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Mpegucnosue

1 PASPABOTAH  ®depgepasibHbIM  FOCY[AapPCTBEHHBLIM  YHUTAPHbLIM npegnpustuem  «Poccuiickuii  Ha-
YYHO-TEXHUYECKUI  LEeHTP MHopMaunum no cTaHgapTMsaumn, MeTposIorMn U OueHke cooTBeTcTBusi»  (DIryrl
«CTAHOAPTUH®OPM>») " O6uecTBoM c orpaHu4eHHo OTBETCTBEHHOCTbIO «MepTexctaHgapT» (e]e]e]
«MepaTexcTaHOapT»)

2 BHECEH TexHuyeckum KomuTeToM Mo cTaHgaptmsaumm TK 011 «MeguumHckne npubopsbl, annapatbl
1 obopyaoBaHue»

3 YTBEPXAEH W BBEAEH B [JEWCTBME [pukasom ®deaepanbHOro areHTCTBa MO TEXHUYECKOMY pe-
rynmpoBaHuio n metponorum ot 17 urona 2019r. N 392-ct

4 BBEJEH 8IMNEPBbIE

MpaBuna NPMMEHEHUS HaAcTOSALWLEro cTaHAapTa YCTaHOB/EHbl B cTaTbe 26 defepasibHOro 3akoHa
oT 29 umioHa 2015 r. N9 162-9#3 «O cTaHgapTu3aumm B Poccuiickon depepaunn». MHdopmaunsa o6 uns-
MEHEHMSAX K HacTosWeMy CcTaHAapTy NybnnkyeTcs B eXerogHoMm (Mo COCTOSAHUIO Ha 1 sHBaps TeKyLlero
roga) MHgopmauoHHOM YykasaTesle «HauuoHaslbHble CTaHAapThbl», a OPUUMNANIBbHBLIA TEKCT W3MEHeHWU
M NOMpaBOK — B €XeMeCAYHOM WHAOPMALMOHHOM ykasaTene «HauuvoHanbHble cTaHgapTbi». B cnyvae
nepecMoTpa (3amMeHbl) WM OTMEHbl HAaCTOSALLEr0 cTaHdapTa COOTBeTCTBYHOLWEee yBefoM/eHe OyaeT
ony6/MKoBaHO B 6nMKailleM BbIMYCKE €XEMECAYHOro MHGOPMALMOHHOIO YyKasaTens «HauMoHasbHble
cTaHgapTbhi». CooTBeTCTBYOLWAaA UHhopmauus, yBegoOMNEHNE U TEKCTbl pasMeLlaroTCs Takke B UH-
hopMaLMOHHOWK cucTeMe 06LLEro No/Ib30BaHUs — Ha odmuuasibHOM caliTe deaepa/ibHOro areHTcTBa Mno
TEeXHNYECKOMY PerynmpoBaHuto N MeTPOIOrMn B ceTu MHTepHeT (Www.gost.ru)

© CtaHgapTuHdopMm. ochopmnenme. 2019

HacTtosiwmiAi ctaHgapT He MOXeT ObITb MOSIHOCTBIO WM 4YacTUYHO BOCMPOM3BEAEH, TUPAXUpPoOBaH U pac-
NnpocTpaHeH B KayecTBe OMUUMAIBHOTO U3JaHWs 6Ge3 paspelleHuss denepasibHOTO areHTcTBa MO TEXHUYECKO-
My Pery/siMpoBaHunio U METPOIOrMmn
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CopepxaHne

O6nacTb NPUMEHEHNS
HopmaTtuBHbIE CCbITIKN
TepMuHbI 1 onpegeneHns
O6Lme NoNoxeHns
TpeboBaHMsi K OpraHM3aunm TEXHUYECKOTO 06CTyXMBaHWS
PemoHT
MoOHTaX/neMOHTaX MU Hanaaka
KOHTpO/b TEXHNYECKOr0 COCTOSAHUSA MeAULNMHCKUX n3aenui
TpeboBaHWs K cpeAcTBaM A/19 TEXHUYECKOTrO 06CyXBaHUs

TpeboBaHus K METPOJIOrMYECKOMY 06ecneyeHnto TEXHUYECKOro 06C1yXBaHWs

OueHKa kavyecTBa TEXHNYECKOTO 06CAYXMBaHNSA

3anacHble YacTu 1 pacxogHble MaTepuasbl

YUYeTHO-OTUETHbIE AOKYMEHTbI MO TEXHUYECKOMY OGCNYXNBAHUIO MEAMULMHCKUX N38enuni

MpunoxeHue A (pekomeHgyemoe) ®opma TUTY/IbHOTO /INCTA XypHa/a TEXHUYECKOro 06C1yXMBaHUs

MeAULMHCKUX n3aenuii

MpunoxeHue b (pekomeHayemoe) PopMbl Paz3esoB XypHana TEXHUYECKOro 06CyXMBaHus

Bubnuorpadwms

MeOUUNHCKUX n3aenunii

FOCT P 58451—2019
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BBepeHne

HacToawwmii ctaHgapT ycTaHaB/MBaeT OCHOBHblE TPE6OBaHUA K TEXHUYECKOMY 06CNYXNBaHUIO Meau-
LIMHCKUX N3LeNuii.

MexayHapoHbIX aHaloroB CTaHAApPTY He CyllecTByeT. HacTosAWwmii cTaHAapT OTpaxaeT HauMoHasIbHY
cneundmKy peannsaunmn cMcTemMbl MEHeI)KMEHTA KavyecTBa B MeANLNHE.
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HALMOHA/IbHbIVM CTAHOAPT POCCUNCKOW ®EAEPALIN

M3penusa meguunHckue
OBCNYXNBAHWNE TEXHNUECKOE

OCHOBHbIE MOJIOXEeHNA

Medical devices. Maintenance. Basic principles

Jata BBegeHns — 2019—12—01

1 O6nacTb NPUMEHEHUA

HacTosawwmii cTtaHgapT ycTaHaB/MBaeT OCHOBHbIE TMOJIOXKEHWUS A1  MNPOBeAEeHUs TEeXHUYECKOro 06Cnyxu-
BaHuA (TO) meguumHckmx nsgenuii (MA).

2 HopmaTuBHbIE CCbIJIKU

B HacTosLem cTaHgapTe NCNONb30BaHbl HOPMATMBHbIE CChIIKU Ha Criegytowmne cTaHAapTbl:

[OCT ISO 9001 CuctemMbl MeHeKMeHTa kavecTBa. TpeboBaHus

FOCT ISO 13485 W3pgenus wmeauumHckue. CuCTeMbl MeHeMKMeHTa KadecTBa. TpeboBaHusas ans  uenei
perynmpoBaHus

[OCT 18322 CucTema TEXHUYECKOro 06CNyXMBaHUA U PEMOHTA TEXHUKN. TepMUHbI 1 onpeaeneHns

FOCT 20911 TexHnyecKasa gnarHoCTuKa. TepMnHbI 1 onpeaeneHns

FOCT P 56606 KOHTpPO/b TEXHUYECKOTO COCTOSHUA W (PYHKUMOHUPOBAHUSA MeAULMHCKUX unsgenuii. Oc-
HOBHbIE NOJIOXEHUS

FOCT P 57501—2017 TexHW4eckoe OOGCAYXUBaHWe MeAULMHCKUX u3genuii. TpeboBaHua ans  rocyaap-
CTBEHHbIX 3aKyMnoK

Mpym BYa H 1 e — MNpu NOMb30BaHUN HACTOALMM CTaHA4APTOM LiesiecoobpasHO NpoBepPUTb OENCTBME CCbINIOYHbIX
CTaHAapToOB B MHGIOPMALMOHHOMN cucTeMe 0OLero nosib30BaHus — Ha oduunasibHOM cairiTe PefepasibHOro areHTcTBa no
TEXHNYECKOMY PerympoBaHUI0 U METPOSIOTUU B CeTU VIHTepHET uam no exerogHomy nMHopmMaunoHHOMY ykasaTento «Ha-
UMNOHaJ/IbHblE CTaHOapPTbI», KOTOprI7I OI'Iy6I1VIKOBaH Mo COCTOSIHMIO Ha 1 AHBapA TeKylwlero roga, n no BblMyCKaM exXemecau-
HOro MHMOPMaLMOHHOrO ykasaTensa «HauwoHanbHble CTaHAAPTbI» 3a Tekywui rag. Ecnm 3amMeHeH CCbIZIOYHbIN cTaHaapT,
Ha KOTOpbIA JaHa HejaTupoBaHHas OCblKa. TO PEKOMEHAYeTCHA WCMOMb30BaTb AElCTBYIOLWYO BEPCUIO 3TOro cTaHaapTta
C YYeTOM BCeX BHECEHHbIX B AaHHYIO BEPCUIO U3MeHeHWUIi. ECnn 3aMeHeH CCbINOYHbIA CTaH4apT, Ha KOTOpbI AaHa JaTu-
poBaHHasA CCbl/IKa, TO PeKOMeHAyeTCs UCMOo/b30BaTb BEPCUIO 3TOr0 CTaHAapTa C yka3aHHbIM Bbllle FOA40M YyTBEPXAeHUN
(NpuHATURA). Ecnn nocne yTBepXAEHNSA HacTOSALWEro crtaHgapTa B CCbUIOYHbIN CTaHA4ApPT, HA KOTOPbIA faHa gaTupoBaHHast
CCbl/IKa, BHECEHO M3MEHeHMVe, 3aTparvBarolee NnosioXKeHne, Ha KOTOpPOe faHa CCblslKa, TO 3ro MOJIOXEeHNe peKkoMeHayeTcs
npMMeHsTb 6e3 yyeTa faHHOro U3MeHeHus. Ec/im cCbINOYHbIA cTaHAapT OTMEHeH 6e3 3amMeHbl, TO NOJsI0XKeHue. 8 KOTOPOM
[aHa CCbl/IKa Ha Hera, peKoMeHAYyeTCS NPUMEHSATb B YacTU, He 3aTparnBaloLen 3Ty OCbINKy.

3 TepMUHBbI N onpeaeneHns

8 HacToswem cTaHgapte npuMmeHeHbl TepMmHbl no [OCT 18322 wn TOCT 20911. a Takke creayrouue

TEPMUHbI C COOTBETCTBYHLLMMU ONpeaeeHNsIMN:
3.1 BHEM/IAHOBOE TEXHMYEcKoe O6CayXuBaHMe: YacTb MeponpusTUii Mo TeXHUYeckoMy O6CyXuBa-
HUIO  MEAULUHCKOIO W3Aesvs, KOoTopasl BbIMOJSIHAETCS BHE CPOXOB Mepuoguyeckoro (M1aHOBOrO) TEeXHMYECKOro

06C1'Iy)KVIBaHVIFI B C/iydae HEO6X0,EI,I/IMOCTVI.

MN3paHve omumanbHoe
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3.2  pgemMoHTaX (OeMOHTaxHble pa6oTbl): PaboTbl, BbINOMHSEMble B  MOCMeA0BaTe/IbHOCTY, 06paTHOl
MOHTaXHbIM paboTam.
3.3

3anacHass 4acTtb: OTAeNbHbIA  y3en, YCTPOWCTBO WAW  3/IEMEHT, npefHasHauyeHHble A71A  3aMeHbl
M3HOLLIEHHbIX, HEeUCMNPaBHbIX WM OTKa3aBLUMX COCTABHbIX YacTeii 06bekTa C LUefbl  NoAAepXKaHus  Uau
BOCCTaHOB/IEHUSI €r0 PabOTOCMOCOGHOrO COCTOSAHMSA.

(FOCT P 27.002—2015. ctaTbs 3.5.14]

34

3anacHble YacTu, MHCTPYMEHTbI U NpuHaanexHocTu: 3UMN: CoBOKYMNHOCTL 3arnacoB MaTepuasibHbIX
cpeacTB, ccopMmMpoBaHHas B 3aBUMCUMOCTM OT Ha3Ha4YeHWss M OCOGEHHOCTell UCNOoMb30BaHUS O6bekTa U
npeaHa3sHayeHHas 411 ero OyHKLUMOHMPOBaHWS, TEXHUYECKOrO 06CYXMBaHNS U PEMOHTA.

(FOCT P 27.002—2015, cTtaTbs 3.5.15]

3.5 u3rotoBuTeNb (Npou3BoAuTeNb): ®u3nMyeckoe WM  OpUAMYeckoe J/ULO, Hecyllee OTBEeTCTBeHHOCTb
3a paspaboTKy, MPOM3BOACTBO, YMAaKOBKY M MapKMpOBKY W3A4enuvsi, MNpexae YeM OHO 3aliMeT MecTo Ha pbiHKe
Nnof COGCTBEHHbIM HaMMEHOBaHWEM, HE3aBUCYMO OT TOro, BbIMOMIHAOTCA 3TV AENCTBUSI AaHHbIM IULOM  Hero-
CPEeACTBEHHO VN NPYB/IEUYEHHbIM TPETLUM JIULIOM.

3.6 ucnonHuTenb  pa6oT: Cy6bekT XO3SIMCTBEHHOU  fAesiTeNbHOCTM  (lopuauyveckoe WM omU3nyeckoe
IML0), KOTOPOMY B YCTAHOB/IEHHOM TOPSiAKE PAa3pPeLieHO OCYLECTBASATL AeATe/IbHOCTb M0  TEeXHUYECKOMY 06-
CNYXUBaHWIO  MEAUUMHCKUX  U3AeNuid, akTuyecky MpoBoAsAWmiA  paboTbl MO TEXHUUYECKOMY  O6C/YXMBaHUIO
MeAULMHCKUX U3AEeNWiA.

3.7 KauyecTBO YC/yrM TeXHUYeckoro o6C/AyxmBaHus: COBOKYMNHOCTb  XapakTepucTuk ycayru, —onpege-
NAIOWUX ee CNoco6HOCTb YAOBMETBOPSITL YCTAHOB/IEHHbIE UK NpeanoiaraeMble NoTPe6GHOCTM NoTpe6uTens.

3.8

KOHTPO/Ib TEXHNYECKOr0 COCTOSIHUA MeAULMHCKNX n3aenuii: MpoBepka COOTBETCTBUSA 3HAYEHNIA
napamMeTpoB W  xapaktepuctmk MW TpeboBaHWAM  HOPMATMBHOW W 3KCMJ/lyaTauMOHHOW  AOKyMeHTauuwu,
BbISIB/IEHNE  W3HOLIEHHbIX U  MOBPEXAEHHbIX 4acTeli (geTanen), npoBepka [AelcTBUSA  BCeX  3alUTHbIX
YCTPOICTB 1 6/I0KUPOBOK, HA/INYMA N BeAEHUS IKCMyaTauMOHHOW AOKYMeHTaL K.

(TOCT P 56606—2015. MyHKT 3.2.8]

39

MeauUmMHCKMe usgenuvst; MU: Jllobble MHCTPYMEHTbI, annapaTtbl, npuéopbl, 060pyaoBaHue, MaTeprasibl

M Mfpoyne u3[envsi, TNPUMEHSIEMble B MEAVLUMHCKUX LENsX OTAeNIbHO WM B COYeTaHUU Mexay coboid, a
Takke BMecTe C APYrMMU  MPUHALMEXHOCTSIMU, HEo6XOAUMbIMM  ANS  MNPUMEHEHWUSt YKa3aHHbIX U34envii  no
HasHauyeHulo, BK/OYasl cneynasbHoe nporpammHoe o6ecrnedyeHve, W NpefHa3HayYeHHble  NPOU3BOAUTENIEM
(n3roToBUTENEM) ans NponNaKTUKK, AVarHocTuKw, neyeHust n MeULMHCKOIA peabunutauum
3a60/1eBaHN, MOHUTOPMHIA COCTOSIHASI  OpraHM3Ma  4YesioBeka, MPOBeAeHVsl  MeQUUMHCKMX — UCCefoBaHuii,
BOCCTaQHOB/IEHMSl,  3aMelleHusl, U3MEeHeHWsl  aHaTOMWUYEecKOl  CTPYKTypbl WM (PU3UOMOTMYECKUX  (PYHKUMIA
opraHvMama, npefoTBpalleHns UM NpepbiBaHusl  GEPeMEHHOCTM,  (DYHKLMOHa/IbHOE  Ha3HauyeHue  KOTOpbIX
He peanM3yeTcs nyTeM  DapMakosiorMyeckoro, VMMMYHOJIOTMYECKOrO, FEeHETUYECKOro WM MeTabosInyeckoro
BO3/eCTBMIA HAa OpraHN3m YesioBeka.

(PenepanbHbIli 3aKoH (1]. cTaTbs 38. NyHKT 1]
MNpumeyaHne — B OTHOWEHUN TEXHUYECKOro O6CAYyXMBaHUA Hapsgy C TepMUHOM «MefMUUHCKUE WU3genns»

UacTo MPUMEHSIIOT TEPMUHBbI «MEAULIMHCKAA TeXHUKa» U «MeaULMHCKOe 060pyoBaHue», SiIBASIOLMECS YaCTHbIMU MO OT-
HOLLIEHWNIO K TEPMUHY «MEeANLIMHCKME U3AEe/Ns».

3.10

MeaULMHCKasi opraHnsauusi: Kopuanyeckoe siMuo He3aBMCUMO OT OpraH13aLMoHHO-MPaBoOBOA
hOpMbl,  OCYLLECTBAsilOWEE B KauyeCTBE  OCHOBHOro  (YCTaBHOTO) BuAa  [eATeNlbHOCTU  MeOULMHCKYHO
OesiTeNIbHOCTb ~ Ha  OCHOBaHUWM  JIMUEH3UW, BblAAHHOMW B MOpsigke, YCTAHOB/IEHHOM  3aKOHOAATE/IbCTBOM
Poccuiickoii ®efepauun o IMLEH3NPOBaHNM OTAE/NbHbIX BULOB AeATE/IbHOCTU.

(PepepanbHbIii 3aKoH 11]. cTaTbA 2. NyHKT 11]
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3.11 MOHTaX (MOHTaXHble pa6oTbl): OCHOBHble paboTbl MO c6GOpKe W YCTaHOBKE B MPOEKTHOE MoJso-
XeHVe MeAMLMHCKOrO W3fAeNnst C  3aKpersieHWeM €ero. MNpUCOefUHEHWEeM K HeMy pas/IMyHbIX  KOMMYHUKaLUWiA,
BOAbl. Napa, 3/1IeKTPO3Heprun, CcpeacTB KOHTPOAS W YNpaB/fieHWs, a Takke COeAVHEHVMEe ero C LWWHaMK 3as3em-
NIeHNs1 N BbIpaBHUBaHWS NOTEHLNAIOB U T. M.

3.12 MOHTMpyeMoe  (Tpebylollee  MOHTaxa) MeAuuuHCKoe — um3genve:  MeguuuHCKoe — m3fgenuve,  KOTO-
poe MOXeT OblTb BBEAEHO € 3KCM/yaTauuio TOJIbKO Mocfe COOpKM ero OTAefIbHbIX Y3/10e W YacTell, yCTaHOBKM
Ha yHOAMEeHTbl WM OMOPbl, MNPUKPENIEHUS K MOy, MEXAY3TaXHbIM MNEPEKPbLITUSAM U APYTMM  HECYLMM  KOH-
CTPYKUMSAM 30aHUA N COOPYXEHWIA.

3.13

Ha3Ha4YeHHbI CpOK CNyX0bl: KaneHgapHas NPOAO/IKNTENBHOCTb, npwm [OCTUXEHNMN KOTOpOWA
aKcnlyaTaumsi o6bekTa MOXEeT 6ObiTb MPOAO/DKEHA TOMbKO MNOCME  MPUHATUS  PELUEHUS O  BO3MOXHOCTM
nNpoAsieHNs AaHHOro nokasarens.

[FOCT P 27.002—2015, ctatbs 3.3.121

3.14 Hanagka (MyckoHanadouHble pa6oThbl): KoMMnekc paGoT, BbIMOJHAEMbIX B MEpuos MOAFOTOBKA U
npoBedeHNst VHAVBUAYaA/IbHbIX WUCMbITAHU/ U KOMIJIEKCHOTO  OMNPOGOBAHUS  MeAUMLMHCKOTO U34e/iMs  Ha  CMOH-
TUPOBaHHOM 060PYA0BaHNK, Nepes BBOLOM B 3KCM/lyaTauuio.

3.15

HopMaTVBHast [OKyMeHTauus: [OKYMeHTBblI, pernameHTupytoLive Tpe6oBaHusA 6e3onacHocTy,
KauyecTBa, a Tawkke mpeanonaraemyo 3EKTUBHOCTL MNPeAyCMOTPEHHOTO MPUMEHEHNUS U MeToAbl KOHTPOSsi
COOTBETCTBMS MEAULIMHCKOIO U34eNnNs 3TUM TPe6OoBaHNAM.

(MpaBwuna [2]. nyHKT 4. a63ay, 4]

3.16  obecrieyeHue KOHTPONs KadecTBa: [llaHMpyemble U cUCTeMaTMYecks MNPOBOAVMbIE  MepOonpus-
TUS.. NOATBEPXAAloLMe, UTO NPOAYKLUS UKW YCyra yA0BEeTBOPSAIOT TPe6GOBaHNAM K KaYecTBy.

3.17 opraH no akkpeauTaummn: MoNHOMOYHbIV OpraH, KOTopblii TPOBOAUT akKKpeauTaLuio.

3.18

npenensbHoe coctosiHme: CocTosiHue 06beKTa, B KOTOpPOM ero ,Cl,aﬂbHeI‘/JlLan aKcnyartauus

HegonycTnma nnn HeLenecoobpasHa nmbo BOCCTaHOB/IEHME ero paboToCcnoco6HOro COCTOsIHUA
HEBO3MOXHO NN HELLe/1eco06pasHo.

(FTOCT P 27.002—2015. ctatbs 3.2.7]

3.19 noBepka cpeAcTB wu3MepeHuii (noBepka): COBOKYMHOCTb oOMepauuvii, BbINOJHAEMbIX B Lensx nog*
TBEPXAEHUsi COOTBETCTBUSA CPEACTB M3MEePEHMWn METPO/IOTMYecKUM Tpe6oBaHMsIM.

3.20 NPUHAAIeXHOCTY  MeAUUMHCKMX — u3genuii:  Mpouve u3genusi, He  ABASIOWMEC  CaMOCTOSITESlb-
HbIMW  MEAMLUMHCKAMU  U3AeNusMy, Heob6XxoAumble ANl UCMO/b30BaHWA  KOHKPETHbIX MeAWLUMHCKMX u3fdenvii  no
Ha3HauYeHuIo.

MpMM eya H U e — Kak NpaBuo, K NPUHaANEXHOCTAM MeAWLUMHCKUX U3AEeSIMiA OTHOCAT M3Aenus, BbINOJHsoWmue
BCMoMoraTefibHyt0 (OYHKUMIO MpU 3KCnayaTauum MeguuMHCKMX mu3genuii (Matpay ctona nauveHTa KT/MPT, nogknagHble
Ba/IMKN U MMIACTUHbI, UCMOMb3YEMbIE NPY PEHTTEHOAMArHOCTUKe, IMKCUPYIOLLME PeMHM, Pa3/inyHble WTATUBbI U 3/1eMeHTbI
KPEneHns MeguLMHCKUX 13fenuii, 6yTblan 1 eMKoCTU (KpoMe na6opaTtopHoii nocyabl) U r. n.]. B no6om cryvae npuHag-
NeXHOCTU. He BK/IOUEHHble B MepeyeHb MO PervcTpauvoHHOMY YA0CTOBEPEeHU0 Ha KOHKPETHbIN BUA MeAVMLMHCKUX u3fe-
nniA, [OMXKHBI 6bITE 6e30MacHbLIMY NPU 3KCNyaTauum A1s MeAWLMHCKOTO NepcoHana, NauveHToB 1 OKpYXatoLlei cpeabl.

3.21 pacxogHble MaTepuanbl: Matepuanbl W U3fgenus, npefgHasHavyeHHble A1  nepuoguyeckoli  3ame-
Hbl 4Yepe3 YCTAHOBJ/IEHHblE B 3KCM/lyaTalUMOHHOW [OKYMEeHTauuM 3HayeHusi HapaboTKM WM UHTepBa/ibl  Bpeme-
HW. a Takke A1 06CnyXmBaHUa U NogaepXaHns NCNpaBHOCTU MeAULMHCKOro n3genus.

3.22 cuctemMa  TEXHUYECKOro  o6CnyXmBaHUS U pemMoHTa: COBOKYMNMHOCTb  B3aMMOCBSI3aHHbIX  CpPeacTB,
OOKyMEeHTauuKn, TEexXHUYEecKoro O6CMyXMBaHUS W pPeMOoHTa W UCMNOMHUTEsNe, HeobBXoAuMbIX AN noaaepXaHus
1 BOCCTaHOB/IEHUSI pab0TOCNOCOOHOrO COCTOSIHUA 06 bEKTA.

3.23

cpeacTBo nsmepeHuii; CU: TexHnyeckoe CpeacTBo, NpeaHasHaueHHoe A4/1s U3MepeHuii.

(PepepanbHbIii 3aKoH [3], cTaTbs 2. NyHKT 21]
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3.24

TeXHn4eckas AOKYMeHTauunA: COBOKYMHOCTb KOHCTPYKTOPCKUX, nporpaMmmMHbIX n TEXHO/T0r'n4YyeckKnx

AOKYMEHTOB, npegHasHa4eHHbIX ans MCcnosib3oBaHNA Ha Pas3INYHbIX CTagnax XN3HEHHOTO LuKna
MeaANUNHCKOro nsaenns.

(FOCT P 15.013—2016. nyHKT 3.7]

3.25

TEXHUYECKoe  o6cnyxuBaHue;  TO: Komnnekc  pernamMeHTUpPOBaHHbIX  HOPMATUBHOW,  TeXHWUYecKoid,
9KCM/yaTaUMOHHOW  JOKYMeHTauueidi  MeponpuaTuii 1M onepauuii  nNo  nNogfepXaHuio 1M BOCCTAHOBJ/IEHUIO
paboTOCNOCOGHOCTU  WAM  WUCMPABHOCTM MW MpU  UX  UCMNOMb30BaHUM MO  Ha3Ha4YeHWto, NpeaycMOTPEHHOMY
N3roToBUTE/NIEM (NPOU3BOAUTENEM).

(FOCT P 57501—2017, nyHKT 3.8]

3.26

3KCMyaTalmMoHHas [OKyMeHTaums npounsBoanTens (n3roToBUTENSA): LOKyMeHTbI, npefHasHauveH*
Hble /19 O3HAaKOMJ/IEHWSI TMOTPeOUTENss C  KOHCTPYKUME MeguUMHCKOrO U3fenvsi, periaMeHTvpylolwne  yc>
NoBUSI M nNpaBwuia  3Kchayataumy  (MCnosib3oBaHMe M0 Ha3Ha4yeHuto, TexXHWYecKoe O6C/yXMBaHue, TeKyLuumii
pPEMOHT, XpaHeHVWe W  TPaHCMOPTUPOBKA), TrapaHTMPOBaHHble MNPOM3BOAUTENIEM  (M3rOTOBUTENIEM)  3HAYEHUS
OCHOBHbIX MapamMeTpoB, XapaKTepucTUK (CBOWCTB) MEAMUMHCKOrO  U3Zenvsi, rapaHTuiiHble 06s3aTefnibCTBa,
a TaKKe CBeAeHs 0 ero yTUIm3aumm Uim YHUUTOXEHWUN.

(Mpaswuna (2], nyHKT 4, a63ay, 10]

MprMeyaHne — 3IKcrslyaTauMoHHbIE [OKYMEHTbl MpuiaraloTcsi K MeguLMHCKOMY MW3Aefiio NMpy MOCTaBKe M. Kak
npaBunio, BKAOYAOT B cebs nacnopt (chopmynisip UM 3TUKETKY), PYKOBOZCTBO MO 3KCM/lyaTauun, MHCTPYKUMIO MO npuMe-
HeHVO 1 Ap. KOMMMEKTHOCTb 3KCM/TyaTalMOHHbIX AOKYMEHTOB OMnpefensieTcsi HasHauYeHUEeM KOHKPETHOro MeAMLMHCKOro
nsgenvsi.

4 O6ume NonoXeHns

4.1 TO nognexatr MW. B TOM 4ucCne Haxogslwuvecsa B 3IKcnayartauuu, B 3anace, Ha XpaHeHWU, Ha KOHcep-
BauMM B MeAVUMHCKOW opraHm3auumu, Ha AOMY Yy nauyuMeHTOB WM pa3MeLleHHble Ha TPaHCMOPTHbIX CpeacTBax,
a TaKke CUCTeEMbl MeAMUUHCKOro rasocHatxeHusa. lMpun atom MW Ao/mkHblI ObITb 3aperncTpypoBaHbl B YCTaHOB-
NeHHOM nopsiike, YCTaHOBNEHbl (pa3MelleHbl, CMOHTMPOBAaHbl, BBeAEHbl B 3KCMJ/lyarauuio) B COOTBETCTBUM C
TpeboBaHMAMN  HOPMATMBHOW W 3KCI/lyaTauMOHHOM  [OKYMeHTauuu, YKOMMJIEKTOBaHbl COOTBETCTBYIOWEN  3KC-
nsyaTaLMOHHON AOKyMeHTauueli n B cnyyae Heo6XoANMOCTU — 3anacHbIMU YaCTAMU U NPUHAANEXHOCTAMMN.

4.2 OcHoBaHveM ans oTkasa B TO aABNAOTCA:

- HEeBO3MOXHOCTb fJanbHeliwero TO MW (OTcyTCcTBME 3anacHbIX 4acTel, KOMMIEKTYOWMX W WX aHaslo-
roB U. KaK criefjiCTBNe. — HEBO3MOXHOCTb BOCCTAHOBJ/IEHNSA paboTOCNOCO6HOCTN);

- pocTmkeHne MW npefesibHOro COCTOAHUSA,

- WUCKJ/IIOYEHVe B YCTaHOB/IEHHOM nopsgke MU 13 rocy4japCTBEHHOro peectpa MefuLMHCKUX N38ennii;

- WCTeYeHMe Ha3Ha4yeHHOro cpoka akcnayartaumm MW w/vwnm  oTcyTcTBUE  paspelunTesibHbIX  [LOKYMEHTOB,
npoaneBaroLmx CPOKN aKCryaTaunu;

- HapylleHne Tpe6oBaHWii HOPMAaTMBHO-TEXHUYECKOW AOKyMeHTauum'* Mo  ycTaHOBKe, pa3MeELLeHuo 1
BBOJY B 3Kcriyaraunto M.

4.3 TO He nognexat MU:

- He 3aperncTpMpoBaHHble B YCTaHOB/IEHHOM NOPsAKe (3a UCK/II0YEHNEM CUCTEM Me[ULMHCKMX ra3oB):

- [JOCTUTHYBLUME NpeaesibHOro COCTOAHWS;

- Ha KoTopble oOOpM/eHbl (BblgaHbl Bnafjenbly, 3akKas3uuky) [OOKYMEHTbl, oOTpaxawlme qakTbl Hapy-
WeHNA TpebGoBaHWIA  HOPMATMBHO-TEXHUYECKOV  AOKyMeHTauuwm'*, 6e3 ycTpaHeHWsi KOTOpbIX 6e3onacHas  3Kc-
nnyartaumsa MV HeBO3MOXHa.

x lokyMeHTauusl, cofepxallas npasuia, o6uye NPUHUMMBI, XapakTepUCTUKX, Kacalolmecss onpefesieHHbIX BUAOB
[esiTeNbHOCTY UK UX Pe3y/bTaToB.
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4.4  MW. nognexawme TO. HO He ob6ecneveHHble TO. [O/MKHbI OblTb He3aMeANUTE/IbHO BbIBEAEHbl U3
aKcnayartaumnu.

45 TO MW B rapaHTWiiHbIA W MOcCNerapaHTUHbBIA Nepuog SABNsSeTcA 06a3aTeflbHbIM yC/I0OBMEM ero 6es-
ornacHow akcnayaTtaumm n adhpeKTUBHOro NPUMEHEHWUS.

4.6 3kcnnyataumss U NpUMEHEHVWe B MeAuMUMHCKMX uenax MW. He o6ecneyeHHbIXx TO wamM cHATbIX ¢ TO.
HegonycTuma.

47 TO HeobxogMMO MPOBOAWNTbL HENPEPbIBHO B COOTBETCTBUM C YCTAHOB/IEHHOW NepuoAuyHoOCTbio. [e-
puognyHoctb TO MW  ycTaHaBnvBaeTcs  (OnpefensieTcsl)  3KCM/lyaTauuvoHHOM  AOKYMeHTauuein  un3rotoBuTens
(Npon3BoAMTENS), HO HE peXxe CPpoKa AeiCcTBMA AoroBopa (KOHTpakTa) U 04HOro pasa B rof,

4.8 8 oOTAenbHbIX cayvasix nepuogMyHoctb TO MW MOXeT oT/M4yaTbCsl, HO OblTb HEe pexe YCTaHOBJ/IEHHOWA
B4.7.

49 TO craumoHapHO pasMelleHHbIX MW npoBogAT Ha MeCcTe SKcrsiyarauuu, npu 3TOM B C/lydae He-
obxoAMMOCTM JonycTMMO npoBedeHne TO cTayMoHapHO pa3MelleHHbIXx MW B Buge TO oOTAENbHbLIX Y3/1I0B U
arperatoB He Mo MeCTy 3KCrlyatauumu.

4.10 TO nepeABUXHbIX, MEPEHOCHbIX, MOPTaTUBHbLIX MW OCyLIeCTBAAIOT Kak Ha MecTe 3Kcnayaraumm,
Tak 1 BHe MecTa aKcnayatauuu, Ha pabovnx mectax, opraHM3oBaHHbIX NCNOMHUTEIeM paboT.

4.11 TO cucTeM MEAULMHCKUX ra3oB NPOBOAAT TOJIbLKO HAa MecTe aKCryaraLluu.

4.12 MepuumHcKasa opraHvsaums o6s3aHa BECTU YUeT BbIMOIHEHHbIX pa6oT no TO MU.

4.13 lepedyeHb, TexHONOrMYyeckasi MocnefoBaTe/ibHOCTbL W MNOPSAJOK BbINOSHEHMA pa6oTr no TO MU ycta-
HaB/MBAIOTCA 3IKCM/lyaTauMOHHOM, TEeXHUYeCKOl [OoKyMeHTauueld, kaptamm TO. a Takke MO pe3ynbTaram KOH-
TPOIA TEXHUYECKOro coctosiHus (KTO).

4.14 Cwnctema TO MU BkntovaeT B cebsi:

- nepuogunyeckoe TO;

* BHenaHosoe TO;

* TEXHMYECKOe ANarHoCTUPOBaHUE;

- PEMOHT;

- KTC;

- MOHTaX/AEMOHTaX UnN Hanagky.

4.15 OCHOBHbIMM AOKyMeHTamu1 No yHKUMOHUPOBaHuto cuctembl TO MU aBnstoTcs:

* 3KCMJlyaTauuoHHasa AOKYMeHTaumMs n3rotosuTtens (nponssoautens) MU,

- poroBopbl (KOHTpakTbl) Ha TO MW co cneumdpmkaumeii (nepevHem) ob6cnyxmBaemblx MW n  TexHuue-
CKUM 3agaHnem B cootBetcTBum ¢ FOCT P 57501;

* MONOXEHNA /NN cuctema MeHepkMeHTa kadectsa (CMK) no nposegeHuto TO M,

- XypHasibl TO MU (hopMbl TUTYNILHOTO /INCTa U pPa3fgenos XypHana npuBeAeHbl B NpunoxeHusax A n bB);
* aKTbl BbIMOJ/IHEHHbIX PpaboT no TO;

* npoTokosibl KTC MW,

- cBuaeTenibCcTBa 0 NnoBepke MU. asnstowwmnxcsa CU;

¢ [IOKYMEHTbI MO pe3ysibTaraM TEXHUYECKOro ANarHoCTUPOBaHWS;

* fedeKkTHble BEAOMOCTH;

- aKTbl BBOAA B IKCM/lyaTaumio 1 NPOTOKObl MPUEMOYHbIX UCMbITaHWIA;

rpaconkmn TO 1 N1aHOBOIO PeMOHTa.

* rpadukun nosepku CU n nposegeHus KTC.

.

4.16 TexHun4eckoe 06CnyXnBaHve B rapaHTUHbIN neprnog

TO B rapaHTWiiHbIi nNepuog npoBoaAuTCcA Ansa MW. BBefAeHHbIX B 3Kcnayatauuio BrepsBble. O6bem, nepwu-
OAMYHOCTb UM nocnefoBaTeslbHOCTb onepaumii no TO MW B rapaHTuiiHbIi nNepuog onpegenserca TpeboBaHus-
MU 3KCM/lyaTaumoHHOM AOKYMeHTaL K.

Mpn OTCYyTCTBUM B 3KCM/lyaTauMOHHOW [AOKyMeHTauuyn OTAeNbHbIX YyKasaHuli no Bonpocy TO B rapaH-
TUAHBLIA nNepuop obcnyxuMBaHME NPOBOAUTCA B COOTBETCTBUM C 06OWMMM TpeboBaHMAMW NO npoBegeHutio TO.
N3/10)KeHHbIMU B 4.13.

Mpu HaAMuMnm B 3IKCMyaTauMoOHHOW OOKymMeHTauuu TpeboBaHuin TO B rapaHTWAHbBIA Nepuog ABNsAeTcA
obs3aTeNnbHbIM  YCNOBMEM MNpu  peasM3auuyM npaB MeAMLWHCKOW opraHuMsaumMm Mo rapaHTuiiHbiM  o6sa3artesib-
CTBaM B YCTaHOBJ/IEHHbIV rapaHTUAHbI NepUoA.
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5 TpeboBaHUs K OpraHM3aLmnm TEXHUYECKOro o6CcnyXmBaHus

5.1 TlonoxeHnsa poroBopa (KOHTpakTa), Ha OCHOBaHWW KOTOPOro nposBogAT TO MW. He [O0/DKHblI MNPOTUBO-
peunTb TpeboBaHuam FOCT P 57501.

5.2 TpeboBaHMA K MeAULMHCKONM opraHm3aumy npu nposegeHnn TO MA:

- ob6ecneyeHve (PyHKUMOHMPOBaHWA cuctembl TO  NOCPeACTBOM  BbINOSIHEHWSA  3/1eMEHTOB  CUCTEMBI
(cm. 4.14)c nepnoaoM He pexe O4HOro pasa B rog.

MprvMeyaHve — VICK/IlOYEHNUS MO Mepvody peasn3auun COCTaBMSIOT 3/1EMEHTbl CUCTEMbI, UMelole BeposT-
HOCTHbIi XapakTtep (BHeM/aHOBOE TexHuYeckoe O6C/yXMBaHWE, TEXHUYECKOe [AMarHoCTMpOBaHWe, PEeMOHT, MOHTax/ae-
MOHTaX NN HaNaaKa);

- Hanuuue pJelicTByloWero nosoxeHuss 06 opraHuzauum TO MW w/mnu CMK. B o06s3aTesibHOM nopsigke
coepxaltleli npoueaypbl yrnpasaeHus npoleccamm obpaileHns MU. B Tom uncne npoueccamu TO MU;

- Hanuuue coTpygHuKa(oe), HasHadyeHHoro(blX) A8 oOopraHv3auuun, KOHTPONs U npuemMks pa6otr no TO
MW. nNpov3BOACTBEHHOIO KOHTPONSA, OTBETCTBEHHbIX 3a 6e30MacHOCTb COCyAOB, paboTalowux nog — AaBfeHu-
emM. 3a [onyck Kk pabotam B COOTBETCTBUM C TpebGOBaHMAMM MO 3/1eKTPO6e30NacHOCTN, WUMEILWMX COOTBETCTBY-
toLe NoHOMO4NSA, 0OPMIIEHHBIE AOKYMEHTA/TBHO;

- HasMume nnL,. OTBETCTBEHHbIX 3a BefeHre (DMHAHCOBOW 1 XO3AMCTBEHHOW AesATeNbHOCTY;

- Ha/Mume TMOCTOSIHHOW KOMMCCUM NN60 [0roBopa C 3KCMNEpPTHOW opraHvsauven nnsa npuemkun paboTt no
TOMWU:

- Han4yvMe aKTyaslbHbIX [OO/DKHOCTHBIX WHCTPYKUUIA  COTPYAHUKOB  MEeOMUMHCKONM —opraHusauuun, 3aKcnaya-
TUpyrowmx M,

- Hanwnuue rpadukos TO. nosBepkn C n nposegerHnsa KTC;

- ob6ecneyeHve akcnnyataumm MW B COOTBETCTBUM C TpebGOBaHUAMW 3IKCM/yaTauMOHHOMW W HOpMaTuB-
HOW AOKyMeHTaunun:

- obecneyeHne nposegeHns TO MW B ycnoBusiX, COOTBETCTBYIOWMX TpebOBaHUAM 3KCM/yaTtauOHHOMN
N HOPMaTMBHOWM fAOKymMeHTauum (B cnyyvae ecnm TO [O/MKHO ObiTb NPOBEAEHO Ha TeppuTopum  MeaULMHCKOWN
opraHusauumn);

- obecneyeHne COCTOSHWSA MOABEAEHHbIX KOMMYHUWKauUWi, COOTBETCTBYHOWEro TpeboBaHMAM  3IKCnya-
TaLNOHHOW 1 HOPMAaTMBHO JOKYMeHTauun n TpeboBaHnsAM 6e30MacHOCTY;

- o6ecrieyeHve BbINOSIHEHUA paboT no Ae3MH(EKUNOHHONW, 6GakTepyuugHoi ounctke MU wn/vmnn  nowme-
LeHwnl nepeq nposegeHnem TO;

- o6ecneyeHne kommnaekTa 3UM n pacxofgHbIX MaTeEpPUasIoB A/1s1 Kaxkaol eanHuubl M. nepegaHHoli Ha TO;

- HasMymne KoMMnJieKTa AOKYMEHTOB MO (DYHKLMOHMPOBaHUIO cnuctembl TO.

5.3 B cnyyae wucnonHeHus pabor no TO cobcTBeHHOW cnyx6oin TO MeaguLMHCKON opraHuvsauum  cryxoa
JO/MmKkHa ObITb YKOMMJIEKTOBaHa B COOTBETCTBUM C TpebGoBaHMAMMW, MNpebaBMSeMbIMUM K  ChNeuMaiu3npoBaHHON
cnyxbe TO. npuBnekaemoli K BbINO/IHEHNIO pPaboT, e YacTu NepcoHasa, OCHALLEeHWUs, TeXHUYECKOlW [OKyMeHTa-
LM1, OpraH13aunoHHO-pacnopsaanTesibHON AOKyMeHTaumum [B  TOM uucne pykoBogctBO no CMK wnm  ceptudwm-
kaT O Hamumm cuctembl CMK no TOCT P 57501—2017 (nogpasgen 5.5). AO/MKHOCTHblE WHCTPYKUWUW, MNpPUKasbl
no opraHmsauun TO MW], opraHusauymm pabounx MecT wWwTaTHbIX CNeuMasiMcToB B COOTBETCTBMM C BuAaMu W
ob6bemamu BbINOMHAEMbIX paboT.

5.4 TpeboBaHUA K HA/INYMIO pa3peLlnTeIbHbIX JOKYMEHTOB Yy UCMOMHUTENA paboT no TO MU:

- Ha/MumMe paspelumnTenibHbIX [OKYMEHTOB Ha npoeefeHne TO MMW. BblAaHHbIX YMNO/IHOMOYEHHbIMU [OCY-
[apCTBeHHbIMM opraHamut! (4). [5];

- HaAnuve paspelmnTesibHbIX [OOKYMEHTOB Ha OCYLeCcTBNeHne [AeAaTeNlbHOCTM B 065acTu  MCMNofb30Ba-
HUA  UCTOYHWKOB  WMOHU3VPYIOLErOo  U3NyyeHus  (TeHepupylowmx), BblgaHHbIX  YMNOSIHOMOYEHHbIM  FOCYAapCTBEeH-
HbIM OpraHom, B c/lyyae npoBegeHus TO M. cogepXalmx UCTOYHMKA MOHU3UPYIOLLEro u3nyyeHuns? ) [6];

Ha dheBpasib 2019 r. 3TO «/IMUEH3US Ha OCYLIECTBNIEHUE [eATe/IbHOCTU MO MPOU3BOACTBY U TEXHUYECKOMY
06CNYyXMBaHMIO (32 WCK/IOYEHWEM Crlydas, €Cc/iM TexHU4Yeckoe O06CnyXmBaHMe OCYyLLecTBAsSeTCa ANA obecnevyeHus
COBCTBEHHbIX HYXJ, IOpPUANYECKOro Anua Uan UHAMBUAYarbHOro npegnpuHumatens) MeguLMHCKON TeXHUKU». TpeboBaHusA
3aKoHoZaTeNbCTBa MOTYT 6bITb U3MEHEHDI.

2) HB cheBpanb 2019 r. 370 «/IMLEH3UA Ha OCYLLEeCTB/IEHVE [eATe/IbHOCTU B 06/1aCTU MCNOJIb30BaHUSA UCTOUYHUKOB
VOHU3NPYIOWEro U3/lydeHuss (feHepupyrowmx) (3a UCK/IOYeHMeM cny4as, ecT 3TW  UCTOYHUKM  UCMOMb3YHTCA B
MEeOUUNHCKOM AeATesIbHOCTU)» W CaHUTapHO-3TAEMMO/SIOTMYECKOe 3ak/lloveHne O COOTBETCTBUM YC/OBUI paboTbl C
WNCTOYHUKAMU UN3/TyHEeHUS] CaHUTapHbIM MNpaBuiaM, KOTOpble BblJAlOT OpraHbl, OCYLIECTBASOWMNE roCyAapCTBEHHbIN
CaHNUTapHO-3TAEMMOIOrNYECKUi Haa3op. TpeboBaHUA 3akoHOAaTe/IbCTBa MOTYT ObITb N3MEHEHbI.
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- HaMuve paspelinTeslbHOro [OKYMeHTa, Jalowero npaBo Ha 3KChyataumio  paguaunMoHHbIX  UCTOYHU-
KOB (KOMMMEKCOB, B KOTOPbIX COAepXaTca paguoakTMBHble BelecTBa), BbIAHHOIO YMNO/IHOMOYEHHbIM rOCYy-
[ApPCTBEHHbIM OpraHom, B crlydae nposefdeHus TO MW. copgepxawmx OTKPbITble WM  3aKpbiTble paguaunoH-
Hble WCTOYHWKM (pagnoakTuBHbIE BellecTBa), WAn ecnu npu nposegeHnn TO MW Heob6xoguMMO MCNOMb30BaHWe
pafnaunoHHbIX NCTOYHUKOB!! (6):

- Hamume ypocToBepeHus() coTpygHuKka(oe), BbinonHswlWweroux) pabéotel no TO MW ¢ COOTBETCTBYHO-
el rpynnoi no anektpobesonacHocTu (B cooTBeTcTBUM € [7] n TOCT P 57501—2017. nogpasgen 5.2);

- Ha/Muve ypaocToBepeHus(il) coTpyAHuKa(koe) Ha npaBO npoBedeHMst paboT c cocydamu, pab6oTarolm-
MW noj fgasneHwem, nNpu Haavuum B nepedyHe MW. nepepaHHbiXx Ha TO. cocygoB, pab6oTalowmx nog AaBrieHuem
(aBTOKNaBoB) (B cooTBeTCcTBUU C (8) M TOCT P 57501—2017. nogpa3aen 5.2);

- Ha/MuMe [OKYMEHTOB, MNOATBEPXAAIOWMX Hanuume AelicTBYHOLWENn CcuUcTeMbl MeHeMKMeHTa KayecTBa B
cootBeTcTBMY € TOCT ISO 9001 nnm FOCT ISO 13485;

- Ha/IM4yMe UHbIX AOKYMEHTOB No NPOUsI0 BbIMOMHAEMON paboThl.

Mpvm euy8 H U e — [lIoKyMEHTbI, KOTOpble He SIBASIOTCS NMPOAYKTamMy B3avMOAENCTBUSI UCTIONHUTENS Y MeULIVH-
CKOW opraHu3aumu, HO SIBMISIIOTCSH HEOBXOAUMBIMY MPU peasin3aummn Uan oueHke Kadectsa ycayru no TO MU, Ao/mkHbI 6bITb
JOCTYMNHbI ANs1 B3aVIMHOTO O3HAaKOMJIEHMS MO COOTBETCTBYIOLIMM 3arnpocaM (HanpuMep, CBUAETENLCTB O MOBepKe, NpoTo-
KOJIOB MCMbITAHUI, TEXHUYECKMX AMArHOCTUPOBaHUI 1 T. N1.). B onpeAeneHHbIX Crlyvasix AO/MKEH GbITb 06ecrneyeH NpuHUMN
KOHhUAEHLMaNbHOCTY NPefoCcTaBAsSIEMO UH(hOpMaLUK.

55 MWcnonHnteno pa6otr no TO MW pomkeH WMMeTb CNeuvasincToB, OTBeYalwlWmx criefylwmMm KBanndgu-
KaLMOHHbIM TpeboBaHNAM:

- Ha/M4yve BbICWIEro WAN CpefdHero TeXHUYEeCKOro obpasoBaHus, NPOGECCUOHA/IbHOM MOATOTOBKM B CO-
OTBETCTBUM CO CNELNaIbHOCTLIO N JO/THKHOCTHBIMU 0653aHHOCTAMN;

- HanuuMe KBa/IMMUKALMOHHOM rpynnbl [OMNycka K MNPOBEAEeHWI0 OnacHbIX W  CheunasibHblX BUAOB paboT
A5 ocyuwectsneHus TO cOOTBETCTBYOLWNX BUA0OB MU,

- Ha/mMume [OKYMEHTOB, MOATBEPXAAOWNX O6y4yeHMe MO COOTBETCTBYHOWMM Bugam (HaMMeHoBaHUSAM)
MW B opraHusaumsax, WMEILWMX MpaBO OCYyLeCTBATbL oObpa3oBaTesibHyl0 AesATeNbHOCTb  (NpodheccroHaNbHYO
nepenoAroToBKy, MOBblleHe KBasMdmkaumm no TO CcOOTBETCTBYWOWMX BuAoB MW) Cc ycCTaHOB/IEHHOW nepuo-
OVNYHOCTBHO.

MpumeyaHna

1 Cneunanuctbl o TO MV A0/MKHbI NOBbIWATb CBOK KBa/IMIUKALMIO HE pexe OAHOro pasa B MNATb /1eT U MOryT
6bITb aTTecToBaHbl caMoperynupyemori opraHusaumein. ®yHKUMOHa/IbHblE 0683aHHOCTN CMeLnasIncCToB A0/DKHbI ObITb U3-
NOXeHbl B JO/DKHOCTHBIX NHCTPYKUUAX. [JO/MKHOCTHbIE MHCTPYKUUN AO/DKHBI aKTya/IM3MpoBaTbCs B YCTaHOB/IEHHbIE CPOKMW.

2 Mpw BbINOAHeHUN paboT no TO MW cobCTBEHHbLIMWU CUNaMU MeULVHCKOM opraHM3auun cBefeHus 0 KBanmndumka-
L1 nepcoHana [0/KHbI ObITb pa3MelleHbl B OTKPbLITOM A0CTYyne.

5.6 WcnonHutens pa6oT no TO MW pgo/mkeH uUMeTb MOMELWEHUs, OTBevarlmne JIMLEH3NOHHbIM Tpebo-
BaHVAM W YCNOBUSAM W/MNN  KPUTEPUAM akkpeauTaumu, C pasMelleHHbIMU  Ha Naowaasx JAaHHbIX MOMeLLeHUIA
pabounmm mecTamu, oTBevarLWmmmn TpeboBaHAM 6e30NacHOCTH.

5.7 KTO (B 4yacTM wuCMbITaHWA) M MNOBEPKY [AO/DKHblI MPOBOAUTL OpraHM3aumn, akkpeauToBaHHble B ycTa-
HOBJIEHHOM MopsiAKe.

5.8 TllepuognyHOCTb W cogepxaHue paboT no TO onpegensloT Ha OCHOBaHWW HOPMaTUBHOW, 3Kcnaya-
TaLMOHHOW N TEXHNYECKOW fOKYMEHTaLMM n3rotoButens (nponssogutens) MU c yuetom Tpeb6oBaHuii 4.13.

59 T[epepaya MU Ha TO B chneunasiM3MpoBaHHYIO oOpraHusaumio M cHatme MW c¢ TO npoBogAT B nopsaa-
Ke. yCTaHOB/IEHHOM [0roBOPOM (KOHTPakToM) Ha TO co cneunann3npoBaHHOW opraHusaumei.

5.10 TO MW ocywecTtBnalT B Nopagke U Ha YCNoBuUsX, NPeayCMOTPEHHbLIX TEXHWYEeCKMM 3afiaHuem,
KOTOpOe A0/MKHO cooTBeTcTBOBaThb OCT P 57501.

MpumeyaHne — TexHWYeckoe 3afaHuve AN HEerocyAapCTBEHHbIX 3aKa3uMKOB MOXET OT/MYaTbCA OT MOSIOXKEHW
FOCT P 57501 nnin 6bITb CKOPPEKTUPOBAHO B COOTBETCTBUM C MOTPEOHOCTAMWU HErocyaapcTBEHHOro 3aka3yuvka. B no6om
crlydaB TexXHUYeckoe 3afaHve /19 HerocyfapCTBEHHOro 3akasuuka He [O0/DKHO NpoTuBopeunTb TpebosaHuam OCT P
57501 n HacTosLLEero ctaHgapTa.

5.11 [okymeHTamu, noATBepxAalowmmn ¢akT BbINO/HEHUA paboT no TO. asnawTca XypHan TO U akT
BbIMNOJIHEHHbIX Pa6oT. *

> Ha peBpanib 2019 r. 3TO «MNpaBO Ha 3Kcnayartaumio pagnaunoHHbIX WMCTOYHUMKOB (KOMMJIEKCOB, B KOTOPbIX
cofilepxartcs pafMoaKkTUBHbIE BELLECTBA)BYACTU BbIMOSIHEHNA PaboT N OKa3aHUA YC/yr 3KCMlyaTUpYoLWMM opraHusaumsam».
TpeboBaHMA 3aKOHOAATENBCTBA MOTYT ObITb U3MEHEHbI.
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6 PeMOHT

6.1 PeweHve 0 HeOOGXOAMMOCTM MPOBEAEHNS pPEMOHTa MPUHUMAaET MeAULMHCKas oOpraHusauus, 3SKcnay-
aTmpytowias MW, COBMeCTHO C npeAacTaBuTesnieM oOpraHusauum, npoBogsawen TO MW. no pesysnbTatam  TexHU-
YecKoro AnarHoctupoBaHus. KTO 1 nosepku.

6.2 TlocTaHOBKY Ha PEMOHT MpPOBOAAT Ha M/1aHOBOW OCHOBE B COOTBETCTBMM C rpadiMkom pemMoHTa —
N1aHOBbI PEMOHT UM B CPOKU, OMnpeaesieHHble YC/10BUAMU A0roBopa (KOHTpakTa). — HenMaHoBbI PEMOHT.

MpvmMeyaHve — HennaHoBble PEMOHTbI MOFYT ObiTb 0OGYC/OBMEHbl OTKazoM M. noBpexaeHusmu (Heucnpas-
HOCTSIMM). HapyLUeHMeM MpaBU/l TEXHUYECKOW 3KChyaTauuu. HennaHoBble PEMOHTbI MoApa3fensitoT Ha aBapuiiHo-30c-
CTaHoeuTe lbHbIE U PEMOHTbI MO COCTOSIHUIO.

6.3 Mocne pemoHTa MW. cnoco6HOro oOka3aTb B/USHWE HA (YHKUMOHa/IbHbIE XapaKTEPUCTUKW, O0J/DKEH
6bITb npoBegeH KTC (nubo noBepka, B cnydae ecnu MU aBnsietca CU) B obbeme, HeobGxoguMmMom Ans nog-
TBEPXAEHNS COOTBETCTBMA  3KCM/yaTaUMOHHbLIX W TEXHUYECKMX XapakKTepuCTUK OTPeMOHTMpOBaHHOro MW  3Ha-
YEHUSIM. MNpUBEAEHHbIM B HOPMAaTUBHOW WM 3KCM/lyaTauWOHHOW [OKyMeHTauun, a Takke [ANs MNOATBEPXAEHUs
KayecTBa YCTaHOBJIEHHbIX 3aMacHbIX YacTe.

6.4 CBegeHuss O MpPOBEAEHHOM PEMOHTE OTpaxalwT B XypHasie TO wu/wam B nNpefycMOTPEHHOM [A0roBoO-
pPOM (KOHTpaKTOM) clyvae 0QOpMIIAKOT OTAE/TbHbIMU AOKYMEHTaMU.

6.5 B cnydaax creyvasibHbiXx TpeboBaHW MO OMOPM/IEHVNIO PEMOHTHbIX PpaboT, YCTaHOBMEHHbIX 3aKo-
HO4ATENLCTBOM  W/WMAW  HOPMATUMBHOW  OOKYMeHTauumen, pAaHHble TpeboBaHWs BbINOSHAKT B 00s3aTe/ibHOM MO-
psgke B YCTaHOB/IEHHOM O06bemMe [Hanpumep, pa6oTbl MO PEMOHTY cocyga, paboTawowero nog AaBfieHUEM
(BOgONapoBoii kamepbl CTepuUn3aTopa), C NPUMEHEHEM CBapKn U T. 1.].

7 MOHTaXX/AeMOHTaX Un Hanagka

7.1 TpeboBaHMA K MNPOBEAEHUID MOHTaXHbIX paboT YycTaHaBNMBalOT B MPOEKTHOW [OKyMeHTauuu, pas-
paboTaHHOW 1 yTBEPXAEHHOV B COOTBETCTBUM C AeCTBYIOLLMM 3aKOHOA4ATE/TbCTBOM.

7.2 B cnyyae MOHTaxa, MOSIHOCTbIO aHa/IOTMYHOIO MO KOHCTPYKUMM U TEXHUYECKUM XapaKTepucTuKam
MW. B3ameH pgemoHTMpyemoro MW ponyckaeTca npoBefeHWe paboT 6Ge3 UM3roTOBMEHUSA MNPOEKTHOW  [1OKyMEH-
Taumm no 7.1. YcnoBuMeM [AaHHOrO [OMyLIEeHUs SABJSETCA OTCYTCTBME W3MEHEHWH, YyCTaHaB/ANBAaKOWMX WHblE
TpeboBaHMA K NPOBEAEHNIO MOHTaXHbIX PaboT.

7.3 [0 npoBefeHUsT MOHTaXHbIX paboT Bce o06lecTpouTesbHble paboTbl AO/MKHbI OblTb 3aBeplUeHbl, Cu-
CTEMbl WHXEHEPHbIX KOMMYHUKaUuMii (CUCTeMbl BOAOMPOBOAA, 3/IEKTPOCHAOXKEHWS, BEHTUNAUMM W T. M) [OMK-
Hbl O6bITb UCMbITaHbI (OCBMAETENLCTBOBAHbI).

7.4 Bce npoBoAuMble paboTbl MO MOHTaXY/AEMOHTaXY [JO/MKHbI OblTb TEXHUMYECKUM U  OpraHn3aunoHHO
obecneyeHbl B Lensx cob1o4eHns HOPM NMPOM3BOACTBEHHOM, NOXapHOI 1 3KOM0rM4eckoi 6e3onacHocTu.

7.5 B cnydanx, nNpeAyCMOTPEHHbIX HOPMAaTMBHOW [AOKyMeHTauuven u/uam KOHTpakTom (JOroBOpoM), MOH-
TaXHble W MyCKOHaNnafo4yHble pPaboTbl [AO/MKHbl 3aBepllaTbCs MNpPOBEAEHMEM TMPUEMOYHbIX WCMbITAHUA B COOT-
BeTcTBUM ¢ FTOCT 56606.

MpumeyaHne — MoOHTaxX/AeMOHTaX MV e HeKOTOpbIX Cy4yasx sIBASeTCs TexXHOJ/IorMyeckoli onepauueil pemoH-
Ta (CpegHero, KanUTasibHOro) 1 BbIMOrasieTcsl B COOTBETCTBUM U Ha YC/I0BUSIX NPOBEAEHUsI PEMOHTA.

8 KOHTpO/1Ib TEXHUYECKOr0 COCTOAHUA Me[ULNHCKNX |/|3,u,en|/u7|

8.1 KTC saBnsietca o06s3aTe/ibHbIM  3/71IeMeHTOM  cuctemMbl TO. obecneuvBalWmMM  [AOKYMEHTMPOBaHHOE
npeacTaB/ieHne 0 COCTOAHUN M. BKNOYas NPOTOKO/ UChbITaHnin M. npu Heo6xoanmMocTy.

8.2 KTC npoBogaT B cootBeTcTBUM ¢ TOCT P 56606.

8.3 Hanuuvne [OoKymMeHTaslbHO OOpPMI/IEHHbIX pe3ynbTatoB  KTC  sABnsieTca  06sA3aTesibHbIM - 3/1IEMEHTOM
KOHTPONSA PYHKLNOHMPOBaHUA cnucteMbl TO MU cO CTOPOHBI MEANLIMHCKOWM OpraHnsaumnu.

9 Tpe6GoBaHUs K cpeAcTBaM AJ/1s1 TEXHNUYECKOro 06CTy)XMBaHUS

9.1 VicnonHuTenb  OOMKEH WMEeTb  KOHTPOJSIbHO-U3MEepUTEsSIbHOE,  TEXHOSIOTMYeckoe U UCMbITaTesibHoe
o6opyfoBaHVe B HOMEHKIATYpe W KOMWYecTBe, [AOCTATOMHOM [/ MpoBefeHusi BceX BuAoB pabor no TO MU,
yKa3aHHbIX B 9KCM/lyaTalMOHHOM 1 HOPMATUBHOM [OKYMeHTaLuu.

8
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9.2 Mo TpeGOBaHWIO MEAVMUMHCKOW OpraHvM3aumMvM UCMoSHUTENb  paboT o06s3aH  NpefocTaBuTb — Mepe-
YeHb CPeACTB TEXHWYECKOrO OCHAUleHWsl, TMPUMEHSIEMbIX NPV NpefocTaBfieHMn ycryrm no TO MW, [MepeyeHb
CPeACTB  TEexXHWYECKOro OCHalleHWUsi [O0/KeH ObiTb  3aMKCUPOBaH WCMOMHUTENIeM U MeAUUMHCKOM — opraHusa-
uveli [OOKyMeHTanbHO. [JlonyckaeTcsi MpPUYMEHEHWe aHa/IoroB  AaHHbIX CPeACTB  TEXHWYECKOro OCHALLEHUsi, He
yCTynawwmx Mo XapakTepUCTMKaM, YKasaHHbIM B  3KCM/yaTaUMOHHOW U  TEXHUYECKOW [AOKyMeHTauuu. Tpe6o-
BaHVe pacrnpocTpaHsieTcs 1 Ha NprB/ieKaemble CybnoapsaHbie opraHm3aumn.

MpumeyaHve — [Mpu BbINOAHEHUM pa6oT no TO MW COGCTBEHHbIMM CUAaMV MeAVLMHCKOW opraHusauum cee-
[JEeHVs1 0 cpefcTBaxX TEXHUYECKOTO OCHALLEHWS! AO/KHbI GbITh pasMeLLEHbI B OTKPLITOM AOCTYIE.

9.3 Tpu wu3MeHeHMAX B MepeyHe CpPeAcTB TEXHWYECKOro OCHaleHUs WCNOSIHUTeNb 006513aH  yBefOMUTb
MeAVLMHCKYIO OpraHumsauuto 06 W3MEHEHMSX C LUeNblo HeAoMyleHUs HEBbIMOJIHEHMS 4YacTu pabor no TO MU
nnu nopyu M.

9.4 CW. npumeHsiemble npu nposegeHun pabot no TO MW, Ao/mkHbI ObITb MOBEPEHbl, TEXHO/I0rnYecKoe
ucnbliTaTesibHOE 060pyAOBaHue, TpedytoLlee aTTecTaunn, JOKHO O6bITb aTTECTOBAHO.

9.5 HomeHknatypy cpeAcTtB TeXHWYECKOro OCHallleHMsi, WX COCTaB M HauMeHOBaHWs, Hainune cBuge-
TeNbCTB O MOBepke W aTTecTauuMy MpPOBEPSIOT HENOCPeACTBEHHO rMepef Haya/loMm paboT OTBETCTBeHHble J/imua
MeAVLUMHCKOW opraHu3aumm C Uenbio  HegonyuweHus nopun MW npy MCNONb30BaHUM  HECOOTBETCTBYHOLLEro
OCHalleHus.

10 TpeboBaHMA K METPOJIONMYECKOMY O6ecneyeHmno TEXHNYECKOro
o6CnyXnBaHus

N3mepeHnss [O/MKHbl ObiTb BbIMOSIHEHbI B COOTBETCTBMM C TpeGOBaHMAMW 3akoHoAaTenbCcTBa Poccuid-
ckoii  degepauum B obnactu obecneyeHns eAMHCTBA U3MepeHwin. PesynbTaTbl WU3MepeHWin  OO/DKHbl - ObiTb
odhopMieHbl B BuAa OTAENbHOTO [OKyMEHTa — MpPOTOKOMa WCMbITaHUA (M3MEpPeHuid) wunn CcBUAETENbCTBA O
nosepke CW. MeToabl BbINOMHEHNSA W3MEPEHUA AO/KHbI ObiTb YTBEPXAEHbl € YCTaHOBJIEHHOM 3aKOHOM Mo-
psagke. [Mpy OTCYTCTBUM METOAOB BbIMOMHEHNSA WU3MEPEHWUN, YTBEPXAEHHbIX B YCTAHOB/IEHHOM 3aKOHOM  MoO-
psiaKe. MeToAbl BbIMOSHEHUS  M3MEPEHUI  AO/MKHbI  GbiTb  COrlacoBaHbl  MEXAy MeAUUMHCKOM — opraHusaumeit
W ucnonHuTesneM paboT [0 MOMEHTa WX MpUMeHeHus. Pe3ynbTaTbl W3MepeHulii A0/MKHbl ObiTb  BbIPaXEHbl B
evHMLAax n3mepeHns, AoNyLEeHHbIX K NPUMeHeHnto B Poccuiickon depepaunu.

11 OuyeHka KayecTBa TEXHUYECKOro 06CTy>XMBaHUS

11.1 MepguuuHcKkass opraHusaums obsi3aHa MpoBOAMTbL paboTbl MO  OLUEHKe KadecTBa (PYHKLMOHUPOBaHUSA
cuctembl TO MW.

11.2 OueHKy KayecTBa (YHKUMOHMPOBaHUSA cucteMbl TO MeAMUMHCKOW opraHu3auuMmM HeobxoaMmo npo-
BOAMTb W [OKYMEHTMpOBaTb B COOTBETCTBUM C YCTaHOB/ieHHbIMM CMK MeaMUMHCKOW opraHusauum npoueay-
pamu C Mepuoauv4vHOCTLIO He pexe ofAHOro pasa B rofd. B cuTyaumm Korga mMeguuUMHCKass opraHusaums B Tede-
HVWe KasneHAapHoro rofa obecneymsBaeT BbIMOMIHEHME paboT Mo noggepxaHnto cuctembl TO B Hag/exallem
COCTOSIHAN  MOCPEACTBOM  UCMOJSIHEHUS HECKOJIbKUX [0roBOpOB (KOHTPAKTOB) MO OAHOTUMHBLIM  3/IeMeHTaM  Ccu-
cteMbl TO WA WX COYeTaHUSAM, OLEHKY KadecTBa (DYHKUMOHMPOBaHMA cucTeMbl TO Heo6XoAMMO MNPOBOAUTH
Nno UTOoram UCMOJTHEHUS KaXXA0ro forosopa (KOHTpakTa).

11.3 OueHKy KayecTBa (YHKUMOHMPOBaHUA cuctembl TO B MeAULMHCKOM oOpraHusaumm OCyLecTBisieT
YNOSTHOMOYEHHbIVi  KOMMETEHTHbIN  COTPYAHWK MEAMUMHCKON opraHvsaumm WA  KOMUCCUS  MeAWUMHCKOW  opra-
HU3aLMM. B KOTOPYK MOFyT BXOOUTb: COTPYOHUKM MEAULMHCKOW opraHusauun; npeactaBuTeny, YnosIHOMOYEH-
Hble MEeCTHbIM OpraHoM 34paBOOXPaHeHusl; CMeunaIMCTbl CEePBUCHbIX OpraHvu3auumii;  crneunasnmcTtbl  MeTposio-
rMYeckor cnyx6bl IM60 He3aBrICUMas IKCNepPTHaA opraHn3aumns.

11.4 TMpwu oueHKe KayecTBa (PyHKLMOHNPOBaHNA cucTeMbl TO yunTbIBalOT Criefytoline hakTopbl:

- nosiHoty oxsaTta M/ TO;

* cob6geHNEe CPOKOB NEPNOANYECKO NOBEPKN, MOSTHOTY ee NPOBeAeHNS;

» cobntogeHne cpokos nposefeHns KTO:

- cobniogeHne CpPOKOB 3MEKTPOM3MEPEHWNA, MNOMHOTY WX MpoBedeHMA (OxBaT BCex noapasfesieHunii, npo-
BeAEHMNE BCEX BUAOB N3MEPEHUIA);

* cobnogeHne cpokoB odopmsieHns  (NepeodopmM/ieHns) paspelunTesibHbIX  [OKYMEHTOB Mo nogpasge-
NeHVAM MeANLMHCKOW opraHn3auunn:
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e cob6nogeHVe CPOKOB MPOBeAEHVS  persiaMeHTUPOBaHHbIX  M3MepeHuln  (M3MepeHuid  napamMeTpoB  060-
pyAoBaHuUs, NnapameTpoB MUKPOKINMATA, A03MMeTPUYECKOro KOHTPOIA 1 np.};

- nonHoty TO cucTeM MeAULMHCKOro ra3ocHabXeHus;

* Ha/MuMe U1 akKTyaNlbHOCTb 3anuceil B XypHasie TO. cofepxawmx CBeAeHUs O COCTOSHUWM 3KcnayaTupy-
embIX K obcnyxnBaemblx MW. o nposegeHHoM TO © pemMOHTax, O 3aMeHEeHHbIX 3amnacHbIX YacTaAX, O KOMIJekK-
TYIOLMX N pacxofHblX maTepuanax, o pesysbTtatax KTC v noBepku;

- Ha/M4yve AelCTBYIOWMX MPOTOKOMNOB NUCNbITaHWA, CBUAETE/IbCTB U 3HAKOB NMOBEPKY;

- Ha/IMunme W aKTya/IbHOCTb CBefleHWA 06 WHCTPYyKTaxax MeauUMHCKOrO MepcoHasa O npasBuaax 3KC-
nnyataumn MU.

11.5 Pe3ynbtaTbl OLEHKM KadecTBa TO Heo6XOAMMO [OKYMEHTUPOBaTb M Y4YUTbIBaTb MpU  MJ1aHMPOBaHUN
(PMHAHCOBO-XO3SAANCTBEHHON AEATEeNbHOCTU Ha nocnegywowme nepuogbl. Pe3ynbTaTbl OUEHKM KadecTBa  DYHK-
LMoHnpoBaHusa cuctembl TO MU nognexar ony6/MKoOBaHUIO B OTKPbITOM AOCTYMe.

11.6 OueHKy KauyecTBa npepgocTasneHuma ycnyrm no TO MW npoBoguT WCMOMHUTENIb B COOTBETCTBUU C
nonoxeHnamu CMK opraHusaumu.

MpumeyaHve — [lonoxeHUs pasgena 11 NpUMEHsIIOTCS AN MeAMUMHCKUX OopraHusauumii Bcex ¢opM COGCTBEH-
HOCTU. KpOMe (IN3NUECKMX NUL— BnaaenbLes M.

12 3anacHble 4yacTu U pacxofHble maTepuasibl

12.1 Mpwn BbINoNHeHUn TO {B TOM u4wncnie npu MOMNOSIHEHUN KOMMIEKTOB 3WUIM) AO/DKHbI OblTb MPUMEHEHbI
3anacHble W pacxofHble MaTepuasibl, NPefyCMOTPEeHHble  AEelCTBYIHOLWEN  3KCM/lyaTauMOHHOW U TEeXHWYEeCKOW
[OKyMeHTaLmelr narotoBntens (Mpon3BoauTesns).

Mcnonb3oBaHMe aHanoroB 3anacHblX W PacXofHbIX MarepuasioB AOMYCTUMO MPU  COXPaHEHUU 3aBOLCKUX
napametpoB pab6oTtbl MW w©n noatBepxaeHun obGecneyeHus TpebGoBaHWii 6e30MacHOCTM  OAHVMM U3 Cneayrolmx
Cnoco6oB.:

- noarteepxfeHuem 6e30MacHOCTM W COBMECTMMOCTM CO CTOPOHbI MNpou3BOAUTENSA OCHOBHOro MW  wnan
JepxaTens permctpauvoHHOro yaocToBepeHns Ha ocHoBHoe MU B Poccuiickoii ®egepaunu;

*  OTAENbHbIM pPErucTpaumMoHHbIM CBUAETENLCTBOM Ha MW. BblaHHbIM B OTHOLWEHWW TakMX 3anacHbiX W
pacxofHbIX MaTtepnanos.

3anacHble W pacxofHble MaTepuanbl, MWCMOMb3yeMble MNPU BbINOAHeHUN TO, [OMKHbI OblTb HOBbLIMW, He
ObIBWMMW B YNOTpebsieHnn, He MpoLlealMN  BOCCTAHOB/IEHNE MOTPEOUTENLCKMX CBOWCTB, HE W3rOTOBJ/IEHHbI-
MU 13 BbIBLUNX B YNOTPEBIEHUN KOMMOHEHTOB U/ 6/10KOB.

B cnyyae ecnvM  OTCyTCTBYeT BO3MOXHOCTb MNPUOBPETEHMA HOBbIX 3anacHbIX 4acTeli BBMAy TOro, 4To
NnpoM3BOACTBO WX MNPEKpalleHo, BO3MOXHa YCTaHOBKa ObIBWIMX B YNOTpPebneHnn nmMbo BOCCTAHOB/IEHHbIX 3a-
nacHbIX YacTei.

12.2 3anacHble 4acTM MW pacxofHble MaTepuasibl [AO/DKHbl UMETb  UAeHTUMKaUMIo, MNO3BOMAIOWY 0fa-
HO3HAYHO oOnpegennTb MNPUrogHOCTbL MPUMEHEHUS ANs  BbINOAHEHUs paboT no TO MW. 3anacHble 4Yactu wu
pacxofHble Martepuanbl, AN8 KOTOPbIX 3aKOHOAATE/IbCTBOM YCTAHOB/IEHbl TpebOBaHMS O HaIMyuu COMpPOBO-
OUTeNbHbIX  OOKYMEHTOB  (PerucrpauvoHHOe  yAoCTOBepeHue, f[eknapauus  COooTBeTCTBMSA, nacnopT  6e3onac-
HOCTW. KayecTBa W T. J.), AO/DKHbI ObITb CHabXeHbl YyKa3aHHbIMWU [OKYMEHTaMW W nepefaHbl B  MeAULMHCKYHO
opraHusauMilo B KOMIJIEKTE C YKa3aHHbIMW [OKyMeHTaMu. 3anacHble 4acTu W pacxofHble MaTepuasibl C HOp-
MVUPOBaHHbIM CPOKOM FOAHOCTU A0/MKHbI 6bITb MPUMEHEHBI B NEPMOJ, YCTaHOB/IEHHOrO CPOKa rogHOCTH.

12.3 [MpurogHoCTb 3anacHbIX 4YacTeli U pacxofHbIX MaTepuasioB Ao/HkKHa ObITb onpegesieHa A0 MOMEHTa
MX MPVMEHEHMA C WCMNOMb30BaHWEM pPa3/IMyHbIX METOAO0B, B TOM 4WC/Me C WUCMO/b30BaHWEM 3KCMayaTaunoHHOWN
N TEXHUYECKOW AOKYMEHTaLNN.

124 [Jo MOMeHTa npPUMEHeHUs 3anacHble 4acTu W pacxofHble MaTepuasibl [OO/DKHbl XPaHUTbLCA B YCJ/IO-
BUSX. COOTBETCTBYIOLWNX TpeboBaHNAM W3roToBuUTeNa (NpousBoauTens), B TOM u4uc/fie chneunasnbHbIM TpeboBa-
HUSAM K XpaHeHMIO 1 TpaHCnopTupoBaHuto. CBeAeHns 06 yCIoBUAX XpaHeHUs A0/MKHbI OKYMeHTMpOoBaTbCS.

12.5 Uenun npumMeHeHs 3anacHbIX YacTen:

- TO MW.

- pemMoHT MI:

« MpoA/ieHne HOpMaTMBHOIO CpoKa akcnayaTtauun MU:
nonosiHeHne Komnnekrta 3UMT;

- B C/ly4asix, COrfiacoBaHHbIX C MEANLIMHCKOWN opraHn3aumneil.
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12.6 3anacHble 4YacTu [AO/DKHbl ObiTb MNPUHATbI 3aKa3yMKOM W MNPOBEPEHbl Ha COOTBeTCTBME BCeM Tpebo-
BaHWAM [0 UX YCTaHOBKW.

12.7 MepguumHckas opraHusaumsa [o/DkHa obecneunTb CcOOp, XpaHeHve, yTunusauuio, rnepepaboTky 4a-
CTell. yTpaTUBLUMX NOTPeOUTENbCKNE CBOICTBA.

12.8 B MeAMUMHCKOlM oOpraHusauun u y wucnosHutens pa6ot no TO MW pgoskHbl 6biTb paspaboTaHbl Mepbl
no o6ecneyeHNIo 3KOSIOTMYECKOW W pagualMoHHON 6e30nacHOCTM C  Uefblo  HefonyleHUs MnoTeHUManbHO BO3-
MOXHOFO HaHeceHWsl Bpeda oOKpyXawwelh cpede, MepcoHasly W HacesleHuio, BK/IOYaloWwme Meponpuatus Mo
cbopy, XpaHeHuto, yTuaMsaumm U nepepaboTke MpPeACcTaBNSAOWMX OMacHOCTbL 3anacHbIX 4YacTel U pacxXofHbIX
mMaTtepuasnoB, o6pa3oBbiBatoLmxcs B xoge TO MU.

12.9 MeguumMHcKasa opraHusauvss U ucnosHUTeNb pa6otr no TO MW pomkHbl ob6ecneuntb Ha/muve MecT
XpaHeHWss  3anacHbIX YacTeli W pacxofHbIX  MaTepuasioB, COOTBeTCTBYIOWMX TpeboBaHuAM  (Temneparypa,
B/I@XHOCTb, faBJieHne u T. J7.) npu nposegeHnn TO. PyHKUMSA NO oOpraHu3auum MecT XpaHeHUsi MOXeT ObITb
BO3/10)XeHa Ha OZIHY 13 CTOPOH MPW HaUTM4YNN COOTBETCTBYIOLLENO COralleHus.

13  Y4YeTHO-OTYEeTHble AOKYMEHTbI N0 TEXHUUYECKOMY OGCTY)XNBAHWUIO
MeAVLMHCKUX N30ennii

13.1 Y4eTHO-OTYETHbIMU AOKYMeHTaMu no TO M aBnsatoTcaA:

- XypHanibl TO MW (dbopmbl TUTY/IBHOTO JiIUCTa W pasfenioB XypHasna npuBefeHbl B MPUioxeHusx A un b
COOTBETCTBEHHO);

- aKTbl BbIMOJIHEHHbIX pa6oT no TO.

13.2 MeguuuHckasi opraHusaumss [o/hkHa obecrneunTb Ha/MuMe B MecTax 3Kcrnslyatauum MW xypHasioB
no ydetry TO MW. KonmnyecTBo >XypHasloB onpefenser MeAWUMHCKas opraHusaums WUCXoAsa W3 KomvyectBa eau-
HUL, 060pyA0BaHMSA, OPraHN3aLNOHHOW CTPYKTYPbl MEAULMHCKONM OpraHn3aumm, BeOMCTBEHHbIX MHCTPYKLUNN.

MpvM eya H U e — B YacTy BeAOMCTBEHHbIX MEeAULMHCKUX opraHusauuii (MMHMCTEpCTBa OGOPOHBI, YrpaB/ieHwui
MuHUCTepCTBa BHYTPEHHUX Ae/1 U Mp.) YCTAHOB/IEH MOPSIAOK BeAeHUsi hopMysisipe Ha KaxKAyl efuHWLY 3KCryaTupyemMo-
ro o6opyaoBaHusi. oOpMysip COAEPKUT B TOM YMCIIe Pa3fes Mo YUYETY BbINOSHEHHBLIX Pa6oT Mo TO U peMOHTY.

13.3  XypHasibl [O/KHbI WUMETb UAEHTUMMKALUMIO C  yKasaHveM MpUHaANIeXXHOCTM K MefuLMHCKOW opra-
HU3auun. oTaeneHno (kabrHeTy), CKBO3HYIO HYMepaLmio CTpaHuL, CBeAEeHUS O Havasle 1 OKOHYaHUW BEAEHUS.

13.4 WHdopmauua o0 KonuyecTBe, MeCTe pacnosioOKeHMss U OTBETCTBEHHbIX 3a XpaHeHue W cofepXxaHue
XyPHa/10B fo/1XHa ObITh 3340KyMEHTMPOBaHa 1 akTya/im3mpoBaTbCs N0 Mepe Heo6XoANMOCTH.

13.5 )KypHan [o/mkeH cofepxXaTb akTyasibHbI MnepeyeHb (CMMCOK)  YMOSIHOMOYEHHbIX MpeAcTaBuTeneii
MEAMLUMHCKOM opraHMsauun Ha BefeHue 3anuceil, B TOM 4uMC/Ne YMNOSIHOMOYEHHbIX BM3VMPOBaTb 3anncu KCMnos-
HUTe el No NPoBefeHHbIM padoTam.

13.6 [na BefdeHus 3anuceli O NPOBeAEeHHbIX paboTax >XypHas MpefoCTaBNAKT WCNOMHUTENAM paboT He-
NoCpeACTBEHHO MOC/e 3aBeplieHns paboTbl WM ee 3Tana, 3anMcu MNpPoBOAAT C YyKasaHMeM pJatbl MpoBefAeHus
paboT, rnepeyHs pabOT, 3aMeHeHHbIX 3anacHbiX uvacTeii. ®NO WM [JOMKHOCTM COTPYAHMKA MWCMNOAHWUTENsA. 3anucu
BM3MpPYeT YMNO/IHOMOYEHHbIA npeAcTaBuTe/lb  MeAMUMHCKOW opraHu3aumnm C  ykasaHuem fJosikHoctu mn dUO  co-
TPYOHUKa MEAULMHCKOWM OpraHn3aLmmn. 3anucy BeAyT Ha PyCCKOM Si3blKe YepHUIaMu pa3bopymBbIM MOYEPKOM.

13.7 XKypHanbl npu 3aBeplleHun nepuoga BeAeHMS 3aMeHAT HOBbIMWM W MepefaldT AN XpaHeHus B
apXxvB MeAULMHCKOM opraHu3aunumn B COOTBETCTBUN C YCTAHOBJ/IEHHBIMU CPOKaMn XpaHeHus.

MpumeyaHve — CpoK XpaHeHus >XypHasioB TO B apxvBe MeAUUMHCKOM opraHusauuu onpenensieTcs CcooT-
BeTCTBYHOWUMN Tpe6oBaHuAMM CMK MeAMUMHCKOW opraHv3aumMm W. Kak MpaBuio, COOTBETCTBYET CPOKY XPaHeHUs akToB
BbIMO/IHEHHbIX pa6oT no TO 1 cocTaBrisieT TpU roAa.

13.8 [lpyn Hanuunn [OeiRcTBYIOWEA CUCTEMbI 3/IEKTPOHHOTO [AOKYMEHTOO60pOTa Mexay MeAULUHCKON op-
raHusaumeri 1M UCMNOJHWTENIEM BO3MOXHO BefeHue XypHasioB TO U1 akToOB BbIMO/IHEHHbIX paboT B BUAe 3slek-
TPOHHbIX LOKYMEHTOB.

13.9 CopgepxaHve akTa BbIMOJHEHHbIX paboT no TO MW [Ao/mkHO YyAOBNEeTBOpPSATb TpeboBaHMSAM U He
NPOTNBOPEYNTL AeNCTBYIOWEMY 3aKOHOAATENIbCTBY.

Mecxoaa w3 cneundviku mam NOTPEOGHOCTM MEAMUMHCKOM opraHu3auun MOXeT ObiTb paspaboTaHa u npea-
noxeHa K ohopMeHuUio crneynanbHas hopma akta NPUEMKN BbIMOSIHEHHbIX paborT.
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MpunoxeHve A
(pekomeHayemoe)

dopma TUTY/IBHOTO /INCTa XYPHas1a TEXHUYECKOTO 06C/TY)XMBaHUS
MeANLNHCKNX U3aennii

XKXypHan
TEXHNYECKOro 06CNYXNBaHNSA MEANLNHCKNX N34ennii

<HMUHOMHU« KBAKLKMCMIA OpraHu3aumm)

(Ma<mMMuO*aHHa orgeneHna nnn kabuHeta i

{MpgamThsikanHOMMniA HoMep MypHana)

HauvaT « » 20

OKOHYEH « » 20




MpunoxeHne b

(pekomeHayemoe)

®opMbl pa3fesioB XypHasia TEXHUUYECKOro 06CTyX1BaHUS
MeAULMHCKUX n3genuii

roCcT P

58451—2019

Pasgen 1. MNepeyeHb MeANLNHCKNX U3aennii
Haunme- Mogens HanmeHoBaHue Howmep peru- .
CTtpaHa npouc- roa 3aBogckoli Ne MecTo pas*
HOBaHue (mapka) n3rotoBuTENs CTPaLOHHOTO
XOXAEHNA Bbl /1y CKB (UHBeHTapHbI Nt) MeLleHunsa
MU MU (npousBoan Tens) yfAocToBepeHus
1 2 3 4 5 B 7 8

Pa3pen 2. CBefieHVs O BbINOJIHEHUN pa60T Mo TEXHNYECKOMY OGCI'Iy)KI/IBaHI/I}O MeaNLUNHCKNX VI3,EI,eI'IVII7I

HavmeHoBaHwue, Bug MepeueHb 3anacHble PelweHve o Pa60oTb! BbINOMHUN PaboTbl NpUHAN
TWN. Mapka, TEXHMYECKOro vactu, LanbHeliwel
ara BbIMOSIHEH-
A Xa BeLle KoM obenyxusa- pacxofHble aKcnayara- JLOMKHOCTD. JO/MKHOCTb.
HbIX paboT Moanuce Mopnuck
Nt MU MU a mMaTepuanbl unn [ol7(e] [ol/[e]
1 2 3 4 6 6 7 8 8 10

Pa3pen 3. CeBefieHMs 0 NPOBEAEHNN NHCTPYKTaXKa MeMLIMHCKOro NepcoHana rno npasuiam aKcrayaTaunm a/ieKTpoycTaHo-
BOK noTpebuTteneii (MI3M) 1 npaBunam TexHWKK 6e3onacHocTu (MTB)

VHCTpYKTUpYeMbIi VIHCTpyKTUpYytownin
Tema
Jata
VMHCTpYKT&KA [ol7[e] JonmkHoCTb Mopnuce [ol7[e] JonkHocTb Moanuce
1 2 3 4 6 6 7 8
Pa3spen 4. CeefeHns o0 npeacTtaBuTensax Me,ﬂ,I/ILI,I/IHCKOIZ opraHusaumn, ynosIHOMO4Y€eHHbIX Ha BegeHne 3anucei
Ne npu Kam C npasnnamMmn BefeHUA XypHania
Ne n/n [ol7]e) J[omkHOCTb Moanuce
0 HasHayeHUn 03HaKoMJIeH, gaTa

1 2 3 4 6 6
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