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MOCT P 58451-2019

HALUMOHAIBbHBbIA CTAHOAPT POCCUACKOW ®EOEPALIUU

M3OENNA MEOUUUHCKUE
OBCITYXXUBAHUE TEXHU4YECKOE
OCHOBHbIE NONOXXEHWUA
MEDICAL DEVICES. MAINTENANCE. BASIC PRINCIPLES

OKC 11.040.01

[ata BBegeHunsa 2019-12-01

NMPEOUCNOBUE

1 PABPABOTAH ®epepanbHbIM rocy4apCTBEHHbIM YHUTAPHbIM npeanpusatuem "POCCUNCKNIA HAyYHO-TEXHUYECKUIN LIEHTP
WHcopMaumMM NMo cTaHgapTusauum, metponorum u oueHke cooteetcTBus” (PIyr "CTAHOAPTUH®OPM") n O6wectBoM C
orpaHn4yeHHon otBeTcTBeHHOCTLIO "MeaTrexctangapt” (OO0 " MeatexcraHgapt”)

2 BHECEH TexHuyeckum kommteTom no ctaHaaptusauum TK 011 "MeguumHckue npubopsl, annapatsl 1 obopynoBaHue”

3 YTBEPXXOEH W BBEJEH B JENCTBUE [pukasom denepan-HOro areHTCTBa MO TEXHUYECKOMY PEryavMpoBaHWi0 U1
meTponorum o1 17 nonsa 2019 . N 392-ct

4 BBE[JEH BINEPBbIE

lpasuna npumeHeHuUs Hacmosweao cmaHdapma ycmaHoeseHbl 8 cTatbe 26 PenepanbHoro 3akoHa ot 29 mioHa 2015 ¢ N
162-®3 "O craHpaptusauum B Poccuickon Penepaumn”. UHopmayus 06 u3MeHeHusiXx K HacmosweMy cmaHdapmy
nybnukyemcs 8 exe200HOM (110 cOCMOsIHUKO Ha 1 siHeapsi mekyweao 200a) UHOopMayUuoOHHOM yKkasamerne "HayuoHarbHbie
cmaHOapmebl”, a oguyuanbHbIl MeKcm U3MeHeHUlU U [ornpasoK - 8 EXeMeCsS4YHOM UHGHOPMaUUOHHOM yKa3zamersie
"HayuoHanbHble cmaHOapmbl”. B criydae nepecMompa (3aMeHbl) UfluU  OMMEHbl — Hacmosuwezo cmaHOapma
coomeemcmasytoujee ysedomreHue 6ydem onybrukogaHO 8 bnuxaluwieM 8biyCKe eXeMeCcsIHHO20 UHOpMayUOHHO20
ykazamensi "HauyuoHanbHbie cmaHdapmbi”. Coomeemcmeyowas uHgopmauus, yeedoMmsieHUe U MmeKcmbl pasmeuwjaromcs
makxe 8 UHGopmayuoHHOU cucmeme obuje20 ronb3oeaHus - Ha ocpuyuansHom calime ®edeparnbHO20 a2eHmcmea o
mexHU4YeCcKoMy peaynuposaHuto U Memporoauu 8 cemu MiIHmepHem (www.gost.ru)

BBEAEHUE

Hactosawwun CTaHOapT yCTaHaBnMMBaET OCHOBHbIE Tpe6OBaHVIﬂ K TEXHNYECKOMY O6Cﬂy)KI/IBaHI/IlO MEANLNHCKUX N3AENNIA.

MexayHapodHbIX aHamnoroB CTaHAapTy He cyllecTByeT. HacToswwmii cTaHgapT oTpakaeT HauMoHamnbHyl cneumduky
peanusauum cUCTeMbl MEHEe)KMEHTa KayecTBa B MeauLMHE.

1 OBJIACTb NPUMEHEHUA

HacTtoswuin ctaHgapT ycTaHaBMMBAEeT OCHOBHbIE MOMOXEHUS AN NPOBeAeHUst TexHWyeckoro obcnyxuBaHus (TO)
MeguuuHcknx nsgenuin (MN).

2 HOPMATUBHbIE CCbITIKA
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B HacTosem cTaHgapTe MCNonb3oBaHbl HOPMATUBHBIE CCbIMIKM Ha criegylolmne cTaHaapThl:
[OCT 1SO 9001 CucrtemMbl MeHegKMeHTa kayecTBa. TpeboBaHus

[OCT ISO 13485 Uspenusa meavumHckme. CucTeMbl MEHEKMEHTa KadecTBa. TpeboBaHus ans Lenemn perynmpoBaHus

[OCT 18322 Cuctema TEXHUYECKOro 00CMY>XMBAHMSA U PEMOHTA TEXHUKW. TEPMUHBLI U oNpeaeneHns
[OCT 20911 TexHuyeckas agnarHocTuka. TepMuHbI U onpeaeneHus
[OCT P 56606 KOHTpOnb TEXHUYECKOro COCTOSIHNS U (DYHKLIMOHMPOBAHMSA MEeOULNHCKNX n3aenuin. OCHOBHbIE NONOXEHNS

[OCT P 57501-2017 TexHuyeckoe obcnyxmBaHne MeauUMHCKMX n3genuin. TpeboBaHMsa A8 rocyaapCTBEHHbIX 3aKyMnoOK

MpumeyaHue - Mpy Nonb3oBaHWM HACTOSILLIMM CTaHAapPTOM LienecoobpasHo NPoBEpPUTbL OENCTBUE CCbINIOYHbLIX CTaHOApTOB
B MH(OpPMaLMOHHOM cucTeMe obLLero nonb3oBaHus - Ha odmumnansHoMm cainTe PegepanbHOro areHTCTBa Mo TEXHUYECKOMY
PEryrMpoBaHNi0 1 MeTponorMm B cetu WHTEepHET WnM Mo exerogHomy WHGOpMauMoHHOMY YykasaTento "HaumoHanbHble
cTandapTbl", KOTOpbIA OnybnukoBaH MO COCTOSIHUIO Ha 1 sHBaps TeKywero roga, W MO BbiMyCckaM eXeMeCs4YHOro
MHOPMaLMOHHOrO ykasaTens "HauuoHanbHble cTaHgapTbl" 3a Tekywuih rod. Ecnn 3ameHeH CChiNOoYHBIM CTaHdapT, Ha
KOTOpLIN faHa HegaTUpPOBaHHAs CCbifika, TO PEKOMEHAYETCS1 MCNOMb30BaTh AEMCTBYIOLLYIO BEPCUIO STOro CTaHZapTa C y4eToM
BCEX BHECEHHbIX B [AaHHYl Bepcuio U3MeHeHui. Ecnn 3ameHeH CCbiNouHbIM CTaH4apT, Ha KOTOpbIA aHa gaTvpoBaHHas
ccbifika, TO PEKOMEHOYEeTCs MCMOoNb30BaTb BEPCUI0 3TOrO CTaHAapTa C yKasaHHbIM BbilLe FOAOM YTBEPXAEHMST (NPUHATUSN).
Ecnu nocne yTBepXXaeHWst HACTOSILLIEro CTaH4apTa B CCbINOYHbIV CTaHAapT, Ha KOTOPbLIM AaHa AaTUpOBaHHas CCblfika, BHECEHO
N3MeHeHWe, 3aTparmBatoLLee MNoroXeHne, Ha KOTOpoe AaHa CCbifika, TO 3TO MOMOXKEHWE peKoOMeHayeTcsl NPUMEHSTL 6e3 yyeTa
AaHHOro M3MeHeHus1. Ecnn cCbinoyHbIN cTaHOapT OTMeHeH 6e3 3ameHbl, TO MOofioXKeHWe, B KOTOPOM [aHa CCbifika Ha Hero,
pekoMeHOyeTcs MPUMEHSTb B YaCTW, He 3aTparnBaloLLen 3Ty CCbISIKY.

3 TEPMUHBbI N ONPEAENEHUA

B HacTtodawem ctaHgapTe npumeHeHbl TepMuHbl no FOCT 18322 n [OCT 20911, a Takke cregywwme TEPMUHbI C
COOTBETCTBYHOLLMMU ONpeaeneHnsaMu:

3.1 BHennaHoBoe TexXHU4yeckoe obcnyxuBaHue: YacTb MEPONPUATUIA MO TEXHNYECKOMY OOCNYXMBAHNIO MELULIMHCKOIO
n3genusl, KoTopasi BbIMOMHSAETCA BHE CPOKOB MepuoanM4eckoro (MnaHoBOro) TEXHWYECKOro ob6CnyXuBaHusi B criydae
HeobxoaMMOoCTH.

3.2 peMoOHTax (OeMOHTaxHble paboTbl): PaboTbl, BbINONHAEMblE B MNOCHENOBATENIbHOCTU, OOPaTHOM MOHTAXHBIM
pabotam.

3.3

3anacHas 4actb: OTaenbHbld y3en, YCTPOMUCTBO WNM 3NEMEHT, npeaHasHayYeHHble ANs 3aMeHbl
W3HOLLEHHbIX, HEUCMPABHbIX MM OTKasaBLUMX COCTaBHbIX YacTel oObekTa C Uenblo noaaepkaHus unm
BOCCTaHOBINEHWsI ero paboToCnoCcoBHOro COCTOSIHMS.

[FOCT P 27.002-2015*, ctaTtbs 3.5.14]

* BepodATHO, owmnbka opurnHana. Cneagyet uutath: [OCT 27.002-2015, 3gecb u ganee no TekcTy. - [pumedvaHue
nsrotoBuUTens 6asbl AaHHbIX.

3.4

3anacHble 4acTW, WHCTPyMeHTbl U npuHagnexHoctn; 3UIM: CoBOKYNnHOCTb 3anacoB
maTepuarnbHbIX CPEACTB, CHOPMUpPOBaHHAs B 3aBUCMMOCTU OT HasHayeHWsl W OCOBEeHHOCTEN
MCMomnb3oBaHWsl 06bekTa 1 NpeaHasHaveHHas Ans ero pyHKLUMOHMPOBAHUS, TEXHUYECKOTO 0OCMYXNBaHMS
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N peMoHTa.

[FOCT P 27.002-2015, ctaTbs 3.5.15]

3.5 usroroButenb (NpoussoauTens): Gusmyeckoe MU LPUOUYECKOEe NULO, HECylllee OTBETCTBEHHOCTb 3a pa3paboTky,
Npou3BOACTBO, YMAaKOBKY W MapKUpPOBKY W3Lenusi, npexae 4Yem OHO 3aliMeT MEeCTO Ha pbliHKe Mog COOCTBEHHbIM
HanMeHoBaHWEeM, HE3aBMCUMO OT TOrO, BbIMOSMHATCS 3TV AEWCTBUSA AaHHBLIM MNULIOM HENOCPeACTBEHHO UMW NPUBMEYEHHBIM
TPETbUM FIULIOM.

3.6 ucnonHutenb pabot: CyObekT X035MCTBEHHOW AESATENLHOCTU (lOpUAMYECKOE UNU (U3MYECKOe N1LO), KOTOPOMY B
YCTaHOBIEHHOM MOPSIAKE pa3peLleHO OCYLLIECTBSATb AEATENBHOCTb MO TEXHUYECKOMY OOCMNY>XMBAHUIO MEAULNHCKUX U3nenun,
haKkTU4eCKn NPoBOAsLLMIA PabOoTbl N0 TEXHNYECKOMY OOCMY>XMBAHUIO MEAULIMHCKUX U3OENUNA.

3.7 Ka4yecTBO YyCnyrm TexXHMYeckoro obcnyxuBaHus: COBOKYNMHOCTb XapaKTepPWUCTMK YCNyru, Onpedensiolmx ee
CNocoBHOCTb YAOBNETBOPSATL YCTAHOBIEHHbIE UK Npeanonaraemble NoTpeGHOCTU NoTpeduTens.

3.8

KOHTPOJIb TEXHNYECKOro cCoCctosdHna megnumMHCKuNX n3genumn: I'IpOBepKa COOTBETCTBUSA 3HAYEHUN
napamMmeTpoB N XapaKTepUucTtuk MU TpeGOBaHI/IFIM HOpMaTI/IBHOIZ n SKCI'IJ'IyaTaLLI/IOHHOIZ AOOKyMeHTauuu,
BbiABIEHNE W3HOLWUEHHbLIX U NOBPEeXOEeHHbIX vacTten (,u,eTanePl), npoBepka OEeNCTBMS BCEX 3alUUTHBLIX
yCTpOIZCTB n 6J'IOKI/IpOBOK, Hann4na n segeHna SKCHJ'IyaTaLI,VIOHHOVI OOKyMeHTauun.

[COCT P 56606-2015, nyHKT 3.2.8]

3.9

MeauuuHckue wusgenusi; MU: JlioGble MHCTpyMeHTbl, anmapaTbl, npubopbl, obopyaoBaHue,
maTtepuanbl U npoyne U3genusi, NPUMeHsiemMble B MEQULIMHCKMX LENsSIX OTAENbHO UK B COMETaHUU Mexay
coboii, a Takke BMecTe C APYrMMU MPUHaAANEXHOCTAMWU, HEOGXOAUMBLIMU AN NMPUMEHEHUS YKasaHHbIX
W3Oenuin Mo HasHadeHuo, BKMoYas crieuuanbHoe nporpamMmmHoe obecrniedeHne, U npegHasHayYeHHble
npousBoauTenem (U3rotoBuTenem) pAns nNpodUnakTUKX, AMArHOCTMKU, JEYeHUss U MeOULMHCKOW
peabunuTtauumn 3abornesaHunii, MOHUTOPUHIrA COCTOSIHMS OpraHM3Ma YerioBeka, NPoBeAeHUs MEAULMHCKMX
WUCCNEeNOBaHW, BOCCTAHOBMEHWS, 3aMeLLeHUsl, W3MEHEHUSI aHaTOMWUYEecKOW  CTPYKTypbl  WUnu
PU3NONOrNYECKNX  DYHKLMIA  opraHuaMa, npedoTBpalleHnst WnvM  npepbiBaHus  G6epeMeHHOCTH,
(PYHKUMOHaNbHOE  Ha3HayeHue  KOTopbiX  He  peanuayeTcs  nyTeM  ¢papmMakonornyeckoro,
MMMYHOIOMMYeCKOro, reHETUYECKOro UM METaborNMYeckoro Bo3aencTBUiA Ha OpraHM3M YernoBeka.

[PenepanbHbIvt 3akoH [1], cTatba 38, NyHKT 1]

MpumeyaHne - B OTHOWEHUM TeXHMYECKOro obCnyXmBaHuA Hapsgy C TEPMUHOM "MeauuMHCKMe usgenus" 4acto
NPUMEHSAIOT TEPMUHBI "MeauuUuHCKasa TexHuka" n "MeguumHckoe obopyaoBaHue", ABNSAOWMECA YaCTHbIMU MO OTHOLUEHMIO K
TEPMUHY "MeguumnHCcKue nagenus”.

3.10

MeAuUMHCKasa opraHusauus: HOpuandeckoe nNuUUO HE3aBUCUMO OT OpraHM3aLMOHHO-MPaBOBOW
opMbI, OCYLLECTBMSAOLEE B KayeCTBE OCHOBHOMO (YCTaBHOrO) BuAa OEATENbHOCTU MEeAULMHCKYHO
AesATeNbHOCTb HAa OCHOBAHUM NUUEH3UW, BblAAHHOW B MOpsAKe, YCTAHOBMEHHOM 3aKOHOA4AaTeNbCTBOM
Poccuiickoi degepauum o NULEH3NPOBaHUN OTAENbHBLIX BUAOB AeATENbHOCTU.

[PenepanbHbIvi 3aKkoH [1], cTaTtbs 2, NyHKT 11]

3.11 MOHTax (MOHTaXHble paboTbl): OCHOBHbLIE paboTbl MO COOPKE N YCTAHOBKE B MPOEKTHOE MOMNOXEHNEe MEAULIMHCKOrO
W3Oenus ¢ 3akpenrneHWem ero, NPUCcoeaMHEHNEM K HEMY PasfUYHbIX KOMMYHUKaLUuiA, BoAbl, Napa, areKTpo3Heprumn, cpeacTs
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KOHTPONS U yNpaBneHusl, a Takke COeaUHeHNe ero ¢ LUMHaM1 3a3eMeHns1 U BbIpaBHUBAHUS NOTEHUMANOoB U T.M.
3.12 MoHTUpyeMoe (Tpebylollee MOHTaxa) MeguLMHCKoe usgenue: MeguuuHckoe usgenve, KOTopoe MOXeT ObiTb
BBEAEHO B 3KCMIyaTauuio TOMbKO Nocrie cOOpKM ero oTAemnbHbIX Y3MOB M YacTel, YCTaHOBKM Ha dyHOaMEHTbl U Onopbl,

npukpenneHna K nony, MexXayaTaXHbIM NepeKkpbiTUAM U Apyrmm HeCylwmmMm KOHCTPYKUNAM 30aHuni n coopy>|<eH|/|l7|.

3.13

Ha3Ha4YeHHbIN CPOK Cﬂy)Kﬁbl: KaneH/J,apHaﬂ NpoOAOIDKUTENTIbHOCTb, MNMpun AOOCTUWXEeHUn KOTOpOI?II
JKcnnyartauua oObekTa MOXeT ObiTb npoaosmnkKeHa TOJIbKO MNocrne NPUHATUA pelleHna O BO3MOXHOCTU
npoaneHuna aHHoro nokasartend.

[FOCT P 27.002-2015, ctaTbs 3.3.12]

3.14 Hanapka (nyckoHanagouyHble paboTbl): Komnnekc paboT, BbIMOMHSEMbIX B Nepuog MOArOTOBKM W MpoBedeHus
WHAMBMAYAmbHBIX UCMbITAHWUA U KOMMMEKCHOro onpoGoBaHMs MeOUUMHCKOrO M3fenvsi Ha CMOHTUMPOBaHHOM 06OopyLoBaHMU,
nepes BBOAOM B 9KCMyaTaumio.

3.15

HOpMaTuBHasA [OOKyMeHTauus: ,D,OKyMeHTbI, pernamMmeHTupyowimne Tpe6OBaHVIF| ©e3onacHoCTH,
KaydyectBa, a TakKkKe npeagnonaraemyro 3(*)d)eKTI/IBHOCTb npegycMoTpeHHOro npuMeHeHna u MeToabl
KOHTpPONA COOTBETCTBUA MEOANLIMHCKOIo nagenna atTum Tp66OBaHVIF|M.

[MpaBuna [2], nyHKT 4, ab3al 4]

3.16 obecneuyeHue KOHTpoOnA Ka4vyecTBa: I'InaHMpyeMble n cucrteMmatuy4eCckm npoBoaAMMbIE  MEepOnpUATUA,
noareepXgawwine, 4To NpoayKuma nnn ycnyra ygoBreTBopAOT TpeGOBaHI/IFIM K Ka4eCTBy.

3.17 opraH no akkpeauTauum: [NONHOMOYHbLIN OpraH, KOTOPbI NPOBOAUT aKKpeAUTaLmIo.

3.18

npepenbHoe cocTtosiHne: CoOCTOsHUE obbekTa, B KOTOPOM €ero pJanbHenwas aKcnnyartauua
Hegonyctmma  unum Heu,enecoo6pa3Ha nMbo BOCCTAHOBMEHME €r0 pa6OTOCﬂ0006HOFO COCTOAHUA
HEBO3MOXHO UINn Heu,enecoo6pasHo.

[FOCT P 27.002-2015, ctaTtbs 3.2.7]

3.19 noBepka cpeacTB uamepeHur (noeepka): COBOKYMHOCTb oOnepauuii, BbIMOMHSEMbIX B LENsX MoaTBepXaeHus
COOTBETCTBUS CPEACTB U3MEPEHUIA METPONOrMYeckUM TpeGoBaHNUAM.

3.20 npuHaanexHocTtu MeanUunHCKuNX n3genuvmn: I'Ipoqme n3aenua, He ABpnaolneca caMmoctodaTerlbHbIMU MeaANUNHCKUMIN
n3genuamm, Heobxogumble AN UCMNOMb30BaHUSA KOHKPETHbIX MEOANLIMHCKNX M30enunim nNo HasHavYeHuto.

Mpumeyarne - Kak npaBuno, K NPUHAONEXHOCTAM MEOULMHCKMX W3AENUA  OTHOCAT M3Aenusl, BbINOMHSOLWME
BCMomMoraTenbHy yHKLMIO NpU aKChnyaTaunum MeguunHcKnx nsaenumn [matpay ctona nauneHta KT/MPT, nogknagHble Banukm
1 NNacTUHbI, UCMOMb3yeMble NPU PEHTIEHOANArHOCTUKE, (OUKCUPYHIOLLIME PEMHM, Pa3NMYHbIE LUTATUBLI U 3NEMEHTbI KpenneHus
MEOUUNHCKNX n3aenumn, 6yTeinn u eMKocTu (kpome nabopatopHow nocydbl) v T.n.]. B nobom cnyyae npuHagnexHocTu, He
BKIIOYEHHbIE B NEepeYveHb Mo perncTpaumMoHHOMY YAOCTOBEPEHUIO HA KOHKPETHbIA BUAO MEAULMHCKAX WU3AENWI, AOMKHbI ObiTb
6e3onacHbIMK NpU 3KCNNyaTaumMmn Ans MeguuMHCKOro nepcoHana, naumMeHToB U OKpy>KatoLLen cpebl.

3.21 pacxogHble MaTepuanbl: MaTepmanbl n mn3genua, npeaHasHa4deHHble AOnd nepmonmquKoﬁ 3aMeHbl 4epe3
YCTaHOBJIEHHbIE B SKCI'IJ'IyaTaLI,VIOHHOVI AOKyMeHTauunm 3Ha4vYeHua Hapa60TKI/1 nnn wuHTEepBanbl BpeMeHn, a TakkKe aOnsd
O6CJ'Iy)KVIBaHI/IF| n noggepxaHua ncnpaBHOCTU MeguUMHCKOro nsagenusa.
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3.22 cuctema TeXHUYECKOro chnymuBava U peMoOHTa: COBOKyI'IHOCTb B3aMMOCBA3aHHbIX CpencTB, AOKYMEeHTauuu,
TEeXHUYEeCKOro OGCﬂy)KI/IBaHI/IFI N pemMoHTa u NCMONHUTENEN, HeOGXO,EI,I/IMbIX ana  noggepXaHuma W BOCCTaHOBJIEHUA

paboToCcnocobHOro CoCcTosiHNS 0ObeKTa.

3.23

cpeacTBoO usmepeHuin; CA: TexHuueckoe cpedcTBo, NpeaHa3HaYeHHoe AN USMEPEHUN.

[PenepanbHbIn 3akoH [3], cTaTba 2, NyHKT 21]

3.24

TeXHU4YecKkass AOKyMeHTauus: COBOKyI'IHOCTb KOHCTPYKTOPCKNX, MPOrpaMmMHbIX U TEXHONMOIMMYEeCKNUX
OOKYMEHTOB, npeAHa3Ha4YeHHbIX AONA WUCNOoNMb30BaHMA Ha pPasfnyHbIX CTaguAax XM3HEHHOro Uuukna
MeaNUNHCKOro n3genud.

[(OCT P 15.013-2016, nyHKT 3.7]

3.25

TexHu4yeckoe obcnyxuBaHue; TO: Komnnekc pernameHTMpOBaHHbIX HOPMAaTUBHOW, TEXHUYECKOMN,
3KCnnyaTauMoHHON AOKYMEHTaLMen MeponpusTuin U onepaumi no MNOAAEepXaHU U BOCCTaHOBMEHMIO
paboTtocnocobHOCT unu ucnpasHocT MW npu nx ncnonb3oBaHWM MO Ha3HAYEHWIO, NPegyCMOTPEHHOMY
n3rotoBUTENEM (NPOU3BOANTENEM).

[[OCT P 57501-2017, nyHKT 3.8]

3.26

3aKcnnyaTauMoHHas AOKyMeHTauums npousBoauTens (v3rotoBuTENS): [loKyMeHTbl,
npegHasHayeHHble AN O3HAKOMIIEHMSI MOTpedbuTens C  KOHCTPYKUMEN MEAMLMHCKOro  M3genus,
pernamMeHTMpyoLLMe YCMNOBUS 1 MpaBura SKCnyatauum (MCnonb3oBaHMe Nno Ha3HauYeHu, TEXHUYECKoe
obcnyXrBaHMe, TEKYLLMA PEMOHT, XpaHeHMe U TPaHCMOPTUPOBKA), rApaHTUPOBAHHbIE MPOM3BOAUTENEM
(n3rotToBUTENEM) 3HAYEHUSI OCHOBHBIX MApPaMETPOB, XapakTEPUCTUK (CBOMCTB) MEOULMHCKOTO M3genus,
rapaHTUiHbIE 00A3aTeNbCTBA, a TakkKe CBEAEHMS O ero YTUNU3aLmmn Unm YHUYTOXEHUN.

[MpaBuna [2], nyHKT 4, ab3au 10]

I'Ipmmeanme - 3KCI'IJ'IyaTaLI,VIOHHbIe OOKYMEHTbl npunararTca K MeguunMHCKOMY 13genunto npu noctaBke WU, Kak npaswuno,
BKMovatoT B cebsi nacnopt ((bopMynﬂp nnn 3TI/IKeTKy), PyKOBOACTBO MO 3KcCrtyatauun, UMHCTPYKUUMKO NO NPUMEHEeHUK 1 Op.
KoMnnekTHoCTb SKCrJtiyatauMoOHHbIX JOKYMEHTOB onpenendeTtcda HasHa4eHUeM KOHKPETHOIro MeamnLunHCKOro nagenua.

4 OBLUME MNMONOXEHUA

41 TO nognexat MW, B TOM uucne HaxogsilMecsi B 3KCMnyaTtauuu, B 3anace, Ha XpaHeHuu, Ha KOHCepBaLuu B
MEeAVLIMHCKOW OpraHm3auum, Ha OOMYy Y MaLUEHTOB UMW pa3MeLLeHHble Ha TPaHCMOPTHbLIX CPEACTBAx, a TakkKe CUCTEMbI
MeauLUMHCKOro rasocHabxenus. Mpu atom MU pomkHbl ObiTb 3aperncTpMpoBaHbl B YCTAHOBMNEHHOM MOpsiAKe, YCTAHOBMEHDI
(pasmelLeHbl, CMOHTMPOBaHbI, BBEAEHbl B 3JKCMyaTauui) B COOTBETCTBAM C TpebOBaHWSIMM  HOPMATUBHOW U
3KcnnyaTtauMoHHOW [AOKYMEHTaLMK, YKOMMEeKTOBaHbl COOTBETCTBYIOLLEN 3KCnnyaTauMOHHOW [OOKyMeHTauuven u B cnydae
HEeobX0AMMOCTH - 3anacHbIMU YacTAMU U NPUHAANEXHOCTAMM.

4.2 OcHoBaHueM ans otkasa B TO aBnsatoTcs:

- HEBO3MOXHOCTb AanbHenwero TO MU (OTcyTCTBI/Ie 3anacHbIX YacTen, KOMMNEeKTYHLWNX N X aHanoroB U1, Kak cnencrteuve,
- HEBO3MOXHOCTb BOCCTAHOBIIEHNA pa6OTOCI'IOCO6HOCTVI);
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- noctmkeHne MU npegenbHOro CocTosiHNS;
- UCKIOMEHMEe B YCTaHOBMEHHOM nopsiake M 13 rocygapcTBeHHOMo peectpa MeanLMHCKUX U3Oenuii;

- UCTeYEeHMEe HasHaYyeHHOro cpoka akcnnyaTtauum MW n/vnu oTcyTcTBUE paspelunTenbHbIX OKYMEHTOB, MpPOASieBatoLLmx
CPOKM 3KCnnyaTaumu;

- HapyweHue TpebGoBaHWn HOPMaTUBHO-TEXHUYECKOM [OOoKymeHTauuml) no ycTaHoBke, pasMelleHuio U BBogy B
akcnnyatauumio MU.

1) ﬂ,OKyMeHTaLIMFI, cogepxaliaa npasuna, obuwue NPUHUUMNDbI, XapaKTEepUCTUKWN, Kacaklmnecda onpeneneHHbIX BunaoB
OeATeNnbHOCTU U UX pe3ynbraToB.

4.3 TO He noanexat MW:
- He 3aperncTpMpoBaHHbIE€ B YCTAHOBNEHHOM MOPSiAKe (3a UCKITHOYEHNEM CUCTEM MEAULIMHCKMX ra3oB);
- DOCTUTHYBLUNE NPELENbHOr0 COCTOSIHUS;

- Ha KoTopble odopMIieHbl (BblAaHbl Bnaenblyy, 3aKkasynky) AOKYMEeHTbI, oTpaxatolme dakTbl HapyleHuii TpeboBaHuii
HOPMaTWBHO-TEXHWYeCKOW AokyMeHTaummn 1), 6e3 ycTpaHeHwns koTopbix 6esonacHas akcnnyatauus MY HeBo3MOXHa.

1) [okyMeHTauusi, cofepkallas npasuna, ob6liMe MNpUHLMMbLI, XapakTEPUCTMKM, Kacalolumecs onpenereHHbiX BuOoB
AeATEeNbHOCTU UM UX Pe3ynbLTaToB.

4.4 MU, nognexawme TO, Ho He obecneyeHHble TO, OMmKHbI BbITb HE3aMeaIMTENBHO BbIBEAEHbI U3 3KCMNyaTauum.

45 TO MW B rapaHTUMHbIN W NOCNErapaHTUAHbIA Mepuon SABngeTcs obssatenbHbiM yCroBMeM ero 06e3onacHom
aKcnnyataumm n 3MEKTUBHOIO NPUMEHEHNS.

4.6 JkcnnyaTtaunsi u NpuUMeHeHne B MeauumHcknx Lensax MU, He obecneyeHHbix TO unu cHATbix ¢ TO, HegonycTuma.

4.7 TO HeobGXOAMMO MPOBOAUTL HEMPEPLIBHO B COOTBETCTBMU C YCTAHOBMEHHOW nepuoanyHocTbio. NMepuogmyHocts TO
MW ycTaHaBnmnBaeTca (onpenensercs) aKcnnyaTalmMoHHON OKYMEHTaLNEN M3rotoBuTens (Mpou3BoanTenst), HO He pexe cpoka
OeNCcTBNsSt JOroBopa (KOHTpaKTa) U O4HOro pasa B rof.

4.8 B oTmenbHbIX cny4vasx nepuoanyHoctb TO MU MoXeT oTnmyaTbes, HO ObITb HE peXxe YCTaHOBMEHHON B 4.7.

4.9 TO craumoHapHO pasmelleHHbix MW npoBogsaT Ha MecTe 3KcnnyaTtauuu, npu 3TOM B Cryvyae HeobxoauMOCTM
gonyctumo nposefeHne TO cTraumoHapHo pasmelleHHbix MW B Buae TO oTgenbHbIX Y3MOB M arperatoB He Mo MecTy

aKcnnyartauun.

4.10 TO nepenBwXHbIX, NEPEHOCHbIX, NOpTaTMBHbIX MW OCyLWeCTBRAIOT Kak Ha MecTe aKchfyaTtauuu, Tak U BHe MecTa
aKcnnyatauum, Ha paboumx MecTax, OpraHM3oBaHHbIX UCMONHUTENEM paboT.

4.11 TO cuctem MeQULUHCKMX ra3oB MPOBOAST TOMbKO Ha MecTe 3Kcnnyataumm.

4.12 MeguunHckas opraHnsaumsa obssaHa BECTU yUeT BbINOMHEHHbIX paboTt no TO M.

4.13 lNepeyeHb, TexHoNorn4yeckas NocrneaoBaTeNbHOCTb M NOPAAoK BbinofnHeHus pabor no TO MW ycraHaenumsaroTcs
3KCnnyaTaLuMoOHHOW, TEXHUYECKON OOKyMeHTaumen, kaptamm TO, a Takke No pesynsrataM KOHTPOMs TEXHUYECKOro COCTOSIHUSA
(KTC).

4.14 Cuctema TO MW Bknto4yaeT B cedsi:

- nepnogmnyeckoe TO;
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- BHennaHosoe TO;

- TEXHNYecKoe ANarHoCTUMPOBaHKE;

- PEMOHT;

- KTC;

- MOHTaX/OEMOHTaX UMW Hanagky.

4.15 OCHOBHbBIMUW JOKYMEHTaMu Nno yHKLMOHMpoBaHMo cuctembl TO MU aBnstoTcs:
- 9KcnnyaTaunoHHas OoKyMeHTaumnsa narotosutens (npoussogutens) MU;

- pgoroBopbl (kOHTpakTbl) Ha TO MW co cneuundukaumen (nepedHem) obenyxmaemblx MU 1 TeXHWYECKUM 3agaHUEM B
cootBetcTBUM ¢ FOCT P 57501;

- NONoOXeHusa n/vnn cuctema meHegkmeHTa kadectea (CMK) no nposegenunto TO MU;

- xypHansl TO MU (popmMbl TUTYNBLHOIO NMCTa U pasfenos XypHana npMBeaeHsl B NpunoxeHusax A u b);

- aKTbl BbINOMHEHHbLIX paboT no TO;

- npotokonbl KTC MU;

- cBugetenbcTBa o nosepke MU, aensawowmxcsa CU;

- DOKYMEHTbI NO pesynbrataMm TEXHUYECKOro AnarHoCTMPOBaHWUS;

- gedekTHble BeAOMOCTH;

- aKTbl BBOAA B 3KCMNMyaTaumio U NPpOTOKOMbl MPUEMOYHBIX UCTIbITAHWN;

- rpacomkn TO 1 NNAHOBOrO PEMOHTA;

- rpacmkmn nosepkn CU n nposegeHusa KTC.

4.16 TexHM4Yeckoe obcnyxMBaHue B rapaHTUMHbLIA Nnepuopg

TO B rapaHTuMiHbBIN nepuog nposoauTcs Ans MW, BBedeHHbIX B akcnnyatauumio BnepBble. O6beMm, NepMoanyHOCTb U
nocnegoBaTenbHOCTbL onepauun no TO MW B rapaHTWiHbIA nepuop onpegensieTcss TpeboBaHWSIMM  SKCMITyaTaLVoHHOMN

OOKyMeHTauuu.

Mpu OTCYTCTBMM B 3SKCMyaTaUMOHHOW AOKYMEHTaUUW OTAENbHbIX YKa3aHum no Bonpocy TO B rapaHTWUiHbIA nepuos
o6cnyXrMBaHMe NpoBOANTCS B COOTBETCTBUM C 0OLLMMM TpeboBaHUsiMK No npoBeaeHuto TO, nanoxeHHsimMu B 4.13.

Mpu Hannuum B 3KCMnyaTaLMOHHOW OOKyMeHTauuu TpeboBaHunm TO B rapaHTUMRHBIA Nepuos SABNSETCsl 00A3aTenbHbIM
yCNoBMEM NpW peanu3auum npaB MEOULMHCKOM OpraHu3auuMu Mo rapaHTUiHbIM 00SA3aTenbCTBaM B YCTAHOBIEHHbIV

rapaHTUNHbLIA Nepuoa.

5 TPEBOBAHUA K OPTAHU3ALUN TEXHUYECKOIO OBCNYXUBAHUA

5.1 TlonoxeHns poroBopa (KOHTpakTa), Ha OCHOBaHWM KoToporo nposogaT TO MW, He [OMKHbI NPOTUBOPEYUTH
TpeboBaHuam [OCT P 57501.

5.2 TpeboBaHuMsA kK MEOULIMHCKOW OpraHun3auum npu nposegeHun TO MU:

- obecneyeHune beHKLI,I/IOHI/IpOBaHI/IFI cuctembl TO nocpencTBoOM BbINOJTHEHUA 3ITEMEHTOB CUCTEMDbI (CM. 414) C nepmnogom
He peXe OOQHOro pasa B roa.
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MpumeyaHne - WckntodeHust nMo nepuogy peanu3auuy COCTaBMSAT 3MEMEHTbl CUCTEMbI, UMEKLLME BEPOATHOCTHBLIN
Xapaktep (BHEMMaHOBOE TeXHU4Yeckoe OOCNyXXUBaAHWE, TEXHUYECKOE AMarHOCTUPOBAHWE, PEMOHT, MOHTaX/OEMOHTaX wunm
Hanagka);

- Hanuuue OencTBylolero nonoxexHus o6 opraHusaumm TO MU w/unn CMK, B 0GsizaTenbHOM nopsigke copepkallen
npoueaypbl ynpaenexHus npowueccamu obpawieHms MU, B Tom yncne npoueccamm TO MU;

- Hanuuve coTpyaHuKa(oB), HasHadyeHHoro(blX) ANA opraHuMsauuu, KOHTpONs W npueMmkn pabotr no TO MW,
NpPOM3BOACTBEHHOIO KOHTPOSIS, OTBETCTBEHHLIX 3a 6e30nacHOCTbL cocyoB, paboTatLmx noa AaBneHeM, 3a Aonyck k pabotam
B COOTBETCTBUM C TpeboBaHMSMWM NO 3NekTpobe3onacHOCTM, WMELMNX COOTBETCTBYHOLLME MONHOMOYMS, OOPMIIEHHbIE
OOKYMEHTarbHO;

- Hanu4yue nuu, OTBETCTBEHHbIX 3a BeAeHWe (PMHAHCOBOW U XO3ANCTBEHHON AeATENbHOCTHY;

- HanNu4Me NOCTOSHHOW KoMmuccum NMbo 4oroBopa C 3KCNEPTHOW OpraHnsaumen gns npuemkn padot no TO MU;

- Hanum4yme akTyarnbHbIX JOMKHOCTHbBIX MHCTPYKLUA COTPYAHMUKOB MEAMNLIMHCKOW OpraHun3auun, akennyaTnpytowmx MU;

- Hanuume rpacumkos TO, nosepkn CU n nposegeHus KTC;

- obecneyeHne KcnnyaTauun MW B cooTBeTCTBMM C Tpe6OBaHVIFIMI/I aKcnnyaTaumoHHON N HOPMaTMBHOW OOKYMEHTaLuMu;

- obecneyeHne nposegeHus TO MW B ycnoBusix, COOTBETCTBYHOLMX TPEOOBaHUAM IKCMyaTauMOHHOW M HOPMaTUBHOW
AOKymeHTaumm (B cnydae ecnm TO JomkHO 6biTb NPOBEAEHO HA TEPPUTOPUN MEAULIMHCKOM OpraHu3auun);

- obecneyeHne COCTOSIHMS NOABEOEHHbIX KOMMYHWKaLWiA, COOTBETCTBYIOLLErO TPeGoBaHUAM 3KCMyaTaLuoHHON W
HOpMaTUBHOW JOKYMEHTaLuMmn 1 TpeboBaHnsaM 6e30nacHoCTy;

- obecnedyeHne BbINONHEHUST paboT MO Ae3MHMEKUMOHHON, OakTepuumaHom oumctke MW wu/unn nomeweHun nepeq
nposegeHnem TO;

- obecneveHne komnnekta 3UMM n pacxogHbix maTepuanos ansa kaxagown eanHuubl MA, nepeaaHHon Ha TO;
- HanNU4Me KoMNneKkTa 4OKYMEHTOB MO PYHKUMOHMPOBaHUIO cuctembl TO.

5.3 B cny4dae ncnonHeHusa pabot no TO cobctBeHHOM cnyxbon TO meanuMHCKOW opraHu3aumy criyxba aormkHa ObiTb
YKOMMIEKTOBaHa B COOTBETCTBUM C TpeboBaHMSMU, NpeabsBrsieMbiMy K cneLuanManpoBaHHoi cryx6e TO, npuerekaemom k
BbINOMHEHN0 paboT, B 4YacTM nepcoHarna, OCHALLEeHWsl, TEXHUYECKOW AOKYMEHTauuu, OpraHu3aLMOHHO-PacnopsauTenbHON
OOKyMeHTauumn [B ToM uucrnie pykoBoactBo no CMK unu ceptudmkatr o Hanmumm cuctembl CMK no FOCT P 57501-2017
(nogpasgen 5.5), DOMKHOCTHbIE WMHCTPYKUMW, Npukasbl no opraHmsauum TO MW], opraHusauum paboumx MECT LUTaTHbIX
CMeuManncToB B COOTBETCTBUN C BUAAMU N 0ObeMaMM BbINONHAEMbIX padoT.

5.4 TpeboBaHMs K HANMYMIO paspeLLMTerbHbIX JOKYMEHTOB y ucnonHutens pabor no TO MA:

- HanuuMe paspeLunTenbHbIX OOKYMEHTOB Ha nposedeHne TO MW, BblOaHHbIX YMNOMHOMOYEHHbLIMW FOCYO0apPCTBEHHBLIMU
opraHamu ) [4], [5];

1) Ha deBpanb 2019 r. ato "[lMUeH3NA Ha ocyllecTBeHne AeATeNbHOCTM MO MPOM3BOACTBY U TEXHUYECKOMY

obcnyxmBaHMio (3a  WCKNIOYEHMEM Crlyvasi, €ecnv TeXHUMYecKoe OOCnyXMBaHME OCYLUECTBNSieTcs Ans  obecneveHus
COBCTBEHHBIX HYX[J HOPUONYECKOrO NWLA UMW MHAMBUAYANbHOrO NpeanpuHUMaTensl) MeguuMHCKON TexHukun". TpeboBaHus
3aKoHOOaTENbCTBA MOTYT BbITb U3MEHEHDI.

- Hanmuuue paspeLuMTernbHbIX [OKYMEHTOB Ha OCYLUEeCTBIeHWe AesTeNlbHOCTM B 06racTu MCMoNib30BaHUS MCTOYHMKOB
VOHU3VPYIOLLIETO  M3MyYeHus1 (FeHepupytoLlwmMx), BblAaHHbIX YMOMHOMOYEHHBIM TOCYAapCTBEHHbIM OpraHoMm, B Cry4ae

npoeegeHns TO MU, cogepkallumx UCTOYHUKA NOHU3UPYIOLLIETO M3nydeHus 2) [6];
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2) Ha depanb 2019 r. 310 "[IMLEH3NS Ha OCYLLIECTBMEHUE OEeATEeNbLHOCTU B 06MacTu MCNoMb30BaHUA WUCTOYHMKOB

NOHU3NPYOLWEero nanyvyeHus (reHepMpymmmx) (38 MCKITO4YEeHneM crny4dasa, ecrnim 3T UCTOYHUKU UCMONb3YHOTCA B MEANLNHCKOMN
,El,e;lTEJ'II:,HOCTl/I)'| N CaHUTapHO-anngemMmnornorn4yeckoe 3akrno4yeHmne o COoTBeTCTBUn yCJ'IOBVIVI pa6OTbI C UCTOYHUKaMUN U3Iy4YeHnd
CaHUTapHbIM MpaBuilaM, KOTOPbiEe BblOakT OpraHbl, OCyllecTBnAaLwine FOcy,D,apCTBEHHbIIZ CaHI/ITapHO-SI'IVlﬂ,eMVIOJ'IOFVI\—IeCKVIIZ
Hag3op. TpeGOBaHVIﬂ 3akoHOA4aTenbCTBa MoryTt ObITb M3MEHEHBI.

- Hanuume paspeLumTernbHOro JOKYMEHTa, JAloLEero NpaBo Ha 3KCnnyaTaumio paguaumoHHbIX MCTOYHUKOB (KOMMIEKCOB, B
KOTOpbIX COAEPXaTCs pPagnOaKTMBHbIE BELLECTBA), BbIOAHHOMO YMOMHOMOYEHHbLIM TFOCY4APCTBEHHLIM OpraHoMm, B criyyae
npoeefennss TO MU, copepxalux OTKPbITbIE UNKN 3aKpbiThle pagunaLMOHHblIE UCTOYHWUKM (PaguoakTUBHbIE BELLECTBA), UNn
ecnu npu npoeegeHun TO M HeobxoamMmMo ncnonb3oBaHNe paanaumMOHHbIX UCTOYHKUKOB 1) [6];

1) Ha dpespanb 2019 r. 310 "npaBo Ha 3aKcnnyaTauuio pagnaumoHHbIX UCTOYHUKOB (KOMMMEKCOB, B KOTOPbLIX coaepXartcs

paguoaKkTUBHbIE BELLECTBA) B YacTW BbINOMHEHWs paboT M OKasaHUsi YCNyr aKCiyaTUpylowmMm opraHusauuam”. TpeboBaHus
3aKoHOAATENbCTBA MOTYT GbiTh U3MEHEHBI.

- Hanuuue ygocToBepeHusi(n) coTpyaHuka(oB), BeinonHswLwero(nx) pabotsl no TO MW ¢ cooTBETCTBYHOLLEN rPynnon no
anekTpobesonacHocTu (B cooteetcTBum ¢ [7] n FOCT P 57501-2017, nogpasnen 5.2);

- HannuMe yoocToBepeHusi(M) COTpyaHMKA(KOB) Ha NpaBo nNpoBeaeHus paboT ¢ cocyaamu, paboTtaowumm nog, AaBrneHneMm,
npu Hanuumu B nepeyHe MU, nepenaHHbix Ha TO, cocynos, paboTatoLmx nog gaBneHneM (aBTOKMaBoB) (B COOTBETCTBUM C [8]
n OCT P 57501-2017, nogpasgen 5.2);

- Hanuune LOKYMEHTOB, MOATBEPKOAOLLMX HanMuMe OEWCTBYHOLWEN CUCTEMbl MEHEMKMEHTA Ka4yecTBa B COOTBETCTBUM C
[OCT ISO 9001 nnn [OCT 1SO 13485;

- Hann4yme nHbliX JOKYMEHTOB No I'IpOd)I/IJ'IPO BbIMOMHSAEMON pa6OTbI.

I'IpmmeanVle - ,D,OKyMeHTbI, KOTOpbl€ HEe dBINAKTCA NpoayKTaMun B3aUMOLENCTBUA WUCMOMHUTENS W MeOULMHCKON
opraHmsauunmn, HO ABNAKTCA HeOGXO,D,I/IMbIMI/I npu peanu3auum uUnm oOUEeHKe KadectBa ycnyrm no TO MW, pomxHbl ObITb
OOCTYNHbI ANA B3aMMHOIo O3HakKoOMJ1€HNA MO COOTBETCTBYHOLWLMM 3anpocam (Hanpmmep, cBMaeTenbCTB O NoBepkKe, NMNpOTOKOS10B
MCMbITAHWIA, TEXHUYECKNX ,D,VIaFHOCTI/IpOBaHI/IVI n T.I'I.). B onpeneneHHbIX cny4vyadax OOJKeH ObITb 0obecneyeH npunHUUN
KOHd)I/I,EI,eHLI,VIaJ'IbHOCTVI I'Ipe,D,OCTaBJ'IFIeMOIZ I/IH(*)OpMaLI,VII/I.

5.5 UcnonHutenb pabotr no TO MW pormkeH MMeTb ChneumanucToB, OTBEYaloLWMX CeQyLMM KBannguKaLuMOHHbIM
TpeboBaHMsAM:

- Hann4yne BbICLLEero unn cpegHero TexHn4eckoro O6pa3OBaHI/|ﬂ, I'IpO(*)eCCVIOHaJ'IbHOIZ noarotoBkn B COOTBETCTBUU CO
cneunanbHOCTLI0 U AOMKHOCTHLIMU 06513aHHOCTAMM;

- Hanuune KBanUMUKaUMOHHOW Trpynnbl Aomnycka K MPOBEOEHUI OMacHbIX W cheuunanbHbiX BuAoB paboT ans
ocyuwecterneHusa TO cooTBeTcTBYOWMX BUAos MU;

- HanuMuvMe [OKYMEHTOB, MOATBepXAawwmux obyyeHMe no COOTBETCTBYWOWMM Buaam (HammeHoBaHusim) MW B
OopraHv3aumnsx, UMeKLMX MNpaBo OCYLUECTBMATb 06pas3oBaTenbHyld AeATENbHOCTb (NpodheccuoHanbHy NepenoaroToBKy,
noBklLeHne kBanudpukaumm no TO cooTBeTCcTBYOLWMX BMAOB M) ¢ ycTaHOBNEHHON NEPUOOUNYHOCTLIO.

MprmevaHusa
1 Cneumannctel no TO MW gomkHbl NOBbIWATL CBOK KBanMUKaLMIO HE pexe O4HOro pasa B NATb NIET U MOryT ObITb
aTTecToBaHbl CaMOperynMpyemon opraHmsaumen. ®yHKLMOHanbHble 06513aHHOCTU CNeLManncToB OOMKHbI ObiTb U3MOXEHbI B

OOJMXHOCTHbIX MHCTPYKUMNAX. [ OmKHOCTHBbIE WHCTPYKUMN OOJMKHbI aKTyann3npoBaTbCA B YCTaHOBITEHHbIE CPOKW.

2 lMpwn BbInonHeHnn padot no TO MU cobCTBEHHBIMU CUNamMn MEOULMHCKOM OpraHM3auun CBEAEeHMs O KBanmdukauum
nepcoHana gomkHbl OblTb pasmMeLleHbl B OTKPbITOM LOCTYMeE.

5.6 WcnonHutenb pabot no TO MU gomkeH nmeTb NOMELLEHNs, OTBEYaKOLWMNE NMLEH3NOHHLIM TPEOOBaHNSAM U YCNOBUAM
nvnu KpuTepmsaM akkpeamtaumu, C pasMelleHHbIMKU Ha MAoWaasX OaHHbIX NMOMELLEHM pabovummm MecTtamu, OTBEYatoLwmMMn
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TpeboBaHMsM Ge30MacHOCTMW.
5.7 KTC (B yacTu ncnbiTaHuin) U NOBEpKY OOSMKHbI MPOBOAUTL OpraHn3aunm, akkpeamMToBaHHbIe B YCTaHOBMEHHOM NOPSAKe.

5.8 MepuoanyHocTb M copepxaHue pabor no TO onpenensitoT Ha OCHOBAHUM HOPMATUBHOW, 3KCMyaTauMOHHOW U
TEXHUYECKON JOKYMeHTaLmMmn nsrotosutens (npovssogutens) MU c yuetom TpebosaHun 4.13.

5.9 MNepepgada M Ha TO B cnewumanmanpoBaHHyto opraHusaumio n cHatue MU ¢ TO npoBoaaT B nopsake, yCTaHOBNEHHOM
O0roBopoMm (KoHTpakTom) Ha TO co cneunannanpoBaHHOW opraHu3aLmen.

5.10 TO MW ocywecTBnal0T B NOpPSAKE U Ha YCNOBUSAX, NPEQYCMOTPEHHbIX TEXHUYECKMM 3afaHWeM, KOTOPOe OOSMKHO
cootBetcTBoBaTh [OCT P 57501.

MpumeyaHne - TexHu4eckoe 3adaHve NS HEFOCYAAPCTBEHHbIX 3aKa3yYMKOB MOXET oTnmyatbea oT nonoxeHun OCT P
57501 vnu OblTb CKOPPEKTUPOBAHO B COOTBETCTBUM C MOTPEOHOCTSAMM HErocygapcTBEHHOrO 3akasduka. B nobom crniyyae
TEXHUYECKOe 3ajaHue Ans HerocygapCTBEHHOro 3akasduMka He OOMMKHO npoTuBopeunTb TpebosaHusm [OCT P 57501 wu
HacTosLLero cTaHgapTa.

5.11 [okymeHTamu, noaTBepxgarowmmmn gakt BbinonHeHnst pabot no TO, senawTca xypHan TO n akT BbINOMHEHHbLIX
pabor.

6 PEMOHT

6.1 PeweHne o HeobxoouMoOCTV NpoOBeAEHUS PeMOHTa NPUHUMaeT MeAMLMHCKas opraHusauus, skcnnyatupyoowas MU,
COBMECTHO C npeacTtaBuTenem opraHusaumun, nposogswen TO MU, no pesynsrataMm TexHU4Yeckoro auarHoctuposanus, KTC
UV NOBEPKMU.

6.2 MocTaHOBKY Ha PEMOHT MPOBOAAT Ha MIAHOBOW OCHOBE B COOTBETCTBUM C rpadpMKOM PEeMOHTa - NiaHOBbIA PEMOHT
WK B CPOKK, ONpPeAeneHHbIe YCIIOBUSIMM 0roBopa (KOHTPaKTa), - HeMmaHoBbIA PEMOHT.

MpumeyaHne - HennaHoBble pPeMOHTbI MOryT ObiTb 0BycnosneHbl oTkazom MW, noepexageHuaMn (HencnpaBHOCTAMMN),
HapyLLeHVeM MpaBun TEXHUYECKON 3KcnnyaTaumu. HennaHoBble pEMOHThI MOAPAa3AensioT Ha aBapUNHO-BOCCTAHOBUTESNBHbIE U
PEMOHTbI MO COCTOSIHUIO.

6.3 lNocne pemoHTa MW, cnocoBGHOro okasaTb BNMSIHNE Ha (PYHKLMOHANbHbLIE XapakTepUCTUKKN, OOIMKEH OblTb NpoBedeH
KTC (nmbo noeepka, B cnydae ecnm MW aensetca CUN) B obbeme, HeobxoaMmom AOns NoATBEPXKAEHUS COOTBETCTBUS
SKCMNMNyaTaLUNOHHBIX U TEXHUYECKUX XapaKTePUCTUK OTPEMOHTMPOBaHHOrO MW 3HadeHnsm, npuBegeHHbIM B HOPMATUBHOW WK
3KCNMyaTaLNOHHON AOKYMEHTaLUN, a Takke ANs NOATBEPXKAEHNS Ka4ecTBa YCTAHOBIEHHbIX 3anacHbIX YacTew.

6.4 CBegeHnss 0 NpoOBEAEHHOM PEMOHTE OTpaxatoT B XypHane TO mn/vnm B npeayCMOTPEHHOM OOroBOPOM (KOHTPaKTOM)
cnyyae oopMIISIOT OTAENbHLIMU JOKYMEHTaMW.

6.5 B cnyyaax cneumanbHbix TpeboBaHMiA N0 0POPMIEHNIO PEMOHTHbIX PpaboT, YCTaHOBMNEHHbIX 3aKOHOAATENLCTBOM U/MNi
HOPMaTMBHOW [OKyMEeHTauuen, AOaHHble TpeboBaHWs BbIMOMHAKT B 0obA3aTenbsHOM nopsiake B YCTAHOBMEHHOM obbeme
[Hanpumep, paboTbl MO pPEMOHTY cocyda, paboTatowlero nog AasBneHMem (BOAOMApPOBOM KaMepbl cTepwunusartopa), C
NpUMEHEeHeM CBapkn 1 T.n.].

7 MOHTAXX/AEMOHTAX UNU HANAOKA

7.1 TpeboBaHMA K NPOBEOEHUID MOHTaXKHbIX PabOT yCTaHaBMMBalOT B MPOEKTHOW LOKYMEHTauuu, paspaboTaHHOW W
yTBEPXXAEHHOWN B COOTBETCTBUM C OEWCTBYIOLLMM 3aKOHOAATENBLCTBOM.

7.2 B cnyvyae MOHTaxa, MOMHOCTbID aHaNOrMYyHOro MO KOHCTPYKUUM U TeXHUYeckuM Xxapaktepuctukam MW, B3ameH
aemoHTnpyemoro MW ponyckaetcsi npoBeaeHve pabot 6e3 M3roToBMEHUS MNPOEKTHOW AOKyMeHTauuu no 7.1. YcnoBuem
OaHHOro J0NyLIeHUs SABNSAETCH OTCYTCTBME M3MEHEHWN, yCTaHaBMnMBalLWMX MHble TpeboBaHMSA K NPOBEAEHWMI0 MOHTaXHbIX
pabor.

7.3 o npoBegeHUsi MOHTaXHbIX paboT Bce obuwecTtpouTenbHble paboTbl AOMKHbI ObiTb 3aBepLUEHbl, CUCTEMbI
WHXEHEPHbIX KOMMYHWUKaUWiA (CUCTEMbI BOZOMNPOBOAA, SMEKTPOCHABXEHWs, BEHTUNAUMM U T.N.) OOMKHbI ObiTb MCMNbITaHbI
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(ocBMAETENLCTBOBAHDI).

7.4 Bce nposoguMblie paGOTbI no MOHTa)Ky/D,eMOHTa)Ky AOJTKHbI ObITb TEXHWUYECKM U opraHn3auynoHHO obecneyeHbl B uenax
CO6J'Il0D,eHI/I9| HOpM I'IpOI/ISBOﬂCTBeHHOIZ, no>|<apH0|7| 1 3Konornyeckorn GeaonacHocTu.

7.5 B cny4yasix, npegyCMOTPEHHbIX HOPMAaTMBHOW [AOKYMEHTauuen W/WMAM KOHTPaKTOM (4OroBOPOM), MOHTaXHble U
nycKoHanagouHble paboTbl AOMKHbI 3aBepLUAaTLCSA NPOBEAEHMEM NMPUEMOYHBIX UCTbITaHUI B cooTBeTcTBMM ¢ TOCT 56606*.

* BeposATHO, owmnbka opurmHana. Cnegyet umtath: [OCT P 56606-2015. - MprumeyaHne narotoeutens 6a3sbl JaHHbIX.

MpumeyaHne - MoHTax/gemoHTaxx MW B HEKOTOPLIX Cnyvasix ABMSETCS TEXHONOMMYECKON onepaunert peMoHTa (cpegHero,
KanutanbHOro) 1 BbIMNOMHAETCS B COOTBETCTBMU U HA YCITOBUAX NPOBEAEHNS PEMOHTA.

8 KOHTPOJ1b TEXHUYECKOIO COCTOAHMUA MEOULIMHCKUX U3OENUIA

8.1 KTC sBnsietcst obsizaTenbHbIM arieMeHToM cuctembl TO, obecneumBatoliMM OKYMEHTUPOBAHHOE MpeacTaBlieHre o
coctosiHum MW, Bkntoyast npoTokon ncnbitaHuin MU, npn HeobxogumocTw.

8.2 KTC npoeogat B cootBeTcTBUM ¢ [OCT P 56606.

8.3 Hannuune pokymeHTanbHO odopMneHHbIX pesynstatoB KTC gaBnsetca obsasaTenbHbIM - 311EMEHTOM  KOHTPONS
dyHKUMoHnpoBaHus cuctembl TO MU co CTOPOHbBI MEAMLIMHCKON OpraHu3auum.

9 TPEBOBAHUA K CPEACTBAM ANA TEXHUYECKOIO OBCIYKUBAHUA

9.1 NcnonHutenb AOOMKEH MMETb KOHTPOIbHO-N3MepuTeribHoe, TeXHONorm4eckoe n ucnbiTaTeribHOe o6opy,1:|,OBaH|/|e B
HOMEHKnaTtype un Konm4yecrtse, 4OCTaTOYHOM 114 NpoBeaeHNA BCeX BUOAOB p860T no TO MW, YKa3aHHbIX B SKCI'IJ'IyaTaLI,I/IOHHOIZ n
HOpMaTI/IBHOIZ OOKyMeHTauun.

9.2 Mo TpeboBaHWIO MEOULMHCKOM oOpraHu3auumM WCMonHUTENb paboT o06si3aH NpefocTaBUTb NEpeYeHb CPencTB
TEXHUYECKOrO OCHaLLeHUs1, MpUMeHsieMblX Npu npegoctaeneHnn ycnyrn no TO MW. [MepeveHb cpencTB TEXHUYECKOrO
OCHAaLLEeHUsi OOMmKeH ObiTb 3adUKCMPOBAH WCMOMHUTENEM WM MEOULMHCKOM OpraHusaumein gokyMeHTarnbHo. [lonyckaetcs
NPUMEHEHMEe aHanoroB AaHHbIX CPEACTB TEXHWYECKOro OCHALLEHMs, He YCTynawLwux Mo XapaKTepucTUKam, yKasaHHbIM B
3KCMNMyaTaLNOHHON W TeXHWYECKOW AOKyMeHTauuu. TpeGoBaHMe pacrnpoCTpaHsieTcs M Ha NpuBMeKaeMble cybnoapsioHble
opraHusauuu.

MpumeyaHne - lNpu BbinonHeHUn pabot no TO MW coBCTBEHHBIMM CuMnMaMy MELMLMHCKON OpraHusaumyM cBedeHust O
CpeACTBaxX TEXHNUYECKOro OCHALLEHUSA AOMKHbI ObITh pa3meLLeHbl B OTKPbITOM JOCTYME.

9.3 lNpu U3MeHeHUsIiX B NepevHe CpeacTB TEXHWYECKOrO OCHALLEHMSI UCMOMHUTENb 00s13aH yBEAOMUTb MeOULMHCKYH
opraHusaumio 06 U3MEHEHUSIX C LEenbo HeAONYLLEeHNA HEBLIMONHEHNs YacTn pabot no TO MW mnnu nopun MA.

9.4 CW, npumeHsiemble npu nposegeHun pabot no TO MU, gomkHbl 6bITb NOBEPEHbLI, TEXHONOTMYECKOE UCNbITaTENbHOE
obopynoBaHue, TpebytoLiee aTTecTaumm, AOMKHO ObITb aTTECTOBaHO.

9.5 HomeHknaTypy cpefcTB TEXHUYECKOrO OCHALLEHUS, MX COCTaB M HaMMeHOBaHUs!, HanMuMe CBUAETENbLCTB O NOBEPKE U
aTTecTauum NpoBepsiloT HEMOCPEeACTBEHHO Nepea Hayanom paboT OTBETCTBEHHbIE NMLUA MEeAULMHCKOW opraHu3auun ¢ Lenbio
HeponyLleHus nopyn M npu ncnonb3oBaHUM HECOOTBETCTBYIOLLIEIO OCHALLIEHUS.

10 TPEBOBAHUA K METPOJTIOTMYECKOMY OBECIMNEYEHUIO TEXHUYECKOIO OBCNYXUBAHUA

M3amepeHunsa aomkHbl ObiTb BbINOMHEHbI B COOTBETCTBMM C TpeboBaHMAMM 3akoHogatenscTtBa Poccuiickon ®enepaumm B
obnactn obecneyeHnss eguHCTBa M3MepeHUn. PesynbtaTbl U3MEpeHW AOMKHbl ObiTb OOpPMNEHbI B BUAE OTAENBHOMO
OOKYMEeHTa - MpPOTOKONa McnbiTaHuh (M3MepeHuin) unu ceugetenscrea o nosepke CU. MeTtoabl BbIMOMHEHUA M3MEPEHUN
OOMKHbl OblTb YTBEPXOEHbI B YCTAHOBMEHHOM 3aKOHOM nopsigke. [pyM OTCYTCTBUM METOAOB BbIMNOMHEHUSI U3MEPEHWN,
YTBEPXAEHHbIX B YCTAHOBNIEHHOM 3aKOHOM MopsiAke, MEeToAbl BbINOMHEHMS MU3MEPEHUI OOMKHbI ObITb COrfacoBaHbl Mexay
MEeANLIMHCKOW OpraHu3auneni U UcnonHuTeneMm paboT OO MOMeHTa MX NpUMeHeHus. PesynbTaTbl U3MEepPeHuii SOSMKHbI ObiTb
BblpaXkeHbl B eAMHULAX N3MepPeHMs], AONYLLIEHHbIX K TpumMeHeHuto B Poccuiickon depepaumu.
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11 OLUEHKA KAYECTBA TEXHU4YECKOI'O OBCIY>XUBAHUA

11.1 MegumuuHckas opraHu3aumsi obsisaHa NpoBoauTe paboThl MO OLEHKE KadecTBa (OyHKLUMOHMPOBaHMs cuctemel TO M.

11.2 OueHky kadecTBa YHKUMOHMPOBaHUA cucTembl TO MeguuMHCKOM opraHu3aummM Heobxoaumo MpoBOAUTb U
OOKYMEHTUPOBaTh B COOTBETCTBUM C yCTaHOBMNEHHbIMM CMK MeauUUHCKON opraHu3aumu npouenypamMm ¢ NnepuoguyHOCTbIO He
pexe ogHoro pas3a B rod. B cuTyauum korga mMeamuMHCKas OpraHusauusi B TeYeHUe KaneHOapHoro roga obecnevvBaet
BbINONHEHNe paboT no nogaepxaHutio cucteMbl TO B Hagnexalwem COCTOSIHUM NOCPeACTBOM UCMOMHEHUS HEeCKOIbKMX
OOroBOpOB (KOHTPaKTOB) MO OOHOTUMHBLIM 3rieMeHTamM cuctemMbl TO UM UX COYETAHMAM, OLEHKY KavyecTBa (DYHKLIMOHUPOBaHUS
cuctembl TO HeobxoaMMo NPOBOAUTL MO UTOrFaM UCMOMHEHNST KaXaoro AoroBopa (KOHTpakTa).

11.3 OueHky kadecTBa QyHKUMOHMPOBaAHMSA cucTeMbl TO B MEOUUUHCKOW OpraHu3aumy OCYLeCTBISIET YNOTHOMOYEHHbIN
KOMMNETEHTHbIN COTPYOAHWK MEOMLMHCKON OopraHu3aunm Unm KOMMUCCUS MeAULMHCKOW OpraHu3almm, B KOTOPY MOTYT BXOAMWTb:
COTPYOHUKN  MEOUUUHCKOW opraHu3auun; npeactaBUTenu, YMNONHOMOYEHHblIE MECTHbIM OpraHoM  34paBOOXPaHeHus;
crneunanncTbl  CEepBUCHbIX OpraHuM3auui; crneuuanuctel MeTpPOrorMyeckor cnyxObl Nnbo He3aBuUcUMas 3KCMepTHas
opraHusaums.

11.4 MNpwu oueHke KayecTBa (PYHKUNOHNPOBaHNS cuctembl TO yunThIBaKOT criegytowme aktopsi:

- nonHoty oxeata MM TO;

- cobniogeHne CpokoB NepruognyecKor NoBepKK, NOMHOTY ee NpoBeAeHNs;

- cobniogeHne cpokos nposeaeHusa KTC;

- cobnogeHne CPOKOB 3MEKTPOM3MEPEHUWI, MOMHOTY MX MPOBeAeHMs (OXBaT BCEX NoapasgereHun, npoBedeHne Bcex
BWOOB U3MEPEHUN);

- cobniofeHne CpokoB odopMIieHUst  (NepeodopMIIeHUs1) paspeLunTenbHbIX [AOKYMEHTOB MO  noapasfeneHusiv
MeZMLMHCKOWM opraHusauum;

- cobniogeHne CPOKOB MNPOBedeHUsl perfamMeHTUPOBaHHbIX M3MepeHUn (M3MepeHuin napameTpoB 060pyaoBaHuS,
napamMeTpoB MUKPOKNMMaTa, 4O3UMETPUYECKOTO KOHTPONS 1 Np.);

- nonHoTy TO cnuctem MegUUUHCKOrO ra3ocHabXeHus:;

- HanMyne W akTyanbHOCTb 3anucei B xypHane TO, cogepxawux CBEAEHMSI O COCTOSIHUWM 3KCMflyaTupyeMbIX W
obcnyxumBaembix MU, o npoBegeHHOM TO 1 peMOHTax, O 3aMEHEHHbIX 3amnacHbIX YacTAX, O KOMMEKTYIOWNX U PACXOLHbIX
maTepuanax, o pesynsratax KTC n noeepku;

- HanNU4Me OEeNCTBYIOLNX NPOTOKOSOB UCTbITAHUI, CBUOETENBCTB U 3HAKOB MOBEPKMY;

- HaNU4Me N akTyanbHOCTb CBEAEHUN 06 MHCTPYKTaXXax MEAULMHCKOro nepcoHarna o npasuiax akcnnyatauum M.

11.5 Pesynbratbl oueHkn kadectBa TO HeobXoaMMO LOOKYMEHTMPOBATb M y4uTbiBaTb MpW NfaHMpoBaHMM (PMHAHCOBO-
XO35INCTBEHHOW OEeATENbHOCTM Ha nocnepyowme nepuogbl. Pesynbtathl OUEeHKN KavecTBa (PYHKLUMOHMPOBaAHUS cuctembl TO

MW nognexat onybrnvMkoBaHUIO B OTKPbITOM JOCTYME.

11.6 OueHky kayecTBa npegocTaBneHus ycnyrm no TO MW npoBoauT MCnonHUTENb B COOTBETCTBUU € nonoxeHmsamn CMK
opraHusaumu.

MpumeyaHue - MNMonoxeHus pasgena 11 NpUMEHAIOTCS AN MEOULMHCKUX OpraHu3aLmin Bcex (hopm COBCTBEHHOCTU, KpOMe
dmamyeckmx nuy - enagensues M.

12 3AMNACHbIE YACTU U PACXOOHbLIE MATEPUATDbI

12.1 MNpwu BbinonHeHMn TO (B TOM 4ucne npu nononHeHun komnnektoB 3UIM) gomkHbl ObiTb MPUMEHEHbI 3anacHble U
pacxogHble matepuarnbl, NPeayCMOTPEHHbIE AENCTBYIOLLEN IKCNyaTauMOHHON U TEXHMYECKOW AOKyMeHTauMen n3rotoButens
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(nponsBoamnTens).

Mcnonb3oBaHWe aHanoroB 3anacHbiX U pacxXxofHbIX MaTepuanoB AOMYCTUMO MPU COXPaHEHWM 3aBOACKUX MapaMeTpoB
paboTtbl MU 1 nogTBepxaeHun obecneyeHms TpeboBaHMn 6e30nacHOCTU OQHUM U3 CriedyoLmx cnocobos:

- noateepxaeHnem 6e30nacHOCTM U COBMECTMMOCTM CO CTOPOHbI Mpou3BoauTenss ocHoBHoro MW unu pepxatens
perncTpaumoHHOro yaoctosepeHust Ha ocHosHoe MU B Poccunckon ®enepaumu;

- OTAENbHbIM PErncTPaLMoHHbIM CBMOETENLCTBOM Ha MW, BblOaHHbIM B OTHOLUEHMM TakUX 3amnacHbiX U PacXoOHbIX
mMaTepuanos.

3anacHble u pacxogHble MaTtepuarnbl, UCNofib3yemMble MNMpU BbINOJIHEHUN TO, pomkHbl ObiTb HOBbLIMW, HE ObIBLUMMW B
yr|0Tpe6neH|/|V|, He npouweawumnmMmm  BOCCTaHOBIIEHUE ﬂOTpe6VITeJ'IbCKI/IX CBOWCTB, HE MW3roToBMEHHbIMW €3 ObIBLUMX B
yr|0Tpe6neHV|V| KOMMOHEHTOB Mnn BroKoB.

B cny4yae ecrnn OTCYyTCTBYEeT BO3MOXXHOCTb I'lpVI06peTeHVIFI HOBbIX 3amnacHbIX YacTen BBMAOY TOro, 41O NMPOU3BOACTBO UX
npekpalwieHo, BO3MOXXHa yCTaHOBKa ObIBLLNX B yn0Tpe6neva| NGO BOCCTAHOBMEHHbIX 3anacHbIX YacTewn.

12.2 3anacHble 4YacTM W pacxogHble MaTtepuanbl [OMKHbI MMETb WAEHTUMMKALMIO, MO3BONSIOWYI0 OOHO3HAYHO
OnpeaenuTb NPUrogHOCTb NPUMEHEHNUA A4S BbINONHeHWs pabot no TO MW. 3anacHble YyacTi 1 pacxogHble maTepuvansbl, s
KOTOPbIX 3aKOHOAATENIbCTBOM YCTaHOBMNEHbI TPEOOBaHWS O HaNMYMU COMPOBOAMTENbHLIX AOKYMEHTOB (pPernctpaumoHHoe
yOOCTOBEpeHVe, Aeknapauns CooTBETCTBUS, NacnopT Ge30nacHOCTH, KadecTBa U T.M.), AOMKHbI OblTb CHAGXEHbI YKazaHHbIMM
JOKYMEHTaMWU U nepefaHbl B MEAMUMHCKYIO OpraHvM3auuio B KOMMMEKTE C yKasaHHbIMM AOKYMEeHTamu. 3anacHble 4actu u
pacxogHble maTtepuasbl ¢ HOPMMPOBAHHLIM CPOKOM FOAHOCTU AOMKHbI ObiTb MPUMEHEHBI B MEPUOA YCTAHOBMEHHOIO Cpoka
rofHOCTH.

12.3 MpurogHOCTb 3anacHbIX YacTei U pacxofHbIX MaTepuanoB AormkHa ObiTb onpegeneHa 4o MOMEHTa UX MPUMEHEHNS C
MCMOMb30BaHMEM PasfMYHbIX METOAO0B, B TOM YMCIIE C UCMOMb30BAHWEM IKCMIyaTaLUMOHHON U TEXHUYECKON JOKYMEHTaLUN.

12.4 [Jo MOMeHTa MpUMEHEeHUs 3anacHble 4YacTu W pacxogHble Martepuanbl OOMKHbl XPaHUTbCA B YCIOBUSX,
COOTBETCTBYIOLWNX TpeboBaHWAM U3roTOBUTENS (NPOM3BOAUTENS), B TOM 4Yucne cneuuanbHbiM TPeOOBaHUAM K XPaHEHWo U
TpaHcnopTmpoBaHuto. CBefeHnst 06 yCrnoBuaxX XpaHeHUst AOMKHbI JOKYMEHTUPOBATLCS.

12.5 Uenun npumeHeHuns 3anacHbIX YacTen:

- TO MY;

pemMoHT MU;

npoaneHne HopmMaTMBHOIO cpoka akcnnyatauun MU,

nononHeHune komnnekrta 3Ur;

B Crny4asx, cornacoBaHHbIX C MeANLNHCKON OpFaHI/I3aLI,I/Iel7I.

12.6 3anacHble YacTu OOMKHbl OblTb MPUHATLI 3aKa3dYMKOM M MPOBEPEHbl HA COOTBETCTBME BCeM TpeboBaHuAM OO0 UX
yCTaHOBKMW.

12.7 MeguumHckas opraHusaums gormkHa obecnevnTb c6op, XxpaHeHue, yTunmsauuo, nepepaboTKky YacTen, yTpaTMBLUNX
notpebuTenbckMe cBOMCTBA.

12.8 B meguuuMHCKOM opraHmsauum u y ucnonHutenss pabotr no TO MW pomxkHbl ObiTb pa3paboTaHbl Mepbl MO
obecneveHno 3KONOrMYeckom 1 paamaLuoHHon 6e30MacHOCTY C LeNblo HeAONyLLEHUs! NOTEHLMANbHO BO3MOXHOIO HaHECEHWS
Bpeda OKpyXarwllen cpede, NepcoHany M HaceneHuto, BKI4YalolWmMe Meponpusatus no cOopy, XpaHeHuH, yTunusaumm u
nepepaboTKe NpeacTaBnsALLMX ONACHOCTL 3anacHbIX YacTeln N pacxodHblX MaTepuarnos, obpasoBbiBatomxcs B xoge TO M.

12.9 MeauumnHckas opraHmsaumsa u mcnonHutenb pabotr no TO MW pomkHbl obecneunTb HanmMune MecT XpaHeHust
3anacHbIX YacTen M pacxofdHbliXx MaTepuanoB, COOTBETCTBYHOLUMX TpeboBaHMAM (Temnepartypa, BMaXHOCTb, AaBneHne u T.n.)
npu nposegeHun TO. DyHKLMA MO OpraHU3aumm MeCT XpaHeHUs MOXET OblTb BO3MOXEHa Ha OAHY M3 CTOPOH NPWU HanmuMyum
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COOTBETCTBYHOLLEro cornawieHuna.

13 YYETHO-OTHETHbIE AOKYMEHTblI MO TEXHUYECKOMY OBCNYXWBAHUIO MEOULUHCKMX
N3OENNUn

13.1 YyeTHo-0TYeTHBIMKN AOoKyMeHTamu no TO MU aensioTcs:
- xypHanbl TO MU (cpopmbl TUTYNBHOMO NUCTa M pa3fenos XypHarna npueeaeHsl B NpunoxeHnsix A u b cooTBeTCcTBEHHO);
- aKTbl BbINOMHEHHbIX padot no TO.

13.2 MegnumHckas opraHvM3aumsi JormkHa obecneumTb HanmumMe B MecTax akcnnyartaumm MU xypHanoB no yyety TO M.
KonnyecTtBo kypHanoB onpegensieT MeOuUMHCKasi oOpraHuM3aumsi ucxodst M3  KOonuyecTBa eauHuy  obopyaoBaHus,
OpraHM3aLMOHHOW CTPYKTYpbl MEAULIMHCKON opraHm3auun, BeOMCTBEHHbIX MHCTPYKLUUA.

I'IpmmeanVle - B uvactm BegoMCTBEHHbIX MEOULUMHCKUX opraHM3aLu/u7| (MI/IHI/ICTepCTBa O60pOHbI, yI'IpaBJ'IeHI/IVI
MI/IHI/ICTepCTBa BHYTPEHHUX Oen n I'Ip) YCTaHOBJIEH NMOpAOOK BeAeHUA daopmynﬂpa Ha KaXXOyw eguHuuy aKkcniyatupyemoro
o6opy,qosaH|/|9|. d)opMynﬂp COoOEepPXNUT B TOM HKUChe pasfern no y4vyeTy BbINMOJIHEHHbIX pa60T noTOwn PEMOHTY.

13.3 XKypHarbl A0MmKHbI UMETb UAEHTUUKALMIO C YKazaHWeM NpUHaAONEXHOCTU K MEAULMHCKOW OpraHM3auun, OTOENeHnHo
(kaBUHETY), CKBO3HYI0 HYMEpaLWIo CTPaHWL, CBeEHNS O Hayarne u OKOHYaHWW BEAEHUS.

13.4 MH(*)OpMaLlI/IFI O Konn4yecTtBe, MeCTe pacrnofioXeHUA U OTBETCTBEHHbIX 3a XpaHeHne U cogepXaHue XXypHarioB O0JKHa
ObITb 3a40KyMEHTUPOBaHa 1 akTyann3npoBsaTbCd No Mmepe HeobXxoQMMOCTH.

13.5 XKypHan gomkeH cogepaTb akTyanbHbl nepedyeHb (CMUCOK) YNOMHOMOYEHHbIX NpeacTaBUTeNnen MeauLMHCKON
opraHv3auum Ha BefeHue 3anuceir, B TOM YWUCIE YMONHOMOYEHHbIX BM3NPOBATb 3amnuncy MCMONMHUTENER MO NPOBEOEHHbIM
pabotam.

13.6 [Ina BegeHns 3anucer 0 NpoBefeHHbIX paboTax XypHan NpegocTaBnAlT UCMONHUTENSAM paboT HENOCPEACTBEHHO
nocre 3aBeplUeHus paboTbl UM ee 3Tana, 3anvMcu NPOBOASIT C ykasaHWeM AaTbl npoBefdeHus paboT, nepeyHs pabor,
3aMeHeHHbIX 3anacHblx 4Yacter, PO M [JOMKHOCTU COTPYyAHUKA MWCNONHWUTEnNs. 3anucy BU3WMPYEeT  YNONHOMOYEHHbIN
npeacraBuTeNb MEAWULIMHCKOW OpraHn3aumm ¢ ykasaHneM JormkHocTn n @O coTpyaHuka MeauLMHCKOW opraHnsaumm. 3anvcu
BeyT Ha PyCCKOM S13blke YepHUnammn pasbopymBbIM NOYEPKOM.

13.7 XXypHarbl npv 3aBepLUeHUN Nepuoaa BEAEHUS 3aMEHSIOT HOBLIMM U NepedatoT Ans XpaHeHWsl B apXnB MeaULUHCKON
opraHusauuy B COOTBETCTBUW C YCTAHOBIEHHLIMU CPOKaMU XpaHEHWSI.

MpumeydaHne - Cpok xpaHeHus xypHanoB TO B apxuBe MeAWUMHCKOWN OpraHM3aumu onpegernsieTcss COOTBETCTBYHOLLMMM
TpeboBaHusMu CMK mMeauMUMHCKON opraHM3auum 1, Kak NpaBuio, COOTBETCTBYET CPOKY XPaHEHWSI aKTOB BbINOMHEHHbIX paboT

no TO u cocTaBnseT Tpu roga.

13.8 lNpn HanMuun OENCTBYHOLLEN CUCTEMbI 3MIEKTPOHHOrO OOKYMEHTOOOOpOTa Mexay MeOMLMHCKOM OpraHusaumen u
NCMONHNTENEM BO3MOXHO BeaeHue xypHanoB TO 1 akTOB BbINOSMIHEHHbLIX paboT B BUAE 3NEKTPOHHbIX JOKYMEHTOB.

13.9 CopgepxaHue akTa BbINOSHEHHbIX paboT no TO MW gomkHO yooBneTBOpsATb TPpeboBaHMAM M HE NPOTMBOPEYNUTL
AENCTBYIOLLEMY 3aKOHOOATENbLCTBY.

Ncxopgs v3 cneunduki unm noTpebHOCTU MEAQMUMHCKOM opraHusauumM MoXeT ObiTb paspaboTaHa M npeanoxeHa K
ocbopMIIEHNIO crieLmanbHas hopMa akTa NPUEMKW BbIMONTHEHHbIX paboT.

MpunoxeHune A
(pexkomeHayemoe)

®OPMA TUTYIIbHOIO JIUCTA XXYPHAJA TEXHWYECKOIO OBCINY>XXUBAHUA MEOULMHCKNX U3OENUIA

)KypHan TeXHn4yeckoro OﬁCHY)KVIBaHVISl MeAULMHCKUX uspgenum

(HaMmeHOBaHVE MeAMLIMHCKON opraHm3auunm)
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(HaI/IMeHOBaHVIe oTaeneHnda nnum Ka6I/IHeTa)

(MaeHTMUKALNOHHBIN HOMEP XXypHana)

Ha4aTt

OKOH4€eH

MpunoxeHune b

20

20

(pekomeHayemoe)

®OPMbI PA3LAENOB XYPHANA TEXHUYECKOIO OBCNY>XUBAHUSA MEAULIMHCKUX U3AENUA

Pasgen 1. MNepeyeHb MeANLIMHCKUX U3Oennii

Hauwme- Mogens | HanmeHoBaHue Homep CtpaHa loa 3asoackon N MecTto
HoBaHue | (mapka) N3roToBUTENS peructpa- NPOVNCXOXAEHUS | BbiNycka | (MHBEHTapHbIA | pa3MelleHns
MW MW (npownsBo- LMOHHOTO N)
antens) YAOCTOBEPEHWS
1 2 3 4 5 6 7 8

Pasnen 2. CBeaeHNs 0O BbINONHEHUM paboT No TEXHUYECKOMY OBCNY>KNBaHUIO MEAVLIMHCKUX U3aenuit

HaTta Haunme- Bug texHu- | MNepeyeHb | 3anacHble | PeweHune o | PaboTbl BbiNOMHMA PaboTbl npuHsan
HOBaHwue, 4yecKoro BbIMOSIHEH- yacTu, fanbHen- | Oomx- | Moanuck | Oomx- | Moanuch
TMN, Mapka, | obcnyxu- | Hbix paboT | pacxogHble wen HOCTb, HOCTb,
3aBOACKOM BaHWs maTtepwuansl [ 3Kcrnnya- ol7[e] ol7[e)
N M Taumm
1 2 3 4 5 6 7 8 9 10

Pasnen 3. CBegeHns 0 NpoBedeHUM MHCTPYKTaXa MeaMLMHCKOro nepcoHana no npasuniamM 3kcnayaTtauum 3NeKTROYCTaHOBOK
notpebutenen (M33M) n npasnnam TexHukn 6esonacHocTn (MTH)

Hara Tema UHCTpYKTMpPYEeMbIn MHCTpyKTMpYoLWMniA
WMHCTpYyKTaxa ono [omkHoCTb Moanuck oNno JormkHocTb Moanuce
1 2 3 4 5 6 7 8

Paspen 4. CBegeHns o npeacTaBUTENsiX MEOULIMHCKON OpraHM3aLmm, yrormHOMOYEHHbIX Ha BeAeHWe 3anucen

N n/n olie] JomkHoCcTb N npukasa o C npaBunamu BegeHus xypHana | MNMognucb
HasHayeHuu O3HaKOMIEH, fata
1 2 3 4 5 6
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