryT
ObITb MCMOMb30BaHbI Kak TUMOBLIE NPpU cocTaBneHnn T3.

MpunoxeHne A
(obasaTenbHoe)

MepevyeHb HOPMaTUBHbIX AOKYMEHTOB, onpegenarownx Tpeb6oBaHUA K ycnyram
no TeXHNn4eCKomMy OGCIIy)KMBaHMlO MeAULMHCKUX u3agenumn

Tabnuua A1

O60o3HaveHne HaumeHoBaHue

[OCT 15.601 Cuctema pa3paboTkv u NOCTaHOBKU NPOAYKLMU HA NPOM3BOACTBO. TexHu4eckoe obeny-
XKVMBaHWE U PEMOHT TeXHUKN. OCHOBHbIE MOMNOXEHUS

[OCT P 8.568 [ocypapcTBeHHas cuctema obecneyeHusi eanHeTBa U3MepeHvn. ATTectaums ucnbita-
TelnbHOro oGopyp,oeava. OCHOBHbI€ MONOXEeHus!

[OCT P 56606 KOHTpONb TEXHWYECKOro COCTOSIHMS WM (DYHKUMOHMPOBaHWUS MeAUUMHCKUX W3enui.
OCHOBHbIE MONOXeHWsI
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MpunoxeHwe b
(cnpaBo4Hoe)

Mpumep TpeGoBaHUIA K TEXHUYECKOMY OGCMY)XXMBaHUIO MeAULUHCKUX U3genui

B.1 TpeboBaHne K HaNN4MnIo pa3peLunTenbHbIX OKYMEHTOB

Wenonuutens 0653aH MMe T NWLEH3UIe Ha NpaBo nponasoactea u TO MIA, cornacHo MonoXeHuo o NuLeH3npoBa-
HUM OeATeNnbHOCTY MO NPOW3BOACTBY U TEXHWYECKOMY OBCNyXMBaHWUIO (38 UCKMIOYEHUEM Cry4asi, eCrnv TEXHUYECcKoe
obcnyxuMBaHve ocylLecTBNsieTCs Ans obecneyeHrs COGCTBEHHbIX HYXK FOPUANYECKOro Nua Unu UHOWBUAYanbHOro npeg-
NpUHUMaTEeNs) MegUUMHCKON TeXHUKM, yTBepxaeHHOoMY [9]. cnonHWTenb 4OMKEeH MMeTb BCe HeobXxoanumble NMMLEH3NM,
Jonycku, paspeleHusi u obecnevuTb BbINONHEHWe BCex TpeboBaHWi, YyCTaHOBMNEHHbIX AeNCTBYIOWMM 3akoHoAaTeNb-
cTBOM K paboTtamno TO M.

B.2 Tpeb6oBaHusa k kBanndunkaunm nepconana Ucnonuutens

B.2.1 Wcnonnutene 4onxeH MMeThb WTaTHbIX UMW BHELTATHBIX CNeLuanmcToB no cneayowmm emaam MA:

MoaTeepxaeHnem no JaHHOMY NyHKTY TpeboBaHWI ABNSIOTCS TPYAOBLIE W/WNW rPaXAaHCKO-NPABOBbLIE AOrOBOpa C
COOTBEeTCTBYOWMMU cneunanuctamu. Cpok AeiCTBUIN 4OrOBOPOR OOMKeH o6ecneunBaTh BbINONHEHUe pabor.

b.2.2 Keanundwukaums cneunanncToB A4omkHa 6biTb NOATBEPXKAEHA YAOCTOBEPAIOWMMMY 4OKYMEHTaMK (gunnoma-
MU, cepTudmKaTamMm 1 T. 1.).

B.3 Tpe60oBaHMAKKOHTPONbHO-N3MEPUTEN BHOMY M TEXHONOrMYeCKOMY UCNbITaTeNIbHOMY 060PYAOBaHNIO

B.3.1 Wcnonnutene gomkeH UMeTb KOHTPONBHO-U3MEPUTENBHOE N TEXHONOMMYECKoe UcnbiTaTenbHoe o6opyaosa-
HWe B HOMEHKITaType 1 Konu4ecTBe, [OCTaTOMHOM Ansi NpoBeaeHus Bcex Bnaos pabot no TO MU, ykasaHHbIX B nepeyHe
MW, nognexawmx TO.

B.3.2 CpeactBa namepeHnin 4omxHel 6bITb NOBEPEHbI, 8 TEXHONOTNYEeCKoe cnbiTatensHoe obopyaoBaHue, Tpeby-
lolLlee aTTecTalum, gomKHo 6biTe aTTecToBaHo no FOCT P 8.568.

5.4 Tpe6oBaHus K [OKYMeHTaLuu

VcnonHvTens QOMKeH UMETb NMOMHBIA KOMIIEKT AEUCTBYIOWEN HOPMATUBHOMW, TEXHUYECKOW U 3KCNITyaTalMoHHON
JOKyMeHTauumn, Heobxogumor ans npoeegenHus TO MU, ykasaHHbix B nepevHe MU, noganexawmx TO.

5.5 Tpeb6oBaHus kK 06ecnevyeHnI0 Ka4ecTBa TeXHUYECKOro o6cny)XkuBaHnsa MegauLIMHCKNX n3genun

B.5.1 YwucnonHutens gonxHa 6bITb BHeApeHa cMCTEMa MEHEDKMeHTa kadecTBa B cooTBeTcTBun ¢ FOCT ISO 9001
mnn FOCT ISO 13485.

B.5.2 Bce paboTbl no TO MU gonxHbI NPOBOAUTLCS COMMACcHO AEHCTBYIOLLENR TEXHUYECKOW U 3KCNNyaTaunoHHON
OOKyMeHTauum 3aroToBUTenNs.

B.5.3 Mpw npoeegeHun TO gonyckaeTcsi N(PUMEHEHKE TONBKO 3anacHbIX YacTeln, B TOM YUCIE pacxoaHbIX MaTepua-
NoB, NPefyCMOTPEHHbIX AEUCTBYIOWEN TEXHUYECKOW M SKCTIIyaTaLlMOHHON JOKYMEHTaunen narotoButens.

B.5.4 [apaHTuiiHbIE CPOKM Ha paboTbl no TO:

- Ha paboTbl NO NepuoanYeckomMy U BHernnaHoeomy TO — KaneHgapHbiX gHewn;

- Ha paboTbl No pemMoHTy MU — MECSILIEB;

- Ha YCTaHOBIEHHbIE 3anacHbIe YacTU — He MEHee CPOKa, YCTAaHOBIIEHHOIO 3aBOAOM-U3rOTOBUTENEM.

["apaHTUIHBIN CPOK MCHUCASAIOT C gaThl 3aBepLueHus paboT ykasaHHol B xypHane TO M.

B.5.5 lMpu oBHapyeHUn HeaoCTaTKOB, AONYLEeHHbIX NpY npoBeaeHun TO, UcnonHutenb AONMKeH YCTPaHUTb MX
6e3Bo3ame3gHo B cpok He Gonee paboumnx gHeli (6e3 yueTa BpeMeHn OCTaBKM 3anacHbIX YacTen) c MOMEHTA
NOCTYNIeHNs K HEMY COOTBETCTBYIOWEro obpalleHusi 3akasumka.

5.6 Tpe6oBaHuAa K opraHM3auvn M NOPAAKY NPOBEAEHUSA TEXHMYECKOro o6CnyXvwBaHWA MeANLMHCKMX
vagenvn

B5.6.1 Tpe6oBaHunA kK nepnoanYecKoMy TeXHUYECKOMY 0BCnyXMBaHMIO MeANLIMHCKNX U3gennn

Mepunognyeckoe TO JONKHO NPOBOAUTHLCS COMMNACHO IKCMyaTaLMoHHON JOKyMeHTaumn Ha MU, ykasaHHble B nepe-
yHe MW, noanexawux TO.

B.6.2 Tpe6oBaHnA K pEMOHTY MEANLIMHCKNX N3aenumn

b.6.2.1 B cny4yae HeucnpasHocTu MU Ucnonnutens ob6sizaH obecneunTb Bble3g cneunanncta Ansi NpoBeaeHus
TEXHUYECKOW AMarHOCTUKM B CPOK He Bonee paboumnx gHel ¢ MOMeHTa nony4YeHnn 3anBku 3akaszumka. Cpok
nposegeHusi paboTt no pemoHTy MU gomxkeH coctaBnstb He Bonee pabouux gHen ¢ MOMeHTa ANarHoCTUPOBaHUA
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CcneunanucTom COOTBETCTBYIOLLEN HEUCTIPABHOCTY {6e3 yyeTa BpeMeHW JOCTaBKM 3anacHbIX YacTei). YkazaHHbIe CPOKK
MOryT 6bITb YBENMYEHbI M0 COrNacoBaHuio ¢ 3aKa3HUKOM.

b.6.2.2 Ncnonuntenb 06s13aH NOCTABNATL 3anNacHbIe YacTU U pacxogHble MaTepuansl Ha MU, ykazaHHble B nepevHe
MW, noganexawmx TO, cornacHo TEXHMYECKOW U 3KCNNyaTaunoHHON AOKYMEHTAaLMY U3rOTOBUTETS.

KauecTeo nocraBnsieMblX 3anacHbIX HacTen JOMKHO COOTBETCTBOBATL AENCTBYIOLLEN TEXHUYECKON AOKYMEHTauun
M3roTOBUTENS.

CpoK 0OCTaBKM 3anacHbIX YacTein QOIKeH COCTaBNATb He 6onee paboumx gHein. YkasaHHbI CPOK MOXeT
6bITb YyBENMYEH NO COrNacoBaHuI0 ¢ 3aKa3unKoM.

MocraBnsemele 3anacHble YacTy JOIKHbI HAXOAUTBCH HA FAPaHTUKM U3TOTOBUTETSI /UMK NOCTaBLLMKA.

b.6.2.3 Mocne okoHuaHus cooTBeTcTBYIOWMX pabot no TO MU UcnonHuTens 06513aH caenaTte COOTBETCTBYIOLLYIO
oTMeTKy B xypHane TO MW.

B.7 MNepeveHb MeaNLMHCKNX N3aenNun, Noanexawmx TeXHN4YeCKOMy 06CIy)XXUBaHUIO

Haumero- Mopenb HaumeHoBaHue Homep Crpana lon 3aB. Mecto
BaHue MU | (mapka) MU N3roToBUTENA PETMCTPALIMOHHOO MPONCXOk- Bbinycka Ne (uHB. Ne) a3meLLeHns
P yOOCTOBEpEHUs1 aeHus Y - T P th
1 2 3 4 5 6 7 8

5.8 Mopsapok caaun v npnemkn ycnyr

AKT BbINMOMHEHHbIX paboT AomkeH BbITb COCTaBNEH U NOANUCaH CTOPOHAMM [I0rOBOPA MO OKOHYaHUWU NPOBEAEHUA
pPeMOHTHbIX paboT kaxxaoro MU, a Takke ¢ nepnognHHOCTLIO OAUH pa3 B MecsiLeB no aktmyeckomy o6vemy
npoBegeHHbIX paboT B ykasaHHbIN nepuop,.
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