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BsepeHune

HacToswuii cTaHAapT ycTaHaBIMBaeT OCHOBHbIE TPEGOBaHMSA, KOTOPbIE AO/KHbI COAEPXKaTbCs B TeX-
HUuYeckunx 3aganusax (T3) ANna rocyAapCTBEHHbIX 3aKyMNoK B 4acTU TEXHUYECKoro o6cnyxmsanus (TO) meau-
LMHCKMX n3genunin (MW).

MeXayHapoaHbIX aHaoroB HaCTOsALWEMY CTaHAapTy He cyllecTByeT. HacToswWwmiA cTaHfapT oTpaxaeT
cneundyKy oTe4ecTBEHHbIX hOPM roCyAapCTBEHHbIX 3aKynok MU nycnyr, CBA3aHHbIX C AaHHBIMW N3eaMN
N MOXET 6bITb TO/IbKO HALMOHA/IbHbLIM LOKYMEHTOM.
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

TEXHWYECKOE OBCNYXWBAHVE MEAVUMHCKNX |/I3,EI,EJ'IVII7I
Tpe6oBaHWsA A/19 rOCYAapCTBEHHbIX 3aKy MoK

Maintenance of medical devices. Requirements for governmental purchases

[aTa BBefeHuss — 2018—06—01

1 O6nacTb NpUMeEHeHUs

HacTosawuii cTaHfapT ycTaHaB/iMBaeT Tpe6oBaHus K oArotoske T3 1 nx 0hoOpMIEHNIO NPY NPoBeAEeHUN
rocyapCTBEHHbIX 3aKyMNOK Ha okasaHwue ycyr no TO MW, npefiHasHauyeHHbIX 47151 IPUMEHEHNSA B MeAULMHCKNX
Lensx no oTAEeNbHOCTA WK B COYETAHUN MeXAy COBOW, AN KOTOPbIX fOKYMeHTauuel (HopMaTUBHOM, Tex-
HWYECKOI MM aKCnNNyaTaLMOHHOR) NpedycMoTpeHo nx TO npu akcnayaTaumu.

HacTosawwuii ctaHaapT pacnpocTpaHseTcs Ha ycnyrn no TO MU, npegHasHayeHHble AN noaaepXaHus n
BOCCTaHOB/NIEHUSI paBoOTOCNOCOGHOCTM WAKM  WUCnpaBHOCTM MW npu  UCNOMb30BAaHUM MO  Ha3HAYEHWUHO,
npeaycMOTPEHHOMY U3roToBUTENEM (MPOon3BOAUTENEM).

HacTosAwuii cTaHaapT He pacnpocTpaHaeTcs Ha Tpe6GoBaHWA K OKasaHWio yCayr no npeanpoaaxHoi
nogrotoske M 1 peMoHTY, BbINOIHAEMOMY B pamKax rapaHTUiHbIX 0653aTeNbCTB.

HacTosawuii cTaHAapT He pacnpoCcTpaHaeTCs Ha okasaHue ycyr no 06y4YeHuo nepcoHana MeauLuHCKNX
opraHvsauuii npuemam paboTsl ¢ M.

2 HopmaTtuBHbIe CChIIKK

B HacToALwem cTaHAapTe UCMosib30BaHbl HOPMATKBHbIE CCbIIKW Ha cnefytolme ctaHaapTbl:

FOCT 2.105—95 EpgnHas cucteMa KOHCTPYKTOPCKOM fokyMeHTauun. O6ume TpeboBaHNA K TEKCTOBbIM
[OKyMeHTaMm

FOCT 15.601 Cuctema pa3paboTKu U MOCTAHOBKM NPOAYKLMN HA NPOU3BOACTBO. TexHnyYeckoe o6Cny-
XVBaHWe v PEMOHT TEXHMKU. OCHOBHbIE MOJIOXEHUSA

FOCT 18322—78 Cuctema TEXHUYECKOTO O6CMYXMBAHUA W PEMOHTA TEXHUKW. TepMuHbl 1 onpege-
neHus

FOCT 20911 TexHu4yeckasn guarHocTuka. TepMuHbl nonpegeneHns

FOCT ISO 9001 CwucTtembl MeHemXMeHTa kavecTBa. TpeboBaHus

FOCT ISO 13485 W3genua meamumHckme. CUCTeMbl MEHEXXMEHTa kayecTBa. TpeboBaHusa ans uenei
perynnposaHus

FOCT P 8.568 ocypapcTBeHHas cucTema obecrneyeHus eQuHCTBa U3MepeHuii. ATTectauust ncnbita-
TenbHOro 06opyaosaHns. OCHOBHbIE MOMOXEHNS

FOCT P 55719 W3penusa meanuuHCcKue anekTpuyeckme. TpeboBaHUA K CoAepXaHuio n ohopMaeHnto
TEXHUYECKUX 3afaHunii NA KOHKYPCHORN [OKYMEHTaUMW Npyu NpoBeAeHNN rocyapCTBEHHbIX 3aKyNOK BbICOKO-
TEXHO/I0TMYHOr0 MeANLMHCKOro 060pyA0BaHmns

FOCT P56432/GHTF/SG3/N17:2008 CucTtema MeHeMKMeHTa kavecTsa. M3genns meguuuHckue. Pyko-
BOZ,CTBO MO YNpaB/ieHNto NPoAyKLUMed 1 ycnyramu, nony4yaemMbiMy OT NOCTaBLLMKOB

FOCT P 56606— 2015 KOHTpPO/Ib TE€XHWYECKOTO COCTOSIHUSA U (PYHKLMOHUPOBAHUA MeAULMHCKNX
nsgenuii. OCHOBHbIE MOMOXEHNSA

M3paHue oduynanbHoe
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MpumeuyaHune — Mpu NONb30BAHMM HACTOALMM CTAHAAPTOM LLE/1I€ECO06Pa3HO NPOBEPUTD AEWCTBME CCbIIOU-
HbIX CTaH4apTOB B WH(OPMALWOHHON cucTemMe O06LLero Nosb30BaHWs — Ha OguuManbHOM caiiTe defepasnibHOro
areHTCTBa Mo TEXHUYECKOMY PETySIMPOBAHNIO U METPOJIOTUM B CETU VHTEPHET UK MO eXErofAHOMY WH(OPMALNOHHOMY
ykasaTesnio «HalnoHabHble CTaH4aPTbl», KOTOPbIN ONy6/MKOBAH N0 COCTOSIHUIO Ha 1 siHBapsi TEKYLLEro roga, 1 no Bbinyc-
KaM eXeMeCsYHOro MH(OPMAaLMOHHOIO yKa3aTe s «HaunoHasbHble CTaHAaPTbI» 3a TeKYLW Ui rof. ECnu 3aMeHeH cCbioy-
Hblli CTaHAapT, Ha KOTOpbIM faHa HefaTMpOBaHHAs CCblKa, TO PEKOMEHAYETCS UCMO/b30BaTh AEWCTBYIOLLYI0 BEPCUIO
3TOro CTaHAapTa C y4eTOM BCEX BHECEHHbIX B AaHHYI0 BEPCUIO N3MEHEHWIA. EC/IM 3aMEHEH CChIfIOYHbIN CTaH4apT, Ha KOTO-
pbIii faHa faTUpoBaHHas CCblika, TO PEKOMeHAyeTCs UCNO0/b30BaTh BEPCUI0 3TOT0 CTaHAAPTA C YKa3aHHbIM BbILLE T040M
yTBEPXAEHNS (MPUHATUSA) ECin nocnie yTBepXAeHUs HACTOALLEro CTaHAapTa a CCbI/IOYHbIN CTaHAapT, Ha KOTOPbIV faHa
[aTupoBaHHas CCbl/ika, BHECEHO M3MEHeHue, 3aTparyBaollee NofoXeHue, Ha KOTOPOe JaHa CCbifika, TO 3TO NooXeHNe
PEKOMEHYETCS NPUMEHSTh 6€3 yueTa [aHHOT0 M3MEHeHUs1. EC/IM CCbINIOYHbI CTaHAApT OTMEHEH 6e3 3aMeHbl, TO NOJIoXe-
HUe. B KOTOPOM faHa CChl/ka Ha Hero, PEKOMeHAyeTCsl MPUMEeHSITb B 4acTu, He 3aTparvBaloLLei aTy CCbiky.

3 TepmuHbl U onpefeneHus

B HacToswem cTtaHgapte npumeHeHbl TepMmuHbl no FOCT 18322, TOCT 20911, NOCT P 56432,
FOCT P 55719, aTakxe cnegyoLie TepMUHbI C COOTBETCTBYIOLMMY ONpefesieHUAMM:
31

MeauumnHckne nsgenusa; MA: Jliobble MHCTPYMeHTbI, annapartbl, npubopsl, 060pyaoBaHne, matepuna-
Nbl ¥ NpoYMe N3aenus, NPUMeHseMble B MeAULMHCKMX LieNsiX OTAENbHO WK B cCOMeTaHUn Mexay coboil, a
Takxe BMecTe C ApYrMMY NPUHaANEXHOCTAMU, HEOGXOANMbIMU ANS MPUMEHEHUS YKa3aHHbIX N34enunii no
Ha3HauyeHuto, BKNOYas cneluanbHoe nporpaMmHoe obecrneyeHve, n npegHasHadyeHHble NPOU3BoAUTENEM
(n3roToBuTENnEM) ANA NPOUNAKTUKA, ANArHOCTUKU, NEYEHUS N MeULMHCKON peabunutauun 3abonesa-
HWUIA. MOHMTOPWHIA COCTOSIHWA OpraHM3ma 4enoBeka, NPoBeAeHNs MefULMHCKAX UCCefoBaHunii, BOocCTa-
HOB/IEHUS, 3aMelleHNs, W3MEHEeHWs aHaTOMMWYECKON CTPYKTypbl WM (PU3NONOTUYECKUX DYHKLWIA
opraHv3ama, npegoTBpalleHns uam npepbiBaHna 6epeMeHHOCTH, PYHKLMOHAaNIbHOEe Ha3HauyeHne KOTOopbIX
He peanndyeTcs nyTem apMaKkosiornyeckoro, UMMYHOSIOTMYECKOTo, reHeTUYECKOro Ui MeTabosInyeckKoro
BO3/eiCTBNA Ha OpraHn3m yesioBeka.

(®epepanbHbili 3akoH 0T 21 HOs16psA 2011 1. Ne 323-93 «O6 0cHOBax 0XpaHbl 340p0BbS rpaxaaH B Poc-

cuiickoih Degepauun», ctatbs 38, onpegenenue 1], {1]

MpnmMeyaHune — B OTHOWEHNN TEXHUYECKOTO 06CNYXMBaAHUA Hapagy C TEPMUHOM «MefuLMHCKne n3genus*
4acTo NPUMEHAT TEPMUHbI «MegNLNHCKad TeEXHUKa» U «MegulyuHckoe 060pyp,OBaHV|e», ABnawUmMeca YaCTHbIMK MO OTHO-
LLIEHUIO K TEPMUHY «MeAULUHCKNE U3[e/TNsA».

3.2 npuHagnexHocTe MW: Annapartbl, npn6opbl, 060pyf0BaHNE ¥ Npoyune n3genus, He aenstoLmecs
camocTosTesibHbIMU MU, He06X04MMbIE 47151 UCMO/Ib30BaHNUA KOHKPETHbIX MU N0 HasHaveHuo.

3.3

3anacHas yacTtb: CocTaBHas 4acTb W3Aenus, npegHasHayeHHas 4N1A 3aMeHbl HaxojuBlieics B
3KCMyaTaLum Takol Xe YacTu C Lenbio NoALEePXaHUS UM BOCCTAHOB/IEHNS UCMIPaBHOCTY unx pa6oTocno-

CO6GHOCTU n3genus.
(FOCT 18322— 78, onpegeneHue 8]

3.4 pacxogHble MaTepuansl: Martepuans! 1 Usgenus, npegHasHauyeHHble 415 Nepruoanyeckoin 3ame-
Hbl, YePE3 YCTAHOB/IEHHbIE B 3KCN/TyaTaLMOHHON JOKYMEHTAL MM 3HAYEHNS HAPaBOTKU UK MHTEPBA/IbI BpEME-
HU, a TakKe 415 06CNYXMBAHUA 1 NOALEPXaHNA ncnpaBHocTU M.

35

HOpMaTWBHaA [OKyMeHTauua: [JoKyMeHTbl, pernameHtupyloumne TpebosaHus 6e30MacHOCTH,
KauecTBa, a TaKkke npegnonaraemyoapekTMBHOCTb NPeAyCMOTPEHHOTO NPUMEHEHUS U METOAbl KOHTPOSIA
cooTBeTCTBMA MU 3TM Tpeb6oBaHUAM.

(MpaBuna rocyfapCTBEHHON permcTpaunn MeguumuHcKux usgenuin, (yte. noctaHoBneHuem [lpasu-
TenbcTBa P® oT 27 gekabps 2012 r. Ne 1416). nyHKT 4. a63au 4. [2]
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3.6

TexHn4yeckasa AOKyMeHTaumnsa (TexHuyeckasa foKyMeHTaumsa nponssoautens (usrotoeutens)): Joky-
MEHTbI, pernameHTUpyoLLe KOHCTPYKLMI0 MeAMLMHCKOTO N3a4enus, yctaHasmBaloLine TeXHn4eckne Tpe-
60BaHNA U copepXalime AaHHble A5 ero pas3paboTku, NPOU3BOACTBA, NMPUMEHEHUS, 3KChyaTauum,
TEXHWYECKOro 06CNYXNBAHUA, PEMOHTA, YTUAN3aLUN UIN YHUHTOXEHNS.

(MpaBuna rocyaapCTBEHHOW permcTpauum MeguunHCKUX usgenuii, (yTB. noctaHoBneHuem [lpasu-
TenbcTBa PP ot 27 gekabpsa 2012 r. Np1416), nyHKT 4. ab3al, 6]. (2]

3.7

aKcnyaTtaunmoHHas fOKyMeHTaums (3KcnayaTauMoHHas JOKyMeHTauus npovnssogmtens (M3rotoeu-
Tens)): [OoKyMeHTbl, NpefHa3HauYeHHble 418 03HAKOMIEHUS NOTPEOUTENS C KOHCTPYKLME MeaULMHCKOro
n3genus, pernamMeHTUpyLLe ycioBus vnpasuia akcnayaTauum (MCnonb3oBaHne No HasHauYeHuo, TEXHN-
yeckoe 06CNyXnMBaHNe, TEKYLL WA PEMOHT, XpaHEHWEe N TPAHCMOPTMPOBKA), rapaHTUpPOBaHHbIe NPon3BoAUTE-
nem (M3roToBMUTEIEM) 3HAYEHWS OCHOBHbIX NAPaMETPOB, XapaKkTepUCTUK (CBOWCTB) MEANLMHCKOTO U3enus,
rapaHTuiiHble 0653aTeNbCTBA, a TakkKe CBeAEHUS 0 ero YTUAN3aLMN NN YHUUTOXEHUN.

[MpaBuna rocypgapCTBEHHOW peructpauum MeguuMHCKUX U3genuii, (yTB. noctaHoBneHuem [lpasu-
TenbctBa P® o1 27 gekabps 2012 r. Np 1416), nyHkT 4. a63au, 10], [2]

NMpumeyvyaHune — SKcnnyaTauMoHHble JOKYMEHTbI NpuaaraoTca kK MU npy noctasBke U. Kak npaBuio, BKAKYAOT
B ce6s nacnopT (chopMynsip Uan 3TUKETKY), PYKOBOACTBO MO 3KCMAyaTauum, MHCTPYKLMIO N0 NPUMEHEHMIO 1 Ap. KoMnnek-
THOCTb 3KCM/TyaTaluMoHHbIX ;0KYMEHTOB ONpefenseTcs HasHauYeHNeM KOHKpeTHoro MU.

3.8 TexHuueckoe o6cnyxnBaHue; TO: Komnnekc pernamMmeHTUpoBaHHbIX HOPMATUBHOW, TEXHUYECKO
U 3KCNJTyaTau oHHO fOKyMeHTaL el MeponpusaTuii u onepawuii No nogAepXxaHntio U BOCCTAHOBIEHNIO pa6o-

TOCNOCOGHOCTU UM McnpaBHOCTM MW Npy MX MCNOb30BaHMM N0 Ha3HAYeHNI0, NPefyCMOTPEHHOMY N3TrOTOBM-
Tenem (npovsBoauTenem).

MpumeuyaHue — MNpu nposeseHnn TO MOryT NPOBOAUTLCA Credyiole paboTsl NepuoanyYeckoe TeXHuYeckoe
06CNyXVBaHNE, BHEMIAHOBOE TEXHUYECKOE 06C/Ty)XMBAHME, KOHTPO/Ib TEXHUYECKOTO COCTOSIHUS, TEXHNYECKas 4MarHocTu-
Ka 1 PEMOHT.

3.9

nepmnognyeckoe tTexHn4yeckoe 06Cl'|y)KVIBaHVIe (I'IﬂaHOBOB, pernameHTHoe): TexHuyeckoe O6Cl'|y)KVI-
BaHMe. BblNOJ/IHAEMOE Yepe3 yCTaHOB/IEHHbIE B 3KCI'II'IyaTaLI'VIOHHOI7I OOKyMeHTaunnm 3HavyeHna HapaﬁOTKI/I
N HTepBasibl BpEMeHU.

(FOCT 18322—78, onpegeneHue 22]

3.10 BHenjlaHOBOE TEXHUYECKOEe 06CNyXUBaHWe: YacTb MEPONPUATUIL N0 TEXHUYECKOMY 06CTYXM-
BaHW0 MW, KOTOpasi BbINOHAETCS 4O CPOKOB MEPUOAMYECKOTO (N/1TaHOBOr0) TEXHNYECKOTO 06CYXMNBaHUS B
cnyyae Heo6X0AMMOCTH.

MpumMmeyaHune — Hanpumep, BHennaHosoe TO MOXeT NPOBOAUTCSA B C/yyae akcnnyatauuv MU npu BHeLHNX
BO3/le/ICTBMAX, NPEBbIWALLNX YPOBEHb, COOTBETCTBYIOLLMI HOPMasIbHLIM YCO0BUAM 3KCnayaTauum.

311

KOHTPO/Ib TEXHNYECKOr0 COCTOSIHUA: TpoBepka COOTBETCTBMSA 3HAUYEHW i NapameTpoB U XapakTe-
pucTuk M/ Tpe6oBaHMAM HOPMATUBHOI 1 3KCN1yaTalMOHHOM AOKYMEHTaLUN, BbISSB/IEHNE U3HOLLEHHbIX 1
NoBpeXAeHHbIX YacTeli (aeTaneii), npoBepka AeiCTBNSA BCEX 3aLLUTHbIX YCTPONCTB M 6/10KMPOBOK, HAIMUns
1 BEAEHUSA 3KCNTyaTalNOHHOW AOKyMEeHTaL K.

[FTOCT P56606—2015, onpegenexue 3.2.8].

NMpumeyaHue — MNpy NPOBEAEHUN KOHTPOJISE TEXHNYECKOTO COCTOSTHUSI MOTYT NPOBOANUTLCS CeaytoLne Ucnbl-
TaHWsi. NPUEMOYHbIE WUCMbITAHWA (A1 CPeACcTB U3MepeHus — NepBuYHasi Nnosepka), Nepuognyeckue WcnbiTaHus (4ns
CPEACTB N3MEPEHUsT — NEePUOANYECcKas NOBEPKA), UCTMbITAHUS HA MOCTOSIHCTBO NapaMeTpoB. [aHHble MCMbITaHus perna-
MeHTupoBaHsl FOCT P 56606.

3.12 TexHu4yeckaa auarHocTtuka: OnpefeneHne TeXHUYeCcKoro coctoaHna M.
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n punmedaHne — Kak npasunio, TeEXHN4YecKada AnarHoCTuka 3aknyaeTcqa B NOUCKe U onpeaeneHun Hemcnpas-
HocTn M.

3.13

peMoHT: Komnnekconepawuii N0 BOCCTAHOB/IEHWIO UCPABHOCTM UM paboTOCNOCO6HOCTU U3aennii n
BOCCTaHOBJ/IEHUIO PECYPCOB U3AENUIA U UX COCTABHbIX YacTeld.
[FOCT 18322—78. onpegeneHue 2]

3.14

MeAMuLMHCKan opraHmsaunsa: Kpuguueckoe NULLO HE3aBUCKMMO OT OpraHn3aLnoHHO-NpaBoBoii dhop-
Mbl. OCYLLECTB/AIOLEE B KAYECTBE OCHOBHOTO (YCTaBHOIO) BUAAa AEATENbHOCTU MEAUNLUHCKYIO feATeNb-
HOCTb Ha OCHOBaHWW NNLLEH3MK, BblAAHHON B NOpAAKe, yCTAHOBEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit
defepalymn 0 IMLEH3NPOBAHUY OTAE/bHBIX BUAO0B AEATE/IbHOCTY.

[®epepanbHbIi 3akoH 0T 21 HoA6ps 2011 1. No 323-93 «O6 ocHOBax OXpaHbl 340p0BbsA rpaxaaH B Poc-
cuiickoih Defepauun», ctatbs 2. onpegenedue 11], [1]

3.15 3aka3uuk: HOpupuueckoe nuuo, SIBAAKOLLEECA NPUHUMAIOLWE CTOPOHOl AoroBopa okKasaHus
ycnyrno TO M.

3.16 WcnonHutenb: Cy6BLEKT XO3ANCTBEHHON AeATeNbHOCTU (fopuanyeckoe nnuo uan usnyeckoe
NnL0), KOTOPOMY B YCTAHOB/IEHHOM MOPsKE paspeLleHo OCYLeCTBAATL feAaTeNbHocTb no TO MW. asnsto-
L MIACA NCNOJTHAIOLLEe CTOPOHOW floroBopa okaszaHus ycnyr no TO MUL.

3.17 ncnonHutenb paboT: CybbekT X038WCTBEHHON AeATesIbHOCTU (lopuanyeckoe unu msmyeckoe
NnL0), KOTOPOMY B YCTAHOB/IEHHOM MOPSJKE paspeLleHo OCYLEeCTBATL feAaTeNbHocTb no TO MW. asnsto-
Wwminca paktuueckmm ncnonHuTenem pabot npu nposegeHnn TO MU B pamkax 3aki04eHHOro Aorosopa.

3.18 usrotoBuTenb (NpoussoAnTesib): ®Pu3nyeckoe UIn PUANYECKOe UL, Hecyllee OTBETCTBEH-
HOCTb 3a pa3paboTky, NPOM3BOACTBO, YNAKOBKY M MapKUpPOBKY M3AeNus, Npexae Yem OHO 3aiiMeT MecTo Ha
pbIHKe Noj, CO6CTBEHHLIM HAUMEHOBAHWEM HE3AaBUCUMO OT TOr0, BbINOMIHAKTCA 3TV AeNCTBUA faHHbIM ULOM
HenocpeACcTBEHHO AN NPUBIEYEHHBIM TPETHUM JIULIOM.

4 O6wume NonoxeHns

4.1 T3 paspabartbiBaeT 3aka3uuk. 3aka3uuvk onpegensert npegmMmeT 3akasza Ha okasaHue yciyrn TO MU

4.2 O6wwme TpeboBaHMA K pa3paboTke, NOATOTOBKE 1 cocTaBNeHuMto T3 npyu npoBeAeHUN rocy4apCTBEH-
HbIX 3aKynok onpegeneHbl B TOCT P 55719. Mpu npumeHeHun TOCT P 55719 cnepyeT pykoBOACTBOBATLCSA
MPUHLMNOM aHaornm 3akoHa.

4.3 T3 Ha3akynkyycnyrn TO MU fo/mMKHO coAepXaTth TONbKO Te TpeboBaHusa KTO. KOTopble pernameHTu-
poBaHbl HaCTOSALWMM CTaHAapTOM. 3akasuuk Brnpase He BKMYaTb B T3 HecylleCTBEHHble ANA Hero Tpebo-
BaHUA.

4.4 TepMuHbl, NpefcTaBfeHHble B HACTOALWEM cTaHfapTe, He ABNATCA e4UHCTBEHHO BO3MOXHbIMMN
ONA NPYMEeHeHVs, NoaToMy A1 06ecneyeHns nam oLeHKM COOTBETCTBUS TpPeboBaHNAM HaCTOsALWero cTaHgap-
Ta He06X0AMMO PYKOBO/CTBOBATLCA ONpefesieHUsAMI, a He HaMeHOBaHUAMU TEPMUHOB, NpeAcTaB/IeHHbIMN
B pasgene 3.

4.5 BenunuuHbl, ykasbiBaemble 3aka3unkom B T3. MOryT UMeTb KOHKPETHbIE 3HaYeHusa unm 6biTb onpege-
NeHbl AN UHTEPBasia: «B iana3oHe», «He 60/1ee», «He MeHee. [lnana3oH U3MEHEHNS YKa3aHHOro napameT-
pa MOXeT 6biTb OnpegesieH B TEPMUHAX: «He yxe» B TOM C/ny4yaB, Korga Tpebyemblli gnanasoH [O/HKEH
BK/OYATb YKa3aHHbI/i MHTEpBas, WiN «He LuMpe» B TOM cny4yae, korga Tpebyemblii AnanasoH A0/HKEeH Haxo-
OUTbCA BHYTPUW yKa3aHHOro nHTepsana.

NMpumeyvyaHune — Mpn ykazaHUM KOHKPETHbIX 3HAYeHUii 3akasumk JO/MKEH 06ecneynTb OTCYTCTBME OrpaHuye-
HUSI KOHKYPEHLWU.

4.6 3akasuuk paspabatbiBaeT T3 ¢ yueTom TpeboBaHuii nsrotoButesnein (npoussogutenein) MN. TO
KOTOPbIX iBNSIETCA 06BbEKTOM 3aKasa, U TpeboBaHus K nposeAeHunto TO KOTOpble U3/10XEeHb! B 3KCNayaTaunoH-
HOW fOKyMeHTaLuuN.

4.7 Mpu noarotoske T3 Ha 3akynky ycnyr no TO n peMoHTy MU fonyckaeTcs Bk4vaTth B nepeyeHb MU
nognexawnx TO npuHagexHoctn MU B ToM criyyae, ec/iv OHU cBsi3aHbl ¢ MV, BK/IHOYEHHbIMU B JaHHbI
nepeyeHsb.

4.8 OTBETCTBEHHOCTb 3a MOJIHOTY X JOCTATOYHOCTbL T3 NeXMUT Ha 3akasuuke.
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5 TpeboBaHUSA K COAEPXAHNIO TEXHUYECKOTO 3a4aHuns

MepeyeHb HOPMATUBHBIX JOKYMEHTOB, ONpefensowmx TpeéosaHuns k yciyram no TO M. npusefeH B
Tabnvue A.1 npunoxexusn A. Takxe TpeboBaHusa kK npoeedeHuto TO pernaMmeHTUpoBaHbl HOpMaTUBHO-NPaBo-
BbIMU akTamu [1], [3]. [4]. [5]. [6]-

5.1 TpeboBaHWA K HAINUYMIO paspelunTenbHbIX JOKYMEHTOB

5.1.1 B pasgene npuBogAT o6s3atesibHble TpeboBaHUsA K Hanuunio y icnonHnTens paspewmntenbHbiX
[OKYMeHTOB Ha npoBefeHne TO MW. BblAaHHbIX yNOSIHOMOYEHHbIMW rocyAapcTBeHHbIMY opraHamu’ 1[4]. [5].

5.1.2 Ecnu B nepeyeHb MU. nognexawmx TO. BXOAAT U3[enns, cogepxalyme NCTOYHUKN MOHU3UPYIO-
LLlero usnyyeHns, B pasgene npuBoaAT TpeboBaHmsa K HATMUMI0 Y UCNOSTHUTENS paboT AeCTBYIOLMX paspeLum-
Te/NbHbIX [JOKYMEHTOB Ha OCYLIeCTB/IeHNe [AeATe/IbHOCTM B 061acT¥  WUCMOJIb30BaHUA UCTOYHUKOB
VNOHU3NPYIOLLLETO N3NyYeHWs (TeHePUPYIOLLMX), BblAaHHbIX YNTO/THOMOYEHHbIM rOCY4apCTBEHHbLIM OpraHoM2L[6].

5.1.3 Ecnu B nepeyeHb MU. nognexatmnx TO. BXOAAT U3JeNus, cofepxalimne oTKpbITble UNKn 3aKkpbiTble
pafnaunoHHble UCTOYHVKM (PagnoaKkTUBHbIE BELecTBa), Uin npu nposedeHnn TO nsgenuii, BXoAALWMX B nepe-
yeHb M. He06X04MMO NCNO/b30BaTb paAnaLMoHHbIe UCTOYHWUKKN, B pasiesne npusogaT TpeboBaHna K Hanu-
4MI0 Yy UCNoNHMTENA paboT AeliCTBYIOLLEro pa3pelunTeslbHOro OKYMeHTa, AatoLero npaso Ha akcnayartaumio
paanaLMOoHHbIX UCTOYHUKOB (KOMM/IEKCOB, B KOTOPbIX COAepXaTcsa pafjMoaKTUBHbIE BeLLecTsa), BblAaHHOTO
YNO/IHOMOYEHHbIM FrOCyAapCTBEHHbIM opraHomM3L[6].

5.1.4 Ecnu B nepeyeHb M. nognexalunx TO, BXoAAT nsgenus, ansa nposegeHus TO KOTOPbIX HEO6XO0-
OVMbl VHble paspelunTesibHble AOKYMEHTbI rocyapcTBeHHOro obpasua, B pasgesne npuBogAaT tpeboBaHnsa K
Ha/IMuMI0 y UCMIONTHMTENS PaboT AeNCTBYOLEr0 pa3peLlnTeNbHOIO AOKYMEHTA Ha flaHHbI BUA AeATeNbHOCTH,
Bbl@aHHOr0 YMO/THOMOYEHHbIM rOCYAapCTBEHHbLIM OPraHoM.

5.2 Tpe6oBaHusA K KBanndurkaLmm nepcoHana MicnonHutens

B pasgene npuBoasaT TpeboBaHus K kBanudukalmm nepcoHana VicnonHutens:

- VicnonHutens fo/xeH UMeTb CNeunanncToB no sceM sugam MU. ykaszaHHbIM B nepeyHe MU, nognexa-
wmux TO. Keanudmkauua cneunannuctos fo/mkHa 6biTb NOATBEPXAEHA COOTBETCTBYIOLWMMUN Y40CTOBEPSIO-
LMW JOKYMEHTaMU:

- NPV HEO6XOAMMOCTM NPOBEAEHUS ONACHBIX M CNeLManbHbIX BUA0B paboT ans ocylectsneHns TO cooT-
BETCTBYHOLLMX BUA0B MU VicnonHUTENb A0MKEH UMETb CNeLManmcToB C COOTBETCTBYOLUMUN KBASTMUKALNOH-
HbIMW rpynnamu fonycka K npoBegeHunio pabor.

MpumeyvyaHune — [na nposegeHusa TO psga MU/ Heo6xoAMMO Hanmune crneymannucTos, UMeEKLNX onpeaeneHx-
Hyl0 rpynny gonycka no anekrpo6esonacHoct (Hanpumep. Il unm IV). ygoctosepeHne paboyero no cocyjam nog gasre-
HUEeM 1 T. 4.

5.3 TpeboBaHMA K KOHTPOJ/IbHO-U3MEPUTE/IBHOMY W TEXHOJIOTMYECKOMY UCMbITaTe/IbHOMY
o60pyaoBaHuto

B pasgene npusoaAT TpeboBaHnsA K KOHTPOIbHO-U3MEPUTESTbBHOMY UTEXHOIOTMYECKOMY UCTMbITATE bHO-
My 060pPYL0BaHNIO:

- KOHTPO/IbHO-U3MEPUTE/IbHOE 1 TEXHONOIMYECKOe UcnbiTaTelbHoe 060pyA0BaHue [O/MKHO obecneyn-
BaTb NpoBejeHne Bcex BUA0B pabot no TO MU. ykasaHHbIX B nepeyHo MW. nognexauwmx TO;

- cpeAcTBa M3MepeHUiA [0MKHbI OblTb NOBEPEHbLI, @ TEXHOOMMYECKOe UCMbITaTe/lbHOe 060pyaoBaHne
[OJMKHO 6bITh aTTecToBaHo [7] o FOCT P 8.568.

5.4 Tpeb6oBaHuSA KAOKYMeHTaummn

B pasgene npuBoaaT TpeboBaHMa K HanMuno y VicnonHuTens KoMniekTa 4eicTByoLw el HOpMaTUBHOW,
TEXHUYECKOW 1 3KCnyaTalMoHHOM AoKyMeHTaunn, Heobxoaumoli ansa nposefeHust TO M. ykasaHHbIX B nepe-
yHe MWU. nognexauwux TO.

'>Ha dpeBpanb 2017 rofa 3710 «JIMLEH3MA Ha OCYLLeCTB/IeHNE AeATeNbHOCTH MO NPOU3BOACTBY Y TEXHUYECKOMY 00-
CNYXWUBaHWIO (3a NCKIOYEHNEM Cyyas, ecn TeXHNYeckoe 06CnyXnBaHme ocyllecTenseTcs 419 obecnevyeHns cO6CTBEH-
HbIX HYX[, I0pUANYECKOro nnua UM MHAMBUAYanbHOTO NpeanpuHUMaTens) MeauLMHCKO TeXHNKN». TpeboBaHNsA 3aKOHO-
faTenbcTBa MOryT ObiTb U3MEHEHbI.

2) Ha cheBpanb 2017 roga ato «/INLEH3NA Ha OCyL|ecTB/eHe [eATeNbHOCTY B 06/1aCTh NCNOIb30BaHUA UCTOUHM-
KOB MOHM3NPYIOLLEro N3NyYyeHuns (reHepupyoLwmx) (3a UCKNIOYEeHEeM caiydas, eCaim 3T NCTOUYHMKN NCNOMb3YITCA B Mean-
LUMHCKOV [AesATeNbHOCTM)* W CaHMTapHO-3aNMAeMnosIornyeckoe 3ak/loyeHne O COOTBETCTBMM YCNOBUW paboTbl C
VUCTOYHMKAMMN U3NTyYEHNUSA CAHUTaPHbIM NpaBuiam, KOTOprble BblAA0T OpraHbl, OCYLeCTBASIOWME T0CY4apCTBEHHbIA CaHu-
TapHo-anugemMunonornyeckunii Hagsop. TpebosaHNa 3aKoHoAaTeNbCTBA MOTYT ObITh MU3MEHEHbI.

3l Ha dpeBpanb 2017 roga 3TO «NpaBO Ha 3KcnayaTauuio pagnaumoHHbIX UCTOYHUKOB (KOMMMIEKCOB, B KOTOPbIX
cogepxarca pajnoakTUBHbIe Bell,ecTBa) B YACTU BbIMOSIHEHNS PaboT 1 okaszaHWs ycnyr aKcnayaTupyoLwyM opraHmsaym-
am*. TpeboBaHNs 3akOHO4ATeNbCTBA MOTYT OblTb U3MEHEHbI.
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5.5 Tpe6OBaHVIF| Kob6ecneyeHno KayecTBa TEXHUYECKOro OﬁCI’Iy)KVIBaHVIFI MegUNLINMHCKUX MS,D,eﬂVIVI

B pasgene npmBogaT o6sA3aTesibHble TPe6oBaHUS:

-K Hanuuuio y lVcnonHutensa AeicTByloleli CMCTEMbl MEHeL)XMeHTa kayecTBa B COOTBETCTBMM C
FOCT ISO 9001 unm FOCT ISO 13485;

- nposefeHunto TO cornacHo geiicTeytoLLeli TeXHUYECKOW 1 aKCnyaTalMOHHON fOKYMEeHTauun n3roto-
BUTENs (NpovssoauTens);

- NCNOMb30BaHMIO 3aNacHbIX YacTe, B TOM Y/C/e pacXofHblX MaTepuanos.

MpurumMmeyaHune — Kak npasuno, npu nposegeHun TO fonyckaeTcsi NPUMEHEHME TO/IbKO 3anacHbIX yacTei, B
TOM YWC/e pacxofHbIX MaTepnasnos, NPeayCMOTPEHHbIX AeliCTBYIOLLLE TEXHUYECKOI 1 3KCMyaTalMOHHON! AOKYMeHTauuen
nsrotosutens (npoussoautens). Ho B psfe cnyyaeB [AOMNyckaeTCs 3aMeHa 3anacHbliX 4YacTeil Ha aHasorMyHble npu
noATBEPXAEHNN COXPaHeHNs TpebyeMbiX TEXHUYECKUX U PYHKLMOHaNbHbIX XapakTepuctuk MU npu rapanTum ero 6esonac-
HOCTU

- rapaHTuiiHbIM 06513aTe/IbCTBAM Ha BbINOSIHEHHbIE VcnosiHuTenemM paboTbl M HA MCMO/b30BaHHbIE
3anacHble 4acTu, B TOM UMC/e PACXOAHbIE MaTepuasbl (COr1acHo rapaHTUiiHLIM CPOKam U3roToBuTeNs (Mpoms-
BOAMTENS) 3anacHbIX yacTeit). Mpu ykaszaHuu TpeGoBaHWii K rapaHTUiiHbIM 06513aTe/IbCTBAM YKa3biBaloT Kak
CPOKV rapaHTUM Ha OKasaHHbIe YCyry, NPOBEeAEHHbIE PAGOTbI M YCTAHOB/IEHHbIE 3aNacHbIe YacTu, Tak U CPOKU
yCTpaHeH1si HeMCNPABHOCTY NPU HACTYN/IEHUMN TAPAHTMIAHOTO C/lyYasi.

5.6 TpeboBaHWsA K opraHusaumn u MOPSAAKY MNPOBeAEHUS TEeXHUYEeCKoro ob6cnyxmnBaHus

MeANLMHCKUX N3aenuii

5.6.1 MpwucoctaBnernun T3 Ao/MKHbI 6bITb BbIOpaHbl HEO6X0AMMbIE BUAbI paboT U3 CnucKa, NpuBeAeHHO-
ro HUXe:

- nepnogunyeckoe TO:

- TEXHUYECKOEe ANarHocTupoBaHue:

- pemMoHT MU;

- BHennaHosoe TO:

- 06HOBMIEHNE NPOrpamMMHOro o6ecrneyeHns 1ycTaHoBKa Onuuii:

- KOHTPO/1b TEXHNYECKOTO COCTOAHUA:

- MOHTax/gemoHTax n Hanagka M.

5.6.2 Bpasgene npuBoAaT TpeboBaHuUs K BbibpaHHbIM paboTtam no TO.

5.6.2.1 Bnogpasgene, cogepxalliem TpebosaHns K nepuogmnyeckomy TO. NpuBoaAT CBEAEHUS O NEPUO-
AvyHoCTU. obbeme, MeTogax u cpefcTeax nposefeHus TO. cOrnacHO TEXHWYECKOW W aKchyaTalMoHHOM
[oKyMeHTaunn Ha M. ykasaHHble B nepeuHe MU. nognexatymx TO.

5.6.2.2 B nogpasgene, cogepxatlem TpeboBaHna K TEXHUYECKOMY AnarHocTuposaHuio M. npusoasat
TpeboBaHUA K cpokaMm Bble3fga cneuuanucTa a8 NpoBefeHns TEXHUYECKOro AMarHoCTUPOBaHNUS, Npu aTom
CpOKY Bble3fa MOryT 0TimyaTbCa 415 pasHbix Buaos M.

B nogpasgene moryT 6bITb NprBEAEHbI OrpaHnyeHuns No KOMYecTBy ciydyaes oTkaza MU, no KoTopbiM 3a
BblOpaHHbI KaneHAapHbIl nepuog (Mecsl, rof. CPoK AeicTBMA Aorosopa v T. N.) NPOBOAMTCA TeXHUYecKoe
AnarHoctupoBsaHue.

5.6.2.3 Bnogpasgene, cogepxaliem TpeboBaHnsa kK peMoHTY M. npnBogaT:

- CBeJleHNs 0 cpokax NpoBeAeHns paboT B pamkax peMoHTa M. Cpoku MOryT 6bITb yKa3aHbl KakC yueTom
CPOKOB NOCTaBKM 3anacHblX YacTel, Tak 1 6e3 Hero, o Yem B T3 fo/kHa 6bITb CeNaHa oTAeNbHaA OTMETKA,;

- yKa3aHusi 0 Hann4yMn WM OTCYTCTBMM TpeboBaHWii MO NocTaBke 3anacHblX YacTel Ansa npoBefeHus
pemMoHTa.

B nogpasgene moryT 6bITb NpUBEAEHbI OrpaHNUYeHNs Mo KOIMYeCTBY crlyyaeB oTkasa MW. no koTopbiM
3a BblOpaHHbIV kKaneHaapHbIi nepuog (MecsL, rog. CpoK AelicTBUSA 4oroBopa UT. N.) NPOBOAUTCS PEMOHT.

Mpv Hannumn TpeboBaHMn MO NOCTaBKM 3anacHbIX YacTel 415 NPOBeAeHNS PEMOHTA B MYHKTe NPUBOAAT
TpeboBaHus:

- K naeHTudvKaLmm 3anacHol yacTv (HauMmeHoBaHne, KaTasnoXHbIN NN NHOW MAEHTUMKUKATOP, COrMacHo
TEXHUYECKOW W 3KCNyaTaunoHHON fOKyMEHTaLMN N3roToBUTENS (MPON3BOAUTENS)):

- Ka4yecTBY NOCTaBASAEMbIX 3aMacHbIX YacTell;

- CpoKam nocTasKu U/MNn yCTaHOBKM 3anacHbIX YacTeil:

- rapaHTUiiHbIM CpOKaM M3roToBUTENS (NMPOM3BOANTENS) UMMM NOCTaBLLMKA 3aNacCHbIX YacTel.

BToMm cnyuae, ecnv npuv 3aknoyeHny 4OroBopa HEBO3MOXHO ONpeenunTb TOUHbI 06bem 3akynku 3anac-
HbIX YacTell N pacxofHblX MaTepuasnos, a Takke 06beEM PEeMOHTHbIX paboT, MOXeT 6biTb NpeAycMoTpeHa
BO3MOXHOCTb 3aKyMnKu 3a e MHNULLY NPoAyKL MK cornacHo [8]. B aTom cnyyae B T3 AO/MKHbI COAEp)KaTbCa yKasa-

6
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UMA Mo NOPAAKY OpraHu3aunn 1 NpoBefeHNs PEMOHTHbIX paboT U 3aKynKu 3anacHbIX YacTel 1 pacxoAHbIX
mMaTepuanos, a B NPUIOKEeHNAX K T3 AO/KHbI 6bITb NPUBEAEHDI;

- MepeyeHb 3anacHbIX YacTel U pacxoAHbIX MaTepuasos, 3aMeHa KOTOPbIX MOXeT NPOBOAUTLCS B paMKax
PEMOHTHbIX paboT, BKIIOUAIOLLMI XapakTePUCTUKM 3anacHbIX YacTein 1 pacxofHbix MaTepnasnos 1 yka3aHue Ha
MW. Ana peMoHTa KOTOPbIX OHU MPUMEHSAIOTCS;

- MepeyeHb BbINOMHAEMbIX paboT, BKIOYAOLWMNIA onucaHne peMOHTHbIX paboT u ykasaHue Ha MU. ans
pPeMOHTa KOTOPbIX flaHHble paboTbl NPOBOAATCS.

Mpv Hannuun B nepeyHe MU. nognexawnxTO, n3genunii, oTHECEHHbIX KCpeACcTBaM N3MepPeHUiA, B NyHKTe
[OJIKHBI ObITb NPUBEAEHbI CBEAEHUS;

- 0 He06X04MMOCTUN NPOBEAEHMS NOBEPKU NOC/e peMoHTa, cornacHo FOCT P 56606;

- CpoKax npoBeAeHNs MOBEPKU.

5.6.2.4 B nogpasgene, cogepxawem TpeboBaHus kK BHensaHoBomMy TO. NpMBOAAT yKa3aHUs Ha cobbl-
TMA. ABAAOLWMECS NpeanocbiKaMy 4718 NposefeHnsa BHennaHosoro TO. B Tom cnyvae, ecim Ha MOMEHT
cocTtaBneHns T3 ykaszaHue Takux co6bITUI MO Kakol-nmbo nMpuymHe HEBO3MOXHO, B Mogpasfene npueogaT
TpeboBaHNA K nposefeHuto BHennaHosoro TO Mo pesysibTataM KOHTPOSSA TEXHUYECKOro COCTOSHWSA MO
FOCT P 56606 nnn Ha npoBeAeHne BHenaaHoBoro TO B cnyyae HEOOXOAMMOCTM C yKadaHeM MakCcumasibHO
BO3MOXHOI0 KOJIMYeCTBa BHEMIAHOBbIX TO B MeXperiamMmeHTHbI nepros.

5.6.2.5 Bnogpasgene, cogepxaliem TpeboBaHnsa no 06HOBNEHWIO NPOrpaMMHOro obecneyeHuns nycra-
HoBke onuuii gna MU n3 nepeuHs MU. nognexatux TO. NpuBOAAT yKasaHUs Ha COObITUSA, ABASIOWMECA Npes-
nocblsIKamMu 419 NpOBeAEHNSA MOAEePHM3aLN M 06HOBIEHUS MporpamMmMHoro obecneveHus. Btom cnydae, ecnv
Ha MOMEHT cocTaBneHuns T3, ykasaHue Takux cobbITuiA NO Kakoli-nMbo nNpuynHe HEBO3MOXHO, B Nogpasaene
npuBOAAT TpeboBaHUS NO NPOBefEeHWNI0 0OHOBMEHNA NPOrpaMMHOro obecneyeHns n ycTaHOBKe onuuii B
crnyyae Heob6xo04MMOCTN C yKa3aHMeM MepuoAnYHOCTU MpoBefeHns paboT UM MakCUMasibHO BO3MOXHOIO
KonnyecTBa 06HOBNEHWI I NPOrpaMMHOrO o6ecneyeHus M YCTaHOBKM ONUWiA 3a BblOpaHHbI KaneHaapHbIl
nepuog (MecsL, rog. CpoK AelicTBMA foroBopa uT. n.).

YKazaHusa npuBoaAT 47151 KaXA0ro nsgenusa n3 nepeydHs MU. nognexawmnxTO, (nnv gnsa rpynn MU ogHoro
Tuna/mapku/mogenu), nporpammHoe obecneyeHne KOTOPOro AO/MKHO OblTb 0GHOBMEHO, U/MAN K KOTOPOMY
[OKHBI 6bITb YCTAHOB/IEHbI AOMO/THUTENbHbIE ONuUMW. OBHOBEHME NTPOrPaMMHOro o6ecneyeHuns nyctaHoBka
ONuUIA fLOMKHBI MPOBOANTHLCA B paMKax [,eCTBYIOLLLEro perncTpaurnoHHoro yaoctTosepeHns Ha M.

5.6.2.6 B nogpasgene, cogepxawemMm TpeboBaHUA K KOHTPOJIIO TEXHUYECKOTO0 COCTOSHWUSA, NPUBOAAT
ceBefieHuns;

- 0 Tnax ucnbitTanmii no FOCT P 56606;

- NepuoanyYHoOCTH, MeTodax WU cpefcTBax MPOBeAEeHUs KOHTPONAS TEXHWYECKOro COCTOSHWS COrflacHo
3Kcn/lyaTaloHHOW JoKyMeHTauum Ha MU, yka3zaHHble B nepeyHe MU. nognexatymx TO.

MpumMeyaHune — KOHTPONIb TEXHNYECKOTO COCTOSAHMA MW [O/MKEH NPOBOAUTLCA C MEPUOLUYHOCTBIO HE pexe
ofiHoro pasa a rog. n. 4.3.2 FOCT P 56606—2015.

Mpu Hanuuuu B nepedHe MW. nognexaiimx TO. uM3aenuii, OTHECEHHbIX K CPeACTBaM U3MepeHwuii, B
nogpasfiene [Ao/KHbl ObiTb NpPUBEAEHbl CBEAEHWS O MPOBEAEHWM NEepUOAMYECKO MOBEPKM COrNacHoO
FOCT P 56606.

MpumeuyaHue — MNoBepka MWU. OTHECEHHbIX K CPEACTBaAM WM3MepeHuil, NPOM3BOAUTCA C NEPUOAUYHOCTbIO,
yKa3aHHOM B ONMUCaHWK TUNa CPeLCTBA U3MEPEHUS.

Mpu npoBegeHun pa6ot no FOCT P 56606 ncnosHuTenb paboT No KOHTPOJI0 TEXHNYECKOrO COCTOSAHNS
[OMKEH BbITb aKkpeAMTOBaH B YCTAHOB/IEHHOM NOpPSAKE Ha AaHHbIA BUA 4eATEeNIbHOCTU.

Mpy okasaHuKU ycnyr nNo HeCkosbkuM Bugam TO, B TOM YMC/e MO KOHTPOJI0 TEXHUYECKOrO COCTOAHMSA,
[O/KHO BbITb NPpUBEAEHO TpeboBaHNe 0 NPOBEAEHNV KOHTPOIA TEXHNYECKOTO COCTOSIHUS CUNamMu OTAeNbHOro
cneunanu3npoBaHHOro nogpasfAefneHnsa u nepcoHana VicnonHuTens, He NPoBOAAWMMMN padoThl MO APYTrUm
Bugam TO.

MpumeyvyaHune — B cootBeTrctBumM € N. 4.3 TOCT P 56606—2015 KOHTPO/Ib TEXHUYECKOTO COCTOAHUA MU He
MOXeT MPoBOANTLCS NoApasfeneHnsaMmn (nepcoHanom), ocyuiectsnsaowmnm ero TO.

5.6.2.7 Bnogpasgene, cogepxalliem TpeboBaHNs K MOHTaXyY/LeMOHTaxXy 1 Hanaake M. npuBoasT yka-
3aHus Ha co6bITUA, ABNAILWMECS NPeAnocblIKaMy A8 NPOBEAEHNS MOHTaxka/gemMoHTaxa u Hanagku M.
Ecnv Ha MoOMeHT cocTaBneHus T3 ykasaHue Takux CoObITUI MO Kakon-11M60 NpMYMHE HEBO3MOXHO, B nogpasge-
ne npuBoAAT TpeboBaHMA NO NPOBEAEHNIO MOHTaXalaeMoHTaxa 1 Hanagkm MU B ciyyae He06X04MMOCTH.
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5.6.3 TpW HaIMuMM BO3MOXHOCTMN /NN HEO6XOANMOCTH OKa3aHus psga ycnyrgncTaHLMOHHO CUCNOb-
30BaHMeM TeXHOJI0TMK yAaIeHHOro AoCcTyna B COOTBETCTBYIOLLMX NYHKTaxX pasfesia f0/KHbl CoAepXKaTbCa:

- yKa3aHusi 0 BO3MOXHOCTMW ANCTaHLUMOHHOIO cnocoba okasaHus ycnyru;

- TpeboBaHus K NpoBeAeHNI0 paboT BcooTBeTCTBUM € [9J4

5.6.4 Bpasgene takxe npuBoAAT Tpeb6OBaHMS K 3an0/IHEHUIO VicnonHutTenem xypHana TO MU.

MpunmeyaHne — BefeHne xypHana TO fABnseTca 0653aHHOCTbIO 3aka3unka, B 06A3aHHOCTU VicnonHuTens
BXOAWT NpocTaB/ieHNne 0TMETOK O BbIMOJIHEHHbIX paboTax.

5.7 MepeyeHb MEAULMHCKUX N3AENNIA, NOANEXALLNX TEXHNHECKOMY 06CNYXUBaHMIO

B pasgene npusogAT nepeyeHb MU, nognexawnxTO. ¢ ykazaHnem:

- HauMeHoBaHuA MW cornacHo AoKyMeHTauumn n3rotosuTens (NpoussoanTens);

- mogenu (mapku) MU cornacHo AOoKyMeHTaLmn n3rotosutens (Npom3soauTens);

- HaMMeHOBaHUA N3rotToBuTeNs (NPOU3BOAUTENS);

- HOMepa perncTpaunoHHoro ygoctosepenus MU,

- rofa BbINycka,;

- 3aBO/,CKOro/CepBNCHOIO HOMEPA,;

- NHBEHTAPHOIO HOMepa,;

- MecTa pasmMelleHns B MeAWLMHCKON opraHun3auuu (kopnyc, kabuHeT unu CTpykTypHoe nogpasgene-
Hue).

5.8 lMopsagok caaym v NpueMKkn ycnyr

B T3 ykasblBalOT MepPONpuATMSA Mo 06eCcneyeHmnio caadun n NpUeMKM BbIMOSIHEHHBIX paboT, B TOM yucie
nopsifoK NpefocTaBneHmnst 3akasurky 1 NoANMCcaHNs akToB BbIMOSIHEHHbIX PA6OT, a Takxe 3KCNepTU3bl BbINos-
HEHHbIX paboT TPeTbeli CTOPOHOI — opraHusaumeil, yaoBneTsopsitowein TpeboBaHNo HE3aBUCUMOCTH, U C
BbI6OPOM KOTOPOi1 cCornacHa Kaxaasi CTopoHa.

5.9 TMpUNoxXeHna K TeXHUYeCKoMy 3a4aHuUI0

B npunoxeHusix k T3 MOTyT 6bITb NpUBEAEHbI NI06ble MaTepuasibl HE06X0AMMbIe /1 TOYHOTO ONUCaHNS
OKasblBaeMbIX YCIIyT.

6 TpeboBaHMA K OhOPMAEHMI0O TEXHUYECKOTO 3adaHns

6.1 T3 ABnsAeTCcs TeKCTOBbIM AOKYMEHTOM. MNpu ochopmnerun T3 pekoMeH[0BaHO PyKOBOACTBOBATLCA
npUHLMNamu, N3noxeHHbIMM B pasgene 4 TOCT 2.105—95 (6e3 paMku1, OCHOBHO HaAnMcU MAONONHNUTENbHbIX
rpad K HeW).

6.2 T3 cneayeT fenutb Ha pasgensl. Pasgenbl 40/MKHbI ObiTb pasMeLleHbl B NOpsiAKe, yCTaHOBIEHHOM
B pasgene 5 HacTosLero ctaHgapra.

6.3 B 3aBMCMMOCTM OT fleTanm3auumn TpeboBaHui Kaxaplil pasgen MoxeT 6biTb pasfeneH Ha nogpasge-
Nbl NN HA NYHKTbI.

MMyHKTBI, NpY HEO6XOAUMOCTU, MOTYT Ae/IMTbCA Ha NOANYHKTbI. Mpu geneHun Tekcta T3 Ha NYHKTbI 1
NOANYHKTbI HEO6X0AMMO, YTOGbI Kaxk/blli MYHKT coAepXas 3aKOHYEHHYI0 nHhopmauuio.

MpumeyaHune — MNoagpasfenom HasbiBAeTCs YacTb pasgena, UMetoLas 3aronoBok. MyHKTbI, Kak Npasuio 3aro-
/I0BKOB HE WMEIOT, OHAKO NPU AefNleHnn nogpasaena Ha nyHKTbl, a janee Ha NoAnyHKTbI, MYHKTbl TAKXKE UMEOT 3aro/0BKU.

6.4 Kaxablii pasgen, nogpasges, NyHKT U NoANYHKT T3 fo/mkeH 6biTb MPOHYMepoBaH. Mpy Hymepayum
Heo6xoAuMo cobtoAaTh cneaytolue npasuna oopMIeHUst TEKCTOBbIX [,OKYMEHTOB:

- pasfenbl HyMepyoT B pegenax T3. Homepa pa3genos 0603HauaoT apabekuMm Ludppamu;

- noapasaesnsl A0/HKHBI UMETb HyMepaumio B npeAenax Kaxaoro pasaena. Homep nogpasgena coctout
3 HOMEpPOB pasaesna unogpasaena, pasfeneHHblX TOUKOIA;

- ecnv pasgef He UMeeT NofpasfesioB, TO HyMepaL sl MyHKTOB B HEM JOJIXHA GbITb B peAenax pasaena,
1 HOMEep NYHKTa J0/XEH COCTOATb U3 HOMepa pasfena v nyHKTa, pasfe/ieHHbIX TOUKOA;

- ecnu pasgen uMeeT nogpasaesbl, TO HyMepauus MyHKTOB JoMXHa 6blTb B Npefenax nogpasgena u
HOMep NyHKTa A0/HKEH COCTOSATb M3 HOMEPOB pasgena, noApasaena u nyHkTa, pasgeeHHbIX ToUKamm.

- NOANYHKTbI HYMEPYIOT B Npe/esiax nyHKTOoB.

11 Heob6xoauMmo yunTbiBaTb BCe TpeboBaHua denepanbHOro 3akoHa ot 27 nons 2006 r. Ne 152-#3 «O nepcoHanb-
HbIX fJaHHbIX», & TOM Yncne TpeboBaHNe okasaHus AUCTaHUMOHHBIX ycayr 6e3 Ncnosb30oBaHns UHPOPMAaLMOHHBIX CUCTEM,
HaxogAawmxca 3a npegenamu P,

8
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6.5 OTAenbHble CTPYKTYPHbIE 3/1eMeHTbl T3 MOryT 6bITb NpeAcTaB/eHbl Kak B BUAE CMNJIOLHONO TEKCTa,
Tak 1 B hopme Tabnamubl.

6.6 lMepeuyeHb MU. nognexawunx TO. pekoMeHA0BaHO NpeAcTaBAaTL B (hopme Tabnuupl.

6.7 Bce nucTbl T3 fo/MKHbI 6bITb NPOHYMEpOBaHbl. Hymepaumsa 1McToB A0/MKHA GbiTb CKBO3HAS.

6.8 Mpumep TpeboBaHuii K TO MU/ npuBeaeH B npunoxexHuu b.

6.9 Tpeb6oBaHus, NpefcTaBNeHHbIE B MPUIOXEHUN B. HOCAT L@MOHCTPALMOHHbIV XapakTep n He MoryT
6bITb UCMOJIb30BaHbI KaK TUMOBbLIE NpU cocTasneHnun T3.

MpunoxeHue A
(o6s3aTenbHOe)

MepeyeHb HOPMATUBHLIX JOKYMEHTOB, ONpeAensaolmX TpeboBaHNs K ycyram
Mo TEXHUYECKOMY O6CNYXMBAHUIO MeQULNHCKUX 13aenuii

Ta6nuuya Al
O603HaueHne HavnmeHosaHne
FOCT 15.601 Cuctema pa3paboTku M NOCTAHOBKM NPOAYKLMMW Ha NMPOU3BOACTBO. TexHuueckoe o6¢ny-

XUBaHNE N PEMOHT TeXHUKU. OCHOBHbIE MOI0XEHNA

FOCT P 8.568 FocypapcTBeHHasi cuctemMa obecnevyeHns efuMHCTBa M3MepeHuit. ATTecTauust ucnbita-
TenbHOro 060pyfo0BaHusi. OCHOBHbIE MOTOXEHUS

FOCT P 56606 KOHTpPO/b TEXHMYECKOTO COCTOSHUS W (DYHKLMOHMPOBAHWUA MEeAULMHCKUX U3Lennii.
OCHOBHblE NONOXEHUSA
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MpunoxeHne b
(cnpaBou4HOE)

MpvMep TpeGoBaHUI K TEXHUYECKOMY 0GCY)XUBAHUIO MeAULUHCKUX usgenuii

B.1 Tpe6oBaHue K HANNUYUIO pa3pellnTesnibHbIX JOKYMEHTOB

VicnonHutenb 0683aH UMeTb IMLEH3MI0 Ha NpaBo npou3soacTea u TO MU. cornacHo MonoxeHunoo o0 NnueH3npoBsa-
HUN AeATeNbHOCTU N0 NPOU3BOACTBY U TEXHUYECKOMY O6GCNYXMBAHMIO (38 UCKIIOYEHMEM ciydyas, ecnn TexHuyeckoe
06CcnyXunBaHue ocylecTsnaeTcs ana obecneyeHns CO6CTBEHHbIX HYX/ IOPUANYECKOro nua UM NHAMBUAYanbHOro npes-
npvHUMaTens) MegULUHCKOW TEXHWUKW, yTBEpPXAeHHOMY (9). icnonHuTenb A0/KeH UMeTb BCE HEOBGXOANMbIE SINLLEH3NN,
fonycku, paspelleHuss U o6ecneynTb BbIMOSIHEHWE BCex TpeboBaHWIA, YCTAHOBNEHHbIX AeCTBYOLWUM 3akoHofaTe Nb-
CTBOM K pabotam no TO M.

5.2 Tpe6oBaHuUs K KBanudukalmm nepcoHana McnonHutens

b.2.1 WcnonHutens fOMXKEH UMETh WITATHbLIX UAN BHELITATHbLIX CNeumanncTos no cnegyrowmm sugam MU:

MoATBEPXAEHUEM MO AAHHOMY NYHKTY Tpe6oBaHWil SIBNSIOTCS TPYAO0BbIE W/WAKN FPaXAaHCKo-NpaBoBbIe 40roBopa ¢
COOTBETCTBYOLWMMM cneymnanuctamu. Cpok geiicTBuii OroBopoB A0/MKEH o6ecneynBaTh BbiNosHeHne pa6orT.

B.2.2 KBanudukauusa cneunanncToB Ao/mKHA GblTb NOATBEPXAEHA YAOCTOBEPSIOLW UMY AOKYMEHTAMM (AUNIoMa-
MU, cepTudpmkaTamu n T. n.).

B.3 Tpe60oBaHUs KKOHTPO/IbHO-U3MEPUTENIBHOMY MTEXHOTOTMUYECKOMY NCNbITaTe/IbHOMY 060pY40BaHUI0

B5.3.1 WcnonHutenb f0MXKEH UMETb KOHTPO/IbHO-U3MEPUTENIbHOE U TEXHONOTMYECcKoe nenbiTaTenbHoe o6opyaoBa-
HVWe B HOMeHKaType 1 KonnyecTse, AOCTaTOYHOM AN1A NpoBeAeHus Bcex B1AoB paboT no TO M. ykazaHHbIX B nepeyHe
MW. nognexawux TO.

5.3.2 CpepcTBa usmepeHuii okHbl 6bITb MOBEPEHDI, & TEXHONTOTMYECKOE UCNbiTaTeNlbHOe 06opyoBaHue, Tpeby-
loulee atTectaunm, 4OKHO 6bITh aTTecToBaHo no FOCT P 8.568.

B.4 Tpeb6oBaHUA KAOKYMeHTaUumn

McnonHutens fo/mKeH MMeTb NOMHbIV KOMMNEKT AeiicTBYoL el HOpMaTUBHON, TEXHUYECKO 1 aKCMyaTaunoHHOM
[OKyMeHTaumumn, Heob6xoaumoii ana nposeseHusi TO M. yka3zaHHbIX B nepedHe MU. nognexauumx TO.

B.5 Tpeb6oBaHuA K 06ecnevyeHnto kayecTBa TEXHNYECKOTO 06CTyXNBaHNA MeAULIMHCKUX n3aenni

B.5.1 Y ucnonHutens go/mkHa 6biTb BHEAPEHA CMCTEMA MEHe)XMeHTa kayecTBa B cooTBeTcTBuy ¢ FOCT 1SO 9001
nnn TOCT I1SO 13485.

B.5.2 Bce pa6otbl no TO M/ gomkHbl NPOBOAUTLCS COr/1acHO AelCTBYIOLEA TEXHUYECKONM N 3KCMlyaTaLMoHHON
[OKYMEHTaL N N3rotToBuTens.

5.5.3 TMpunposegexnn TO fonyckaeTcsi NPUMEHeHNe TOMbKO 3anacHblX YacTeld, B TOM YiCie pacxofHblx maTepua-
I0B. NPelyCMOTPEHHbIX AEACTBYIOLE TEXHUYECKO 1 IKCNNyaTaLMOHHOW AOKYMEHTaLNER N3roToBUTENSA.

B5.5.4 TapaHTuiiHble cpokn Ha pa6oTbl no TO.

- Ha pab6oTbl N0 NepMoANYeCKOMY v BHen1aHoBoMy TO — KaneHfapHbIX AHEN.

- Ha paboTbl N0 peMoHTY MU — MecsLEeB;

- Ha yCTaHOB/IEeHHble 3anacHble YacTh — He MeHee CpokKa, YCTaHOBJIEHHOTO 3aBOA0M-U3rOTOBUTENEM.

[apaHTWiiHbI CPOK MCHMCNAKOT C AaThbl 3aBepLlueHns paboT ykazaHHoN BXypHane TO M.

B5.5.5 TNpu 06HapyXeHun HeA0CTaTKOB, AONYLWEHHbIX Npy npoBedeHun TO. VicnonHUTENb AO/KEH YCTPaHUTbL UX
6e3B03Me3/HO BCPOK He 6onee paboumnx gHeli (6€3 yueTa BpeMeHM AOCTaBKM 3anacHbIX YacTeil) c MOMeHTa
NOCTYN/IEHNS K HEMY COOTBETCTBYIOLLEro o6palieHns 3akasumka.

5.6 Tpe6oBaHUA K opraHuMsauMu 1 Mopsigky NPOBeAEeHUs TEXHUYECKOro 06CNyXMBaHWSA MeaULUHCKUX
n3aennii

B5.6.1 TpeGoBaHWsS K NePUOANYECKOMY TEXHUUYECKOMY O6CNYXMBAHUIO MEAULUHCKUX U3aennii

Meproanyeckoe TO AO/MKHO NPOBOANTLCA COTNACHO IKCMTyaTaLMOHHO OKYMeHTaunm Ha MU. ykaszaHHble B nepe-
yHe MU, nognexawimx TO.

B5.6.2 Tpe6oBaHWA K PEMOHTY MeANLVHCKUX U34enni

B5.6.2.1 B cnyvae HeucnpasHocTn MW UcnonHutens 06s3aH o6ecneunTb Bble3s cneunanucta 415 NposefeHuns
TEeXHWYeCKON AnarHoCTVKN B CPOK He 6onee pabouunx gHeli C MOMeHTa nonyyeHnsn 3ansku 3akasuuka. Cpok
nposejeHna paboT No peMoHTy MU fonxeH cocTaBnAaTb He 6onee pa6oumnx AHel ¢ MOMeHTa AMarHoCTUpoBaHus
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cneunanncToM COOTBETCTBYHOL el HencnpaBHOCTM (6e3 yueTa BpeMeHW AOCTaBKM 3anacHbIX YyacTeli). YkasaHHble CPOKU
MOTYT ObITb YBE/IMYEHbI MO COr1acoBaHUI0 € 3aka3ynKkom.

B5.6.2.2 VcnonHuTenb 0653aH NOCTaBATb 3anacHble YacTu U pacxofHble maTepuansl Ha MU. yka3aHHble BepeyHe
MW. nognexatmx TO. cornacHo TEXHNYECKON 1 aKcnyaTalMoHHOM AOKyMeHTaLun N3roToBuTens.

KauecTBO nocTaBnsieMbiX 3anacHbIX YacTel [O/HKHO COOTBETCTBOBATL AeCTBYOLW el TEXHNYECKON JOKyMeHTauum
n3roToBuUTENS.

Cpok AoCTaBKu 3anacHbIX YacTell JO/HKEH COCTaBNATL He 6onee pabouunx fHeil. YkazaHHbIli CPOK MOXeT
6bITb YBE/IMYEH NO COrN1acoBaHUIO C 3aKa3unkoMm.

MocTaBnsiemble 3anacHble YacTu JO/MKHbI HAXOAUTLCSA Ha rapaHTUKM N3roTOBMTENSA U/MN NOCTaBLLKKA.

b5.6.2.3 Tllocne okoHYaHUs COOTBETCTBYOLWMX paboT no TO MU cnonHuTtens 0653aH cAenarb COOTBETCTBYIOLLYIO
OTMETKY BXXypHane TO M.

B.7 MepeueHb MeAUUUHCKUX U3Lennii, NoOANeXalWuX TeXHNYeCKOMY 06CNyXUBaHUIO

Homi H;

HanmeHo- Mogenb HavmveHoBaHve OMEP ncc:ﬁ?xgm log, 3aB. Mecto
BaHue MA (mapka) M 1310TOBMICNA PErMCTPALMOHHOTo P Bblnycka Ne (uHB. Nil pasmeLleHna
yA0CTOBEPEHNA OeHnst
1 2 3 4 5 B 7 8

5.8 Mopsifokchaum unpuemku ycnyr

AKT BbINO/IHEHHbIX Pa6OT fO/MKEH BblTb COCTAB/EH W NOANUCAH CTOPOHAMM A0Or0BOPA N0 OKOHYAHWU NPOBELEHNsI
PEMOHTHbIX Pa6oT KaxAoro MU. a Takke ¢ NepUOAUYHOCTbIO OAVH pas B MecsLeB Nno hakTuyeckomy o6bemy
npoBefeHHbIX PaboT B ykasaHHbI Nepuos.
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