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Mpepgucnosune

1 PA3PABOTAH ®deaepajibHbIM FOCYAapCTBEHHbIM YHUTapHbIM npeanpusatueMm «Poccuiickuii Ha-
YUYHO-TEXHUYECKUIA LLeHTP MHAopMaLMK No cTaHAapTu3aumn, MeTposiornn 1 oLeHKe cooTBeTcTBuA» {PIryn
«CTAHOAPTUH®OPM») n O6LLecTBOM C OrpaHUYeHHOW OTBETCTBEHHOCTbio «MepgTrexcTtaHgapT* (OO0
«MepgTexctaHgapT»)

2 BHECEH TexHuyeckum komuteToM Mo ctaHgapTtusauun TK 011 «MeanumHckue npubopsl, annapathbl
1 obopynoBaHune»

3 YTBEPX/EH W BBEAEH B AENCTBUE Mpuka3om defepansHOro areHTCTBa no TeXHUYecKomMy pe-
rynuposaHuio n metponorun ot 30 mona 2019 r. Np433-cT

4 BBEJIEH BIEPBbIE

MpaBuia NpUMEHEHNss HacTosALLero cTaHgapTa yCTaHOBMEHbl B CTaTbe 26 deABpasiblioro 3akoHa
oT 29 uioHA 2015 r. No 162-d3 «O cTaHgapTusauuun B Poccuiickoin dPepepaunm». MHdopmauns 06 n3-
MEHEHUAX K HACTOSALLEMY CTaHAapTy Ny6/IMKyeTCsA B eXXerogHoM (Mo COCTOSIHUI0 Ha 1sHBaps TeKyL,ero
roga) MHpopmaumoTioM ykasaTene «HauumoHasbHble CTaHA4apThl», a oPUUUANbHBIA TEKCT U3MEHEeHWi
M NONpaBoOK — B €XEMECAYHOM MHCOpPMaUMOHHOM yKa3laTene «HauuoHanbHble cTaHfAapTbi». B cnyvae
nepecmoTpa (3amMeHbl) UM OTMEHbI HACTOALLEro cTaHJapTa COOTBETCTBYHO L ee yBefoMNeHne byaeT
ony6n1KOBaHO B GnvKaiilieM BbINYCKE eXeMecCsAYHOro MH(OPMALMOHHOIO ykasatensi «HauuoHabHble
cTaHfapTbl». COOTBETCTBYHO LW as MHOpMaLmMs, yBeAOM/IEHNE U TEKCTbl pa3MellalnTcs Takke B UH-
dhopMaLMoHHO crucTeMe 06Lero Nonb3oBaHnsa — Ha ouumanbHOM caiiTe ®efepasbHOro areHTcTBa no
TeXHUYECKOMY pPery/impoBaHnio 1 MeTposiorum B ceTn MHTepHeT (www.gost.ru)

© CtaHgapTuHdopm. ocopmaeHne. 2019

HacToswumii cTaHfapT He MOXeT GbiTb MO/IHOCTHIO UM YACTUYHO BOCNPOU3BEAEH, TUPAXMPOBAH U pac-
MpocTpaHeH B Ka4YecTBe oULMabHOTO n3gaHus 6e3 paspelueHnst defepasibHOro areHTcTBa Nno TeXHUYecKo-
My peryanpoBaHuio 1 MeTposiorum
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BesepeHune

YCTaHOB/MEHHbIE B HACTOSAILLEM CTaHAAPTE TEPMUHbI PACMOMOXEHbI B CUCTEMATU3NPOBAHHOM NOPsaKe,
oTpaxalolem cucTemy MoHATUI B faHHO 061acTu 3HaHWS.

[Ns Kaokgoro NOHATUS YCTAHOB/EH OAWH CTaHAAPTU30BaHHbI TEPMUH.

3akto4eHHas B Kpyr/ble CKOGKM YacTb TEPMUHA MOXET GbITb OMyLLeHa NpW KCNOb30BaHUN TepMUHa B
[OKYMeHTax no ctaHaapTusauyuu.

Kpatkvie copmbl, npeactas/ieHHble abbpeBnaTypoii A cnosocoyeTaHneM Ha 6ase abbpesuatypel,
npvBeeHbl Nocne cTaH4apTU30BaHHOIO TEPMUHA U OTAENEHbI OT HEro TOYKOI C 3ansaToi.

[na coxpaHeHns LesoCTHOCTM TEPMUHOCUCTEMbI B HACTOSILLEM CTaHfapTe npuBeAeHbl TEPMUHOMIOIU-
yeckne cTtaTby U3 ApYrux CTaHAapTOB, AENCTBYIOWMX HA TOM Xe YPOBHe CTaHAapTu3auun, 3ak/oyeHHble B
pamMKu U3 TOHKNX NIHWA.

MpuBeAeHHble OnpeAeneHnss MOXHO NpU HEO6XOAMMOCTU U3MEHATb, BBOAS B HWUX MPOU3BOAHbIE Npu-
3HaKW. packpbiBas 3Ha4YeHUs1 CMOMb3YEMbIX B HUX TEPMUHOB, YKa3blBas 06beKTbl, BXOASLME B 06BEM onpe-
LensaeMoro noHATUS. VI3MEHeHWs1 He [O/MKHbl HapylwaTb 06beM U cofep)aHue MOHATWIA, onpeaeneHHbIX B
HacToALeM cTaHaapTe.

B cTtaHgapTe npvBeAeHbl 3KBUBAIEHTbI CTaHAaPTU30BaHHbIX TEPMUHOB Ha aHIINIACKOM Si3bIKe.

CTaHfapTM30BaHHble TEPMUHbLI HaGpaHbl NOMYXMPHLIM LPUATOM, UX KpaTkue qopMbl, NpescTaBneH-
Hble ab6peBnaTypoii. — CBET/bIM.
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HAUWOHANBbHBIK CTAHAOAPT POCCUMNCKOW SGEAEPALWNWN

Cuctema pa3paboTKu 1 NOCTAHOBKM NPOAYKLMUM HA NPOU3BOACTBO
N3[EVNA MEOANUNHCKUWE

TepMWHbI 1 onpegeneHus

System of product development and launching into manufacture.
Medical devices. Terms and definitions

Nata BBegeHuns — 2020— 01— 01

1 06nactb NpUMeHeHUs

HacTosAwwii ctaHgapT yctaHaBnMBaeT TepMUHbI 1 onpegeneHust {6yKBeHHble 0603HaYEHWs) NOHATWA,
npUuMeHsieMbIX Npy pa3paboTke 1 NoCTaHOBKe Ha NPOW3BOACTBO MEANLIMHCKMX U3Aenuid.

TepMuHbI, yCTaHOBNEHHbIE HACTOSILLMM CTaHAAPTOM, PEKOMEHAYIOTCA AN NPUMEHEHUS B HOPMATUBHbIX
[OKyMeHTaXx, NpaBoOBOW, TEXHUYECKOW 1 OpraHn3aLMoHHO-PacnopaaMTENbHOM JOKYMEHTaLUUN, HayYHO’, yueb-
HOIi 1 CMpaBOYHON NMTepaTtype.

2 HopmaTtuBHbIe CCbI/IKK

B HacToslem cTaHgapTe UCNOb30BaHbl HOPMaTUBHBIE CCbIIKW Ha Crefytolme cTaHaapThl:

FOCT P 15.013- 2016 Cuctema pa3paboTku U NOCTAHOBKM NPOAYKLMM Ha NPOU3BOACTBO. MeauumnHckne
n3genvs

FOCT P 55386 MHTennektyanbHas COGCTBEHHOCTb. TEPMUHbI 1 OnpedeneHns

MpumeyaHue — [pu NONbL30BaHUM HACTOALMM CTAHAAPTOM LeNecoo6pa3Ho NPoBEPUTL AeNCTBUE CCbIOYHbIX
CTaHAApPTOB B MH()OPMALMOHHOM cMcTeMe 06LLero nosib30BaHnsi — Ha ohmumanbHOM caiite defepasibHoro areHTcTea no
TEXHUYECKOMY PeryvpoBaHuio 1 METPOIOTUM B CeTU MIHTepPHET UK MO eXero4HoMy MH(OpMaLMOHHOMY yKa3aTenio «Ha-
LMOHa/IbHbIEe CTaHAAPTbI», KOTOPbI OMy6/IMKOBAH MO COCTOSIHWIO HA 1 iHBApsi TEKYLLEro roga, U no BbiMyckam eXxemecsiy-
HOFO MHDOPMALMOHHOTO yKa3aTens «HalvoHabHble CTaHAapTbi» 3a TeKyL Uil rog. ECNv 3aMeHeH CCbITOYHbIN CTaH4apT,
Ha KOTOpbIM faHa HeJATMPOBAHHAS CCbIKA, TO PEKOMEHAYETCs UCMO0/b30BaTh AECTBYIOLLYI0 BEPCUIO 3TOTO CTaHhapTa
C YY4ETOM BCEX BHECEHHbIX B [JaHHY0 BEPCUI0 U3MeHEHUIA. ECnn 3aMeHeH CCbIMIOYHbIN CTaHAapT, Ha KOTopbIi faHa gatu-
poBaHHas CCbifKa, TO PEKOMEHAYETCA UCMO/Mb30BaTh BEPCUI0 ITOMO CTaHAAPTa C YKA3aHHbLIM Bbille FOA0M YTBEPXKAEHNS
(NpuHATKS). ECnn nocne yTBEPXAEeHUs HACTOSILLEro cTaHAapTa B CCbIIOYHbIN CTAHAAPT, HA KOTOPbLIN aHa AaTUpoBaHHas
CCbINIKa, BHECEHO N3MEHeHUe, 3aTparmBarnLLee NosioKeHNe, Ha KOTOPOE AaHa CCbIIKa, TO 3TO MOJOKEHNE PEKOMEHAyeTCs
npUMeHATbL 6e3 yyeTa [aHHOro U3MeHEeHWs. ECM CCbINOYHbIN CTaHAapT OTMEHeH 6e3 3aMeHbl, TO NoI0XKEeHNe, B KOTOPOM
[iaHa CCblfIKa Ha Hero, PeKOMeHAYeTCsl MPUMEHSITb B UACTU, HEe 3aTpar1MBatoLleii 3Ty CChinky.

N3paHue ouymansHoe
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3 TepMuHbl N onpepeneHuns

3.1 O6wwne TEPMUHBI
311

MeauuuHCKue mnagenusa: W3genus, npegHasHavyeHHble U3rotoButenem Ans
NpoMNaKTUKn, ANArHOCTUKKN, NleYeHnss U MeULMHCKON peabunutaumn 3abone-
BaHWA. MOHWTOPVHIA COCTOSHNA OpraHu3ma 4YesioBeKa, NpoBefeHNs MeANLVHCKNX
nccnefoBaHuidi, BOCCTAHOB/IEHUS, 3aMeLLEeHNs, UBMEHEHUSI aHATOMUYECKOW CTPYK-
TYpbl AN PU3NOIOTNYECKUX DYHKLMIA OpraHn3mMa, KOHTPO/S 3a4aTtvs U passutus
nnofa B npowlecce MeAWLMHCKON AeATENbHOCTU WKW CaMOCTOATENIbHOro npume-
HeHVs MmauveHTOM Mo pekoMeHdauun (HasHayeHuio) MegULMHCKOro paboTHUKa.
PYHKUMOHA/IbHOE Ha3HauyeHne MeAVUMHCKUX WU3f4ennili He peanusyeTca nyTem
chapmakoniorMyeckoro BO3AenCcTBMS Ha OpraHn3m 4yenoseka. MeguuuHckue n3ge-
NN MOTYT NPUMEHATHCA CaMOCTOSATENIBHO WM B COYETaHUU ¢ ApYrMMyu MeanLmH-
CKUMW U/MNN HEMEAULMHCKAMMN U34eNMAMU, NPUHAANEXHOCTAMU.

[FOCT P 15.013— 2016. nyHKT 3.1]

MpumeyaHuns

1CornacHo [1] MeaguuuHCKMe n3genvsi noapasfensoT Ha Knacchl B 3aBUCMMOCTM OT Mo-
TEHLMANbHOTO PUCKA MX NPUMEHEHUSI U HA BUAbI B COOTBETCTBUM C HOMEHKNATYPHOI Knac-
cudmkaumen MeanLMHCKNX N3aeNuid.

2 B KOHTEKCTE HACTOSILEro CTaHAapPTa TEPMUHBI «NPOAYKLUS» U «U3AeNIUe» ABNATCS
CUHOHMMaMU TepMUHA «MeAULMHCKOe U3aenunes.

3.1.2

BuagoBasd rpynna MmeguyunHCKnX VI3,£I,eI'WII7I: COBOKyrIHOCTb VI3,EI,EI']I/IVI, nmMeto-
LLMX CXogHoe Ha3HavyeHue n O6LIJ,VIe 6a3oBble XapaKTepuCTuKn.

[FOCT P 15.013— 2016. nyHKT 3.5]

3.1.3

MeAnLMHCKas TexHonorusa: COBOKYMHOCTb TEXHUYECKUX YCTPOICTB, Meau-
KaMEHTO3HbIX U HEMEAMKAMEHTO3HbIX CPEACTB BO3AENCTBYS, peluatowas 3agauu
ONTUMU3ALUM MPOLLECCOB AUArHOCTUKY, SIeUeHus, peabunutauuy v npegynpexaie-
HUs1 3a60M1eBaHwii, ynpaBreHus 34paBooOXpaHeHNEM 1 06ecneveHrst 340PoBbs Ye-
/I0BEKA HA OCHOBE CMCTEMbI 3HaHWI, HABLIKOB M BpauebHOro UCKYycCTBa, KOTopble
BOMJIOLLAIOTCS B KIMHNYECKMX U APYTMX MPAKTUUECKNX METOAUKAX.

[FOCT P 55719-2013, nyHKT 3.5]

NMpumeyaHne — MeAULUMHCKME TEXHONOTMN NOAPA3AENSAIOT HA ABE TPYNMbl: HOBbIE,
T. B. BNEPBblE NpegnaraeMble K UCNONb30BaHUI0 B MEANLMHCKOA NpakTUKe, W yCOBEPLUEH-
CTBOBaHHbIe MeAULMHCKMNE TEXHONOTUN.

3.14

MeAnUMHCKasa fesaTenbHoCTb: MpodeccnoHanbHas AeATeNbHOCTb N0 OKasa-
HUI0 MEAMULMHCKOV NMOMOLLM, NMPOBEAEHNIO MEeANLUHCKUX IKCNEPTU3, MeANLUHCKNX
OCMOTPOB ¥ MeAWLMHCKNX OCBUAETeNbCTBOBaHUI, CaHUTapHO-NPOTUBO3NMAEMU-
yeckux (NpodnnakTnyecknx) MeponpusaTnii n npodpeccmoHanbHas fesATeNbHOCTb,
CBfi3aHHas ¢ TpaHcnnaHTaumeli (nepecafkoil) opraHoB v (Un) TkaHel, o6paLleHu-
€M [JOHOPCKOI KpPOoBU U (M/IM) €e KOMMOHEHTOB B MeANLMHCKMX Lensx.

[[2]. cTaTbs 2. onpeneneHve 10]

medical device

medical devices
group

medical technology

medical activity



3.1.5 meanLMHcKan opraHmsauns: KOpuanueckoe Lo He3aBnUcKMMo OT opra-
HU3aLVOHMO-NPaBOBOIi (hOPMbI, OCYLLECTBSOLEE B KAYECTBE OCHOBHOIO (yCTaB-
HOr0) BMAa AEATE/IbHOCTU MEeANLMHCKYI0 AesiTENIbHOCTb HA OCHOBAaHMW NNLEH3NN.
BblZaHHOI B Mopsiake, YCTaHOB/IEHHOM 3aKoHOAATENbCTBOM Poccuiickoii ®eaepa-
LM O NNLLEH3VPOBAHNUMN OTAENbHLIX BULOB AEATENBHOCTY.

MpumeyaHuns

1 MonoxeHus [2]. perynupyluwme AeATeNbHOCTb MeAULMHCKUX OpraHu3aunii, pac-
NPOCTPAHAKTCA Ha WHble pUANYECcKNe nuua He3aBUCMMO OT OpraHM3auoHHO-MPaBoBOA
opmbl, OcylecTBASAOWME HapAay C OCHOBHON (YCTaBHOI) AeATENbHOCTHI MEeAULMHCKYIO
[eATeNbHOCTb, Y NPUMEHSIITCS K TaKUM OpraHu3aumsam B YacTu, KacatLuelica MeanLMHCKO
[EeATeNbHOCTU.

2 B uensix [2] K MEAMLMHCKAM OpraHW3auusaM MpUpaBHUBAIOTCS WHAUBUAYASIbHbIE
npeAnpUHUMAaTeN, OCyLLeCTBASAWME MeANLUHCKYIO AesTeNbHOCTb.

3.1.6

FOCT P 58454— 2019

medical organization

MeANUUHCKNIA paBboTHUK: Pusnyeckoe NULLO, KOTOPOe MMEET MeauLUHCKoe
unu nHoe obpasoBaHve, paboTaeT B MEAWLMHCKON opraHusauuv u B TpyAOBble
(B0/MKHOCTHBIE) 06513aHHOCTI KOTOPOrO BXOAUT OCYLLECTBIeHNe MeanLUMHCKON ae-
ATeNbHOCTU, NMG0 (PU3MYECKOE NNLO, KOTOPOE ABMSIETCA MHAMBUAYAbHBIM Npes-
npuHnmartenem, HenocpeacTBeHHO OcCyullecTBAWMM MegUUUHCKY OeAaTeNb-
HOCTb.

LI2]. ctaTtbsa 2, onpegeneHune 13]

3.1.7

YHKUMA Ha3HayeHus (OCHOBHas (YHKUWUSA) MeAULUHCKOro WU3[0Nus:
DYHKUMA, peanu3aunsa KOTOPON SIBIAETCA OCHOBHOW Lie/bl0 CO3[4aHUs MeAULVH-
CKOro n3genus.

(ApanTtuposaHo 13 FOCT P 15.013— 2016. nyHKT 3.25]

3.1.8

MeUUMHCKOe u3[enne WHAUBUAYaANbHOTO HasHavyeHus (NMpPUMeEHeHUA):
M3penve, U3roToBneHHOE MO WMHAMBUAYaNbHOMY 3akasy nauveHTa, K KOTOPOMYy
npeAbABNAIOTCA cneunanbHble Tpe6oBaHNs Mo Ha3HAYeHW0 MeANLMHCKUX pa6oT-
HWKOB W KOTOPOe MnpefHas3HavyeHo UCKIUYUTENIbHO A5 JIMYHOTO UCMO/Ib30BaHUs
KOHKPETHbLIM NaLeHTOM.

I'Ipmmeanme - CepMVIHO BblilyCKaemMoe wunsgenve, KoTopoe U3rotoBndeTca uau

noasepraerca MOAI/I(*)MK&LMM B COOTBETCTBUWN CO crneynanbHbIMN TpeﬁOBaHMHMI/I KOHKpeT-
HOro nayueHTa, He ABndeTca MeguUUHCKUM usgenmem MHonBuayanbHOro HasHa4eHus.

[FOCT P 15.013—- 2016, nyHKT 3.2]

3.1.9

o6a3aTenbHble Tpe6GOBaHUS K MeAULUHCKUM usgenusim: TpeboBaHus K
BUAOBLIM TpynnamM MeauLUHCKUX U3Aennii, cogepxaline TpeboBaHusi K xapakre-
pUCTMKaAM MeAMLMHCKUX WU3AeNnid, CChbINKM Ha HOPMAaTUBHbIE AOKYMEHTbI, ycTa-
HaBnuBawwue Tpe6oBaHus, Npaeuia 1 MeToAbI/METOAVKA U3MEPEHWii, ncnbiTa-
HWIA. UCCNieAoBaHMil Pas3NUHbIX BUAOBLIX FPYNN MEAULMHCKUX U3AESA.

(FOCT P 15.013— 2016. nyHkT 3.21]

health care provider

primary function of
medical device

medical device for
individual use

mandatory
requirements for
medical devices
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3.1.10 npuHapgnexHocTb MeguuMHCKOro usgenua: Msgenve, camocTof- accessory
TeNbHO He ABAKLWeecs MeAULVHCKUM U3LeNIMEM U UCMO/Nb3yeMoe COBMECTHO C
MeULMHCKUM n3fenvem, Nnbo B ero coctase, 4718 obecneyeHuns npefycMoTpeH-

HOro NPUMEHeHs, paclupeHns MYHKLNOHAbHbLIX XapaKTepUCTUK MeAULUHCKOro
nsgenus nnn obbenHeHns PyHKLUMA 0AHOTO MeANLMHCKOro n3genus ¢ yHKums-
MV [pYyroro MefuLMHCKOro ns3fenus.

3111

MeAVUUHCKMEe pacxofHble matepuanbl: Matepuansl v usgenus, npegHa- medical consumables
3HayeHHble A8 NepuofMYecKoi 3aMeHbl, Yepe3 YCTaHOB/IEHHbIE B 3KCNayaTaum-
OHHOWi JOKYMEHTaL Uy 3Ha4YeHns HapaboTKN NN NHTepBasibl BPEMEHW, a Takxke Ans
06CcnyXvBaHusa 1 NoaAepXanHus ncnpasHoctn M.

[ApanTuposaHo u3 NOCT P 57501— 2017. nyHKT 3.4]

3.1.12 )XU3HEeHHbIA Uk meguunHckoro nsgenus: XL MU. CosokynHocTb medical device life
B3aMMOCBSA3aHHbIX MPOLLECCOB MNOC/1eA0BaTe/IbHOIO U3MEHEHMS COCTOAHUS Meau-  cycle
LIMHCKOro 13aenvs oT nepBoHavanbHol KOHLENLMM A0 BbIBOAA U3 KCMyaTauum n
yTunansaumm.

3.1.13

cTaauns XXM3HEHHOro uMkKaa meguumnHckoro nsagenus; CXL MU: Yactb xn3- medical device life
HEHHOTO LMKIa MeAULMHCKOTO U3Lenusi, XapaKTepUsyoLasca COBOKYNMHOCTLIO Bbl-  cycle stage
NoSHAIEMbIX PaBoT M UX KOHEYHbIMW pe3ynbTaTaMu.

[ApanTupoBaHo 13 FOCT P 15.000— 2016, nyHkKT 3.1.3]

MpumevaHne — B cooTtBeTcTBUM C pasgenom 5 TOCT P 15.013— 2016 gnsa xus-
HEHHOro UMKNa MeAuLMHCKOro M3Aenus NPUHATLE cnefylolime cTtagun: uccnefosaHue,
paspaboTka, M3roToBneHne (NPoM3BOACTBO) W CHATME C npoussoacTea. Pasgens 8 n 9
FOCT P 15.013- 2016 AONONHSIOT yKa3aHHbI NepeyeHb cTagusiMy: NOCTAHOBKA Ha Npons-
BO/ACTBO. JONYCK K 06palLleHuto.

3.1.14

3Tan XU3HEeHHOoro unkna (MeguumnHckoro nsgenus): Yacte ctagum XL, Bol-  life cycle milestone
aensiemasi no npv3Hakam MOMEHTOB KOHTPONsA (KOHTPO/bHbIX py6exeid), B koTo- (medical device)
pble NpegycmaTpuBaeTcs NpoBepKa XapaKTePUCTUK NPOEKTHbLIX pelleHunii TUNoBoi
KOHCTPYKLUMW 1 (M) (PU3NYECKMX XapaKTEPUCTUK IK3EMMNISIPOB MEANLMHCKNX W3-
nenvit.

[AganTupoBaHo u3 NOCT P 56136— 2014, nyHKT 3.18]

3.1.15

KOHTPO/bHbLIA pybex 3Tana >XW3HeHHOro uukna (MmeguuuHckoro wmsge- life cycle milestone
nunsa): MoMeHT BpeMeHu (Kak npasBuio, MOMEeHT 3aBeplueHus atana XL). B koto- gate (medical
pbIil NpegycMaTpuBaeTcs NMpoBEpPKa XapaKTepUCTUK NPOEKTHbIX peLlleHnii Tunosoi  device)
KOHCTPYKLMKN 1 (MNK) U3UYECKNX XapaKTEPUCTUK 3K3EMMNIAPOB MEeULMHCKUX W3-
aenwvit.

[ApanTupoBaHo u3 NOCT P 56136— 2014, nyHKT 3.19]



3.1.16

KPUTEPUMN TOTOBHOCTU: TexHW4Yeckue, 3KOHOMUYECKME U MHble MokKasaTtenu
YPOBHS NpopaboTKM paccMaTpuBaeMbixX Tpeb6OBaHWI, TEXHOIOIMNI, MaTepnanos n
(MNn) TEXHUKO-3KOHOMMYECKOrO COBEPLUEHCTBA KOHCTPYKLMUN U3eNns, UCMOoNb3ye-
Mble A/19 OLLEeHKU Lieniecoobpa3HoCTM nepexoja K cneayowemMy atany uam ctagum
XL, nnam npmocTaHoBKM (NpeKpaLleHns) nporpaMmmMsl UaM NpoekTa.

[FOCT P 56136— 2014. nyHKT 3.20]

3.1.17

MO/Ae b XXU3HEHHOTo uukna (MeguumHckoro nsgenus): dopmanbHoe onu-
caHue. OTpaxaillee cocTaB, cOfAepXaHue W B3aMMOCBA3W CTafuii, WX 3Tanos,
ABMEHUIA N NPOLECCOB, MMEILMNX MEeCTO Ha pasHbix cTaguax XKLL meguumHckoro
nsgenus.

[AgantupoBaHo 13 NOCT P 56136— 2014. nyHKT 3.25]

3.1.18 ynpaBsieHne XU3HEeHHbIM LUKIOM (MeANLUUHCKOro nagenuns): Yactb
feATenbHOCTU B 06/1acTu uccnefoBaHunii, pa3paboTku, NOCTAHOBKN Ha NPOW3BOA-
CTBO. AOMnycka K obpalleHunio N CHATUS C NPOM3BOACTBA MeAWLMHCKOro U3genus,
CBA3aHHas c obecneyeHrem 3afaHHbix TpeboBaHWii K U3AeNVi0 Ha OCHOBE noaTan-
HOro NAaHMPOBaHMA U KOHTPONSA COOTBETCTBUA U3LeNns 3afaHHbIM TpeboBaHMsAM
Ha BCeX CTaAMAX XXM3HEHHOTO LMK, a Takke NogaepXaHnem Takoro COoTBETCTBUA
TpeboBaHNAM Ha CcTaguu aKcnayatauuu nyTem ynpasisemMoro BO3AeNCcTBMSA Ha
KOHCTPYKUMi0 06pa3LoB U3aenvs, npou3BoACTBEHHYIO Cpefy U CUCTEMY 3KCnya-
Tauum.

MpumMmeyaHue — llog 3aaaHHLIMY TPEGOBAHWSMU NOAPA3YMEBAOTCS TPEGOBAHWS,
YCTaHOB/EHHbIE B KOHKPETHOM CTaHAapTe WM APYroM HOPMATUBHOM [JOKYMEHTE.

3.1.19

TexHnyeckas gokymeHTaumsa: CoBOKYMHOCTb KOHCTPYKTOPCKUX, MPOrpaMmMHbIX
N TEXHONOIMYeCKnx AOKYMEHTOB, NnpefHasHa4YeHHbIX A4 UCMNOo/Mb30BaHUA Ha pas-
JINYHbIX CTagNAX XXU3HEHHOIO LMKia MeguuMHCKOro n3aenma.

[FOCT P 15.013— 2016. nyHKT 3.7]

3.1.20

TEXHWYecKue ycnoBus: [JoKkyMeHT, cogepxallyuii Tpe6oBaHus (COBOKYNHOCTb
BCEX MoKasaTenieil, HOpM, NpaBua U NOMOXEHWNIA) K N34ENNI0, ETO U3TOTOBMEHUIO,
KOHTPO/I0, NPYEMKE M MOCTaBKe, KOTOpble Hellenecoo6pasHo ykasbiBaTh B APYriX
KOHCTPYKTOPCKUX JOKYMEHTaX.

[FOCT 2.102— 2013, nyHkT 4.1]

3121

Mofenb opraHmsauunn pab6ot: OnpefeneHHoe coyeTaHne MOAyfein opraHu-
3aumun paboT, ycTaHasMBalwlee TUMOBYIO CXxeMy NpoBefeHVs pabdoT v npaswn
B3aMMOAENCTBUS, ABNAOLWMXCA 06beKTaMun cTaHAapTu3auun B CPIM.

[FOCT P 15.301- 2016. nyHkT 3.1.6]
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3.1.22

MOAy/b opraHusauun pa6oTt: CUCTEMHO ynopsiflodeHHblli HaGop TUMOBLIX
3/1EMEHTOB OPraH13aLMOHHO-TEXHUYECKOr0 MexaH13ma, XapakTepusyemblit onpe-
[eneHHoll LueneBoli HanNpaBNEHHOCTbI, OPraHWM3alMOHHOW 3aKOHUYEHHOCTbIO W
YCTaHOB/EHHbIM A/ HETO MOPAAKOM MAaHMPOBaHWs, 06ecrneyYeHnst 1 BbINoHEeHUs
BXOASLUMX B HErO 3/1eMEHTOB.

[FOCT P 15.301- 2016. nyHKT 3.1.7]

3.1.23

cornacoBsaHuve fokymeHTa: OduunansHoe NOATBEPXAEHVE 3aVHTepecoBaH-
HbIMW CTOpPOHaMW cornacus ¢ pa3paboTaHHbIM AOKYMEHTOM U BO3MOXHOCTU €ro
yTBEPXAEHNS.

({3], nyHkT 1.4.73]

3.1.24

yTBEpXAeHNe AoKymeHTa: OduynanbHoe yaocToBEPEHUE YNOTHOMOYEHHO-
ro Ha 3TO AO/HKHOCTHOIO SMLLA WM OpraHa B TOM. YTO paspaboTaHHblii JOKYMEHT
BBOAWTCS B feiicTBYE.

MpumeuyaHne — YpocToBepeHUe MOXET 6biTb 3ahMKCUPOBAHO HA YTBEPXKAAEMOM

[LOKYMEHTE HEnocpeACcTBEHHO! NOANUCHI0 UK CChIIKON Ha APYroi JOKYMEHT, CofepXalyuii
peweHne 06 yTBEPXKAEHUM (aKT, MPOTOKOS, MUCbMO U T. 4.).

[[3]. nyHKT 1.4.74]

3.1.25

U3MeHeHue AO0KyMeHTa: Jllo6oe ucnpaBfieHne JOKYMEHTa, WUCK/oueHue um
fo6aBneHne B HEro Kakux-nm6o AaHHbIX, MPOBOAVMOE B YCTAHOB/IEHHOM MOpsiAKe
6€e3 N3MeHeHNs1 0603HAUYEHNS C COXPAHEHWEM MPABOBOrO CTaTyca U3MEHEHHOIO 10-
KyMeHTa.

[[3]. nyHkT 1.4.22]
3.2 TepMuHbl, ucnonb3yemble Ha 3aTane nccnegoBaHui

MpumeyaHne — TepMuHbl 1 onpegeneHunst NOHATUI B 061acTu NHTeNNeKTyanbHOW
cobcTBeHHOCTU npuBegeHsbl B FTOCT P 55386.

Buabl pabot

321

HayuyHo-uccnegosartesnbckaa pabota; HAP (no co3gaHuio MeauLMHCKOro
nsgenus): Komnnekc TeopeTmyeckux u (Um) aKCnepuMeHTa/bHbIX UCCef0BaHui,

MPOBOAMMbIX C L€/l MOSyYEHNs1 060CHOBAHHBIX UCXOAHbIX AaHHbIX, W3bICKAHUS
NPUHLMNOB 1 NyTeii co3aaHns (MoAepHU3aLnm) MeaULMHCKAX U3LEeNNIA.

[ApantuposaHo u3 NOCT 15.101- 98, nyHkT 3.1]

3.2.2

atan HUP: Yactb HAP no co3gaHnio MeAuLMHCKOro n3genus, ABnsoLancs
06bEKTOM NNaHMpoBaHUA ¥ huHaHCMpPOBaHWS.

[AgantupoBaHo 13 NOCT 15.101- 98, nyHKT 3.9]
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3.2.3

pa3paboTka aBaHnpoekTa: Bug pabot, npeflecTsylowuii paspaboTke npo-
OyKUMW. BbINOMHAEMbIN Byaywym ee pa3paboTumkom Mo 3afaHuio 3akasuvka umm
OCHOBHOrO NOTPe6UTENs C LEeNblo TEXHUKO-3KOHOMUYECKOro 060CHOBaHuA Lene-
C006pa3HOCTN pa3paboTkn NPOAYKLMM 1 NyTel ee co3haHns, NPON3BOACTBA U IKC-
nayatauuu.

LI3). nyHkT 1.4.4]

YuyacTHukn paboT
3.24

ucnonuutens HUP: Mpegnpuatue (opraHusauus, o6beanHeHne wnm apyroi
Cy6BEKT X03A/CTBEHHOI JeATENbHOCTY), BbIMOMHSAOLLEE UCCNef0BaTENbCKY pa-
60Ty, CBA3AHHYIO C PbIHKOM MEAULMHCKUX U3LENNIA.

(ApanTtupoBaHo 13 FOCT 15.101— 98. nyHKT 3.6]

3.2.5 3akas3uuk: Opugnyeckoe nam umanyeckoe nvuo, KoTopoe obecneun-
BaeT (hMHaHCMpOBaHNe NPoBeAEeHNs MUCcCnefoBaHus, pa3paboTkn 1 NponsBoacTBa
MeAMLMHCKOro N3aenus v onpegensieT OCHOBHble Tpeb0oBaHNsA K MeANLUHCKOMY 13-
aenvio.

Mpumeuyanne — TepmuH ncnonb3yeTca Ha Bcex atanax XL, MU (onpepgenser 3a-
ka3umka OKP, OTP u gpyrux pa6or).

O6bekT 1 pe3ynbTat pabor
3.2.6

MakeT (MeAULMHCKOro 13aenuns): YnpolieHHoe BOCNpou3BeAeHne B onpege-
NIEHHOM MacliTabe MegULMHCKOTO U3Aenns WAM ero YacTu, Ha KOTOPOM uccreay-
0TCA OTAE/NbHbIE XapaKTepPUCTUKN U3Aenus, a Takke OLeHMBaeTCcs NpaBuIbHOCTb
NPUHSTBIX TEXHUYECKUX U XYL0XXECTBEHHbIX PELIEHWIA.

(ApanTtnpoBaHo 13 NOCT 15.101— 98. nyHkT 3.10]

3.2.7

Mogenb (MeAULMHCKOTO n3genus): agenve, BOCMPOU3BOASLLEE N UMU-
TUpYIOLLEE KOHKPETHble CBOWCTBA 3aA4aHHOI0 MEAMLMHCKOro M3Aenus U U3roTos-
NIeHHOe [1s1 MPOBEPKU NPUHLMNA ero AeliCTBUS 1 onpefeneHns XapakTeprucTuK.

(ApantupoBaHo 13 NOCT 15.101— 98. nyHKT 3.11]

MpumeyaHne — Mogenb BbINONHAET BCe (PYHKUMM (COXpaHsieT nponopuun u ge-
Tanu opurMHana), a MakeT, Kak npasunio, faeT TONbKO ero Bu3yasbHOe BOCMPOU3BEAEHNE.

3.2.8

6a30Boe MeAMUUUHCKoe u3genue: MeauuuHCKoe usfenve, siBAsioLlleecs
KOHCTPYKTVBHOI OCHOBOI A8 CO3[aHnsA ero MoandmKaumi.

(ApanTupoBaHo 13 [3]. NnyHKT 1.2.26]

3.2.9

mMoanduKauus (MeauuUHCKOro n3genus): Pa3sHOBMOHOCTb MeAULMHCKOIo
U3genvsi, cosgaBaemasi Ha 0CHOBe 6a30BOr0 MeAMLMHCKOrO U3AeNNst C Lefbio pac-
LUIMPEHUSA UK cneuuanusauum cepbl ero NCnosb30BaHus.

(ApantupoBaHo 13 [3], NyHKT 1.2.35]
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3.2.10 o6pasel, MeAULUHCKOTO U3aenusa: EaMHuLa KOHKpeTHoro meauumH-  sample of medical
CKOro U3genus, ucrnosnb3yemas B kayecTse NpefcTaBuTens aToro u3genusa npu uc-  device
CNnefloBaHUN. KOHTPOJIE U/IN OLIEHKe.

MpumeyvaHne — O6pasel, MEAULMHCKOTO U3AENUS CefyeT OTAMYaTh OT KOHKpPEeT-
HOTO 3K3emMnnspa MefULMHCKOTO N3fenns, KOTOopblii CTAHOBUTCA 06pa3LoM Nlb B CyvaB
NPYMEHEHWNSI €r0 B KAYECTBE MPeACTaBUTENSA 3TOTO U3LENUS.

3211

3KCnepuMeHTanbHblli o6pasel (MeauymHckoro nsgenus): Obpasel, mean- experimental sample
LMHCKOro n3genus, obnagalunii OCHOBHbIMY NpU3HaKkaMn HameyaeMoro K paspa- (medical device)
60TKe M3aenns, U3roTOB/ISIEMBINA C Le/bio MPOBEPKU NpeanonaraeMbiX pelueHnit n
YTOUHEHNS OTAENMbHbIX XapakKTepucTUK A8 UCNONb30BaHUS Npu pa3paboTke 3Toro
n3genus.

MpuMmeuaHne — DKCNEPUMEHTA/IbHBI 06pa3eL BCeraa BhiMOHAETCA B HAaTypasib-
HYI0 BeIMUMHY U NpescTaBnsieT co60ii 3aKOHUEHHOe B (PYHKLMOHANIbHOM OTHOLIEHUN u3ae-
nve, NPUroAHOE AJ1Si UCCNEA0BATEIbCKNX UCTbITAHWIA.

[ApanTupoBaHo 13 NOCT 15.101- 98, nyHKT 3.12]

3.2.12 aBTopckuii o6pasel, (MeguunHckoro nsgenus): Obpasey, meguumH-  designer's sample
CKOTO WU34€eNuns, N3roTOB/IEHHBI aBTOPOM UV aBTOpaMu A1 ero AeMOHCTpaLuum. (medical device)

MpumeuyaHue — [pu NONOXNUTENBHON OLEHKe aBTOPCKU 06paseL, MegULMHCKOro
U3genus NpUHUMaETCs 3a NPOTOTMN Byayllei NPoAyKLUM ANs pa3paboTKn TeXHUYEeCKOoMn A0-
KyMEHTaLMN 1 OpraHn3aLny NpoMbILIIEHHOTO NPOM3BOACTBA.

[ OKYMEHTHI
3.2.13

TexHuuyeckoe 3afaHue; T3: VICXO4HbI TEXHNUECKWA AOKYMEHT ans npoBe- technical task
JeHus paboTbl, ycTaHaBnuBawLuii Tpe6oBaHUs K cO34aBaeMoMy MeAWULMHCKOMY
U3AENMI0 (Er0 COCTABHBLIM YaCTSIM W KOMMIEKTYIOWMM) U TEXHUYECKOI LOKYMEH-
Tauum Ha Hero, a Takxe Tpe6oBaHUs K 06bemMy, CpOoKaM MpoBeAeHus paboTsbl K
thopme npeAcTaBneHUsl pe3y/bTaToB.

[ApanTupoBaHo 13 NOCT 15.016— 2016. nyHKT 3.1]

MpumeuyaHune — TepMUH Takxke UCMOMb3yeTCs Ha Nocnegyolwux atanax XL, M.

3.2.14

Hay4YHO-TEXHUYECKUA OTUYET: HayyHO-TEXHUYECKUI AOKYMEHT, cofepxawumii  scientific and
cucTemMaT3vpoBaHHble CBefeHNs O BbINOHEHHOW paboTe (pa3paboTke aBaHnpo- technical report
eKTa. Hay4Ho-uccnefoBaTe/IbCKOi paboTe, ONbITHO-KOHCTPYKTOPCKON paboTe) nm
ee aTane.

[[3], nyHKT 1.6.23]

MpumevaHne — TepmuH TakKxKe UCMNONb3yeTcA Ha nocnegyowmx aranax XL MA.

3.2.15

OTYUEeTHas HayyHO-TexHu4yeckas AokymeHTauusa; OHTA: KomnnekT Aoky- scientific and
MEHTOB. OTpaKatloLMX 06bEKTUBHYIO MHGIOPMaLMIo O codepXaHun n pesynbtatax technical
HWP (atanos HWP), a Takxe cogepxallnx pekomeHgauumn no ee ucnonb3osaHnio.  documentation

[FOCT 15.101— 98. nyHkT 3.8] (RSTD)



3.2.16

pernctpaynoHHas kapta HUP: VIHhopMaunOHHbI AOKYMEHT yCTaHOBMEH-
HOI hopmbl, coaepXalunii Kpatkue CBefeHWs 0 HauMHaeMol Hay4Ho-uccnenosa-
Tenbckoli paboTe.

LI3]. nyHKT 1.6.36]

3.2.17

UHopmaynoHHaa kapta HUP: MHgopMauoHHbIA OOKYMEHT yCTaHOBNEH-
HON hopMbl, cCoepXallnii KpaTkme CBefeHUs O 3aBepLUEeHHON Hay4Ho-uccnego-
BaTe/NbCKO paboTe uin ee aTane n 0 JOKYMeHTauun, paspaboTaHHo B npoLecce
paboThbl.

L3J. nyHKT 1.6.37]

3.2.18

TeXHUuYeckoe npepsoxeHre: COBOKYMHOCTb MPOEKTHbIX KM, KOTopble [OX-
Hbl COAEpXaTb TeXHUUYECKMe U TEeXHWKO-IKOHOMUYEecKne O060CHOBAaHUS Liefneco-
06pasHocTV pa3paboTky AOKYMEHTaLUu MeAULMHCKOTO W3AEeNWsi Ha OCHOBaHWUM
aHanusa T3 v pas3/IMyHbIX BAPUAHTOB BO3MOXHbIX PELIeHUit 3aenuii, cpaBHUTEb-
HOM OLEHKU peleHuil C yYeTOM KOHCTPYKTMBHbIX W 3KCM/yaTalMOHHbIX 0CO6EH-
HOCTell pa3pabaTbiBAEMOro 1 CyLLECTBYOLUX MEAULMHCKUX U3Aenuid, a Takke na-
TEHTHbIE UCCNeA0BaHMS.

[ApanTupoBaHo 13 FOCT 2.103— 2013. nyHKT 4.10]

3.2.19 aBaHNpPOEeKT: Bug UCXOAHOI TEXHWUYECKOW AOKYMeHTauuu, copepxa-
el 060cHOBaHMe pa3paboTky MeAMLMHCKOIO U3A4e/ns U ero nokasarenei, Ucxoa-
Hble Tpe6oBaHVs 1 NPeAoXeHNs No pa3paboTke, NPOM3BOACTBY U 3KCNIyaTaLmm
MeAULMHCKOTo U3aenus.

3.2.20 oTYeT O MaTEHTHbIX MCCAefOoBaHUAX: HayyHO-TEXHUYECKNIA [OKy-
MEHT, cofilepXallnii cucteMaTM3MpoBaHHble CBeAEHNS O BbINMONHEHHbIX NATeHTHbIX
nccnefoBaHusAX.

MpumMeuyaHne — OTYETbI O NATEHTHLIX UCCNEAOBAHUSAX UCMONb3YIOTCS MPU COCTaB-
NIEHNU LENoro psga AOKYMEHTOB (TEXHWYECKOro 3afaHusi, KapTbl TEXHUYECKOTO YPOBHS 1
KauyecTsa NpoAyKLuuM, NaTeHTHOro hopMynspa u T. n.).

FOCT P 58454— 2019
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3.2.21 naTeHT: [OCyJapCTBEHHbIi OXpaHHbI/i AOKYMEHT, yfocToBepsiowuii  patent

NpUopUTET N306PETEHNS MEAULMHCKOTO U3AENWUS, €0 NOMNE3HON MOAENM, MPOMbILL-
NeHHoro o6pasua, aBTOPCTBO M MCK/IOUMTENIbHOE MpaBoO MaTeHToo6MaaaTens Ha
OXpaHsieMblii 06 bEKT MHTENNEKTYalbHOM COBCTBEHHOCTM.

3.2.22 naTteHTHbIN popmynap: TexXHUYEeCKUn JOKyMEHT, onpegensowuii co-  patent form

CTOSIHME 06BbEKTA TEXHWKM B OTHOLLEHUN OXpaHbl I'IpOMbILIJJ'IeHHOI‘/‘I CO6CTBEHHOCTW.

MpumMmeyaHne — TaTeHTHbIV POPMYSP COAEPXKUT MHGOPMALIMIO O MATEHTHON Um-
CTOTe M NpaBoOBOM OXpaHe NPOAYKLMW, NpesHa3HauYeH A5 PeLueHnsl BONMPOCOB 3KCMOHUPO-
BaHUsA 1 peanusauyuv NpoayKuum B CTpaHe 1 3a py6exom.

3.2.23

3KCMepTHOoe 3aK/UeHHO: [JoOKyMeHT, cofepxallyunii pesy/nbTatsl NpoBeAeH-
HOI1 aKCMepTU3bl.

LI3J. nyHKT 1.6.28]

MpumMmeuaHne — TepMuH TaKKe UCMOMb3YeTCsi Ha NocneyoLmnx atanax XL, M.

expert's conclusion
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3.2.24 6u3Hec-nnaH: KomnnekcHblii 4OKyMeHT (nnaH), no3sonswwmii 060- business plan
CHOBaTb W OLEHNTb 3DPEKTUBHOCTb U HAAEXHOCTb B/OXEHWUA CPeACTB ANS npe-
BpalleHns npeanpvHMMaTenbCkoin ngen B peasbHoe Aeno (NpoekT), NpuHocsee
npuobbINb.

MpumeyvaHus

1 Bbuzec-nnaH paspabdaTbiBaeTC Kak A1 TEXHUKO-3KOHOMUYECKOTO 060CHOBaHWS UH-
BECTVLIMOHHbIX MPOEKTOB, TaK 1 A/151 YNpaB/eHns TekyLlein CTpaTerniyeckoii dviHaHcoBOM
[EeATeNbHOCTHI0 KOMMaHUN B PbIHOUHBIX YC/OBYSIX.

2 JaHHbIiA fOKYMEHT COAEPXUT CBeIeHNS 0 KOMMaHWW, NPOZyKTe, pecypcax, Npou3Bos-
CTBE. PbIHKaX CObITa, KOHKyPEHTax, prickax, OpraHv3aumm onepauyi 1 nx athekTMBHOCTH.

3.3 TepMuHbI, Ucnosib3yeMble Ha aTane pas3paboTkm MeguLMHCKUX U3genni

331

paspaboTka MeguumnHckoro nsgenusa: Ctaamsa XL, Ha koTopoii BbinonHawT-  development of
C NPOEKTUMPOBAHWE KOHCTPYKLUN MEAMLMHCKOTO U3OEeNusi, U3rotoBreHne n ucnol- medical device
TaHnsa OnbITHbIX 06pa3L0B, TEXHOMOIMYECKas NoAroToBka NPOM3BOACTBA.

[ApanTupoBaHo u3 FOCT P 56136— 2014. nyHkT 3.21)

3.3.2 uukn paspaboTkm MeguunHCKOro usgenus: Heobxogumele geiicteus, development cycle
npeanpuHMMaemble HauyMHas € HadasbHOM (KOHUEeNnTyanbHOW) cTagum paspabotkm of medical device
npoekTa 0 OKOHYaHWS NPUEMKU MEeSULIMHCKOTO U3aenus.

3.3.3

MHMUnaTMBHas paspaboTka: Pa3paboTka, ocyllecTeiseMasn 6e3 3akasumka. initiative

MpumeyaHne — KuHMUMATVBHLIM MO MOPAAKY pa3pa60TKV| cnegyet OTHOCUTDL pa- development

60TblI. npeaycMoTpPeHHbIE NporpaMmMamMn 1 ANPEKTUBHBLIMU AOKYMEHTaMU, €C/IN OTBETCTBEH-
HbIM UX NCNOSTHATENEM Ha3Ha4YeH pa3pa60TqV|K, a opraHnzaups, npeacraBnarowas nHTepec
I'IOTpe6VITel'IF|, He yCTaHOB/1eHa.

P1, nyHkT 1.4.70)

3.3.4 KOHKypcHas paspaboTka: Pa3spaboTka meauuuHCKoOro magenus, ocy- tender development
LecTensemMasn paspaboTunmkoM, onpefesnieHHbIM B XOAe COoCTA3aTe/IbHOro otéopa
no pesynbTaram TOProB (KOHKYpPCOB).

MpumeyaHne — KOHKYPC MPOBOAUTCS C LE/bIO BbISIBMIEHUS HaWMyYLLEro Bapu-

aHTa paspaboTKy MPOAYKLUMM OfIHOMO Ha3HaYeHUst N1t Mocneaytolleli NoCcTaHOBKY ee Ha
MPOU3BOACTBO.

Buabl pabot

3.3.5 onbITHO-KOHCTPYKTOPCKasa paboTta; OKP: Komnnekc meponpusTwii, experimental
HanpaB/feHHbIX Ha pa3paboTKy KOHCTPYKTOPCKOM M TEXHONOrMYeckoi AoKymeHTa- designer work
LMK, M3roTOB/IEHME MO HUM OMbITHOTO 06pasua, a Takke nNpoBefeHne ucnbitaHnii  (EDW)
OMbITHOTO obpasua MefULMHCKOro M3genus ¢ nocneayroleli KOppeKkTUPOBKOA f0-

KyMEHTaLMN N NPUHATUEM PELLEHNS 0 BO3MOXHOCTW CEPUIHOIo U3roToB/IEHNS NPO-
OyKumm.

MpumeyaHne — OnpeaeneHrie OTHOCUTCS K paspaboTke Kak CepuiiHON, Tak v He-
CEePUIHOI NN €AVMHNYHON NPOAYKLMN.

10



3.3.6

onbITHO-TEXHOMOrMYeckass padoTta; OTP: COBOKYNHOCTb paGoT Mo co3ga-
HUIO HOBbIX BELLECTB, MaTEPUAIOB UYWIM TEXHO/IOMMUYECKMX MPOLLEeCCoB 1 paspa-
60TKe TEXHUYECKOl JOKYMEHTALMN Ha HUX.

(FOCT P 15.000— 2016. nyHkT 3.1.8]

3.3.7 atan OKP: YacTb OKP. siBAsiloLLasnca 06beKTOM NAaHMpOBaHWs U hrHaH-
cumposauus.

MpumeyaHne — AHanornmyHo 3.2.2.

3.3.8
XYy[0XXeCTBEHHOEe KOHCTpyupoBaHue (MeguunHcKoro msgenus): Cocrtas-
Has 4acTb NPOEKTMPOBaHUS MeAVNLMHCKOTO N3[envs, HanpasieHHas Ha 0TPaboTKy

KOMMO3ULMOHHBIX N 3CTETUYECKNX XapaKTEPUCTUK U3AeNnUs BO B3aUMHOW CBS3N C
ero PyHKUMOHa/IbHbIM Ha3HaYeHVEM.

(ApanTtupoBaHo 13 (3]. nyHkT 1.4.63]

3.3.9

MOAEeNMpoBaHNe MEAULUHCKOrO M3genus: V3yuyeHne MeauLUHCKOro nsge-
NS NyTem 3KCneprMeHTalbHOTO UCCefoBaHust (PU3MUYEecKoil Unu MartemaTuue-
CKWiA MOZENN, BOCNPOU3BOAALLEN UM UMUTUPYIOLLEl OTAe/bHbIE ero CBOICTBA.

(ApanTtupoBaHo 13 (3], nyHKT 1.4.65]

3.3.10

COBEpLIEHCTBOBaHNE MeAuUuHCKOro nsgenus: flopabotka MeguLMHCKOro
usgenus B npouecce NpousBOACTBa, Nosbiwatlas 3PdPeKTUBHOCTb ero npovs-
BOACTBA WIN NPUMEHEeHMs 6e3 CyLLeCTBEHHOr0 U3MEHEHUS OCHOBHbIX MOKa3aTe-
nei.

(ApantupoBaHo 13 NOCT P 15.000— 2016. nyHKT 3.1.7]

MpumeuaHune — CoBeplIEHCTBOBAHVNE MELULMHCKOTO U3AeNNUs He CONpoBOXAaeT-
CSi U3BMEHEHMEM ero 0603HAYEHNSI U HE BbI3blBAET HEO6XOAMMOCTI OOPMIIEHUSI CHATUS C
NPOV3BOACTBA paHee BbiMNyLEHHO’ NPoAYKLMK.

3311

MoAMUUNPOBaHNE MEAMLMHCKOTo n3aenus: Bug pa3paboTku MeauLvH-
CKOro 13/e/INs Ha OCHOBE 6a30BOr0 U3AE/Ns C Le/bio PACLUMPEHUs UK Creunasm-
3aUumn cdiepbl ero NPUMeHeHus.

n pnmedaHne -— COAGp)KaHVIeM MO,D'I/IqJI/ILWIpOBaHVIFI ABNAeTCA U3AMeHeHne KomMno-

HOBKM COCTaBHbIX YacTel, KOHCTPYKUUK, paboynx opraHoB UAN OPraHoB ynpasBieHWs, BHeLU-
Hero suga n . n.

(ApantupoBaHo 13 [3]. NyHKT 1.4.68]

3.3.12 mogepHusauma MmeguumnHckoro nsgenusa: CosgaHve MeuLMHCKOro
n3aenuna ¢ ynyylweHHbIMU NoTpebunTenbCKuMM CBOMCTBAMMN NyTeM OrpaHUYeHHOro
n3MeHeHua 6a30B0ro (Mo4epHU3NPYeMoro) N3aenuns 1 B3aMeH ero.

MpumeyvaHunsa

1 MogepHuM3aunm NpomM3BoAMTCA NO 06WMM nNpaBuaam pas3paboTku NpoayKuum, a Mo-
LEPHU3NPOBAHHOMY U3Ae/NI0 NpucBanBaeTcs HoBOe 0603HaYeHNe C COXpaHEHUEM 3/1eMEH-
TOB 0603HaYEHNA MOAEPHU3NPYEMOTO U3enus.

FOCT P 58454— 2019
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2 MogepHuzaLyv nognexar ToMbko ycTapeBluMe WU3Aensl, Npe/ycMOTPeHHbIe Bro-
CMeACTBUM K CHSITWIO C MPOM3BOACTBA. [M03TOMy HEMpaBWIbHO OTHOCUTL K MOZEpHM3aLmMmn
pa6oTbl MO CO34aHMI0 MOAMUCHMKALMIA U3aeniA 1 MO COBEpPLLEHCTBOBAHMIO BbiMyCKaeMoi
MPOAYKLMM HEMOCPECTBEHHO B NPOLIECCE NPOM3BOACTBA.

3 TEepMUH «MOAEPHU3ALYS» MPUMEHSIETCS TAKKE M0 OTHOLLEHMIO K MEAVLIMHCKOMY 060~
PYZOBaHVIO. HAXOASLLEMYCS B SKCTUTyaTaLyu.

3.3.13 aKcnepTu3la TEXHUYECKO AOKYMeHTauuu: uccrefoBaHUe COOTBET-
CTBMS TEXHUYECKON [OKYMEHTaLMN yCTaHOB/EHHbIM TPe6boBaHNAM C OLeHKOI co-
BEpPLUEHCTBA 3a/I0)KEHHbIX B HEN TEXHUUYECKMX U XYA0XKECTBEHHbIX pPeLUEHUN.

MpumedyaHue — Tlpumepamn aKCnepTu3bl T SBSIOTCA BHEBEAOMCTBEHHAs 3KC-
nepTr3a TEXHVKO-3KOHOMUYECKVIX MoKa3aTesiell, aKCnepT3a noTpebuTesCKYX CBOMCTB, Me-
TposorMyeckas aKcnepTM3a 1 T. .

3.3.14

KOPPEeKTUPOBOYHble AelicTBuA: [eicTsns, npegnpuHMMaemMble C Lenbio
yCTPaHeHNa NpUYMH 06HapY>KEHHOTO0 HECOOTBETCTBUSA WAN APYrOi HeXxenarteIbHOM
cuTyaumn.

MpumevaHnsa

1 MoxeT npycyTCTBOBaTL H0/ee YeM oaHa NpU4MHa HECOOTBETCTBYS.

2 KOppeKTVpoBOYHbIe AeliCTBUS MPYHUMAIOTCS [/1s1 NPeAOoTBPaLLEHsi MOBTOPEHNS,
B TO BpeMs Kak NnpefynpeautesisHble AedCTBUS MPUMEHSIIOTCS 471 NpefoTBpalLeHys
MPOMCLLIECTBUSI.

3 CyLLUeCTBYeT pas3nnuvB Mexay KOpPeKTUPOBKOI U KOPPEKTUPOBOYHBIMU AEACTBUSMU.

[FTOCT P NCO 14937— 2012. nyHKT 3.5]

MpumeyaHune — TepMuH TaKke UCNOML3YETCA Ha nocneayroLyx atanax XL, M.

3.3.15

KOppekTMpoBKa: [eiicTBue ANs ycTpaHeHus 0GHApPY>XEHHOro HecooTBET-
CTBUSA.

MpumMeyaHue — KOpPeKTMPOBKA MOXET 6bITb BbINO/IHEHA COBMECTHO C KOPPEKTU-
POBOYHBLIMM AEACTBUSIMM.

[FOCT P NCO 14937-2012. nyHKT 3.6]

MpumMmeyaHne — TepMmuH TaKKe UCNOML3YETCA Ha MocneayroLyx atanax XL, M.

3.3.16

npegynpeautenbHole goictBma: [elicTBUA NO yCTPAHEHWUIO MPUYKMH BO3-
MOXHOr0 HECOOTBETCTBUA WU APYroil HexenaTesibHO BO3MOXHOW cutyaumu.

MpumeyvaHnsa

1 MoxeT npucyTcTBOBaTh 60/1ee YeM OfHa MPUYMHA BO3MOXHOMO HECOOTBETCTBUS.

2 MpepynpeavTensHbie ANCTBUS NPeAnpUHIMAIOTCS 411 NPeA0TBPALLIEHUS NPOMCLLE-
CTBUSI. B TO BPEMSI Kak KOPPEKTUPOBOYHbIE AMCTBUS MPUHAMAOTCS /1S MPefoTBpaLleH st
MOBTOPEHMSI.

[FTOCT P NCO 14937— 2012, nyHKT 3.17]

MpumeyaHune — TepMuH TaKke KCMOMb3YeTCA Ha nocneayrowmx atanax XL, M.
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YuyacTHUKKN pa6ot

3.3.17 pa3paboTuuk: dPuU3nYecKoe Wan LpuanNYecKoe NnLo, OTBETCTBEHHOE
3a pa3paboTKy MeANLMHCKOro U3genua u npuHumatoLLee Ha ceba OTBETCTBEHHOCTb
B OTHOLLEHUWN ero KOHCTPYKLUUN.

3.3.18

MeLULMHCKNIA concnonHuTenb: OpraHusauus unm usnyeckoe Lo, npu-
BfieKaeMble paspaboTuMKOM W/MAWM U3roToBUTENEM NS Pa3paGoTKM TEXHUYECKO-
ro 3afaHus (Hanpumvep, B BUAE MeAMKO-TEXHUYECKMNX TPeGOoBaHWiA), TEXHUHECKNX
TpeboBaHWii, TEXHUYECKOI [OKYMEHTaLUU ANs NPOBeAEHNs NPeaBapuTesbHbIX U
TUNOBBIX UCMbITAHWIA C Lle/Iblo OLEHKM COOTBETCTBUA (PYHKLMOHAbHBIX XapakTepu-
CTUK MeULMHCKNX U3aenuii Tpe6oBaHnsM.

MpumevyaHne — MefnKo-TexHUYeCKne TpeboBaHNSA, BbIMOJHAKOLWME POJb TEXHU-
4ecKoro 3afiaHusi uAn AononHsLWme ero. paspabaTbiBaloTCA Ha OCHOBE U3YYeHNs W aHa-
nn3a JOCTUXKEHUIA OTeYeCTBEHHON W 3apy6eXKHOW TeXHWKM, MeAWLUHbI, NepefoBoil Tex-
HOMOTMM NPOU3BOACTBA, Pe3yNbTaTOB BbIMO/IHEHHbLIX Hay4HO-UCcnegoBaTenbckux pa6ort,
a TaKke Ha OCHOBe WCXOAHbIX TpeboBaHWil 3aKasuunka uau notpebutens MeauLMHCKOro
n3genus.

[FOCT P 15.013— 2016, nyHKT 3.12]

3.3.19

ronoBHOIM ncnonHutens: Mpegnpusitne (opraHnsaunsi, 06beaNHEHNE), Bbl-
nosiHsioLee paboTy No CO34aHNI0 MEAULIMHCKOTO U3genus (Komnnekca, CUcTeMbl),
KOOpAVHVpYIOLLLee AeATebHOCTb UCNONHNUTENE COCTaBHbIX YacTeil aToli paboThbl
1 oTBevarLlee 3a BbINO/IHEHVEe PaboThl B LiESIOM.

[ApanTtuposaHo 13 FOCT 15.016— 2016, nyHkT 3.11]

3.3.20 gepxaTtenb NOATMHHUKOB TEXHUYECKOWN fOKyMeHTauum: OpraHu3a-
Uy, OCyLLEeCTBASIOWAs YYET, XPaHEHNE, BHECEHUE U3MEHEHWI N BOCCTAHOB/IEHNE
NOA/IMHHUKOB TEXHUYECKON JOKYMEHTaLUN.

3321

nuueHsunart: CTopoHa, nonyyarwas B COOTBETCTBUN C NNLEH3NOHHBLIM corna-
LieHnem npaso Ha ucnosb3oBaHne obbekTa nnueHsnn.

LI3). myHkT 1.5.20]

3.3.22

nnuyeHsnap: CTOpOHa, nepepgaruwad B COOTBETCTBUN C IMLUEH3NOHHBLIM corna-
LieHnem nmueH3naTty npaso Ha Ucnosb3oBaHne o6bekTa NNUEeH3nn.

LI3]. nyHkT 1.5.21]

3.3.23 npuemoyHas komuccusa: KonnernanbHblii opraH, HasHavyaemblii ons
OLIEHKV TEXHNYECKOTO YPOBHS BHOBb pa3pabaTbiBaeMoro MeguLUMHCKOro n3genus n
onpegeneHns BO3MOXHOCTM U Lien1ecoobpas3HOCTM NOCTaHOBKM AaHHON NpoayKumm
Ha MPOM3BOACTBO WAWN CAAYUN B IKCMyaTauuio 418 NPOAyKUMN pa3oBOro U3rotos-
neHus.

FOCT P 58454— 2019
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O6BbeKT n pesynbTart paboT
3.3.24

OMbITHbIA 06pa3el: Obpasel MeAWLMHCKOro U3Aenus, U3roTOB/IEHHbIA MO
BHOBb pa3paboTaHHOW pabouyeil JOKYMeHTauuu AN NPOBEPKN NyTeM WUCMbITaHWi
COOTBETCTBMSA €ro 3afjdaHHbIM TEXHUYECKUM TPebGOoBaHWNAM C Lefiblo NPUHATUA pe-
LUEHUS O BO3MOXHOCTU MOCTAHOBKM Ha MPOM3BOACTBO M (MAIX) UCNOb30BaHUS MO
Ha3HayeHut.

[AganTupoBaHo u3 NOCT 16504— 81. nyHKT 8]

3.3.25

NpOoMbILWNEHHbI 06pa3el: HoBoe Xy[0XeCTBEHHOE U XyA0XKEeCTBEHHO-KOH-
CTPYKTOPCKOE peLUeHVE, onpejensioliee BHELUHUI BUS U3AeNnUs Y NPUrogHoe asis
MPOMbILLSIEHHOTO MPON3BOACTEA.

MpumeyaHne — [MpaBo Ha NPOMBILLIEHHbIA 06pa3eLl, oxpaHseTcs rocygapcTBoM v
YAOCTOBEPSIETCS NaTeHTOM.

[[3]. nyHkT 1.1.36]

3.3.26

rofioBHOI o6pasel;: W3genue, ©3roToB/eHHOe MO BHOBb paspaboTaHHoOl f0-
KyMeHTauun. BbICTynatuiee OAHOBPEMEHHO B PO/M MepBbiX 06pa3uLoB Hecepuii-
HOI U MenKocepuiiHol NPoAyKUMK, peann3yemoli 3aKa3umky Ha 0CO6bIX YCOBUSX
MoCTaBKM.

MpumMmeuvaHus

1 KHecepuniiHO NPOAYKLUN OTHOCATCS OTAE/MbHbIe 3K3eXTNAPbl U3fennii nnn napTms,
MaTtepvanbl U BeliecTBa OrpaHMYeHHOro obbemMa. M3roToBasieMble Mo Mepe BO3HUKHOBeE-
HWUA NOTPeBHOCTU (3NM30ANYECKN).

2 MenkocepuiiHasi NpoAyKUMa — 3TO NPOAYKLMA, BbiMyCKaemas HeboNblMMN napTu-
MU Nof NOTPe6HOCTU KOHKPETHOro 3aka3uuka (noTpebutens).

[FTOCT P 15.301—- 2016. nyHkT 3.1.8]

MpumeyvaHunsn

1 F'onoBHoOIi o6pasel, NPOAYKLWUN U3rOTOBAAETCS TOrAa, Korga U3rotoB/ieHne OnbITHOTO
o6pasua He npeAycMOTpeHo. ITO xapakTepHO A1 MeNKOCEepPUAHOro 1 eMHNYHOTO NPoun3-
BOACTBA U3JeNuii C ANIMTENbHBIM LUK/IOM U3rOTOB/IEHNSA N MOHTaXa.

2 Kak npaBuno, ronoBHoi obpasel, n3roTasanBaeTcsi Npyu Co3gaHnn 0cob0 CAOXKHbIX
nsgenuii (KOMNIEKCOB), TPEBYHOLLMX 3HAUNTENbHbIX MaTepuasbHbIX U (PUHAHCOBLIX 3aTpar.

3 M3-3a BbICOKOI/ CTOMMOCTW, HAMHOrO NpeBbilawLeli CTOMMOCTb YyCTpaHeHNs BO3-
MOXHOCTeli Hef0opaboTK/ BbIMyCKaeMOi NpoAyKLUWUW, U3rOTOBMEHME OMbITHOTO obpasua He
LenecoobpasHo A48 cepuiiHoi NpoayKuuu.

3.3.27

o6pasel-aTanoH: O6pasel, NPoAyKLMM, YTBEPXKAEHHLIV B yCTAHOB/IEHHOM NO-
psgKe 1 NpefHa3HauYeHHbIA 4151 CPABHEHWSI C HAM U3rOTOB/IEHHOW MPOAYyKLWK Npy
ee NnpuemMKe 1 NocTaBke.

NMpumeyaHne — OGpasey-3TaNoOH MPOAYKUUN ABNSETCSH HACTHbIX» Cyyaem KOH-
TponbHOro o6pasua u npeacTaBnsieT co60il peanbHblil 3K3EXTNAP BbIMYCKAeMOW NpoaykK-
LMW, NpYMeHseMblii B KauecTBe JONONHEHUS K TEXHUYECKOI [JOKYMEHTaLMN Npyu HEBO3MOX-
HOCTW YCTaHOBNEHNS B Heli BCEX TPeGoBaHWM, XxapakTepuayLnx, Kak NpaBuio, BHELWHNI
BUJ 3TOW NPOAYKLMK.

[[3]. nyHkT 1.3.9]
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3.3.28

KOHTPO/bHbIA o6pasel: EguHMuUa NpoAyKuuu WAM 4YacTb, UAU npoba, yT-
BEPXXAEHHbIE B YCTAHOB/IEHHOM MOPS/AKE, XapakTEPUCTUKU KOTOPbLIX MPUHSATbI 3a
OCHOBY MpU U3roTOB/IEHNW U KOHTPO/IE TaKo e NPoayKLuU.

LI3]J. nyHkT 1.3.10]

3.3.29

o6pasel-mMoaens: O6pasel, n3fgenus, yTBepXAeHHbI B yCTaHOBEHHOM MNo-
psgKe v NpesHasHayeHHbl AN BbINOSHEHUS! MO HEMY UHAMBUAYAIbHbIX 3aKa30B
HaCe/NeHNs1 Ha U3TOTOB/IEHME TaKNX N34eNuil.

NMpumeyaHune — W3genue, U3roTOBNEHHOE MO UHAMBMAYANbHOMY 3aKa3y Hacerne-
HWs Mo 06pasuy MoAenu, LO/HKHO COOTBETCTBOBATL EMY C yYETOM O0COGEHHOCTEN UHANBUAY-
aflbHOro 3aKasuunka.

LI3], nyHkT 1.3.11]

3.3.30

6a30B0e 3HauyeHue: ITa/IoOHHOe 3HauyeHue (YHKLMOHANLHOrO napameTpa,
nméo:

- 3Ha4YeHWe napameTpa, NoJsly4YeHHOe MpU MePBUYHBIX UCMbITAHMSAX HA NOCTO-
SIHCTBO NapameTpoB, NPOBOAMMbIX Cpa3y Noc/se NepUoLNYECcKUX UCNbITaHWIA;

- 3HayeHWe napameTpa, YCTAHOB/IEHHOE COOTBETCTBYILIMM YaCTHbIM CTaH-
[apTOM. paBHOE CpeAHeMYy 3HAYeHW0 BE/IMYMH, MOJTyYEHHbIX B HaYasibHOl cepum
UCMNbITAHUIA Ha MOCTOSIHCTBO MapameTpoB, MPOBOAMMON cpasy nocne nepuvoguye-
CKUX UCMbITAHWIA.

[FOCT P 56606— 2015. MyHKT 3.2.2]

MpumMmeuyaHne — TepMUH TaKKe UCMOMb3YeTCsi Ha NocneAyoLmnx atanax XL, M.

JOKYyMEHTbI
3.3.31

3asBKa (Ha pa3pab0oTKy W OCBOEHME NPOAYKLUMN): VICXOAHbIA TeXHUYECKHUIA
[OKYMEHT 3aKas3uvka, COAepXalinii NpeasioXeHns 0 pa3paboTke U OCBOEHUW B
NPOV3BOACTBE HEO6XOAMMOW eMy MPOAYKUMM, BKIOUYAs CPOKW MPOBEAEHUS 3TUX
pa6oT, TEXHUKO-3KOHOMUYECKUE TPe6OBaHNS K 3aKasbiBAeMol NpoAyKuuu U 06b-
€Mbl ee Npou3BOACTBA.

MpumeyaHne — HeoTbeMIEMOW YacTblO 3asBKM SABNSOTCA UCXOAHble Tpe6oBaHUS
K MpoAyKuunun.
LI3], nyHKT 1.6.21]

3.3.32 TexHuyeckoe 3ajaHue Ha ONbITHO-KOHCTPYKTOPCKYK paboTy (Ha
pa3paboTky MeauuuHckoro msgenus); T3 OKP: VcXoaHbIA TEXHUYECKUIA [OKY-
MEHT AN5 pa3paboTkn MeANLMHCKOTo U3Aenns 1 TeXHUYECKOW AOKYMeHTauuu Ha
Hero, ycTaHaBMBAKOLWMIA KOMMIEKC TpeboBaHWA K U3AE/N0, a TaKKe K CoAepXa-
HUI0. 06bEMY M CpOKaM npoBefeHust pabor.

3.3.33

perucTpaumoHHas kapta OKP: VIH(DOpMALMOHHbIA AOKYMEHT YCTaHOB/EH-
HOVi (hOpMbI, coepXKalinii KpaTkne CBefEHWs O HAUMHAEMOV OMbITHO-KOHCTPYK-
TOpcKoli paborTe.

[[3]. nyHKT 1.6.36]
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3.3.34

nHpopmaymornHana kapta OKP: NHOpMaUMOHHbIA JOKYMEHT YCTaHOB/EH-
HOW hopMbl, cogepXalinii KpaTkme CBeAeHUss 0 3aBEPLUEHHON OMbITHO-KOHCTPYK-
TOpCKOW paboTe unu ee atane M O JOKyMeHTauuu, pa3paboTaHHOW B npouecce
paboTbl.

[[3]. nyHkT 1.6.37]

3.3.35

TexHU4Yyeckunii npoekt; TIM: Bug NpoOeKTHOM KOHCTPYKTOPCKOWN AOKYMeHTaummn
Ha usgenve, coAepXallnii OKoOHYaTe /lbHble TEXHUUYECKNE peLUeHuUs, gatoume nos-
Hoe MpefcTaB/eHNe 0 KOHCTPYKLUMM pa3pabaTbiBaeMoro Usgenus 1 BKIoYaroLLen
OaHHble, HeoGXoauMble U focTaTouHble ANs pa3paboTku paboueli KOHCTPYKTOp-
CKOW fOKyMeHTauuu.

[FOCT 15.016— 2016. nyHKT 3.8]

3.3.36

3CKU3HbIN NpoekT; 3lM: Bug NpoeKkTHOW KOHCTPYKTOPCKONM AOKYMeEHTaunm Ha
usgenue, cogepxatieli NpuUHUMNuUanbHble KOHCTPYKTOPCKME peLleHus, Aatolyme
obLee npefcTaBneHne 0 KOHCTPYKLMM 1 NMPUHLUMNE paboTbl U3henus, a Takke faH-
Hble. onpegensiolme ero COOTBETCTBIE Ha3HaYeHUIo.

[FOCT 15.016— 2016. nyHKT 3.7]

3.3.37

TexHuyeckoe onucaHune (o6pasua MeLuLUHCKOro n3genus): TeXHNYECKuit
[OKYMEHT, COCTaBNsEMbIl KaK [JONO/IHEHNE K CTaHAApPTY BUAA OOLMX TEXHUYECKMX
YCNOBUIA NN 0BLLUX TEXHUYECKMX TPe60BaHNiA U NCNO/b3YEMbIi COBMECTHO C 3TUM
CTaHAApPTOM B KayecTBe HOPMAaTWMBHO-TEXHWYECKOr0 AOKYMEHTa Ha KOHKPETHBbI
BUA, MEAVNLMHCKOTO U3genus.

NMpumMmeuaHne — TexXHUYECKOE OMMCAHUE MEAWNLUMHCKOTO U3LE/NSi COAEPXUT TOSb-
KO TpeGOoBaHUs K U3LENN0, KOHKPEeTU3NPYIoLLMe OTAENbHbIE MOMOXKEeHUs YKa3aHHOTO B HeM
cTaHgapra.

[ApanTupoBaHo 13 [3]. NyHKT 1.6.24]

3.3.38

KapTa TEXHUYECKOro YpOBHSA U KayecTBa NPoAyKuun: TexHUYeckuii foky-
MEHT. COAepXXallnii CBEAEHUS1 O TEXHUKO-3KOHOMWNYECKMX MOKa3aTensix NpoayKuum,
XapaKTepusyLLnX YPOBEHb €€ KAUeCTBa B CPABHEHWUM C JTyYLUUMU OTEYECTBEHHbI-
MU 1 3apy6eXHbIMU aHanoraMmu 1 nepcnekTUBHLIMU 06pasLamm.

[[3]. nyHKT 1.6.25]

3.3.39

aKT NpueMoyYHoil Komuccun: [JOKyMeHT, CoaepKallnii OLeHKY OMbITHOTO 06-
pasua (OMbITHOW NapTvK) ¥ PEKOMEHAALMN O NPOU3BOACTBE MPOAYKUMU U SIBASIO-
Lniica nocne yTBEPXAEHWS paspeLleHnem A4/1s NPOU3BOACTBA NPOAYKLUM B LieSIoM,
a TaKke ero CoCTaBHbIX YacTell Npu caMOCTOSITE/IbHON NOCTaBKe.

[[3]. nyHkT 1.6.29]

3.3.40
BaemMoe NnMMueH3napom nmueHsnaty u OCbOPMI'IeHHOG cneuvasibHbIM cornalieHunem.
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MpumeuvaHunsa

1 J/lnueH3na MoxeT 6biTb UCKIOUMTENBHON — Korga nuueHauap nepegaet NULEH3U-
aTy NoJSIHOe NpaBO UCMO/b30BaHNA 06bekTa IMLEH3UN, UK MPOCTON — Korfja nuueHsunap
ocTaBnsieT 3a cob6oli NnpaBo, Hapady C NULEH3MaToOM, UCN0b30BaTb 06bEKT NLEH3UN NN
npefocTaBnATb ee APYrvM avuam.

2 PasnuuyaloT Takke CMellaHHyl, OrpaHWyeHHylo, BO3BpaTHylO W Apyrue BuApl
NNLEH3NIA.

3.3.41 nuUEeH3MOoHHOoe cornalleHne (MMLEH3NOHHLIA aorosop): Cornaie-
HWe 1M [oroBop, NO KOTOPOMY OfHAa CTOPOHA NepedaeT ApYroi CTOPOHe Npaso Ha
1Cnonb3oBaHne 06beKTa IMLEH3NN Ha ONpefeneHHbIX YCI0BUSAX.

FOCT P 58454— 2019

license agreement

3.4 TepMUHbI, NCMOJ/Ib3YEMbIE Ha 3Tane NOCTaHOBKM MeAUUWHCKUX U3Aennii Ha Npou3BoACTBO

341

npoussoacTBo: Craamsa XL,. Ha KOTOpOl OCyLLeCTBNSETCA M3roTOB/IEHWE
nsgenuii, NnpegHa3HavyeHHbIX 4718 NOCTaBKU 3aka3unkam (CepuiiHbIX U3genwui).

[FOCT P 56136— 2014. nyHKT 3.22]

3.4.2

NnocTaHOBKa MPOAYKLMU Ha Npon3BoACTBO: COBOKYMHOCTL MepOnpuUsTHii
Mo opraHu3auuy NPOMBbILLJIEHHOTO NMPOU3BOACTBA BHOBL pa3paboTaHHbIX, MOAEep-
HWU3VPOBAaHHBIX UM PaHEe OCBOEHHOI Ha APYTUX NPeAnpUSTASX NPOAYKLMN.

MpumeyaHue — [locTaHOBKa MPOAYKLMM HA MPOM3BOACTBO, Kak NpaBWU/o, ocy-
LLECTBNSAETCA B [jBa 3Tana: MoAroToBKA MPOM3BOACTBA M OCBOEHWE. B OTAefbHbIX Cry-
yasix MoryT 6biTb AOMO/HUTE bHBIE 3Tambl. Hampyvep, npy MOCTaHOBKE Ha MPOV3BOA-
CTBO MPOAYKLMU MO SMLEH3MN MPeyCMaTpUBAETCsl eLlle 3Tan MOAroTOBKY TEXHUYECKOM
[LOKyMEHTaLM.

LI3]. nyHKT 1.4.26]

343

yCcTaHOBMBLUEECA NPOM3BOACTBO: MPON3BOACTBO M3A4eNMniAi N0 OKOHYaTe Nb-
HO 0TPabOTaHHON KOHCTPYKTOPCKOW M TEXHONOrMYECKON OKYMEHTaL .

[FOCT 14.004— 83. NyHKT 27]

344

cpefcTBa TEXHOIOrMYECKOro ocHalleHns: COBOKYNHOCTb OpyAuiA Npous-
BOZCTBA. HEOGXOAMMbIX AJ151 OCYLLECTB/IEHNA TEXHO/IOTMYECKOro npoLecca.

[FOCT 3.1109-82. nyHkT 92]

3.4.5

TexHosiorn4yeckoe 060py,qOBaHMEZ Cpe,ﬂ,CTBa TEXHOJZIOrn4eCKoro ocHatuie-
HUA. B KOTOPLIX A1 BbINO/IHEHNA OI'Ipe,qu'IeHHOI\/'I 4acTn TexXHOJIorm4yeckoro npo-
uecca pasmMellaroTca Mmartepuasibl UK 3aroToBkn, cpeacrea BOS,qu‘flCTBMFI Ha HUX,
a Takke TexHosiormn4eckasa ocHacTtka.

MpumMmevyaHue — [MMpyMepamm1 TEXHOOMYECKOTO 060PYA0BaHNA ABMISKOTCS UTEl-
Hble MalLMHbI, MPECChl, CTaHKW, MEYM, ra/lbBaHNYECKMNE BaHHbI, WUCTIbITATe bHbIe CTEHbI
UT. o

[FOCT 3.1109-82. nyHKT 93]
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3.4.6

TexHofnornyeckas ocHacTka: CpeacTsa TEXHO/IOrMUYECKOro OCHALLLeHWs, A0-
NOJHSIOWME TEXHOMOIMYECKoe 060pyaoBaHNe A/si BbINOSHEHUS onpeaesieHHol
yacTu TEXHO/OMMUECKOro npoLiecca.

MpumMeyaHne — [puMepamMn TEXHOMOTMUECKON OCHACTKW SIBNISIKOTCS: PEXYLLMIA
VHCTPYMEHT, LUTaMMbl, MPUCNIOCOBIEeHNs], KasmMGpbl, Mpecc-hopMbl, MOAENM, NUTElHbIe
(hOpMbI, CTEPXKHEBbIE SILLWKN U T. i,

[FOCT 3.1109- 82. nyHKT 94]

3.4.7

NPOU3BOACTBEHHbI LUMKA: VIHTepBan BPEMEHU OT Hadyana 40 OKOHUYaHWA
NPON3BOACTBEHHOTO MPOLLECCA W3TOTOB/IEHWSI UM PEMOHTA U3ENs.

[FOCT 14.004— 83. nyHkT 33]

3.4.8

TEXHONIOTMYEeCcKnii npouecc: YacTb NPON3BOACTBEHHOrO npolecca, coaep-
Xallas ueneHanpas/ieHHble AeCTBUA MO U3MEHEHUIO U (M) onpegeneHnto co-
CTOAHMA npegmeTa Tpyja.

MpumeyaHuna

1 TexHOMOrMYEeCKiA NPOLLECC MOXET GbITb OTHECEH K U3LE/NI0, Er0 COCTABHOMN YacTu
WM K MeTogam o6paboTku, hopmMoobpa3oBaHnst U COOpKM.

2 K npegmetam Tpyfa OTHOCATCS 3aroTOBKW W U3LENUS.
[FOCT 3.1109- 82. nyHKT 1]

3.4.9

NPOu3BOACTBEHHAA Nowanka: MecTo (MAeHTUMLMPOBAHHOE OAHUM aape-
COM). Tfie U3TrOTOBUTE/Tb OCYLLECTB/ISIET CBOKO AESATENTbHOCTD.

[FOCT P 55748— 2013. nyHkKT 3.7]

3.4.10 Bpeps: ®u3nyeckoe NOBPeXAEHVE WM HApYLUEHWEe 3[40PO0Bbs Niofei
WM NoBpeXaeHne COGCTBEHHOCTH, UK HapylleHue CBOICTB OKpyxatouieli cpe-
Obl.

34.11

onacHoCTb: MoTeHunanbHbIli NCTOYHWK BO3HUKHOBEHWSA yllepba.
[FOCT P 57149— 2016/ISO/IEC Guide 51:2014. nyHKT 3.2]

3.4.12 onacHasa cutyaumsa: O6CToATENbCTBA, B KOTOPbIX /IOAW, NMYLLECTBO
UM OKpyXatoLas cpefa noaBeprarvTcsa OAHON AN HECKONbKMM OMacHOCTSM.

3.4.13 onacHble oTxoAbl: OTX0A4bl, KOTOPble NOTEHLMa/IbHO BpeAHbl 419 Ye-
/I0BEKA, MMYLLECTBA WM OKPYXawLlei cpedbl, BK/Yas 0TX0Abl, ABMASOLMECS
BOCM/IaMEHAEMbIMU, FOPIOYUMU, KOPPO3MBHLIMU, TOKCUYECKUMU, pPeakTUBHbIMU,
PaHALWNMMN NN NHEKLNOHHBIMU.

3.4.14

puck: CoyeTaHve BEPOSITHOCTU MPUUMHEHUS Bpeaa W TSHXXeCTW 3Toro Bpeja.
[FOCT ISO 14971— 2011, nyHKT 2.16]
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3.4.15

OCTaTOUHbI/i puUcK: PWCK, ocTawwuiicsi nocne BbINOMHEHUs Mep Mo ynpas-
JIEHUIO PUCKOM.

[FOCT ISO 14971— 2011. nyHKT 2.15]

3.4.16

TAXecTb: Mepa BO3MOXHbIX NOCNEACTBWIA ONACHOCTY.
[FOCT ISO 14971- 2011. nyHKT 2.25]

3.4.17 Bbibopka: M3pgenue unu onpegeneHHas COBOKYNHOCTb U3Aenuid, oTo-
6paHHbIX 4719 KOHTPONA M3 NapTuv UM NOTOKa NPOAYKL M.

Buabl pa6boTt
3.4.18

noAroToBka npoussoAcTBa: CocTaBHas 4acTb MOCTAHOBKM MPOAYKLMU Ha
NpoV3BOACTBO, cofepxalliasi MEPONPUSITUSI MO NOATOTOBKE U 06ECNEeUEHN0 TEXHO-
NIOTMYECKOro MpoLecca ero U3roToB/IEHUS UM PEMOHTA B 3afjaHHOM 06bLEME Bbl-
nycka.

MpumeyaHune — Pa6oTbl MO NOArOTOBKE NPOM3BOACTBA MOMYT HAUMHATLCSA ELLE HA
cTagum paspadoTKu.

LI3]. nyHKT 1.4.27]

3.4.19

TexHonornyeckas noAarotoska npoussoactsea; TrM: CoBOKYNHOCTbL Mepo-
npusATWiA. obecneymBaroLLX TEXHOIOTMYECKYH FOTOBHOCTb NMPOM3BOACTBA.
MpumMmeyaHne — CucrteMa OpraHM3auyy U YNpaBiEHUst TEXHONIOTMYECKON Moaro-

TOBKOI1 MPOV3BOACTBA PerfiaMmeHTMpyeTcs KOMI/IEKCOM roCyAapCTBEHHbIX CTaHAapToB Eau-
HOW CUCTEMbI TEXHOMOrMYeCKol NoarotToBkn npomssogcTea (ECT/IM).

LI3J. nyHkT 1.4.28]

3.4.20

TexHo/sorMyeckas roToBHOCTb Npou3BoAcTBa: Hanuuve Ha npegnpu-
ATUN NOJSIHbIX KOMM/IEKTOB KOHCTPYKTOPCKOM M TEXHOMOTMYECKol AOKYMEHTaLMm
W CPeACcTB TEXHOMOMMYECKOrO OCHALLEeHUsi, HEOGXOAUMbIX A5 OCYLLECTBEHUS
3a/laHHOr0 06bema BbiMycKa NPOAYKLMM C YCTAHOB/IEHHLIMW TEXHUKO-3KOHOMU-
YecknMun nokasarensamu.

[FOCT 14.004-83, nyHKT 2]

3.4.21

aTTecTauus: JLOKYMEHTUPOBAHHbIV UCCNea0BaTeIbCKUM NPOLLECC, UCMOSb3y-
eMblii MU3roToBUTENEeM MeAMLMHCKON NPOAYKLWK, 4TO6bI Y0CTOBEPUTLCS B HAZEX-
HOCTY 1 cBoOliCTBax 060py0BaHNUs W/MKW NpoLecca, NPOBOAUMbINA [0 UX NMPUEMKM K
CMO/Ib30BaHMIO B NPOWN3BOACTBE.

MpumMmevyaHue — ATTecTauusi 060pyaoBaHUs WK NPOLLECCOB 06bHHO BKITOUYAET
B ce651 aTTeCTaLyIl0 YCTAHOB/IEHHOMO 060PY40BaHMS (NOC/e MOHTaXa), aTTecTalyo B OCHa-
LLIEHHOM COCTOSIHWM, aTTecTaLyito B 3KCTUTyaTaLym.

[FTOCT P NCO 13408-1— 2000. nyHKT 2.27]

FOCT P 58454— 2019
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3.4.22

aTTectayna yCtTaHOB/IEHHOTIO O60py,D,OBaHVIFII Mpouecc, KOTOprVI NnoKasbl-
BaeT. YTO yCTaHOBKa mau npouecc KaI'II/I6pOBaHbI N COOTBETCTBYKOT BCEM OTHOCA-
LWMMCA K HUM NMPOEKTHbIM KPpUTEPUAM N CTaHOapTam 6e30nacHOCTH.

[FOCT P NCO 13408-1— 2000. nyHKT 2.27.1]

3.4.23

aTtTecTtauua B OCHALLEHHOM COCTOSIHUM: KOMMMEKC NpPOBEpOK, KOTOpbli
[EMOHCTpYpYeT, uTo 060pyLoBaHue UYW npoLecc (hyHKLMOHWPYIOT Kak npegyc-
MOTPEHO. CYLLECTBYIOT MHCTPYKUMM MO 3KCMyaTauum o60pyAoBaHust U NepcoHa
06ydeH BK/OYATb, YNPaBsiTe U 06CNYXMBaTb 060pyA0BaHNE.

[FOCT P NCO 13408-1—- 2000. nyHKT 2.27.2]

3.4.24

aTtTecTauua B aKcnayaTayumu: Komnjaekc NpoBepoK CUCTEeMbl, JOKa3biBato-
Wmit ee a(pHEKTUBHOCTL U BOCMPOU3BOAUMOCTb.

[FOCT P MICO 13408-1— 2000. nyHKT 2.27.3]

3.4.25

ocBOeHMe npomssBoacTBa: CocTaBHas 4acTb NOCTaHOBKM npoAayKumMn Ha npo-
M3BOACTBO. BKAKYakuwas OTpaﬁOTKy 1N NpoBEpPKY NoAroToB/IEHHOIO TeXHOJIoOrn4ye-
CKOro npouecca 1 osnageHune npaktnyeCKMmu npuemamm U3rotoBeHnA npoayk-
umun co CTabuNbHbLIMKN 3HAYEHUSIMM NoKa3aTenel v B 3alaHHOM obbeme BblnyCKa.

MpumeyaHne — OCBOEH/E SIBMISIETCA 3aBEPLLAIOLLMM 3TaroM MOCTaHOBKW Mpo-
[OyKUMM Ha NPOM3BOACTBO, MOC/e KOTOPOro HauMHAETCs! YCTaHOBMBLLEECS MPOM3BOACTBO.
PelueHre 06 OCBOEHWM MPOAYKUMM MPUHUMAETCS MO pe3y/bTaramM KBasIM(OMKALMOHHBIX
UCTbITAHWIA.

[[3]. nyHKkT 1.4.29]

3.4.26

MOHTaX 060pyAoBaHua: Komnaekc pa6oT nNo c6opke, yCTaHOBKE U OTNaake
MalUWH, TEXHUYECKMX, IHEPTETUYECKMX W APYTMX YCTAHOBOK M CBA3AHHOIO C HUMM
o6opynoBaHus.

MpumeyaHue — OCHOBHblE 3Tanbl paboT: MOArOTOBKA K MOHTaXy, COGCTBEHHO
MOHTaX, PEry/iMpoBKa 1 caada pacoT. BbINoMHAETCS, Kak NPaBwio, Crieuyan3npoBaHHbI-
M/ MOHT@XXHbIMI OpraHM3aLysiMi, a Aas CNIOKHOTO 060pYA0BaHMsA — C ydyacTvieM Lued-
MOHTaXKHOrO NepcoHasia NpeanpUATS-M3roToBUTESS.

[[3]. nyHKkT 1.4.67]

3.4.27

KOPPEKTMPOBKa TEXHWYECKOI fOoKyMeHTauuu: Mpouecc pa3paboTku U BHe-
CEHUsI U3MEHEHUIT B YTBEPXKAEHHYI TEXHUUYECKYH AOKYMEHTALMIO.

MpumMevyaHue — Haubonee xapakTepHoii KOPPEKTVPOBKOI TEXHNYECKON AOKYMEH-
Tauuy, kotopas npegycMoTpeHa CPIM. siBfsieTcA KOPPEKTMPOoBKa Mo pesy/Tatam npes-
BapUTe/IbHbIX. MPUEMOYHBIX U KBA/TMEIMKALIMOHHBIX UCTbITaHWIA.

[[3]. nyHkT 1.4.21]
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3.4,28

popaboTka onbiTHOro ob6bpasua: Pa6oTbl, npoBoavMmblie no pesynbtatam finishing of pilot
npeaBapuTeNbHbIX WA MPUEMOYHBIX UCMbITaHUA 06pasL0B C Lesfblo obecneveHns  sample
MX COOTBETCTBUS 3aJaHHbIM TPEBOBAHUSIM, YCTPAHEHUS BbISIBIEHHbIX HEOCTATKOB
UK peannsauun NPUHATLIX 4ONOHUTENbHbLIX TPe6OBaHWA.

MpumeyaHune — [opaboTKy onbITHOro o6pasua cnegyet oTMyaTh OT JOBOAKN, KO-

TOpas MoXeT OCyLecCTBIATLCA NOC/ie ero N3rotoBneHna nepeg npeacraBieHnem Ha npeg-
BapuTe/sibHble UCNbITAHUA.

LI3]. nyHkT 1.4.23]

3.4.29

onbiTHas anpobauunsa: dopmMmMpoBaHne U UlydyeHne cnpoca noTpebutens Ha expirience
paspaboTaHHy0 NMPOAYKLMIO MO pe3ynbTataM peannsauyn onbITHOW NapTuu. approbation

LI3], nyHKT 1.4.24]

3.4.30

oLeHKa TEXHUYECKOro ypoBHS npoaykumn: COBOKYNHOCTb onepauwii, Bkn-  evaluation of the
Yawolasa BbI6op HOMEHKNATYpbl NoKa3aTesieil, xapakTepusyLnx TexHnyeckoe co- technical level of
BEPLUEHCTBO OLeHMBAEeMO NPoAYyKLMN, onpeAeneHne 3HadeHuii aTux nokasarenein  products
n conocTasneHne nx ¢ 6a3oBbiMU.

[FOCT 15467— 79, nyHKT 32]

3.4.31 ucnbiTaHns: Bce Buapl paboT, MPOBOAMMbIE B LeNSX OLEHKNU COOTBET-  test
CTBMA MEeAMUMHCKOrO u3aenusi TpeboBaHUsIM, YCTaHOB/IEHHbIM W3rOTOBUTENEM,
N obs3aTeslbHbIM TPeGOoBaHUAM, YCTAHOB/EHHbIM AEiCTBYOWMM 3aKoHOAATE b-
ctBom Poccuiickoin degepaumn.

3.4.32

nccnepoBaTeibCKMe UCMbITAHUA: VcnbiTaHnsa, NPoBoAMMbIE AN1A U3ydeHus investigation test
onpefeneHHbIX XapakTepucTUK CBOMCTB 06bEKTA.
n pnmedaHne — MCCﬂeAOBaTeﬂbCKMe ncnblTaHnA NPoBOAAT B npouecce Hay4yHo-
1ccnefoBarteNibCKux paboT, pa3paboTKu NPOAYKLMM (KaK NPaBuio, Ha aTanax 3CKM3HOro um
TexXHn4yeckoro I'IpOeKTVIpOBaHI/IFI), pa60T no CoBepLeHCTBOBaHUIO NpoayKunn, TexHonornyde-
CKOTO MpoLecca U3roTOBNEHNs, SKCnyaTaumuu n peMoHTa. O6beKTamu NCCefoBaTeIbCKUX
ncnbITaHWUi MOTYT CNYXWUTb MOAenn, MakeTbl, 3KCNepuMeHTaslbHble N ONbITHbIE 06pa3Lu>|,
rotosasi NPOAYKLMS, TEXHONOTYECKNE NPOLECChl U T. .

W3], nyHkT 1.4.11]

3.4.33

akcnepumMmeHT: CucTema onepauuii, BosgeicTeuiA n (Mnn) HabnwaeHnii, Ha-  experiment
NpaB/fIEHHbIX HA MOJlyYeHne NHopMaLmmn 06 o06bEKTE NPU UCCef0BaTeNbCKIX UC-
MbITAHNAX.

[FOCT 24026— 80. nyHKT 1]

3.4.34

[OBOAOYHbIE UCMbITAHUA: VcnbiTaHus, NpoBoAMMble Npu paspaboTke npo- developmental test
AYKUMW C Lefblo onpeaenieHuns nyTeii AOCTMXKEHUS 3a[aHHbIX 3HaYeHUin nokasare-
neit KayecTBa v NPOBEPKU UX peannsauuu.

LI3J. nyHkT 1.4.12]
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3.4,35

CTeHAoBble UcnbiTaHuA: McnbiTaHna 06bEKTOB, MPOBOAMMbIE Ha UCMbITA-
TenbHOM 060pyAoBaHMN.

[FOCT 16504— 81. nyHKT 54]

3.4.36

npeaBapuTesibHbie UCMbITAHUA: VCMbITaHUA OMbITHBIX 06pa3uoB U (Mn)
OMbITHBIX NapTUiA NPOAYKLUMN C LENbI0 ONPELENEHUS BO3MOXHOCTU WX NpeabsBie-
HUS HA NPUEMOYHbIE UCMbITAHMS.

MpumeyaHune — TIpeaBapuTenbHble UCMbITAHUS ABNSOTCS CaMONPOBEPKOW pas-

pa6oTuuka nepes npeAcTaBeHNEM OMbITHbIX 06Pa3L0B (OMbITHBIX NAPTUIT) HA NPUEMOYHbIE
UCMbITaHNS.

[[3]. nyHkT 1.4.15]

3.4.37

NPUEMOUYHbIe NCNbITaHnA: VicnblTaHWs ONbITHbIX 06Pa3L0B, OMbITHbLIX NAPTUIA
NpoAyKUMN NN U3LeNNiA eAMHUYHOTO NMPOU3BOACTBA, NPOBOAVMbIE COOTBETCTBEH-
HO C Liefblo peLleHns Bonpoca o Leecoobpa3HoCTM MOCTaHOBKU 3TON MPOAYKLUMM
Ha MPOU3BOACTBO U (MM) NCMOSIb30BAHUSA NO HA3HAYEHNIO.

[[3], nyHkT 1.4.16]

3.4.38

cepTUUKALVOHHbIE UCTIbITAHUS: VICNbITaHWsi, MPOBOAUMbIE C LieNbio cep-
TUMKALUM NPOAYKLMN.

[[3]. nyHkT 1.4.20]

3.4.39

KBaNM(UKALNOHHbIE WCMbITaHUA: VcnblTaHs MNPOAYKLWW, MNPOBOAMMbIE
Npv NOCTaHOBKE ee Ha NMPOWU3BO/CTBO C Lie/1bio OLLEHKU TOTOBHOCTY MPeAnpusaTUS K
BbIMYCKY NPOAYKLMM aHHOTO TNa B 3alaHHOM oGbeme.

[[3]. nyHkT 1.4.30]

3.4.40

npuemMo-cAaToyHble WCMbITaHUA: VICNbITaHUs M3rOTOB/IEHHON NPOAYKLMN,
no pesynbTatam KOTOpbIX NMPUHUMAaETCs pelleHre 0 ee NPUrogHoOCTY K nocTaBkam
1 (UNK) UCNOSIb30BaHMIO.

[[3], nyHKT 1.4.36]

3441

npeAbsBUTENIbCKUE WCNbITAHUA: VCNbITaHUs NPOAyKUMU, NPOBOAUMbIE
CNY>X60i TEXHWYECKOTO KOHTPOMS MPEeAnpUSTUA-U3rOTOBUTENS Mepes MnpeabsiB-
NIeHMeM ee A/1si MPUEMKM NPeACTaBUTENEM 3akKas3uuka, NoTPeGuTens WUam gpyrux
OpraHoB NpueMmKu.

[[3], nyHKT 1.4.37]
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3.4.42

nepuoguyeckue UcnbiTaHus: McnbiTaHns o6pasLoB Bbinyckaemoii npoayk-
LMK, NPOBOAMMbIE Yepe3 YCTAHOB/IEHHbIE MPOMEXYTKV BPEMEHN UM N0 Mepe u3-
rOTOBNEHNS ONpeje/IeHHOTo 06beMa NPOAYKLNN C Lie/blo KOHTPONS CTabUNbHOCTH
KauyecTBa NPOAyKUWW 1 onpejeneHnsi Heo6Xo4UMbIX MeponpuAaTHiA No ee noagep-
XaHuio.

NMpumeyaHne — Heo6GX0AUMOCTb NMPOBEAEHUSA NEPUOJUYHECKUX UCMIbITAHWIA, Nepu-
O[IMYHOCTb. MPOAOMKUTENBLHOCTL W YCNIOBUS NPOBEAEHNS, & TakKe 06beM NPOAYKLMM, Nog-
BEPraeMoii NCMbITaHWsIM, yCTaHaBNMBAETCS B CTaHAAPTaX, TEXHUYECKUX YCNOBUSAX U TEXHU-
YECKOI [JOKYMEHTaLMN Ha NPOoayKLuuio.

([3]. nyHkT 1.4.38]
n pnmedyaHne -— ﬂepVIO,D,VNeCKVIe NCNbiTaHNA HEe NPOBOAAT B TeX CiiydasX, Korga
BCce Tpe6oBaHNS CTaHAAPTOB NPOBEPSIOT NPU NPUEMO-CAATOUHbIX UCMbITaHUSAX, 06beM KOTO-

pbiX [OCTATOYEH A/151 KOHTPO/IA KayecTBa 1 NPUeMKU NPoAyKLuK, a Takke ec/in He TpebyeTcs
nepuoanYecKoe NoATBEPXKAEHNE KaYeCTBa M3rOTOBMIEHHONR NPOAYKLMK.

3.4.43

TUNOBbIE UCMbITAHNA: VCMbITaHNA BbINyCKaeMoW NpoayKuuu, NpoBOAUMblE
C Lenbio oLeHKN 3hDEKTUBHOCTY 1 LieNecoo6pasHOCTM BHOCUMbIX U3MEHeHWii B
KOHCTPYKLMIO, peLenTypy Uan TeXHOOTMYeCcKuii npoLecc.

LI3J. nyHKT 1.4.39]

3.4,44

3KCnyaTaynoHHblE WCMbITAHUSA: VICNbITaHWsi NPOAYKUMW, NMPOBOAVMbIE B
YCNOBUAX peasibHOl aKcniyaTauuu.

NMpumeyaHne — Pa3HOBMAHOCTbLIO 3KCM/yaTaUMOHHbIX UCMbITAHWA MOryT 6biTb
NOAKOHTPO/IbHASA UMW OMbITHASA 3KCMAyaTalusi, onblTHas HOCKa W Apyrue BUAbl NOAyYeHNs
MHpopMaLumn 0 NoBefeHnN NPOAYKLMN B YCNIOBUAX PeasibHOI aKCnayaTauuu.

LI3J. nyHKT 1.4.52]

3.4.45
UCnbITaHMA Ha NOCTOAHCTBO napameTpoB: Cepus ncnbiTaHWi Ana nog-
TBEPXAEeHNA COOTBETCTBUA beHKLI,VIOHaI'IbeIX XapaKTepuctuk unsagenna yctaHoB-

NIeHHbIM npejenam, NpPoBOAUMBIX 4711 PAHHErO BbISIBNEHUSI U3MEHEHUA NOTPe6U-
TENbCKNX CBOMCTB U3AENNS.

[FOCT P 56606— 2015. MyHKT 3.2.3]

3.4,46

FOCT P 58454— 2019

periodical test

type test

field test

constancy test

BepVIqI)VIKaLWIFIZ MNoaTsepxaeHne nocpefcTsoM npeacTas/ieHns 06BEKTMBHbBIX
CBMAETeIbCTB TOro, YTO YCTAaHOB/IEHHbIE TpEﬁOBaHVIH ObIIN BbIMNOMHEHBI.

MpumeyaHunsna

1 TepMUH «BepuULMPOBaH» WCNONb3YT AN 0603HAYEHUS COOTBETCTBYHLLErO
cTaTyca.

2 [esiTeNnbHOCTb NO NOATBEPXAEHNIO TPe60BaHNSAM MOXET BK/oUaTb B Ce65:

- OCyLlecTB/IeHVe aNbTEePHATUBHbIX PACYETOB,

- CpaBHeHMe cneuynurKaymm Ha HOBbI NPOEKT C aHasnorMyHoll fokymeHTauuell Ha
anpobypoBaHHbIl NPOEKT:

- npoBefeHve UCNbITaHnii n AeMOoHCTpaLuii;

- aHann3 JOKYMEHTOB A0 UX BbiMycKa.

[FOCT P 56033— 2014/PykoBoactBo NCO/M3IK 63:2012. nyHKT 2.20]

verification
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MpumevaHne — TepmuH TakKKe UCMNONb3YyeTCA Ha nocnegyowmx aranax XL MA.

3.4.47

Banupauusa: [JokyMeHTMpoBaHHas npoleaypa nonyyeHus, perucrpauum n nH-
TepnpeTtauun pesynbTaTtoB, HeobXxoaumas AN1a AeMOHCTpauum Toro, YTo npouecc
Hen3MeHHO BblaeT NPOAYKT, COOTBETCTBYIOLWMI 3apaHee onpejesieHHbIM cnewm-
rkaumam.

[FOCT P NCO 14937— 2012. nyHKT 3.35]

MpumevaHne — TepMuH TaKke UCNOML3YETCA Ha nocneaytowmx atanax XL, M.

3.4.48

aBTOpCcKuMii Hap3op (B mpou3BogcTBe/akcnnayatauuu/npogykumm): CoBo-
KYMHOCTb MepOonpusiTUii, NPOBOAUMbIX Pa3paboTUMKOM B KOHKPETHbIX YCNOBUAX
npousBoAcTBa/akcnayaTauun/pa3paboTaHHoii UM MNPOAYKUUM WU TexHosornye-
CKOro npouecca no o6ecneyeHnio COOTBETCTBUSA X YCTAHOBNEHHbIM TPe6oBaHNAM
N CBOEBPEMEHHOMY YCTPaHEHWIO BbISIBMIEHHbIX HEAOCTATKOB NPOAYKLUM N TeXHO-
NIOrMYecKoro npowecca/akcnnayarauuu/.

MpumeuvaHuns

1 ABTOpCKUIA HAA30p MOXET MPOBOAUTLCA MPY YYacTUM NpefcTaBUTeNeil N3roToBuTe-
I, 3aKa34MKa WM NoTpeduTensi.

2 KoHTporb pa3paboTumnka 3a 13roTOB/IEHMEM OMbITHbIX 06Pa3LI0B N OMbITHLIX Map-
TWIA. ABNSAIOLLMIACA YACTbLIO OMbITHO-KOHCTPYKTOPCKWX WK OMbITHO-TEXHOIOTMYECKMX paboT,
He MOXET CUMTaTbCs aBTOPCKVM HaA30pOM.

[[3]. nyHKT 1.4.48]

3.4.49

KOHTPO/b KayecTBa NpoayKunn: KOHTPO/b KOIMUYECTBEHHBLIX W (MNK) Kade-
CTBEHHbIX XapaKTEPUCTUK CBOWCTB MPOAYKLUN.

[FOCT 16504— 81. nyHKT 82]

3.4.50

TexXHn4YecKui KOHTpO/b: [poBepka COOTBETCTBUA obbekTa YCTaHOBJ/IEHHbIM
TeXHNYEeCKUM TpGﬁOBaHVIﬂM.

[FOCT 16504— 81. nyHKT 81]

3.4.51

BXOZHON KOHTPOb: KOHTPOMb NPOAYKLMM MOCTaBLLMKa, NOCTYMNUBLLENA K No-
TpebuTeNto UM 3aKasuvky U npefHasHavaeMoli AN NCnonb30BaHUs Npu U3roTos-
NIEHUN. PEMOHTE MW 3KChyaTaumy npogyKuum.

[FOCT 16504-61. nyHkT 100]

3.4.52

NPMEeMOYHbI KOHTPONb: KOHTPOMb NpoAyKuuu, Mo pesynbTatam KoToporo
NPYHUMAETCA PeLLEHNE O ee NPUrogHOCTY K MOCTaBKaM M (M/1M) MCMOMb30BAHNIO.

[FOCT 16504— 81. nyHKT 102]

24

validation

designer's
supervision

(in production/
usage/)

product quality
inspection

technical inspection

incoming inspection

acceptance
inspection



3.4.53

WHCMEKLNOHHbIA KOHTPOb: KOHTPO/b MpoAyKumu, OCyLLecTBAseMblli cne-
LMasnbHO YNOSIHOMOYEHHBIMUY N aMy B Nopsake Haa3opa.

(13]. nyHkT 1.4.34]

3.4.54 npuemka npoaykuumn: MpoBegeHne cay>K60oin TeEXHNYECKOro KOHTPONs
n (Wnn) npeacTaBuTeNeM 3akasunka NPMeMOYHOro KOHTPO/IA NpoayKuumn n opopm-
NeHVe JOKYMEHTOB 0 ee MPUrogHoCcTy K noctaBkam v (Man) NCMoNb30BaHUI0.

MpumMmeyaHue — [IpoBepsiETCs COOTBETCTBYE MPOAYKLMM TPeGOBaHMUSIM, YCTaHOB-
JIEHHbIM B CTaHAapTaX, KOHCTPYKTOPCKOl AOKYMEHTALWN, TEXHUYECKUX YcioBusix (TY), fo-
roBOpe Ha NocTaBKy 1 0thOpPM/IEHIE COOTBETCTBYHOLLMX [IOKYMEHTOB.

3.4.55

aHanus pucka: CuctemaTnyeckoe Ncnonb3oBaHne umerLencs nipopmauum
[ONS BbISB/IEHWSA ONACHOCTEN 1 onpeAeneHns pucka.

MpumeyaHune — AHa/mM3 pucka BK/IHOYAET M3YYEHNE NOCNEA0BAaTENbHOCTU COObI-
TWiA. KOTOPbIE MOMYT NPMBECTH K ONACHbLIM CUTyaLVsM 1 NPUYMHEHWIO Bpeaa.

(ApgantupoBaHo 13 NOCT ISO 14971— 2011. nyHKT 2.17)

3.4.56

ynpaBneHne puckom: Mpouecc NpUHATUS pPeLleHnii U BbIMOSHEHNUS Mep Mo
YMEHbLUEHWNI0 PUCKOB 40 YCTAHOBNEHHbLIX YPOBHEW WU NoafaepXaHus PUCKOB Ha
YCTaHOB/IEHHBIX YPOBHSIX.

[FTOCT ISO 14971- 2011. nyHKT 2.19]

3.4.57

MeHeMKMeEHT pucka: CuctemaTnyeckoe NpuUMeHeHne NoOANTUKK, NpoLeayp U
NpakTU4Yecknx MeToA0B MeHeHKMEHTA AN PeLleHNs 3a4a4 aHannsa, OLeHUBaHus,
yrpaBneHnst 1 MOHUTOPUWHTIa prcka.

[FOCT ISO 14971— 2011, nyHKT 2.22)

3.4.58

onpepgeneHne pucka: pouecc, NPUMeHAEMbI NS NPUCBOEHWUS 3HAYEHWi
BEPOSAITHOCTW HaCTYN/EHUSI BPeAa U TSHXKeCTU 3Toro Bpeja.

[FOCT ISO 14971- 2011. nyHKT 2.20]

3.4.59

oloHMBaHWe pucka: lMpouecc cpaBHEHUA PUCKA, KOTOPLIW yxe onpeaeneH,
C YCTAHOB/IEHHBIMY KPUTEPUSMU pUCKA A/151 ONPeSeneHus 4onycTMOCTU pyUcKa.

[FOCT ISO 14971- 2011, nyHKT 2.21]

YuyacTHUkn paboT
3.4.60

U3roToBuUTENb (MPOM3BOAMTENB): HOpuauueckoe NMUO WM u3nyeckoe
VL0, 3aperncTpupoBaHHOE Ha Tepputopun Poccuiickoii ®epepaunn B KadecTBe
VHAMBMAYANIbHOMO NpeanpuHuMaTessl, 0TBETCTBEHHOE 3a NPOM3BO/ACTBO, YNaKOBKY
U MapKvpoBKY MeAMLMHCKOro M3aenns, He3aBUCMMO OT TOr0, NMPOU3BOAUINCH /1
3TW onepauun cCaMoCTOATENBHO UK C NPUBIEYEHUEM TPETHEN CTOPOHBI.

[FOCT P 15.013— 2016. nyHKT 3.9]
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MpumevaHnsa

1 /3roToBUTENb HECEeT KOHeuHyl 0pUAMYEcKyl0 OTBETCTBEHHOCTb 3a o6ecneveHvie
BbINOMIHEHVSI MPUMEHUMbIX PETYNNPYIOWMX TPeGOBaHNIA CTPaH UAN PUCAUKLUI B OTHOLWWE-
HUM MeAMLMHCKUX U3AeNuidl, ANA NPOoAaXku B KOTOPbIX OHW NpefHasHauyeHbl, eCiu TObKOo
MHOE He YCTAHOB/IEHO CMeunanbHbIMKU TPeGoBaHUAMM PETYMPYIOWMUX OPraHOB B faHHOW
IOPUCAUKLMN.

2 MpoekTupoBaH1e u/Mnu NpPou3BOACTBO MOTYT BK/toYaTb B ce6si pa3paboTKy cnewuu-
hvkauuii NnpoAyKumM, NPoM3BOACTBO, C60pPKY, 06paboTKy, YNaKkoBKy, NepeynakoBKy, MapKu-
pOBKY. NepemMapK1poBKY. CTepUNN3aLuio, MOHTaX Uiu nepepabotky M.

3 Inyo, n3meHsioLee npejHa3HauYeHHOE NPUMEHEHNE MEAMLIMHCKOTO N34enus Uau Mo-
Auduumpyloulee MeauLMHCKOe u3genue 6e3 coriacusi M3roToBUTeSNs 415 BbiNycKa U3aenus
nog CBoMM COGCTBEHHbIM UMEHeM, CrefyeT paccMaTpuBaTh Kak U3roToButens mMoaudguum-
POBaHHOTO MEAWULMHCKOTO U3Lenusl.

4 YNONHOMOYEHHbBI NpeacTaBuTenb, AUCTPUBLIOTOP UKW UMNOPTEP, KOTOPbIA TOMLKO
fo6aBnseT cBO afApec 1 KOHTAKTHble AlaHHble Ha MeANLWNHCKOe U3aenne Uan Ha ynakoBky
6e3 yfaneHus unv U3MEHEHNUs OPUrNHANbHOW MapKUPOBKK, He ABNSETCS U3rOTOBUTENEM.

34.61

YyNO/HOMOUYEHHbIVi NpeAcTaBUTeNlb  NPoOU3BOAUTENS (M3rOTOBUTENS):
HOpuanyeckoe nULO UNU WHAWBUAYaNbHbIA NpeAnpUHUMATENb, 3aperucTpmpo-
BaHHble Ha TeppuTopun Poccuiickoii degepauyum, ynoiHOMOYEHHOe MPOM3BOAN-
Tenem (M3roToBUTENEM) MEAULMHCKOTO U3Aenus NpeAcTaBnsaTb ero WHTepechl Mo
BOMpocaM 06palleHnst MeAMUMHCKOro U3Aenus Ha Tepputopun Poccuiickoii ®e-
[epauuu. B TOM 4uc/ie No BOMpocam npoueayp OLEeHKU COOTBETCTBUS U rocyaap-
CTBEHHOIi perncTpauum, Ha UMsa KOTOpPOro MOXeT 6biTb BblAAHO perncrpalmoHHoe
yAOCTOBEPEHME HA MEAWLIMHCKOE U3enve.

[[4]. nyHKT 4]

3.4.62 noapaguuk: Opuguueckoe nnu gousnyeckoe nuLo, KOTopoe NPoBoAUT
ONA 3aKasuvka iy notpebutens paboTtbl, obecneunsatlyme BBOS 06BbEKTa B 3KC-
nayartaumio. BKIoYas CTPOMTe NbHbIE, MOHTaXKHbIE U HanafouHble paboThbl, a TaKke
PEMOHT.

3.4.63 cybnoapaguuk: Opugmyeckoe nnm dmsnyeckoe nuLo, KOTopoe npo-
BOAUT paboTbl MO AOroBOPY C NOAPSALUNKOM.

3.4.64

authorized
representative

contractor

subcontractor

cuctemMa MeHepXmeHTa kKadvectBa; CMK. OpraHusalmoHHas CTPYKTypa,
dhyHKUMK, Npoueaypbl, NPOLLECChl K Pecypchbl, HEOOXoAUMbIE ANA BHEAPEHNUA Me-
HeKMeHTa KayecTsa.

[FOCT P 54421— 2011. nyHkT 3.17]

O6bEKT 1 pe3ynbTaT paboT
3.4.65

nonyabpukart: M3genve npeanpuaTua-nocTaslUMKa, nognexaliee Aonosn-
HUTENbHOI 06paboTke UM cbopke Ha NpeanpuATUM-NoTpebuTene.

[[3]. nyHkT 1.2.21]
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3.4.66

KomnnekTylouiee nsgenue: CocraBHas yacTb (DUHASILHOTO WU3Aenus, SBNSA-
oanaca KOHCTPYKTUBHO 3aKOHYEHHbIM CTaHAaPTHbIM WU WUHbIM U3genvem (Ha-
npumep. npuéop, 610K, MoAy/b, y3en U T. N.), HEOBXOAUMbIM ANS NPUMEHEHUS
¢hMHaNBbHOrO U3AeNMa No Ha3HAYEeHWI0 N NOCTaB/seMbIM MO 3aKasy NnL,. oCyLLecT-
BASIIOLMX co3faHve, aKcnayaTauuio u (MnaM) peMoHT hrMHanbHOro nusgenvs, nnéo
CaMOCTOSITe/IbHO CO3/aBaeMbIM TakUMU MLaMu.

[FOCT P 53394— 2017, nyHKT 3.5]

MpumeyaHne — COCTaBHbIMU YaCTAMW U3AEMNSt MOTYT BbiThb AETaNIN 1 CE0POUHbIE
eAVHNLI.

3.4.67

KOMMMeKTylolee NoKynHoe nagenve: KomnnekTylouee usgenve, noctass-
eMOo€e a roToBOM BUZEe MO 3aKasy 1L, OCYLLECTB/ALWNX CO3aHNe, IKCTIyaTauuo
¥ (MNM) PEMOHT APYroro U3aenus, U UCnosib3yemMmoe B 3TOM U3AeNnn B KauecTBe ero
COCTaBHOI4 yacTu.

[FTOCT P 53394— 2017. nyHKT 3.6]

3.4.68

KoonepupoBaHHoe usgenune: Komnnekrywowee nsgenuve, nonyyaemoe npes-
npuAaTMem B rotToBOM BMAe U U3roToB/1IEHHOE MO ero TEXHUYECKOl AOOKYyMeHTauuu.

W3], nyHKT 1.2.31]

3.4.69

cocTaBHas yacTb: M3genue, BbinonHsawoWee onpeaeneHHble yHKUUN B CO-
cTaBe Apyroro usgenwus.

[FOCT P 53394— 2017. nyHKT 3.7]

MpumMmeuaHue — CocTaBHasi YacTb o6pasua MM paspabarbiBaeTcs A5l AAHHOro
06pastia no T3 3akaszumka uim T3 rofI0BHOTO UCTIONHUTENS U MOXET U3roTaB/IMBATLCS Kak Ha
npeanpuATAY— M3roTouTeNe o6pasua M. Tak 1 Ha ApyroM NpeanpUsiTun.

3.4.70

fgeTtanb: /3genve, n3roTosfieHHOe U3 MaTepuana O4HON Mapku 6e3 npumeHe-
HMS COOPOUHBIX onepauuii.

3], nyHkT 1.2.17]

3.4.71

c6opoyHasa eguHuua: M3genve, coctaBHble 4acTW KOTOPOro nognexart coe-
OVNHEHNIO MeXay Co60i Ha NpeAIpUATUN-N3roToBMTENe COOPOYUHBIMU ONepaluaIMu.

LI3J. nyHkT 1.2.18]

3.4.72

ycTaHoBOYHaA cepua: lNepBas NpombilLNEeHHaA napTusa VI3,D,eﬂVIVI, N3roTos-
NneHHasa B nepuoa ocBoeHUA Npon3BoAcTBa No AOKYyMeHTauuun cepvu7|Horo nnn mac-
COBOro npoussoacTea C LEeNb0 NOATBEPXAEHNA TOTOBHOCTU NPOU3BOACTBA K BbiNy-
CKy npoaykumnmn ¢ yCtaHOBJ/IEHHbIMU TpeﬁOBaHVIFIMVI N B 3afjaHHbIX obbemax.

[FOCT 2.103- 2013. nyHKT 3.1.8]

FOCT P 58454— 2019
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3.4.73

onbiTHass napTus: COBOKYMHOCTb OMbITHbIX 06PAa3LOB WU ONpPefeeHHbI
06BEM HELITYYHOI NPOAYKUMN, N3FOTOB/IEHHbIE 3a YCTAHOB/IEHHbIV MHTEpBan Bpe-
MeHU No BHOBb pa3paboTaHHOl OfHOI 1 TOM e fOKYMeHTauun Ansi KOHTPOSIs COo-
OTBETCTBUS MPOAYKUMM 3aflaHHbIM TPeGOBaHUAM U MPUHATAS pelleHust 0 nocTa-
HOBKE €e Ha MpPOoU3BOACTBO.

[[3]. nyHkT 1.3.7]

3.4,74

ONbITHO-NMPOMBbIW/EHHAa napTua: MNapTna NpPoAyKUUWU, W3roToBMEHHAs Ha
ONbITHO-NPOMbIWNEHHOM 060pyp,0BaHVIVI ANnA NpoBeEpPKN ee COOTBETCTBUA TEXHUNYE-
CKOMY 3ajaHuio, ctTaHaapTamM, TEXHUYECKUM YCNOBUAM C Le/ibl0 NPUHATUA pelle-
HMA O BO3MOXXHOCTWU NOCTaHOBKW MpOoAyKUUM Ha NpPoOuU3BOACTBO U UCMO/b30BaHUA
3TOM napTnm No HasHa4eHuto.

MpumeuaHusn

1 [laHHbIli TEPMUH, KakK U TEPMUH «OMbITHO-MPOMbIL/IEHHbIV 06pa3eL, 060pyA0BaHNSA»,
He MMeeT CcTaHAapTM3MPOBAHHOrO onpegeneHus. OH UCNONb3yeTcsl B psifie AUPEKTUBHbIX
AOKYMEHTOB, B Hay4YHO-TEXHNYECKOI NTepatype NpUMEHNTE/bHO K CO34aHNI0 MaTteprnanos
1 BeLLecTB.

2 O6513aTeNbHbI NPU3HAK, KOTOPbIA NPUCYLL, ONbITHO-NPOMbILLIEHHO) NapTuK (ONbITHO-
NpPOMbILLIEHHOMY 06pasLy). — 3TO COBMeLeHMe B OAHOM 06beKTe npeameTta NpoMbILLIEH-
HOI NPOBEPKM U NPOMBILLIEHHOTO UCNONb30BaHNS.

3 Mo cylecTBy, ONbITHO-NPOMbILWIEHHAA NapTUs (OMbITHO-NPOMbILW/IEHHbI 06pa3eLy)
SABNAETCA Pa3HOBMAHOCTbLIO OMbITHON NapTumn (ONbITHOTrO 06pasua).

([3]. nyHkT 1.3.8]

3.4.75 KoHTponvpyemas napTua (npofykuum): COBOKYMHOCTb eANHUL, O4HO-
POAHOIM MPOAYKLMMN, U3TOTOB/IEHHbIX B TEYEHUE ONpeae/ieHHOro MHTepBasia BpEMEHU
Mo OAHOW 1 TOI Xe TEXHOMOrMYecKoll fJOKyMeHTaumum (CTaHaapTy), OLAHOBPEMEHHO
npeabABAsAEMbIX Ha UCTbITaHWUSA W (MK) MPUEMKY, MPW OLEHKe KayecTBa KOTOpPbIX
NPUHMMAIOT OfHO 06LLee peLleHne.

3.4.76

cneuncuunpoBaHHoe usgenue: Magenve, coctosilee U3 HECKOMbKUX CO-
CTaBHbIX YacTei.

[[3]. nyHkT 1.2.27]

3.4,77

HocneuudnuupoBaHHoe nsgenve: Msgenme, He MMeloLLee COCTaBHbIX YacTeld.
([3], nyHkT 1.2.28]

3.4.78

cTaHfapTHoe u3genue: M3genve, M3roToB/IEHHOE MO CTAHAAPTY, MOJIHOCTbIO
1 0IHO3HAYHO OMNpefensaLEeMy ero KOHCTPYKLMIO 1 NoKa3aTenn KavecTsa.

[[3]. nyHkT 1.2.32]

3.4.79

YHUUUMPOBAHHOE n3genve: W3genve, npyMeHeHHOe B KOHCTPYKTOPCKOW
[OOKYMEHTaLNN HECKONbKUX U3AeNuiA.

([3]. nyHkT 1.2.33]
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3.4.80

FOCT P 58454— 2019

huHanbHoe nsaenve: CNoXHoe usaenve, He Hyxaallleecs B ganbHelilei
MPOMBILW/EHHON NepepaboTke, NpegHasHaveHHoe A5 NocTaBku (NMpogaxu) ¢ ue-
/b0 €r0 CamMOCTOSITE/IbHOrO NMPUMEHEHUSI MO Ha3Ha4YeHWo U COCTOosILLEe U3 KOH-
CTPYKTMBHO. (PYHKLMOHA/IbHO U MH(OPMALMOHHO CBA3aHHbIX COCTaBHbIX yacTeli
(M3genuii M Matepmasnos, B TOM YMC/e CUCTEM, NOACUCTEM, NPOrPaMMHbIX 1 anna-
paTHbIX CPEACTB).

[FOCT P 53394— 2017. nyHKT 3.4]

3.4.81

rotoBasi NpPoAyKuUuns: M3rotoBneHHass NpoAyKuus, Npu3HaHHas MpUrofHon K
nocraeskam v (MNN) NCMONb30BaHUIO.

MpumeyaHne — TepMuHbl «rOTOBasA NPOAYKUUA» U «TO4HAA NPOAYKLMUSA».CXOAHbIE
no CMbIC/ly, UMeIT pasfnyHble cdepbl NpUMeHeHns. Ecnn TepMuH «rotoBas NpoayKuus»
B OCHOBHOM KCNO/Mb3yeTcs B chepe NpousBoAcTBa (Hanpumep, oTnaj rotoBoli NpoayKummn)
1 03Ha4yaeT 3aKOHYEHHOCTb TeXHOI0rMYECKOro npouecca, To TEPMUH «TOAHAs NPOAYKLUA»
npumeHsieTca B chepax notpebneHns, obpaleHus, akcnayataumm (Hanpumep, CPoK rogHo-
CTKn) 1 03HavaeT NPUrofHOCTb NPOAYKLMUN K BbIMOMHEHMNIO 3a4aHHbIX (DYHKLWA.

LI3]J. nyHkT 1.2.10]

3.4.82

HoBasA npoAyKuus: MpoayKumus, BrnepBble U3rOTOBMEHHAs B CTpaHe, oT/nya-
lolasics OT BbIMyCKAEMOl YNyULWEHHbIMW CBOWCTBAMU WU XapaKTepPUCTUKaAMU U
nosiydarowias HoBoe o603HadeHue.

NMpumeyaHne — KHOBOI NPOAYKLMM OTHOCATCS TaKKe MOAEPHN3NPOBaHHAS MOAW-
hmumpoBaHHas NPoAyKUUs.

LI3]. myHkT 1.2.11]

3.4.83

MOJepHN3npoBaHHasa npoaykuus: MNpoaykuus ¢ HOBbIMW KauyeCTBEHHbIMU
XapakTepucTukamu, MoflydYeHHbIMW B pe3ynbTaTe MOAepHM3auuy BbiNycKaeMoii
NpoAyKLUH.

L3J. nyHkT 1.2.12]

3.4.84

OoCBOeHHas npoaykuusa: T[poAyKuWsi YCTaHOBMBLUEroCcsi MPOMbILLIEHHOTO
NPOV3BOACTBA, BbiMyckaemasi npeanpusTeM B 3aflaHHOM 06beme.

MpumeuaHne — TIPOAYKUMS HAYMHAET CUATATLCA OCBOEHHON C MOMEHTAa MoA-
TBEPXAEHMS TOTOBHOCTM MPEANPUATUS K e CEePUIiHOMY BbIMYCKYy Ha OCHOBE OTpaboTaHHO-
ro NPOM3BOACTBEHHOrO Mnpolecca, o6ecnedynBaloLLero cTabuibHoe KauyecTBO MpPOAYKUUM.
TepMUH «OCBOEHHAsi MPOAYKLMS» MPUMEHSETCS, Kak NpaBuio, MO OTHOLIEHWIO K KOHKPET-
HOMy npeanpusTvio. MpoAyKLWs, OCBOEHHAS Ha OLHOM NPEANnpuUATUM, B cliyyae ee nepe-
[aun Ha apyroe npeanpustre TPe6yeT TaxKB OCBOEHUSI MPUMEHUTENIbHO K OCOBGEHHOCTSM
nocnegHero.

LI3]. nyHkT 1.2.13]

3.4.85

cepTuduuMpoBaHHas npoaykums: Mpoaykuys, npowealwas ceptTudmkaLmo
¥ MMeloLLas COOTBETCTBYIOLLEE NOATBEPXAEHNE 06 3TOM.

LI3J. nyHkT 1.2.14]
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3.4.86

AedekTHas eguHuua (npoaykuun): EagmHnua npogykumn, obnagatowasn xota — defective unit
6bl 0AHUM fedheKToM.
((3). nynkT 1.2.16]

3.4.87 eAuHnua npoaykuuu: OTAeNbHbI 3K3eMMNAp WTYy4yHOW mpoaykummn  unit of product
Unn onpefenieHHoe B yCTAHOB/IEHHOM NOPSAAKEe KOMNMYECTBO HELWTYYHOM nnn WTyy-  (item; entity)
HOli npoayKumu.

n punmeyvyaHune -— Co00TBETCTBEHHO, o6bem napTmm — 3TO YMUCNO Taknx eguHul B
napTuu.

3.4.88

efVMHNYHan npoAykuua: OTAaenbHoe u3genve WM NapTus Npogykuuu ycta- — single product
HOB/IEHHOro o6bema, npegHasHavyeHHble 418 O4HOro 3akasuvka U He npeaycmo-
TPEHHbIE K MOBTOPHOMY U3rOTOB/IEHUIO.
n pnMmedaHne — E,ql/lHI/IHHle npoAyKUWNI0 N3roTOBAAKT NO UHAUBUAYANTbHOMY UNn
pasoBomy 3akasy. Hapsigy ¢ e4UHUYHOI U CepUIHON NPOAYKUMER MOTYT NPUMEHSTLCS Tep-
MUWHbI «NpoAayKuna eanHU4YHOro npon3BoAcTBa» U «npoaykKuus CepVIVIHOFO npomnssoacTBa».
3TM TEPMUHBI MPUMEHSIOTCS TOrA4a, KOrga Heo6X04MMO NOAYEPKHYTb HE 0COBEHHOCTY Bbi-
nycka. a Tun npon3BoAcTBa, B KOTOPOM U3roTOBAAETCA NPpoAyKUns.

([3]. nyHKT 1.2.6]

3.4.89

eAVHNYHOEe NPOou3BOACTBO: MPON3BOACTBO, XapakTepusyemoe MasibiM 06be-  single production
MOM BbINyCKa OAMHAKOBbLIX U3Ae/nii, NOBTOPHOE U3rOTOB/IEHUE U PEMOHT KOTOPbIX,
KaK NpaBusio, He NnpefycMaTpuBaeTcs.

[FOCT 14.004— 83, nyHKT 20]

3.4.90 CEPUIAHO BbiNyCKaeMble MeauuuHckue nsgenus: MeguumHckue mns-  serial product
0Enusi, U3rOTOB/ISIEMbIE MO OAHOI N TOI e TEXHUYECKON AOKYMEHTauuu u Bbiny-
cKaeMble B BUAe NocnefoBaTesnibHOro psaa eavHuy, (napTtuil) 4na yaoBNeTBOpeHus
NOCTOSIHHON NOTPEOHOCTU B HUX.

3.4.91

cepwuitHoe Npou3BoACTBO: MMPOM3BOACTBO, XapaKTepusyemoe W3roToBjeHu- mass production
eM WUV PEMOHTOM U3AeNunii NepuoanYecKn NOBTOPSOLUMUCA NaPTUSAMK.

MpumMmedyaHue — B 3aBACMMOCTM OT KOJIMUYECTBA U3LENNI B NApPTUM U CEPUU U
3HauYeHNs1 Ko3hdhuLMeHTa 3akpenneHus onepauuil pasnmyaT MeaKkocepuiiHoe, cpeHece-
puWiiHOE 1 KpYMHOCEepUitHoEe NMPOU3BOACTBO.

[FOCT 14.004— 83. nyHKT 21]

3.4.92

npo6a: OnpefeneHHoe KONMYECTBO HELUTYUHOW NpoayKumm, oTo6paHHoe anst sample
KOHTPOJISI.

[[3]. nyHkT 1.3.13]
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3.4.93

06beM BbiNycka npoaykuum: KonmyecTBo M3AENWil onpefenieHHbIX Hau-
MEHOBaHWA. TUNOPa3MepoB U UCMOMIHEHUIA, N3rOTOBMISIEMbIX WU PEMOHTUPYEMbIX
npeanpusiTMeM UK ero nofpasaeneHveM B TeueHue NaaHupyemoro nepruoaa Bpe-
MEHMN.

[FOCT 14.004— 83, nyHKT 30]

CBoiicTBa 1 cTpyKTypa npogykuuun (MW)
3.4.94

OCHOBHblE (PYHKLMOHANbHbIE XapaKTepUCTUKN (MeAULUHCKOTO U3Lenus):
XapakTtepucTuku, obecneumsarolLve NpesoTBpaLleHne HegonycTUMoro prcka.

MpumeyaHne — OCHOBHble (pyHKLJ,VIOHa!'IbeIE XapakKTepUCTUKN MEQULIMHCKOIO 13-
aenva onpegensatTca BO3MOXXHbIM BO3HUKHOBEHMEM HEAOMYCTUMOro pUcCKa npu Ux OTCyT-
CTBUU 1N yXyaLLeHnN.

[AgpantupoBaHo 13 FOCT P M3K 60601-1— 2010, nyHKT 3.27]

3.4.95 3asBneHHas (yHKUMWOHANbHAA XapakTepucTuka: Crneuudukauus
(pyHKLMOHANILHOW XapaKTepUCTUKN MEAMLMHCKOrO WU3Aenus, Kotopas 4OKYMeHTU-
poBaHa B MHhopMaL My, NPefoCTaBIeHHO N3roTOBUTENEM.

3.4.96

notpebuTtenbckme cBolicTBa npoaykuumn: COBOKYMHOCTb TEXHUYECKMX,
3CTETUYECKNX U APYTNX CBOWCTB NPOAYKUMM, CO34at0WMX ee nose3Hblii adhdekT n
npuBeKaTenbHOCTb AN15 noTpebutens.

[[3]. nyHkT 1.1.5]

3.4.97

TeXHNYeckui ypoBeHb npoaykunn: OTHOCUTENbHAA XapaKTepnuctuka Kaye-
CTBa nNpoaykuuun, oCHoBaHHaA Ha conocTtaB/ieHUN 3Ha4YeHWn nokasarenei, Xapak-
TEPUIYHOLLNX TEXHNYECKOE COBEPLUEHCTBO OLLeHMBaeMOVI npogykuumn, c 6a30BbIMY
3Ha4YyeHuUAMN CoOOTBETCTBYHOLLNX nokasarenei.

[FOCT 15467— 79, nyHKT 24]

MpumMeyaHne — TeXHUYECKUIA YPOBEHb MPOAYKUMN 330AETCS TEXHUYECKVM 3aja-
HVEM. NPOBEPSETCS MPK IKCNEPTH3E TEXHNUECKOI AOKYMEHTALMMN B MPOLIECCE NMPUEMOYHBIX
UCTIbITAHWIA.

3.4.98

3(hPEKTUBHOCTb MEAULMHCKOTO U3aenusi: COBOKYNHOCTb CBOWCTB W Xapak-
TEPUCTVK MeAULMHCKOTO U3aenus, o6ecneynBaiolLux JOCTUXeHWe Leneii npeaHa-
3HayYeHUsl. YCTaHOB/IEHHbIX NPOM3BOAUTENEM (M3rOTOBUTENEM) W NMOATBEPXKAEHHO-
ro NPaKTUKOM KAMHUYECKOTO NPUMEHEHUS.

[[4]. nyHKT 4]

3.4.99

aKcnayaTalMoOHHO-3KOHOMMYeckass 3 heKTUBHOCTb: CBOWCTBO M3aenus
M CUCTEMbI Er0 TEXHUYECKON 3KCM/lyaTauuu, oTpaxarllee CBSA3b MeXay YPOBHEM
rOTOBHOCTU U3AENNsA K NPYMEHEHWI0 N0 Ha3HaYeHuto 1 3aTpaTamMu, Heo6XoANMbIMU
ANA [OCTUXEHUS TpeBYeMbIX 3HAYEHW KO3 (PULNEHTOB FOTOBHOCTU.

[FOCT P 53394— 2017, nyHKT 3.10]
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3.4.100

3KCMyaTauMOHHO-TEXHUYECKME XapaKTepPUCTUKN: XapaKTepucTuku Ha-
OEXHOCTU. 0TKa30yCTOWUMBOCTI, KOHTPONENPUTOAHOCTH, IKCMlyaTalLMOHHOI 1 pe-
MOHTHOI TE€XHO/TOTMYHOCTU.

[FOCT P 53394— 2017, nyHkT 3.111

3.4.101

TEXHONOTMYHOCTb KOHCTPYKUMM u3sgenua: COBOKYMHOCTb CBOWCTB KOH-
CTPYyKUUn nagennd, onpeaendarumnx ee I'IpVICI'IOCOGI'IEHHOCTb K OOCTVXEHUIK onTun-
MaJ/ibHbIX 3aTpaT npu nNpPon3BoAcCTBe, TEXHNYECKOM OGC]‘Iy)KI/IBaHI/II/I N pemMmoHTe ansa
3aaHHbIX nokasaresieil kKauecTea, o6bema BbinyCcka n yCI'IOBI/II7I BbINO/IHEHNA pa60T.

[FOCT 14.205- 83. nyHKT 1]

3.4.102

3KCnyaTauMoHHas TeXHONOTMYHOCTb KOHCTPYKLUMK n3genuns: TexHono-
TMYHOCTb KOHCTPYKLMW M3A4eNna Nnpu NoAroToBKe ero K 1Cnosib30BaHui No HasHa-
YEHMI0. TEXHNYECKOM 06CNYXXUBAHUW, TEKYLLEM PEMOHTE W YyTUAU3ALMN.

[FOCT 14.205— 83. nyHKT 6]

3.4.103

KayeCTBO MeAWUUMHCKOro usgenna: COBOKyrIHOCTb CBOWCTB 1 Xapakrtepu-
CTUK MeAULUMHCKOro nusaenna, BnAKLWnX Ha ero CMOCOBHOCTL AeVICTBOBaTb no Ha-
3Ha4yeHuo npuy ycnosuun cooTBeTCTBUA Tpe6OBaHMHM HOpMaTMBHOI‘Z AOOKyMeHTauuu,
TEXHUYECKON 1 3KCI'U'IyaTaLI,VIOHHOVI AOKYyMeHTauum nponssogntens (VI3I'OTOBVITel'IF-I).

[[4]. nyHkT 4]

3.4.104 ocHoBHasi 6€30MacHOCTb MeULMHCKOro n3aennus: OTCyTcTBME He-
[OMYyCTUMOTO pucKa, HeMmoCpPeACTBEHHO BbI3BAHHOMO (PM3NUECKUMMW OMACHOCTSMMY,
Korfia MefMLMHCKOe M3fesnne UCnofb3yeTcsl B HOPMaslbHOM COCTOSIHAM MO Ha3Ha-
YEeHW0 B YC/IOBUAX, NPEAYCMOTPEHHbIX MPOoU3BoAMTENEM (M3rOTOBUTENEM), WM
npy YCNoBUW eAVHNYHOTO HAapyLUEeHWS.

3.4.105

akcnayataymoHHas 6e3onacHoCTb: OTCYTCTBME HELOMYCTUMOTO pUcKa Npu-
UMHEHWS BpEeLa XWU3HW W 340POBbLI0 MaUMeHTa, MeAMLMHCKOro nepcoHana uunm
TPETbUX UL, NPY UCMONb30BaHUM MEAMLMHCKOTO U3AENNsi N0 Ha3HAUYEHWIo B YCII0-
BUSX. NPELYCMOTPEHHBIX N3rOTOBUTE/IEM.

[FOCT P 15.013— 2016. nyHKT 3.14)

3.4.106

oTKasoycToiunBocTb: CBOICTBO (hrHANBHOIO n3genus u (Mm) ero cuctem
(cocTaBHbIX YacTeil), xapakTepu3ylollee CNocO6HOCTb obecneunBaTtbh 3aBeplue-
HMe LMKNa NPUMEHEHUs1 N0 Ha3HAYEHWID B OXUAAEMbIX YCOBUAX 3KCMyaTauum
MpY BO3MOXHbIX OTKa3ax 1 NoBpexaeHnsx 6e3 HenpremaemMoro Bpega nmuam mm
VMYLLEECTBY, 3@ UCK/IIOUYEHNEM Bpeja, NPeAyCMOTPEHHOro LieneBbiM Ha3HaYeHneMm
n3nenvs.

[FOCT P 53394— 2017, nyHKT 3.12]
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3.4.107 HapexHocTb: CBOICTBO 06bEKTA COXpPaHSATbL BO BpeMeHu B ycTaHoB-  dependability
NeHHbIX npegenax 3HayeHnss Bcex NapamMeTpoB, XapaKTepusyloLlmx CnoCob6HOCTb
BbINO/IHATL Tpebyemble YHKUMM B 3afaHHbIX peXumax 1 yC0BUSAX NPUMEHEHNS,
TEXHNYECKOro 06CNYXMBaHNSA, XPaHEHUA 1 TPAHCNOPTUPOBaHWUS.

NMpumeyaHne — HafeXHOCTb ABASIETCS KOMMIEKCHBIM CBOMCTBOM, KOTOPOE, B 3a-
BUCMMOCTW OT Ha3HayeHust o6bekTa 1 ycnoBuii ero NpUMEeHeHUsi, MOXeT BKYaTh 6e30T-
Ka3HOCTb. [JO/ITOBEYHOCTb, PEMOHTOMNPUIOAHOCTL 1 COXPAHAEMOCTb U ONPELENEHHbIE CO-
yeTaHune 3TUX CBOMCTB.

3.4.108

6e30TKa3HOCTb: CBOWCTBO 06bEKTa HemnpepbIBHO COXpaHATb CNOCO6HOCTL  reliability
BbINOMHATL Tpebyemble PYHKLMN B TEUEHNE HEKOTOPOro BPEMEHU UM HapaboTKu
B 3a/JaHHbIX pPeXnMax v yCnoBusax NpUMeHeHus.

[FOCT 27.002— 2015. cTtartba 3.1.6]

3.4.109

KOHTpOsienpurogHocTh: CBOWCTBO U3feNMs, XapakTepuaytoLlee ero npucnoco- —testability
6/1EHHOCTb K NMPOBEAEHNI0 KOHTPOSA 3aaHHbIMK CpeacTBamm.

[FOCT 19919- 74, nyHKT 16]

3.4.110 TexHn4eckoe cocTosiHMe: COBOKYMNHOCTb NOABEPXEHHbIX U3MeHeHuo  technical condition
CBOICTB MEULIMHCKOIO U3fenus, xapakrepusyemas B onpefe/nieHHbli MOMEHT Bpe-
MeHV haKTUYECKMMU 3HAYEHNAMY NoKasaTtesneli kayecTBa, HOMEHKNATypa KOTopbIX
yCTaHOB/IEHA B TEXHUYECKOWN [OKYMEHTaLUN.

34.111

pecypc: CymmapHas HapaboTka 06bekTa OT Hayana ero akcnayatauum unm  operating life
ee BO30OHOB/IEHNA NOC/e PeMOHTa 0 MOMEHTa AOCTVXEHNA NpeAebHOro cocTo-
AHUA.

[FOCT 27.002— 2015, cTtatba 3.3.4]

3.4.112

ocTaTouHbIl pecypc: CymmapHas HapaboTka o6bekTa 0T MOMeHTa KoHTpons  residual operating life
€ro TEXHUYECKOro COCTOAHMSA 4,0 MOMEHTA JOCTMXEHNS NpeaeibHOro COCTOSHUSA.

[FOCT 27.002— 2015. ctartbs 3.3.5]

3.4.113

CPOK CnyX6bl: KaneHgapHaa npoAo/mKUTeNbHOCTb aKenayatauumn ot Hadana  useful life
aKcnayaTauum o6bekTa UM ee BO30OHOBEHWS NOCME KanuTaslbHOr0 PpemMoHTa A0
MOMEHTa JOCTKEHNA NpefesibHOr0 COCTOSHNS.

[FOCT 27.002— 2015. ctaTbs 3.3.6]

3.4.114

oXungaeMblii CPOK CNYX6bl: MakcumasbHOe BpeMs nofie3Holi akcnayataumm — expected service life
MeAWLMHCKOTO U3Aenus, onpeaensieMoe N3roToBUTENEM.

[FOCT P M3K 60601-1— 2010, nyHkT 3.28]
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3.4.115

CpOK rogHocTu: MNeprof BPeMeHU, B TEHEHMe KOTOPOro ToBap NpurofeH Ans
3 (PeKTNBHOro MCNOMb30BaHMUA MO HasHayeHuo. CpoK rogHocTn (Man cnyxo6bi)
yCcTaHaBNMBaEeT W3rOTOBUTE/Nb KOHKPETHLIX TOBApPOB C YKa3aHWeM 06a3aTesbHbIX
YCI0BWI XpaHEHUs W TpaHCnopTupoBaHusA. Mo UCTeYeHWM CpoKa TFOAHOCTU KOH-
KpeTHble TOBapbl CUMTAIOTCH HEMPUrOAHBLIMW A5 UX UCNOMb30BaHWSA N0 NPSAMOMY
OCHOBHOMY (MM (hYHKLMOHA/IbHOMY) HasHayeHuo. 3rotoButens, ycTaHaBImMBas
CPOK roHOCTH, 0653aH rapaHTuposaTb (MpW NOHOM COGNI04EHNIN YCNIOBUI XpaHe-
HVS 1 TPaHCMOPTUPOBaHUS) COOTBETCTBUE (DUINKO-XMMUYECKMX CBONCTB KOHKpET-
HbIX TOBApPOB TPe6oBaHMsAM 6e30MacHOCTU A5 XN3HW U 3[0POBbA NoTpebuTenei,
3KO0rMYeckoli 6e30MacHoCTu.

[FOCT P 55719— 2013, nyHkT 3.13]

Mapkuposka MA

3.4.116

HanmMmeHoBaHue usgenna: Kpartkoe cfioBecHoe onucaHue, no3sosisowee cy-
OUTb 06 OCHOBHOM Ha3HaveHwWu 3Toro nu3genus.

[FOCT P 53394— 2017, nyHKT 3.2]

3.4.117

TOBAPHbI 3HAK: 3aperncTpupoBaHHoOe B YyCTAHOB/IEHHOM nopsifike 0603Haue-
HUe, MOMEeLLaeMoe Ha ToBapax, yNnakoBKe UK B AOKYMEHTaLuM, CBS3aHHOI ¢ ero
peanu3sauueii, n ciyxauiee gas oTnMUMA TOBAPOB OAHOIO MPeAnpUATUsS OT O4HO-
pPOAHbIX TOBAPOB APYroro NpeanpusTus.

MpumeyaHne — ToBapHble 3HAKU HapsiZy C M30GPETEHUSIMA 1 MPOMBILTEHHBIMA
o6pasLamMm1, OTHOCATCA K 0GLEKTaM OXpaHbl MPOMbILLIEHHOM COGCTBEHHOCTH.

[[3]. nyHkT 1.1.37]

3.4.118 mapkupoBka: O6BLEKT, BblpaXaeMblli B MMCbMEHHOW, NeyaTtHoW unm
rpachmyeckoit chopmMe, 3aKpensissemblii Ha MegULMHCKOM u3genun, nnbo Ha nboii
ero Tape uan obepTke, WK CONPOBOXAAtOWMNI MeAULIMHCKOe U3Aenne 1 CBA3aH-
Hblli C ero naeHTUdmrKaumen, TEXHNYECKUM OnNncaHnem W akcnayatauuei, 3a unc-
K/OYEHNEM [JOKYMEHTOB Ha pPacnakoBKy.

3.4.119

onucaHue: HopMaTMBHbI TEKCT, CBSI3aHHbI C BOCMPOU3BELEHNEM OPUTMHA-
na cMMBOMA 1 onpeAensiownii uenb, 061acTb 1 ciydan NpUMEHeHus opuruHana
cUMBOa.

[FOCT P NCO 15223-1— 2014. nyHKT 3.2]

3.4.120

3TuKoTKa: luUcbMeHHas, meyatHas Unu rpaduyeckas uHgopmauus, npej-
CTaBnsloWas caMo MeANLVHCKOE usgenue.

[FOCT P UCO 15223-1— 2014. nyHKkT 3.3]

MpumeyaHne — ITUKeTKa, NOCTOAHHO 3aKpernsieHHas Ha MefULUHCKOM u3genuu,
paccmMmaTpmnBaeTCca Kak MapKnpoBKa.
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3.4.121

CUMBOJI, NPUMEHAEMbIi NMPY MapKUpOBaHUN MEeAULMHCKOTo W3genus:
M306paxeHno Ha MapKnpoBke (3TUKETKE) YW B CONpPOBOANTENbHON JOKYMeHTa-
L1 MeAMLMHCKOro n3genus, nepejarollee xapakTepuctuyeckyo nHchopmaumio o6
00beKkTe N He CBA3aHHOE CO 3HaHWeM MOCTaBLUMKOM WK NOTpebutenem KOHKpeT-
HOrO S3blKa HauWu Uy pernoHa.

MpumeyaHne — CuMBON MOXET ObITb abCTPAKTHBIM, HAPUCOBAHHBIM WU Mpes-
CTaBMEHHbIM rpacnyecku, UM TakM, KOTOPbIV BbIFNSAWT Kak 3HaKOMble MpeaMeTbl, BKIO-
Yas andaBUTHO-LMAIPOBbLIE CUMBOSTbI.

[FTOCT P NCO 15223-1— 2014, nyHKT 3.5]

3.4.122

rpacmyeckunii cuMmBon: BudyasbHO BOCNpUHUMaemMas gurypa, npuMeHsiemast
ANs nepefayv UHOPMALMM HE3ABUCUMO OT Si3bIKa.

[FOCT P MCO 18113-1- 2015, nyHKT 3.18]

3.4.123

KO, cepuu, HoMep foTa: FCHO pa3NnuUMbIi pag uudp unn 6yks, KoTopble
cneuudguyeckn UAEHTUMMLMPYIOT CEPUId 1 MO3BOMSIIOT MPOCIeANUTb UCTOPUD ee
NMPOU3BOACTBA, YNaKOBKW, MapKUPOBKK 1 pacrnpeseneHus.

[FTOCT P NCO 18113-1— 2015. nyHKT 3.6]

JOKYyMEHTbI

3.4.124

HOopMaTuBHaa AOKyMeHTauusa: [JOKyMeHTbl, pernameHTupyolne tpebosa-
HUSA 6e30MacHOCTW, kKayecTsa, a Takke npegnonaraemylo aeKTMBHOCTb npesa-
YCMOTPEHHOro NpUMeHeHUs 1 MEeTOAbl KOHTPO/IA COOTBETCTBUA MEAULNHCKOro 13-
[enuns 3aTum TpeboBaHUAM.

[[4]. nyHKT 4]

3.4.125

NpoTOKON Banuaauum npouecca: [JoKyMeHT, onpeaensiowmii, kak Banuga-
Um0 6yayT NPOBOAUTL, BK/IOUAs MapameTpbl UCTIbITaHWIA, XapaKTepPUCTUKA NPOAYK-
LMW, TeXHosIorMueckoe 060pyL0BaHne 1 KOHTPOJIbHbIE TOUKM, KOTOpbIe yCTaHaB/N-
BAKOT NpuemneMble pe3y/bTaTbl UCMbITaHUiA.

[FOCT P 56431—- 2015/GHTF/SG3/N99-10:2004. nyHKT 2.5)

3.4.126

nporpamMmma ucnbiTaHWii: JOKyMeHT, npeaHa3HaueHHbll Ana opraHusauum u
BbIMO/IHEHWSI PaboT, 06ecrneyrBatoLMX NPOBeAEHNE UCTbITAHWUA KOHKPETHOrO 06b-
eKTa.

[FOCT 15.101— 98. nyHkT 3.14]

3.4.127

mMeToanka NCNbITAHUNR: JLOKYMEHT nnn ero yactb, ycTaHasnsarwLine npasu-
na peanvsaumm metToanos NCNbITAHUIA.

[FOCT 15.101— 98. nyHKT 3.15]
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3.4.128

NPOTOKOM WUCMbITaHU: [LOKYMEHT, COAepXalnii pe3ynbTaTbl UCTbITaHW U test report
[APYry0 HOPMAaLMIO, OTHOCSLLYIOCS K UCTbITAHWSIM.

[[3]. nyHkT 1.6.33]

3.4.129

dalin MmeHemxmeHTa pucka: COBOKYMHOCTb 3anvceil n pyrux OoKymeHToB, risk management file
c03/aBaeMblx B NpoLiecce MeHeKMeHTa pucka.

[FOCT ISO 14971— 2011. nyHKT 2.23]

3.5 TepMuHbI, UCNOMb3YyeMble Ha 3Tane Aonycka MeAULUHCKUX N3aenuii K obpalieHuto

351

AOnycK K obpauieHnio meauymnHckoro usgenus: CoBOKYMHOCTb 3akoHoga- admission of
TeNbHO YTBEPXAEHHbIX paspeLunTenbHbIX Npoueayp no BbIBOAY MeanmumHckoro n3- medical devices
OEeNusi Ha PbIHOK HE3aBWCMMO OT TOTO, HOBOE 3TO U3denne unn moauduumpoBaH- to circulation
Hoe/MoJepHN3MPOBaHHOE.

[FOCT P 15.013- 2016. nyHKT 3.13]

Buabl pabot
35.2

olLeHKa cooTBeTCTBUA: MpsiMoe Un KOCBEHHOE onpegesieHne cobnogeHns  assessment
Tpe6oBaHuii, NPeabABSEMbIX K MeAULUHCKOMY U3eNnio M3rotoButenem u aei- of conformity
CTBYIOLLMM 3aKOHOAATENLCTBOM Poccuiickoii deaepauun.

[FOCT P 15.013— 2016. nyHKT 3.18]

353

noATBEpPXAEeHUe COOTBETCTBUA: [JOKyMeHTanbHoe yfocToBepeHue cooT- confirmation
BETCTBUS MPOAYKLMU UM MHBIX 0GBbEKTOB, NPOLECCOB NPOM3BOACTBA, aKcnyata- of compliance
LMK, XpaHeHusl, NepeBo3ku, peannsauum u yTuan3aunum, BbINofHeHus pa6oT um
OKasaHws ycnyr Tpe6oBaHUAM TEXHUYECKUX PersiaMeHTOoB, NOJIOXKEHNUSIM cTaHaap-
TOB WM YCOBWSIM AOrOBOPOB.

[FOCT P 55719— 2013, nyHkT 3.9]

3.5.4 peknapupoBaHue cooTBETCTBUA: hopma o0bsa3aTensHoro noarsepx- declaration
AeHUs KauecTsa NPOAyKUMM Ha COOTBETCTBME BCEM YCTaHOBMEHHbIM Hopmam u  of conformity
TpeboBaHMsAM 6e30nNacHOCTU.

3.5.5 cepTndhmkaumnsa: dopma oCyLLECTBISEMOro OpraHom no ceptudomkaumm  certification
NoATBEPXAEHUS COOTBETCTBMSA MEOULMHCKOro unsgenus TpeboBaHnsaM TexHuue-
CKMX perfiaMeHToB, MOJIOKEHUSIM CTaHAAPTOB WU YCIOBUSAM [JOrOBOPOB.

MpumeyaHune — PasnuyaloT 4OGPOBO/BHYIO 1 06513aTeNbHY0 cepTUrKaLlmio.
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3.5.6

rocyfapcTtBeHHasa permcrpauns: BHeceHne MeauLMHCKOroO U3fenus B rocy-
[apCTBEHHbIV peecTp MeAnUMHCKUX u3genuii n opraHnsauuii {MHanBnayanbHbIxX
npeanpuHYMaTtenei), OCyLecTBASALWMX MPOU3BOACTBO U U3rOTOBEHUE Meau-
LUMHCKNUX U3fenuii, yNnonHOMOYeHHbIM hefepasibHblM OpraHoM WCMOJSTHUTENbHON
B/1ACTU Moc/e NPOoBefeHNs OLEHKN COOTBETCTBUS MEAMLMHCKOro n3genus 3ass-
NIeHHbIM XapaKTepucTukam 1 06s3ateflbHbiIM TPe60BaHUAM HOPMATMBHbIX AOKY-
MEHTOB. PACcMpOCTPaHAOLMXCA Ha BUAOBYIO rpynny MeaULMHCKOro 3genms.

[FTOCT P 15.013—- 2016. nyHKT 3.17]

Mpumevyanne — CornacHo [6] rocygapcTeeHHan peructpauus MV nposogutcs
Ha OCHOBAHWUN pe3ynbTaToB TEXHUYECKNX NCMbITaHWU, TOKCMKOIOTMYEeCKX NccnefoBaHui,
K/IMHUYECKUX UCMbITaHWi, npeacTaBnsAoWwmx co6oil thopMbl OLEHKN COOTBETCTBUA MeAw-
LUHCKNX U3enuii ¢ y4eTom Knaccuduvkauuy B 3aBUCMMOCTM OT NOTEHLMANbHOTO pUcka ux
NPUMEHEHNSA, N 9KCNepTU3bl KayecTBa, aPdhekTNBHOCTM 1 6e30NacCHOCTU MEeAULMHCKNX U3-
Aenuii ¢ yueToM knaccuukaumm B 3aBUCMMOCTI OT NOTEHLUMANbHOTO pyUcka UX NpuMeHe-
HUS. a Takxke UCMbITaHW B LeNax yTBepX4eHns Tuna cpeicTB U3MepeHuit (B OTHOLLEHUN
MW. oTHoCAWMXCA K cpeAcTBaM U3MepeHuil B cchepe rocyaapCTBEHHOrO perynmpoBaHus
obecneyeHns eAnHCTBa U3MEPEHWI, NepeyeHb KOTOPbIX yTBepxgaetca MUHUCTEPCTBOM
3fpaBooxpaHeHuns P®).

3.5.7

akkpeauTauusa: MoaTeepxaeHne COOTBETCTBUS TPeTbeil CTOPOHO, OTHOCS-
Leecs K opraHy ro OLeHKe COOTBETCTBMA M clyXauliee oduumanbHbIM Npu3Ha-
HUEM €ro KOMMETEHTHOCTMN /1A BbINO/IHEHUA KOHKPETHbIX 3a[4ay Mo OLEeHKe COoT-
BETCTBUSA.

[FOCT P 56606— 2015, nyHKT 3.2.1]

3.5.8

akkpeguTaLus ucneiTatenbHoil na6opatopuu: OduumansHoe nNpusHaHe
TOro, YTO MCMbITaTe/IbHAash NabopaTopusi NPaBOMOYHA OCYLLECTB/ATb UCTbITAHUS
KOHKPETHbIX BUAOB MPOAYKLMUW WUAW KOHKPETHbIE BUAbI UCMbITAHWIA.

MpuMeuyaHne — AKKpeguTauus 06bIYHO SBASIETCA MONOXKWTENbHBIM pe3ynbTa-
TOM aTTecTayum 1a6opaTtopum ¢ NocNeAyoLMM Hag30POM.

LI3]. myHkT 1.4.75]

Mpumeyanne — AkkpeguTauueinl Takke HasblBalOT npoueaypy, NocpeicTBoM
KOTOPOI YNOMIHOMOYEHHbIi B COOTBETCTBUM C 3aKOHOAATE/IbHbIMU aKTaMu opraH oduLm-
anbHO MpU3HaeT BO3MOXHOCTb BbINO/HEHNSA WCNblTaTeNbHON Nabopatopueii/opraHom no
cepTUUKaLM KOHKPETHbIX paboT B 3asB/IEHHON 061acTu.

3.5.9

TEXHWYECKME UCMNbITaHUA: WCMblTaHWs C Lefbio onpeaesieHusi cooTBeT-
CTBUSI XapaKTepucTvK (CBOICTB) MeAULMHCKOTO U3henust TpeGoBaHWsiM HopMa-
TUBHOI JOKYMEHTALMN, TEXHNUECKOI 1 3KCM/lyaTalMOHHOK AOKYMEHTaLUM Npouns-
BOAWTENs (M3rOTOBUTENS) U MPUHSATUS NOCNEAYIOWEro peleHns 0 BO3SMOXHOCTH
NPoBeAeHUsT KIIMHNYECKUX UCTIbITaHWIA.

[[4]. nyHKT 4]

3.5.10

FOCT P 58454— 2019

state registration

accreditation

accreditation of a
testing laboratory

technical testing

LOKIMHWYECKUe nccnenoBaHns: buoMeanumHcKue ncciefoBaHus, npoBo-
OUMble 6e3 yuyacTus YesioBeka B KauecTBe Cy6bekTa.

[FOCT P 52379— 2005. nyHKkT 1.31]

nonclinical study
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3.5.11 KNMHM4Yeckoe uccneposaHune: Pa3paboTaHHoe M 3annaHupoBaHHoe clinical trial

CMCTEMHOE uccnefoBaHne, NMPoBOAMMOE B YCIOBUSX MeAULIMHCKON opraHm3aumm
C yyacTmem yenoseka (rpynnbl l04eN) B Ka4ecTBe CybbekTa, AN5 oueHKn adhdek-
TUBHOCTW M 6€30NacHOCTV MEAMNLMUHCKOIO N3AeNus.

MpumeuaHne — TepMUHbI KKTUHUYECKOE UCMbITAHUE» U/ KKNTMHUYECKOE U3yye-
HUe» ABNAKTCA CUHOHUMaMW TepMUHa «KTMHU4YeCKoe nccnegosaHune».

3.5.12

TOKCMKOMOrMyeckme uccnegosaHus: lMccnegoBaHusl, NpoBoAMMble C Le-
Nbi0 BbISIB/IEHNSA TOKCMYECKOTO AEACTBMA M34e/ Ml 1 MaTepunanoB Ha Guonoruye-
CKne 06beKThI.

[FOCT 31214— 2016. nyHKT 3.3)

3.5.13

caHWTapHO-XMMUYECKUE uccnefoBaHusa: VccnefoBaHusi, NpoBOAUMbIE C
Lefbl0 onpeAeneHnsi onacHbIX XMMUYECKUX BELLECTB, MUTPUPYIOLWKX B MOAESb-
Hyt0 cpefy U3 MeAWLMHCKOTO U3Aenusa uy mMatepuana.

[FOCT 31214— 2016. nyHKT 3.4]

3.5.14

UCNbITAHUA HA CTEPUJIBHOCTL: VcnbiITaHNa MeULUMHCKOIo U3Aenvsa Ha Ha-
nnyne XXN3HecnocobHbIX MWKpPOOpPraHM3mos.

[FOCT 31214— 2016. nyHKT 3.5]

3.5.15

UCMNbITAHUA Ha NMUPOreHHOCTbL: VICNbiTaHUA MeULMHCKOro U3fennsa Ha Ha-
nnyne BeLlecCTB, Bbi3biBakOLNX NOBbILLEHNE TeMnepaTypbl Tena.

[FOCT 31214— 2016. nyHKT 3.6]

3.5.16

N3yyeHne KaHLEeporeHHoCTu (TECT Ha KaHLepPOreHHOCTb): TeCT, Cryxalyuii
ANs onpeaenieHnst NoTeHUMabHON OHKOreNHOW onacHOCTW U3genuii, MaTepuanos
N/MNN 3KCTPAKTOB M3 HMX NPYU OAHO- WU MHOFOKPaTHOM BO3AEeWCTBUM B TEYEHUe
3HAUUTENIbHOW YaCTW XXU3HEHHOTO LMK/I1a 3KCNEPUMEHTAIbHOTO XXMBOTHOIO.

MpumeuaHue — Tlofo6HbIe TECTbl MOTYT GbiTb PACCUMTAHbl HA WU3ydeHUe Kak
XPOHUYECKON TOKCUYHOCTU, TaK 1 OHKOTEMHOM OMACHOCTM B pamKax O4HOTO 9KCMEPUMEH-
Ta. ECin XpoHuyeckasi TOKCUYHOCTb 1 KaHLLePOreHHOCTb 13Y4aloTCsl B pamMKax Of4HOro aKc-
nepuMeHTa. Heo6X04MMa OCTOPOXHOCTL MPY ONpeesieHn NapaMeTpoB 3KCNepuMeHTa,
0CO6eHHO Npu Bbi6ope L03MPOBKM. ITO rapaHTUpYyeT, 4T NpexaeBpemMeHHas CMepTHOCTb
OT XPOHMYECKON/COBOKYMHOW TOKCMYHOCTM HE WUCKA3UT CTATUCTUYECKON OLEHKU XXMBOT-
HbIX. KOTOpble BbDKMBAKT [0 3aN/1aHNPOBAHHOIO OKOHYaHWUs 3KCMepuMmeHTa (T.e. Hop-
MasibHasi MPOAOHKUTENBHOCTb XU3HU).

[FOCT ISO 10993-3— 2011. nyHkT 3.1]

3.5.17

TECT Ha FeHOTOKCUYHOCTb: TeCcT, B KOTOPOM UCMONb3YHOT KNETKV MIeKonmTa-
IOLLMX ¥ APYTUX XKMBOTHBIX, @ TaKke GakTepuu, 4pOXOKU UMK Tprubbl Ans onpegene-
HUA TEHHbIX MyTaUWii, N3MEHEHWI XPOMOCOMHOI CTPYKTYPbI UK APYTUX U3MEHE-
HUiA reHoB nnu AHK. BbI3BaHHbIX W3yYaeMbiMy MaTepuanamu.

n pnmedaHune — K 3TOMY onpegeneHnto mMoryTt ObITb TAaKXXe OTHECEHbl TeCTbl Ha
LeNoCTHOM opraHusme.

[FOCT ISO 10993-3— 2011. nyHKT 3.3]
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3.5.18

M3yyeHue BO34eliCTBMSA Ha PenpoAYyKTUBHYIO (YHKLUUIO 1 pa3BuTue: Me-
TOAbl. CAyXaume 4151 OLEeHKU NOTEHLMAIbHOTO BO34ECTBIS M3yyaeMblx MaTepu-
asioB Ha PenpoAyKTUBHYIO (OYHKLMIO, 3M6pUOreHes (TopaToreHHOCTb). NpeHaTaslb-
HOe U MoCTHaTa/IbHOE pa3BUTHeE.

[FOCT ISO 10993-3— 2011. nyHKT 3.5]

O61BbeKT n pesynbTat paboTt
3.5.19

faHHble UcnbiTaHuii: PerucTpupyemMbie nNpy UCMbITAHUAX 3HAYEHUSI Xapak-
TEPUCTVK CBOCTB 06bEKTA U (MIK) YCNOBUIA UCTbITaHUIA, HApaboToK, a TakKe ApY-
TMX NapaMeTpoB, SBMSIOLMECS UCXOAHBIMY 4151 nocnefytoleii 06paboTku.

[FOCT 16504— 81, nyHKT 22]

3.5.20

pe3ynbTaT ucnbiTaHnii: OueHka COOTBETCTBUSI 00beKTa 3afaHHbIM Tpebo-
BaHMAM nyTemM 06paboTKy 1 aHann3a AaHHbIX UCMbITaHWIA.

LI3]. nyHKkT 1.1.24]

3.5.21

KNMHNYeckas oueHka: PesynbTar npouecca aHann3a n oLeHKU KNNHNYECKNX
AaHHbIX, UMEeLWnNX OTHOWEeHne K MeaAnUuUHCKOMY n3fenmnio, C Uenbio NPOBEpPKU
3asiBIEHHOI ero U3roToBUTE/IEM K/IMHWUYECKON Pe3ynbTatuBHOCTN U KMHUYEeCKo
6e3onacHocTn n3pgennsa npu npuMeHeHnn ero B COOTBETCTBUN C Ha3Ha4YeHnem N B
ycnosuax, npegyCMoTpeHHbIX N3rotoBuUTeNneMm.

[FOCT P 56429— 2015. nyHKT 3.1]

3.5.22

KIMHU4Yeckas 6e30nacHoOCTb: OTcyTCTBVIe HeXxenaTesbHbIX ABEHWUA 1 He-
AonyCTUMbIX PUCKOB (BKJ'IIOHaﬂ oLn6KU I'IOJ'Ib3OBaTe,I'IF|) npu npumeHeHnn naenna
B paMKax npegyCcMOTpPEeHHOro Ha3Ha4yeHus.

[FOCT P 56429— 2015. nyHKT 3.4]

3.5.23

KNMHMYecKas pe3ynbTaTuBHOCTb: CTerneHb COOTBETCTBUS pPe3y/bTaToB
KMHUYECKOrO MPUMEHeHUs nsgenus (BKIw4yas BOCMPOU3BOAMMOCTb pesysibTa-
TOB) 3asiB/IEHUAM W3rOTOBUTE/IS B pamKax onpegeneHns npeaycMoTpeHHOro Ha-
3HaYeHuUa nusaenus.

[FTOCT P 56429— 2015. nyHKT 3.3]

YuyacTHukn paboTt
3.5.24

3asBUTENb: DU3MYECKOe UK opUaMYecKoe N1Lo, KOTopoe nogaeTt B ycTa-
HOB/IEHHOM MOpsiiKe 3asiBKy Ha pernctpayuto M.
[FOCT 31508— 2012, nyHKT 3.21]

3.5.25

nocTaBLmK: OpraHusauusa (opuanMieckoe nnLo) — oaHa U3 CTOPOH A0roBo-
pa nocTaBkM, OCYLLECTBASOWAn NOCTaBKy NPOAYKLUN LPYTrOMY /LY.

[ApantupoBaHo 13 FOCT P 56136— 2014. nyHkT 3.38]
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3.5.26

KOMNEeTeHTHas KAWHUYeckasi opraHusauus: MeguuvHcKas opraHusauus,
YNo/NHOMOYEHHasi B YCTAHOB/IEHHOM MOPSiAKE HA NMPOBEAEHNE KMHUYECKNX MUC-
cnefoBaHW MEAULIMHCKMX N3NNI U MHTepnpeTaumio KIMHUYECKUX JaHHbIX.

[FOCT P 56429— 2015. nyHKT 3.7]

3.5.27

perynupytouinii opraH: FocyfapCTBEeHHbIV OpraH Unu Apyroe iopuanyeckoe
ML, KOTOPOe OCYLLECTBSET 3aKOHHOE NPaBO KOHTPO/MPOBaTb UCNO/b30BaHNe
UM Npoaxy MeAnUMHCKUX M3[ennin B npegenax CBOel pucanKLmm, 1 KoTopoe
MOXeT MpUHUMAaTb NPUHYAUTENbHbIE MEpbl A5t 06ecneyeHnsl COOTBETCTBUS Me-
OVNUMHCKMX n3aenuii Tpe6oBaHWsM 3aKoHoAaTeNbCTBa, NPoAaBaeMblx B npesenax
CBOeli lopuUcanNKLnM.

[FOCT P 57451— 2017. nyHKT 3.8]

[ OKYMEHTHI
3.5.28

cepTurKaT COOTBETCTBUA: JOKYMEHT, BblAaHHbI OpraHom no cepTuduka-
LK. y[OCTOBEPSIIOLLMIA COOTBETCTBME 00BbEKTA TPEGOBAHUSM TEXHUUECKMX perna-
MEHTOB. MOIOKEHWSIM CTAHAAPTOB WUN YC/I0BUSIM 1OTOBOPOB.

[FOCT P 55719— 2013. nyHkT 3.10]

3.5.29

KTMHUYECKNE f[aHHble: [lOKYMEHTUPOBAHHbIE pe3y/ibTaTbl KAMHUYECKOTrO
NpUMeHeHUs M3henusi, AEMOHCTPUPYIOLME €ro KIMHUYECKYD pe3yibTaTBHOCTb
1 6e30nacHoCTb.

[FOCT P 56429— 2015, nyHkT 3.5]

3.5.30

KNWHUYECKMe CBUAeTeNbCTBa: KuHMYeckue faHHbie W OTYETbl O K/IMHU-
UeCcKoii oLeHKe, UMetoLLMe OTHOLLIeHWe K paccMaTpyBaemMomMy MeaULMHCKOMY 13-
genuio.

[FOCT P 56429— 2015, nyHKT 3.6]

3531

OTYET N0 KAMHUYECKON oueHKe: [lokyMeHTaslbHO OhOPMIIEHHBI pe3ynbTaT
aHa/M3a 1 OLEeHKN KIIMHUYECKUX AaHHBIX.

[FOCT P 56429— 2015. nyHkT 3.2]

3.5.32 npoTokon KAMHU4YecKol anpobauuu: JoKyMeHTaslbHO 0DOPM/IEHHbIV
pe3ynbTaT NPaKTUYECKOro NPUMeEHeHUs1 pa3paboTaHHbIX U paHee He NPUMEHSIBLLNX-
Csi MeTOZ0B NPOUNAKTUKN, ANArHOCTUKY, NIEYEHNUS U peabunmTaumm npyu okasaHum
MeAMLIMHCKO NOMOLUM AN NOATBEPXAEHNS AoKa3aTeNNbCTB UX 3 HEKTUBHOCTH.

3.5.33

perucTpaymoHHoe pocbe: KoMnaekT AOKYMEHTOB, npeAcTaBAsieMblX As
rocyiapcTBEHHOW perncrpauun, BHECEHUS U3MEHEHUIA B Takne AOKYMEHTbI, a Tak-
)Xe KOMWU peLLEHWiA, NPUHATLIX PErMCTPUPYHOLLMM OPraHOM B OTHOLLEHUUW KOHKPET-
HOro MeAMLMHCKOro N3aesnus.

[[4]. nyHKT 4]
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3.5.34 peructpauuoHHOe yaocToBepeHue (Ha MeguuUMHCKOe uagenue); registration certificate
PY: [lokymeHT, moATBepXJatLumii dakT perncrpaumn megvuuHckoro msgenus B (on medical device)
YyCTaHOB/IEHHOM MOPSAKE W nerann3yrowuii ero 060poT Ha onpeAesieHHoN Teppu-

Topun.

MpumeyaHuns

1 Peructpauusa ocCyLlecTBAS€TCA Ha OCHOBAHWM pe3y/nbTaToB UCMbITAHWA U OLEHOK,
noATBEPXAatoL X kKauecTBo, aPheKTUBHOCTb U 6e30MacHOCTb MeAULIMHCKNX U3AeNNiA.

2 flokymeHT BblfaeTca dPegepanbHO cnyx6oii No Hag3opy B chepe 3apaBooxpaHe-
Hua (Poc3gpaBHag3opom) Po.

3 Y[oCToBEPEHVE MOXET GbITb O(POPMIIEHO HA OTEUECTBEHHYH W HA MHOCTPaHHYO
KOMMaHWIo, 3aperncTpupoBaHHyt0 B COOTBETCTBIM C POCCUACKUM 3aKOHOAATEeIbCTBOM.

3.6 TepMuHbl, ncnonb3yeMble B Xofe noctaBku (obpallieHuns) n akenayataumm
(NpYMeHeHns n XxpaHeHnsa) MegULUHCKUX n3aenuii

3.6.1

obpalleHre NpoAyKLuuu: YacTb XU3HEHHOTO LMKIa NPOAyKUMM OT OTrpy3ku  circulation of
ee npoanpusTUEM-U3TOTOBUTENIEM [0 NOJTyYEHUS MOTPEOUTENEM. products

NMpumedyanne — Tpu obpaleHun AO/MKHO 6biTb 06€CNeUYeH0 MaKcMmasibHoe Co-

XpaHeHne 06bEMOB M KaYecTBa roTOBO NPOAYKLMUM, YCTAHOB/IEHHbIX M/IAHOBLIMI 3a4aHNs-
MW. CTaHAApPTaMu U TEXHUYECKUMU YCIOBUSIMU, B NEPUOS TPAHCMOPTUPOBAHWS OT NPesnpu-
ATUSA-M3TOTOBUTENS N NOCTABLUMKA A0 NOTPEBUTENSA, XPAHEHUS 1 CObITA NPU COBI0AEHUN
YCTaHOBNEHHbIX 3KOHOMUYECKMX MoKasaTeneii.

W3], nyHkT 1.4.431

3.6.2 akcnnyaTtauus: Ctagusi XLl. Ha KOTopoii peanusyeTcs, NoAgepXvBaeT- operation
CSl 1 BOCCTAHaBNMBAETCA KAYECTBO U3LENMS, BKMOYawLLas B 06LEM Cryyae uc-
No/b30BaHWe Mo HazHaueHuo, TPAHCNOPTUPOBAHME U TEXHUYECKYHO IKCMIyaTaumo.

NMpumeyaHune — TexHWYecKas 3KCMyaTauusi BKIOYAET XPaHEHUE, TEXHWYECKOE
o6ecnyxnBaHue U Bce BUAbI PEMOHTa, KPOMe TeX, KOTOpble BbIMOMHAIOTCA Ha YCN0BUAX Bpe-
MEHHOT0 BbIBOA U3AENVSI U3 3KCMyaTaunu, HanpuMep, KanuTasnbHblii PEMOHT.

3.6.3

npegycMoTpeHHOe MpUMOHeHue/npefycMOTPpeHHOO HasHauveHue: [pu- intended use/
MEeHeHne n3genus, npouecca Wan ycnyr no HasHavyeHno B COOTBETCTBMM C Tex- intended purpose
HUYECKMMUK TpeboBaHNAMMW, MHCTPYKLUUAMU U nHhopMaLlmeid, npefocTaBneHHbIMU
N3roToBUTENEM.

[FOCT P 56033— 2014/PykoBoactBo NCO/M3K 63:2012. nyHKT 2.5)

Buabl pa6oT
3.6.4

BBOJ, B aKcnnyaTauuto: CobbiTue, hUKCUpytoLiee roToBHOCTb M3AEUs K Uc-  commissioning
Mo/Ib30BaHUIO MO HAa3HAYEHUIO U AOKYMEHTa/IbHO 0DOPMIEHHOE B YCTAHOB/IEHHOM
nopsiake.

MpumevyaHnne — [na cneunanbHblX BUAOB MEAULMHCKOW TEXHWKU K BBOAY B 3KC-

nnyartauuio 4ONONHUTENbHO OTHOCAT NOATOTOBUTENbHbIE PaboTbl, KOHTPOSb, NPUEMKY U 3a-
KpenneHne n3genua 3a akenayatupyrouwmmm nogpasgesneHmem.

[FOCT 25866-83. NyHKT 6]
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3.6.5

TexHM4Yeckasa akcnayarauus: YacTb aKcnayarauuy, BKIoYaLwas TpaHcnop-
TUPOBaHWE. XPaHeHNe, TEXHNYECKoe 06C/Ty)XMBaHNE U PEMOHT U3aenus.

[FOCT 25866— 83. nyHKT 2]

3.6.6

onbITHas aKcnayaTayus: dKcnayaTauusi 3afaHHOro Yncna U3genuii no cre-
uMansHOW nporpaMMe C Lefblo COBEPLUEHCTBOBAHUS CUCTEMbI 3KCNyatauum no
pesynbTatam yyeTa peasibHbIX YCMOBUIA 3KCnyaTaumm, KOHTPOAS B 3TUX YCOBUAX
TEXHUYECKUX XapaKTEPUCTVK U3AENNS 1 NPUOGPETEHNS ONbITA OCBOEHWSI 3KCMya-
Tauuu.

MpumeyaHnue — OnbiITHas aKcnayatauus Moxet ObITb HanpaB/ieHa Ha ynydue-
HUEe KOHCTPYKUMU, TEXHUYECKUNX, IKCNnayaTayMOHHbIX N PEMOHTHbIX XapaKTepucTnk n3genus,
BHECEHWNE U3MEHeHW B JKcnyaTaynoHHYO JOKYMeHTauuto, CoKpalleHne CpPOKOB 0CBOEHUA
HOBOW# TEXHUKM nytem npuobpeTeHns onbiTa OrpaHNyYeHHbIM YNCIOM 06CNYXUBAKOLLErO Nep-
COHana u nocnepywuwero pacnpocTpaHeHNa 3TOro onblta Ha BCe uU3fenuns AaHHOro tuna.
Mpn Heo6X0AMMOCTM B ONbITHYH 3KCMyaTaunio 4ONyCKaeTCs BKIOYaTb ONbITHOE XpaHeHne
N ONbITHOE TPpaHCNOpPTUPOBaHUE.

[[3]. nyHkT 1.4.50]

3.6.7

NOAKOHTPONbHAA 3KcnayaTauusa: 3Kcnnyatauus 3afaHHoOro uyucna usge-
NN B COOTBETCTBUU C AEMNCTBYHIOLLEN IKCNNyaTaUNMOHHOM AOKYMEHTaLmMen, conpo-
BOXAaloLWasncsa AOMNOMHUTENbHbIM KOHTPOSIEM M YYETOM TEXHWYECKOro COCTOAHUSA
usgenuii ¢ Lenbtlo nosyyeHuss 6onee [OCTOBEpPHON MHpopMaLun 06 M3MEHeHUN
KayecTBa U3gennii 4aHHOro TMna B YC/I0BUSAX 3KCMyaTauuu.

MpumMmeuyaHue — [N NPOBefEHWs NOAKOHTPOMbHONM aKcnayaTauuyu NpuBeKatorT,
KaK Npasuso, CneLnanbHO NOATOTOBEHHbIN MEPCOHA B LEJIAX NOBbILEHUS1 06bEKTUBHOCTM
Nnosly4yaeMbIX pe3ynbTaTos.

[[3]. nyHkT 1.4.51]

3.6.8

technical usage

experienced usage

usage under the
inspection

UHTErpMpoBaHHasa norucTuyeckas nogaepxka (NpoLeccoB TeXHUYECKON
akcnnyaTtauuu m3agenus): COBOKYMHOCTb BWAOB [EATENbHOCTU, OCYLLeCTBs-
€MbIX TFOJIOBHbIM Pa3paboTYMKOM W3LENVsi COBMECTHO C APYTVMU Y4acTHMKamu
YKU3HEHHOTO LKA U34e/Ms U HanpaBieHHbIX HA YOPMUPOBAHNE CUCTEMbI TEXHU-
ueckoii akcnnyatauuu usaenus, obecneunsaiolleil ahheKTMBHOE UCNOoNb30BaHue
U3LENnsi Mpu NPUEMIEMOI CTOMMOCTH €r0 XWN3HEHHOTO LMK/IA.

[FOCT P 53394— 2017, nyHkT 3.8]

3.6.9

mMogepHu3auma npu akcnayartauum: Komnnekc pa60T no yny4yweHun TexHu-
KO-3KCn/lyaTaynoHMbIX XapaKTepucTtuk nsaenusd, Haxoasuleroca B aKcnnyatauuu,
nyTemM 3aMeHbl OTAe/IbHbIX COCTaBHbIX yacTeii Ha 6onee COBepLUEHHble.

NMpumeyaHue — MogepHu3auus B 3KCnayatauum, Kak npasuio, COBMeLLaeTcs ¢
KanuTasbHbIM PEMOHTOM U3Aenus.

[[3], nyHKT 1.4.60]
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O61BbeKT n pesynbTat paboTt
3.6.10

cpeAcTBa 3KCNayatauun: 34aHusi, COOPYXEHUsl, TEXHUYECKME YCTPOCTBA,
B TOM UYMC/IE€ UHCTPYMEHT, 3anacHble YacTi 1 SKCMyaTalMoHHble MaTepuanbl, He-
06x0aMMble ANs SKCMNIyaTaumum usaenus.

[FOCT 25866— 83, NyHKT 3]

3.6.11

cuctemMa TexXHUYecKom aKcnnyaTtayun: COBOKyI‘IHOCTb B3aMMOCBA3aHHbIX
06beKTOB ((hMHaNbHOE U3fenve 1 ero coctaBHble YacTu), CPeACTB KCnayaTauuu,
ucnonHuTeneld N yctaHasnMBaloLei npasmna ux B3aMmMogeincTaunsa JOKyMeHTaumm,
HEOGXO,D,I/IMI:IX N AOCTaTOYHbIX A4 BbINO/IHEHNA 3a4a4y TEXHUYECKOW 3Kcnnyatauun.

[FOCT P 53394— 2017. nyHKT 3.17]

3.6.12

ycnoBusa akcnayatauuun: CoBOKYNHOCTb (DakTOpoB, AeNCTBYHOWMX Ha n3ae-
five Npu ero NPYMeHeHUn No Ha3HaYeHWt, TPAHCNOPTUPOBAHNUN, TEXHNYECKOM 06-
CNYXXUBAHUWN. PEMOHTE W XPaHEHUN Ha CTafuK aKcnayaTaumum.

[FTOCT P 53394— 2017. nyHKT 3.19]

MpumeyaHne — Ycnosua akcryatauum NpUMEHUTENBHO K HOBOI npoayKuumn 3a-
[aloTca nocneaoBaTesisHO B 3asBKE 3aKasuvka Ha pa3paboTKy M OCBOEHVEe NpofyKuuu, B
TEXHNYECKOM 3aaHnK, TEXHNYECKNX YC/TOBUSAX, 3KCFU'IyaTaLlVIOHHOVI AOKyMeHTauun.

YuyacTHUkn paboT
3.6.13

ANCTpUGLIOTOP: DU3MYECKoe WU KPUANYECKOE ML, KOTOpoe MpoaBuraeT
Ha PbIHOK ¥ (UNW) JOCTaBNsAET U3AeNne C MecTa ero Npou3BOACTBA A0 KOHEUYHOrO
notpe6utens 6e3 MoaucMKaLMmn ycTpoicTBa, ero ynakoBK/ UM ero MapKUpoBKH.

[FTOCT P NCO 18113-1- 2015. nyHKT 3.15]

3.6.14

nonb3osaTtenb: JlMuo, ucnonb3ywlee MeaUUUHCKOE u3lfenue, Hanpumep,
ocyllecTBdlOLWEee ero akcnayartauuo nnu 06Cﬂy)KVIBaHI/Ie.

MpumeyvaHuns

1 TepMnH BK/IHOHAET, MO KpaliHeli Mepe, NepCcoHaUl, OCYLLECTBAAIOLLNIA MHCTaNIALWIO,
YNUCTKY 1 0BCyXVBaHWe MeAULIMHCKOrO 060pyA0BaHNS.

2 MauneHTbl 1 Apyrme HecrneumanncTbl Taloke MOryT ObiTb MOMb30BaTeAMM.

[FOCT P M3K 62366— 2013. nyHKT 3.23]

[ OKYMEHTbI
3.6.15

aKcnnyaTauMoHHas JOKYMeHTauus npoussoautens (usrotosutens): fo-
KYMEHTbI, NpeAHa3HayeHHble A1 03HaKOM/IeHUsl MoTpe6uTens ¢ KOHCTpyKuuei
MeAMLMHCKOTO U3AEeNVsi, PernaMeHTVpYIOLLMe YCIOBUSI 1 MpaBuia aKcnayataumm
(Mcnonb3oBaHMe No Ha3HAYeHWIo, TeXHUUYEeCKoe 06CMYXUBaHUEe, TeKYLLUA PeMOHT,
XpaHeHue 1 TPaHCMOPTMPOBKaA), rapaHTMPOBaHHbIe U3roTOBUTENIEM (MPOM3BOAUTE-
JIeEM) 3Ha4YeHUsl OCHOBHbIX MNapamMeTpoB, XapaKTepucTuk (CBOCTB) MeAULMHCKOro
u3genvsi, rapaHTuiiHbie 0683aTeNbCTBa, a TakKe CBeAeHUs 0 ero yTuamsauum uim
YHUUTOXEHUN.

Li4], nyHKT 4]
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MpumeyaHue — K aKCMIyaTalMOHHOW JOKYMEHTALMN OTHOCATCS: MacropT Ha U3-
Zenve. hopmynsip, PyKOBOACTBO MO 3KCTTyaTaLym.

3.6.16

UHCTPYKUMA (PYKOBOACTBO) N0 3Kcnayatauuu: [JOKyMeHT, cofepxalinii
CBEIEHNSI O KOHCTPYKLMU, MPUHLMME AelcTBUSA, XapaKkTepucTmkax (CBolicTBax) us-
[IeNINs1. ero COCTABHbIX YaCTAX W yKasaHusi, Heo6XxoanMmble 4Nsi NPaBUIbHON U 6e3-
onacHoii aKkcnayaTauuu u3genvsi (MCnosib3oBaHusl Mo Ha3HAYEHUIO, TEXHUYECKOTO
06CNYXNBaHNS, TEKYLLETO PEMOHTA, XPaHEHWsI U TPAHCMOPTUPOBAHUS) U OLLEHOK
€ro TEeXHUYECKOro COCTOSIHMS, @ TakKe CBeAEeHMst Mo YTUAN3aLuu U3Lenvsi 1 ero
COCTaBHbIX YacTeii.

[FOCT P 56606— 2015. nyHKT 3.2.5]

instruction manual,
operating manual

3.7 TepMuHbI, UCNOMb3YyeMble B X04e TEXHUYECKOro 06C]'Iy)KI/IBaHVIF| N pemMoHTa

MOAULUMHCKUX U3aennii
3.7.1

cucTeMa TeXHUYECKOro O06CNYXWBAHMA M PEeMOHTa MOAULUHCKUX n3ge-
nuii: COBOKYMHOCTb B3aMMOCBS3aHHbIX CPEACTB, AOKYMEHTaUMN TEXHUYECKOrO 06-
CNY)XMBAHWUA N PEMOHTA W UCTIONHUTENEl, HeOBXOAUMBIX AN1A NoAAepPXaHUA 1 BOC-
CTaHOB/EHUS pab0OTOCNOCOGHOIO COCTOAHUSI MEeANLMHCKOro U3aenusi.

[ApanTupoBaHo u3 NOCT 27.002— 2015. ctatba 3.5.1]

MpumeyaHne — AHanornyHo 3.6.11.

3.7.2

YPOBEHb TEXHU4YecKoro obcnyxuBaHus (pemoHTa): YacTb cucTembl Tex-
HWYECKOW aKcnayaTaumm usfgenus, xapakrepusyoLiasacs COBOKYNHOCTbIO UCMO/b-
3yeMbIX Ha 3TOM YPOBHE 3/1EMEHTOB WHMPACTPYKTYpPbl, CPEeACTB TEXHWYECKOro
06cnyXnBaHua (peMoHTa), nepcoHana onpefesneHHbIX cneunasbHOCTen 1 KBau-
dhmKauun. KoTopble onpeaenstoT TEXHONOrMYecKe BO3MOXHOCTY A1 BbINO/THEHUS
Ha 3TOM YpOBHe onpeefieHHbIX paboT No TeXHUYECKOMY 06CNyXMBaHMIO (PEMOH-
Ty) U34enust 1 (UNKN) ero COCTaBHbIX YacTel.

[FOCT P 53394— 2017. nyHKT 3.36]

3.7.3

pemMoHTONpUrogHoCThL: CBOCTBO MEAMLMHCKOrO U3LENVsI, 3aKouaroLeecst
B €10 NPVUCMNOCOGIEHHOCTY K NOAAEPXaHUI0 Y BOCCTAHOB/IEHWIO COCTOSIHUSI, B KOTO-
pOM OHO CMOCOGHO BbINOMHATL TpEGYeMble PyHKLMM, MyTEM TEXHUYECKOro 06Cy-
YXMBaHUS U PEMOHTA.

[ApanTupoBaHo n3 FOCT 27.002— 2015. ctatbsa 3.1.7]

3.74

rapaHTuiiHble o6si3aTenbcTBa: O6s13aTENbCTBA NOCTABLYMKA UM NOAPSAUMN-
Ka nepej 3aKkazuMkoM Wau noTpebuTenemM rapaHTMpoBaTh B TEUEHWE YCTaHOB/EH-
HOro cpoka 1 (MNI1) HapaBoTKM COOTBETCTBME KAuecTBa MOCTaBseMoli NpoayKLuumn
WM NPOBELEHHbIX PAGOT YCTAHOBMIEHHBIM TPeGOBaHMSIM U 6e3BO3ME3HO yCTpa-
HATb fedeKTbl, BbisiBNseMble B 3TOT Nepuos, Win 3ameHsITb AeEeKTHYIO NpoaykK-
LMI0 MpY COB/MIOAEHUN 3aKa34MKOM MU NoTpebutenem yCTaHOBMEHHLIX Tpe6oBa-
HUIA K aKCnlyaTauum, BK/KOYaAs UCMOMb30BaHWe, XpaHeHue, TpaHCNopTUpoBaHue, 1
MOHTaXy MPOAYKLNN.

[[3]. myHKT 1.1.28]
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3.7.5

rapaHTuiiHas HapaboTka: HapaboTka npogykuuu B npefenax LeicTBUS ra-
PaHTUINHBLIX 06513aTENLCTB.

MpumevyaHne — TlapaHTuiiHaa HapaboTka ycTaHaBAMBaeTCA ANA NPOAYKLMUM, Npu
3KcnyaTalum KOTOpOii pacxogyeTcs pecypc M yunTbiBaeTcs HapaboTka: ucumcnsercs B va-
cax paboTbl, Unknax cpabaTbiBaHus, KunomeTpax npobera u T. n.

([3]. nyHkT 1.1.33)

3.7,6

HOpMaTWBHbI (Ha3Ha4YeHHbI) CPOK aKcnayaTaummn: KanengapHas npogon-
XMTENbHOCTb 3KCnyaTauuu, No JOCTUKEHUN KOTOPOI aKcnayaTauus o6bekTa Aox-
Ha GbITb NMpPeKpalleHa He3aBKCKYMO OT ero TEXHUYECKOTO COCTOSHMSA. 10 UCTeYeHnn
Ha3Ha4yeHHOro pecypca (cpoka cy6bl) 06BEKT JO/MKEH ObITb U3BAT U3 IKCMyaTa-
LMW, 1 AO/MKHO BbITb NPUHATO peLleHne, NpefyCMOTPEHHOE COOTBETCTBYHOLEN HOp-
MaTVBHO-TEXHNYECKON JOKYMEHTaLMel, 0 HanpaBieHNN B PEMOHT, CIIMCAHUMN, YHUY-
TOXEHUW. MPOBEPKE 1 YCTAHOB/IEHNN HOBOTO Ha3HAYEHHOTO CPoKa CyX6bl.

{FOCT P 55719— 2013. nyHkT 3.8]

3.7,7

rapaHTuiiHbIi CpoK akcnayaTauuu: Mepuof BpeMeHU, B TeUEeHMe KOTOporo
M3roToBUTENb (NPOM3BOAWTESNb, NOCTABLUMK, NOAPSAAYMK, WCMOMHUTENb) rapaHTu-
pyeT cTabubHOCTbL NOKasatenel kayecTsa NPOAYKLMM B MpoLiecce aKcnayaraumm
npv ycnoBuu cobiogeHns npasun akcnayataumu. B npegenax rapaHTUiiHoro cpo-
Ka usrotoBuTenb (MPOM3BOAUTENb, MOCTABLUMK, NOAPAAYMK, UCMOSHUTENb) HeceT
OTBETCTBEHHOCTb 3a CKPbITbIe U SIBHblE AEEKTbI, €C/IM UHOE He NpPefyCMOTPEHO
[l0roBOpOM (KOHTPaKTOM). M3roToBuTeNb (MPON3BOANTESNL, NOCTABLUMK, MOAPAAUNK,
UCNoMHUTENb) No TpeboBaHMo 3akas3unka 06A3aH 6e3B03Me3[HO UX YCTpaHWTb,
€C/IN He [OKaXET, YTo AeeKTbl ABUANCL CNeACTBUEM 06CTOATENBLCTB, 3a KOTOpbIe
OH He HeceT OTBETCTBEHHOCTHU.

{TOCT P 55719- 2013. nyHKT 3.3)

Buabl pa6or
3.7,8

pa6oTa no peknamaumam: Komnaekc MeponpusiTuii nocTaBLiMKa NpoayKLuum
No YCTpaHEHWU0 HECOOTBETCTBUIN ee KauyecTBa U (M1M) KOMMIEKTHOCTW YCTAHOB/EH-
HbIM TpeboBaHUAM, 06HAPYXXEHHbIX Mony4yaTenieM WAy NOoTpeduTesieM B NEpUOA
[AelCcTBUSA rapaHTUliHbIX 0653aTeNbCTB.

LI3]. nyHkT 1.4.47]

3.7,9

KOHTPO/Ib TEXHUYECKOTO COCTOSIHUS MOLUUMHCKMX m3genuii: MpoBepka
COOTBETCTBUA 3HAYEHWI NapamMeTpoB U xapakTepuctuk M/ Tpe6oBaHusM Hopma-
TUBHOW W 3KCNNyaTaLWOHHOW JOKYMEHTaLUWN, BbIiB/IEHWE W3HOLLEHHbIX U NMOBPEX-
[eHHbIX YacTeli (neTaneii), NnpoBepka AeiiCTBMSA BCEX 3aLUTHbIX YCTPOWCTB 1 6/10-
KMPOBOK. HANNUMA U BEEHUS 3KCMJyaTalMOHHOW AOKYMEHTaLWN.

{TOCT P 56606— 2015. nyHKT 3.2.8]

NMpumeyaHune — Tpu NPoBELEHUN KOHTPOSI TEXHUYECKOTO COCTOSIHUA MOTYT NPOBO-
ANTLCA cneayloLne UCNbITaHUA: NPUEMOYHbIE UCMbITaHWSA (NS CPeACTB U3MEPEHNUs — nep-
BUYHAs NOBEPKA), NEPUOLMYECKUE UCNBITAHUS (ANA CPEACTB U3MEPEHUs — nepuoguyeckas
nosepka), UCMbiTaHNS Ha NOCTOSHCTBO NapaMeTpoB. [laHHble UCNbITAHUA pernamMeHTnpoBa-
Hbl TOCT P 56606.
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guaranteed life

normative
(appointed) service
life

warranty service life

work under the
unsatisfactory
equipment claim

control of technical
condition of medical
devices

45



FOCT P 58454— 2019

3.7.10

TexHuyeckoe obcnyxusanue; TO: Komniekc pernameHTMpOBaHHbIX HOP-
MaTVBHOMN, TEXHUYECKOW W 3IKCMayaTaluMOHHON AOKyMeHTauueid mMeponpuaTuin u
onepauuii No NoAAEPXKaHNIO 1 BOCCTAHOBIEHWIO paboToCNOCOGHOCTU NN NCNpaB-
HOCTM MW npu X MCMOb30BaHUM MO Ha3HAYeHWIo, NpedyCMOTPEHHOMY U3roToBU-
Tenem (npoussoauTenem).

MpumedyaHue — [pu nposeseHU TO MOTyT NPOBOAWTLCS Crefyiolivie paboThb:
neproavyeckoe TEXHUYECKOe 0GCMyXVBaHUE, BHEMIAHOBOE TEXHUYECKOE OBCMyXVBaHIe,
KOHTPO/Tb TEXHUYECKOTO COCTOSIHUS, TEXHUUECKAs AUArHOCTUKA 11 PEMOHT.

[FOCT P 57501—- 2017, nyHkT 3.8]

3711

pPeMOHT: KoMnnekc TeXHUYECKUX OI'IepaLI,VIVI N opraHn3aynoHHbIX AencTBui
Nno BOCCTAHOB/IEHMIO MUCMPaBHOIO0 MAM PaboTOCMOCOOGHOr0 COCTOAHUA 06bEKTa U
BOCCTaHOB/1IEHNIO pecypca 06bEeKTA UK ero CoOCTaBHbIX YacTeil.

[FOCT 27.002— 2015. ctaTbs 3.5.9]

3.7.12

KanuTanbHbl/i PEMOHT: MNaHOBbIi PEMOHT, BbINOAHAEMbIA 4719 BOCCTAHOB-
NeHNs UCNPaBHOCTY M NOT-HOT0 UK G/IM3KOTo K NOJIHOMY pecypca o6bekTa ¢ 3ame-
HOIi NN BOCCTAHOBNEHMEM N0GLIX ero YacTei, BKoyas 6a3oBble.

MpumMevyaHue — 3HauyeHWe pecypca 06bekTa, G/M3Koe K MosHOMY, YCTaHaB/MBAET-
€A B AOKYMEHTaLWN.

[FOCT 18322— 2016. nyHKT 2.3.7]

3.7.13

cpegHuii peMoHT: [MNaHoBbIi PEMOHT, BbIMOSHAEMbIA ANS BOCCTAHOBMEHUSA
MCMNPaBHOCTW M YaCTUYHOTO BOCCTAHOBJ/IEHUS pecypca O6beKkTa C 3aMeHoin wnn
BOCCTAHOB/IEHVEM COCTaBHbIX YaCTeil OrpaHUYEeHHON HOMEHKIATYPbl U KOHTPO/EM
TEXHUYECKOro COCTOSAHNS 06beKTa B 06beMe, NPefyCMOTPEHHOM B AOKYMEHTaLNN.

MpumeyaHme — OGLEM BOCCTAHOB/EHWSI pecypca YycTaHaB/MBaeTcs B
[OKYMEHTaLWN.

[FOCT 18322— 2016. nyHKT 2.3.8]

3.7.14
TeKyLWWiA peMOoHT: MN1aHOBbLIA PEMOHT, BbINOHAEMbIN A1 06ecneyeHns unm

BOCCTaHOB/IEHMSA pabOTOCNOCOGHOCTN OGBLEKTA U COCTOALWMIA B 3amMeHe n/unm Boc-
CTaHOB/IEHWUMN OTAENbHbIX NIETKOAOCTYMHbIX €r0 YacTeil.

[FOCT 18322— 2016. nyHKT 2.3.9]

O61bekT n pesynbTaT pabor

3.7.15

OTPEMOHTUPOBaHHOE n3genve: M3genvie, NnoABeprHyToe PEMOHTY U NpUrog-
Hoe ANA AanbHeliweli akcniyaTauMm B COOTBETCTBUM C YCTAHOBMIEHHbIMW Tpeb6o-
BaHUAMMN.

[[3], nyHKT 1.2.34]
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3.7.16

3anacHasa 4acTb: OT,CI,e}'IbeIVI y3en, yCTpOVICTBO nnn anemMeHT, npeaHasHa-
YeHHble A/19 3aMeHbl N3HOLUEHHbIX, HENCNPaBHbIX UM OTKa3aBLUMUX COCTaBHbIX Ya-
cTeli o6bekTa ¢ Luenbio nogaepxaHua nnm BoCCTaHOBNEHUA ero pa6OTOCH0006HOFO
COCTOAHUA.

[FOCT 27.002— 2015. ctatbs 3.5.14]

3.7.17

KoMnnekT 3MM: Habop 3anacHbIX YacTeil, MHCTPYMEHTOB, NpUHAA/IEXHOCTE
N pacxofHblX MaTepuasioB, HEOGXOAMMbIX A5 (PYHKLMOHUPOBAHUS, TEXHUYECKOTO
06CNYXMNBaHWUS Y PEMOHTA MEAULIMHCKOTO U3aenus.

[ApanTupoBaHo 13 FOCT 27.002— 2015, ctaTtba 3.5.16]

3.7.18

oTka3: CobbITue, 3ak/ovaloleecs B HapyLleHnn paboTocnoco6HOro cocTos-
HUA MEeLULIMHCKOro n3aenus.

MpumeyaHuns

1 OTKa3 MOXET 6bITb MOMHBIM WK YACTUYHBIM.

2 MonHbIii 0TKA3 XapaKTepu3yeTcs NepexofoM o6bekTa B HepaboTocrnoco6Hoe cocTo-
AHYe. YacTnuHbIi OTKa3 XapaKTepu3yeTcsl NepexofoM 06beKTa B YacTUIHO HepaboTocro-
COGHOe CoCTosHME.

[ApantuposaHo 13 FOCT 27.002— 2015. cTtaTtba 3.4.1]

3.7.19

JedrekT: Kax/aoe oTAesibHOe HeCOOTBETCTBUE MeANLMHCKOro nagenus tpeéo-
BaHWAM. YCTaHOB/IEHHbIM AOKYMEeHTau ei.

[ApantupoBaHo n3 FOCT 27.002— 2015. ctatbs 3.4.2]

MpumevyaHne — JediekT MOXET CNYXUTb NMPUUNHON BO3HUKHOBEHUS YaCTUYHOTO
WM nosHoro otkasa M. Hannuve gedbekta v npusoaut MU B HeucnpasHOe COCTOSHYE.

3.7.20

nospexgeHue: CobbiTve, 3aKkovatoLeecs B HapyLweHn NCNpaBHOro CocTo-
AHUA MEAULMHCKOTO U3Aenns npu coxpaHeHnm paboTocnocobHOro COCTOAHMS.

[ApanTtuposaHo 13 FOCT 27.002— 2015. ctaTtba 3.4.3]

MpumeyaHune — T[loBpeXAEHNE MOXET CAY>XWUTb MPUYMHON BO3HWKHOBEHWS Ya-
CTWUYHOrO WM MOJIHOTO OTKa3a MeAMLIMHCKOTO U3fenus. Hannune nospexaeHns npusoaut
MW B HevcripaBHOe COCTOsIHVE.

3.7.21

KOHCTPYKTUBHbIW HeAocTaToK: HegocTaTok NpoayKuuu, COOTBETCTBYHOLLEN
BCEM TpPeGoBaHUAM KOHCTPYKTOPCKOW W TEXHOMOrMYeckuii oKyMeHTauumn, BbisiB-
JIEHHbIN B NpoLecce ee NPOM3BOACTBA WM IKCMTyaTauum.

M3], nyHkT 1.1.19]
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3.7.22

NPoOu3BOACTBEHHbIN HepgocTaTok: OTCTynneHve OT TpeboBaHWii KOHCTPYK-
TOPCKOM N (M/IM) TEXHOMOTMYECKON AOKyMeHTaLMn Ha M3roToBieHne u (unu) no-
CTaBKy MPoAyKuum.

MpumevaHne — TepMuH UCMONbL3YETCA B HEKOTOPLIX cTaHgapTax CPIIM n asnaet-
€A MO CyLecTBY aHasiorom TepmuHa «edekr».

[[3]. nyHkT 1.1.20)

3.7.23

6pak: Mpoaykums, nepefaya KOTOPO NOTPe6GUTENIO He AoNyCcKaeTca 13-3a Ha-
nmuuns nedekTos.

[FOCT 15467— 79, nyHKT 48]

[ OKYMEHTHI
3.7.24

peknamauusa: OdopmieHHOe B YCTAHOB/IEHHOM MOpsfKe 3asiB/ieHve nosy-
yaTens wiv NnoTpebutens NocTasLLMKy UV NOAPAAYNKY Ha OOHapY>KeHHOe B nepu-
oA, fieicTBNA rapaHTuiiHbIX 06A3aTeNnbLCTB HECOOTBETCTBUE KayecTsa W (MM) KOM-
NIEKTHOCTW NOCTAB/IEHHOW NPOAYKLUM MW NPOBEAEHHbIX PaboT YCTaHOB/IEHHBIM
Tpe6oBaHNAM, a Takke TPebGOBaHUSi 0 BOCCTAHOB/IEHWU WK 3aMeHe feddeKTHO
npoAyKummn (MOBTOPHOM BbINOSIHEHWUMN PabOoT).

[[3]. nyHkT 1.1.34)

3.7.25

manufacturing defect

spoilage

unsatisfactory
equipment claim

npeTeH3us: NMUCbMEHHOE, 3/1EKTPOHHOE MMM YCTHOE COOGLLEHNE O HEOCTAT-
Kax. CBA3aHHbIX C uaeHTUuKaLveid, Ka4ecTBOM, CPOKOM CyX6bl, HAAEXHOCTbIO,
6€e30MacHOCTbI0 UM DYHKLMOHATbHBIMU XapakTepucTUKamMmu MeauLUHCKOro usge-
NuA, BbILeAWEero U3-nog ynpas/ieHust opraHu3auneil, a Takke B OTHOLIEHUU CBS-
3aHHOrO C HUM 06CNYXMBaHUA, KOTOpOe BAMSET Ha (PYHKLMOHAIbHbIE XapaKTepu-
CTVKW TaKUX MELMLMHCKNX N3OENWiA.

[FOCT ISO 13485— 2017. nyHKT 3.4]

complaint

3.8 TepMUHbI, UCNOMb3yeMble Ha 3Tane CHATUA MeAULUUHCKUX I/I3,Cl|el'll/ll7l C npousBoacTBa

3.8.1

CHSAITME NpoAyKLuU ¢ npom3BoacTBa: COBOKYNHOCTb MEpONpUsTHA no npe-
KpaLLeHU0 MPOMBILLAIEHHOTO MPOM3BOACTBA MPOAYKLMN.

MpumeyvaHnsa

1 CHATWIO C NPOU3BOACTBA MOAMEXUT NPOAYKLUMS B CydYasx: HECOOTBETCTBUA TeXHU-
YeCKOro ypoBHS U KayecTBa BblNyckaemoli MpoAyKLUMM COBPEMEHHbBIM Tpe60BaHUSAM MUn oc-
BOEHWSA B MPOM3BO/CTBE @aHa/ONMYHOM NO Ha3HaYeHUo HOBOI NpoAyKLUuK, nMetoLLeli 6onee
BbICOKME TEXHWYEeCKne n (Mn) TeXHUKO-3KOHOMUYECcKMe nokKasaTenun; CoKpalleHUss HOMeH-
KnaTypbl 4aHHOTO BMAa NpoAyKuuu B pesynbTaTte paboT No yHudmKauuu; BbiBAEHWUA Npu
aKcnayatauuv unn noTpebseHnn CBOWMCTB, OTpuLaTesIbHO CKa3biBalOLMXCA Ha 3[40pOBbe
nofein n cocTosHUM OKpyXatolweldi cpefpbl; OTCYTCTBUSA B TeYEHWe YCTAHOB/IEHHOTO BpeMe-
HW 3aKa3a Ha NocTasKy NMPOAYKLMW WU NOKynaTeNbCKoro cnpoca (4718 ToBapoB HAPOAHOTo
notpebnexuns).

2 Tpu CHATUM NPOAYKUMKM C NPOU3BOACTBA [O/HKHO 6biTh MPefycCMOTPEHO: CBOeBpe-
MeHHas 3ameHa ycTapeBslueli NpoAyKuuu npu ycnosun 6ecnepebOHOro Bbinycka AaHHO-
ro Buga npoAykuuu; coxpaHeHne MOANUHHUKOB TeXHWYeCKOol [OKyMeHTauuu Ha CHumae-
Myl0 C MPOM3BOACTBA MPOAYKLUMIO: COXpaHeHne crneunanbHbliX CPefCTB TEXHONOrMYEeCKoro
ocHalleHus; nsrotosneHne 3UM K NpPoAyKLWUWU, CHATOW C NPOM3BOACTBA, HO Haxogsllelics

48
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B 3KCTUTyaTaLyv; paLmoHaibHOE MCMo/b30BaHe OCBOBOXAAIOLLMXCS CPeACTB TEXHO/Or-
UECKOrO OCHaLLIEHVs1 POV3BOACTBA CHAMAEMOV MPOAYKLMM; MHAhopMAaLYsi 3avHTepecoBaH-
HbIX OpraHu3aLii Wi NpeanpusTIA O CHATUM JaHHOW NPOAYKLWM C NPOM3BOACTBA.

3 OcHOBaHWEM [/11 CHSTUSI MPOAYKLMM C MPOV3BOACTBA SIBMISIETCA YTBEPXAEHHOE
B COOTBETCTBMM C YCTAHOB/EHHbIMW TPEGOBaHWAMM pelleHne O CHSATAM MPOAyKUMM C
npov3BOACTBA.

W3], nyHkT 1.4.42]

3.8.2

ycTtapeBaHue usgenua: fAsneHve XXL,. cBa3aHHOe C Haya/loM BbINyCcKa aHa-
NIOTUYHBIX U3AENMUIA C U3MEHUBLUMMUCS XapaKTepucTukaMu 1 yTpaToil BO3MOXHO-
CTU nonyyeHus (MocTaBKW) U3AeNns OT ero NnepBOHaYa/lbHOro W3roTOBUTENS Ha
npuemMaemMblix yCroBuUSAX.

[FOCT P 56136— 2014. nyHKT 3.87]

Buabl pa6oT
3.8.3

CHATME c akcnnyaTaumu: CobbiTue, hMKCUpylolee HEBO3MOXHOCTb MW He-
L1e1€C006Pa3HOCTb AasibHENLWEro UCMob30BaHUs N0 HA3HAYEHWIO U PEMOHTA U3-
[enusa v JOKyMeHTa/lbHO 0)OpM/IEHHOE B YCTAHOB/IEHHOM MOPsiAKe.

[FOCT 25866— 83, NyHKT 8]

3.8.4

nukBugauns npoaykuuu: CoBOKYyNHOCTb OPraHW3aLMoHHO-TEXHOMOTMYECKNX
MepOonpuUATUIA MO CHATWIO MPOAYKLMW C NPOW3BOACTBA, yTUImMsaumn n/vnu yaane-
HUI0 NMpoAYKLMN.

[FOCT P 15.000— 2016, nyHKT 3.1.4]

3.8.5

yTunusauusa: Ctaams XL, Ha KOTOpOi1 ocyLecTBNAETC U3MEHeHe LieNleBo-
ro HasHaYeHUs1 NN YHUUTOXEHUE WM3LEeNWiA Mo NPUYMHE HEBO3MOXHOCTU WN He-
L1e1eco06Pa3HOCTM UX AasibHelLlero nNpMMeHeHst No OCHOBHOMY Ha3HAYeHWo C
o6ecneyeHneM BO3MOXHOCTM BTOPUYHOIO WCMOMb30BaHUA Takux U3genuil, nuéo
MaTepuasioB, NOMYUYEHHbIX MPY UX YHUUTOXEHUMN (Pa36OpKe).

[FTOCT P 56136— 2014, nyHKT 3.24]

MpumeyvaHnsa

1 YTunnsaums, Kak ofHO U3 CPpeACTB OXpaHbl OKpyXatoliell cpefbl, pecypcocbepexe-
HUA 1 NoAAEPXAHUSA CbipbeBO 6a3bl, peann3yeTcsi NPaKTUUYECKN Ha BCEX CTaAUSAX XKU3HEH-
HOTO LMKIa NpoayKuuu:

- Ha cTafuu pas3paboTku — yTunmusaumsa oTpaboTaHHbIX MakeToB, Moaeneli, KOMMNIek-
TYIOLWWUX U34eNnii, pacXoAHbIX MaTepnanoB 1 T. N.:

- Ha cTaguu Npou3BOACTBA— YTWUAM3aAUMS OTXOA0B NPOM3BOACTBA, GpaKkoBaHHOW Npo-
AYKUUU 1 KOMNNEKTYIOLWMX U3Aennid, oTpaboTaBlIMX pecypc 060pyAoBaHNs, OCHACTKMN, WH-
CTpyMeHTa u T. n.;

- Npwv aKcnayaTauum — yTUAn3aumsa CHATbIX C aKcnayaTauun gedekTHbIX U3genuii, pe-
MOHT U/ BOCCTAHOB/IEHNE KOTOPbLIX HEBO3MOXHO UM 3KOHOMUYECKMN HelenecoobpasHo, ux
COCTaBHbIX YacTeid, arperatoB, y3/710B. OAHOPA30BbIX M3AENNIA, 0TpaboTaHHbIX 3Kcnayarta-
LMOHHbIX MaTepuasnos 1 T. M.

2 Mpumepamun yTuamM3auum MoryT Cnyxutb pasbopka (4eMOHTax) usgenus u cenapa-
LS ero KOMMOHEHTOB N0 OAHOPOAHbLIM Fpynnam, UCNo/b30BaHMe He Mo MPSAMOMY Ha3Haue-
HUIO U T. 4.

3 CxuraHve, 3aXopoHeHNe Uan fpyrne cnocobbl YHUUTOXEHUSA NPOAYKLUM YTUAN3ALN-
ell He ABNATCS.

FOCT P 58454— 2019
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O6BbeKT n pesynbTart paboT
3.8.6

ycTapeBlwee MeAUUUHCKoe nsgenue: MeguumHckoe nlgenve, aasi KOTopo-
ro 06bLSBNEHO O MpeKpaLLeH ero CepUItHOro NPoM3BoACTBa W (MM) NOCTaBKU U
(nnun) TexHmyeckoro Hagsopa v (M) NocnenpofakHOro 06cnyxmBaHus (BkI4vas
NoAfepXKY 3KCnyaTauMoHHOW JOKYMEHTauun n nporpaMmHoro obecnevyeHust) u
(nnn) npousBoacTBa (MOCTaBKM) 3anacHbIX YacTeld U pacxofHbIX MaTeprasnos.

[AganTupoBaHo u3 NOCT P 56136— 2014. nyHKT 3.88]

MpumevaHnsa

1 Mpexgae Bcero aTo NpoAyKLUuWs, nokasaTenn KauecTBa KOTOpOi He OTBevaloT coBpe-
MeHHbIM TPeGoBaHUsAM.

2 Crangaptamu CPTIIM npefycMOTPeH KOHTPOJIb COCTOAHWUS NPOAYKLUWUW Ha COOTBET-
CTBME COBPEMEHHbIM TpeboBaHMAM MocnefoBaTe/ibHO Ha BCeX aTanax co3faHus u npous-
BOZCTBA NPOAYKLUUN.

[ OKYMEHTHI
3.8.7

pelleHne o CHATWM MPOAYKLMU C NMPOou3BOACTBA: JJOKYMEHT, onpeaensio-
Wuid cocTaB v MOPSAOK BLIMOIHEHUS HEOGXOAUMbIX PaboT, CBS3AHHbLIX C Mpekpa-
LWEeHMeM BbiMycKa MPOAYKUMW, U SIBASOWMNIACS OCHOBAHWEM A1 CHSATUS ee C Mpo-
13BOACTBA.

[[3]. nyHkT 1.6.30]
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ANndaBUTHbIN yKasaTenb TEPMWHOB Ha PYCCKOM A3blKe

aBaHMNpPoeKT
akkpegutauuu

akkpefuTauua ncnolTatenbHo nabopatopun
aKT NPUEMOYHON KoMuUccuun

aHanus pucka

anpob6auua onbiTHaA

aTTectayusa

aTTecTayns B OCHaWeHHOM COCTOSIHUU
aTTecTauusa B akcnayartayum

aTTecTauus yctaHoB/IEHHOTo o6opyoBaHns
6e30MacHOCTb KIMHMYeckKas

6€30MacHOCTb MeANLMHCKOro N3fenns oCHoBHas
6e30MacHOCTb 3KcnayaTaynoHHasn
6e30TKa3HOCTb

6M3Hec-nnaH

6pak

Banugaums

BBOJ, B 3KCMayaTauunio

Bepudmnkaumna

Bpen

Bbl6OpKa

rOTOBHOCTb MPOM3BOACTBA TEXHOMOIMYECKas
rpynna MmeguuMHCKUX n3genunii Bugosas

faHHble ucnbiTaHnii

faHHble KInHU4Yeckune

[elCcTBUS KOPPEKTUPOBOYHbIE

aeicTens npegynpeanTenbHble
feknapupoBaHue cCOOTBETCTBUSA

Aepxartenib NOANIMHHUKOB TEXHUUYECKOW JOKYMEHTaLUm
aetanb

nedekr

AeATeNbHOCTb MeAULMHCKas

ANCTpubbLIOTOP

[0rOBOP NMULEH3NOHHbIN

[OKYMeEHTauNsi N3roToBUTENA aKCcnayaTalmoHHas
[OKyMeHTauua HopmaTusHas

[OKyMeHTaLmsa oTyeTHas Hay4YHo-TexHn4yeckas

AOKYyMeHTauuna npomns3sogntTend akcnayataunoHHasa
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3.2.19
3.5.7
3.5.8
3.3.39
3.4.55
3.4.29
3.4.21
3.4.23
3.4.24
3.4.22
3.5.22
3.4.104
3.4.105
3.4.108
3.2.24
3.7.23
3.4.47
3.6.4
3.4.46
3.4.10
3.4.17
3.4.20
3.1.2
3.5.19
3.5.29
3.3.14
3.3.16
3.54
3.3.20
3.4.70
3.7.19
3.1.4
3.6.13
3.341
3.6.15
3.4.124
3.2.15
3.6.15
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AOKYMeHTaLuna TexHmyeckas
[ONYyCK K 06palleHnio MeanLNHCKOro n3genus
AopaboTka onNbITHOrO o6pasua

AOCbe perucTpaynoHHoe

eavHuua gedektHas

efnHULa NPoAYKLUK

efMHMLa NPoAYKLUN fedeKkTHas

eanHuua c6opoyHas

XLMU

3afaHne Ha OMbITHO-KOHCTPYKTOPCKYI0 paBoTy TexHUuYeckoe

3a/laHue Ha pa3paboTky MEAULMHCKOTO N34enns TEXHNYECKOe

3ajlaHne TexHuyeckoe
3aKasunk

3ak/04eHne aKcnepTHoe

3anaBuTeNb

3anaBKa

3asBKa Ha pa3paboTKy n 0CBOEHMEe NPOoAYyKLUK
3HaK TOBapHbIi

3HaueHune 6a3osoe

M3roToBUTENb

usaenve 6a3oBoe MeauLMHCKOe

n3fenne NHANBNAYaNnbHOro Ha3HauYeHUs MejuLnHcKoe
n3penve UHAMBUAYaNbHOrO NPUMEHEHNA MeAULUHCKOoe
usgenuve KomnnekTywouiee

n3genne KOMNAeKTylee NoKynHoe

n3jenne KoonepuposaHHoe

usgenve HecneunduumposaHHoe

n3jenne oTPeMOHTUpPOBaHHOe

uspenue cneunduynposaHHoe

usjenue ctaHgapTHoe

uspenve yHunguumposaHHoe

n3penue yctapeslee MeguLUHCKOe

uspenve uHanbHoe

u3genus MeauluHckne

n3fenns cepuitHo Bbinyckaemble MeauLUHCKNe

N3MeHeHne JOKyMeHTa

“3yyeHue BO3eNCTBUS HA PEeNPOAYKTUBHYIO (DYHKLUIO U pa3Butue

U3yyeHne KaHLeporeHHOCTH

WHCTPYKLMS Mo aKcnayatayum
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3.2.13
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MCNONHNUTENb TONOBHOM

ncnonHuTens HAP

ncnbiTaHua

NCnbiTaHNA NOBOAOYHbIE

ncnbiTaHUa nccnegosaTenbckue
MCNbITaHUA KBanuuKaynoHHble
NCNbITAHNA HA NUPOTEeHHOCTb
McnbiTaHUA Ha NOCTOAHCTBO NapameTpoB
MCNbITAHNA HA CTEPUIBHOCTb
ncnbiTaHna nepuognyeckme
ncnbiTaHna npegsapuTesibHble
MUcnbiTaHnA NpeabABUTENbCKNE
McnbiTaHNA NpMemMo-caaTouHble
NCNbITAHUA NPUEMOYHbIE

ncnbiTaHnsa cepTuukKaynoHHbIe
MCNbITaHUA CTEHAO0BbIE

NCNbITAHUA TEXHUYECKME

NCMbITAHNUA TUNOBbIE

nUcnbiTaHnA aKcnayaTalynoHHble
nccnefosaHue KnnHnyeckoe
nccnefoBaHNa JOKINHNYECKNe
nccnefoBaHNa cCaHUTapHO-XUMUYecKne
nccnefoBaHNa TOKCUKONOTMyeckne
kapta HAP nhdopmaunoHHas

kapTa H/AP pernctpaunoHHas

kapta OKP nHopmaynoHHasn

kapTta OKP perucrtpauyuoHHasn

KapTa TEXHUYECKOro YPOBHSA U KavyecTsa NpoayKLuu
KayecTBO MeANLUHCKOro n3genmsa

KO/, cepuu, Homep noTa

KOoMUCCUA npuemoyHas

KomMmniekt 3Ur

KOHCTpYyVpOBaHne MeAULMHCKOTo U3fenma Xy0XecTBeHHoe
KOHCTPYyVpOBaHue Xy[0XeCTBeHHoe
KOHTPONEeNnpUroaHocTb

KOHTPO/1b BXOAHOM

KOHTPO/lb UHCMEKLMOHHBbI A

KOHTPOJIb KayecTsa NpoayKumu

KOHTPO/Ib MPUEMOYHbI
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3.3.19
3.2.4
3.4.31
3.4.34
3.4.32
3.4.39
3.5.15
3.4.45
35.14
3.4.42
3.4.36
3.4.41
3.4.40
3.4.37
3.4.38
3.4.35
3.5.9
3.4.43
3.4.44
3511
3.5.10
3.5.13
3.5.12
3.2.17
3.2.16
3.3.34
3.3.33
3.3.38
3.4.103
3.4.123
3.3.23
3.7.17
3.3.8
3.3.8
3.4.109
3.451
3.4.53
3.4.49
3.4.52
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KOHTPO/Ib TEXHUYECKNIA

KOHTPO/Ib TEXHUYECKOr0 COCTOAHUA MeULUHCKUX U3aennii
KOppeKTMpoBKa

KOPPEeKTUPOBKa TEXHNYECKO fJOKyMeHTaLnmn
KPUTEPUU TOTOBHOCTHU

AVKBMAaaLuna npoayKuuu

nuueHsunap

nvueHsunat

AnueH3ns

MakeT

MakeT MeAULMNHCKOTo n3aenus

MapKnpoBKa

mMaTepuanbl pacxofHble MeAuLUHCKNe
MeHeKMEHT pucka

MeToAMKa UCMbITaHWi

MofennpoBaHne MeAULMHCKOro n3genus
mMogenb

MOfeNb XU3HEHHOTO unkna

MOAeNb XU3HEHHOTO UMKNa MeAULMHCKOTo nsgennsa
MoAenb MeANLUHCKOTo u3genms

Mogenb opraHusauum pabot

MofepHM3auns MeanLUUHCKOro nsgenms
MoZepHM3auns npu akcnayartayum
mMogudunkayns

MoandrKauma MegULNHCKOro n3genms
MoAuguLMpoBaHue MegULNHCKOTO U3aenmns
MOAyNb opraHusauum paboT

MOHTaX 060pyA0BaHuA

HafeXHOCTb

Ha/A30p aBTOPCKNI

Ha/j30p aBTOPCKMiA (B Nnpon3BOACTBE /aKcnnyaTaunmn/ npoaykLmnn)
HanmeHoBaHue usgenus

HapaboTka rapaHTuiiHas

HWP

HeAO0CTaTOK KOHCTPYKTUBHbIA

HeAoCTaToOK NPON3BOACTBEHHbIN
o6opyaoBaHue TexHonornyeckoe

o6paseL, aBTOPCKMiA

obpasel, roNoBHOM’
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o6paseL, KOHTPO/bHbI A 3.3.28
o6pasel MeULMHCKOTO n3genmns 3.2.10
obpasel, MeANLVHCKOTO N3genns aBTOPCKMiA 3.2.12
o6pasel, MEANLUHCKOrO N3AeNnsa aKcnepuMeHTanbHbl i 3211
obpaseu-moaens 3.3.29
obpaseL, ONbITHbI 3.3.24
o6paseL, NPOMbILLEHHbI 3.3.25
o6pasel, aKCnepuMeHTanbHbIi 3.2.11
obpasey-aTanoH 3.3.27
o6palyeHne npoayKLmMn 36.1
ob6cnyxumBaHue TexHuyeckoe 3.7.10
o6bem BbiNycka NpoAyKuun 3.4.93
o6sA3aTenbCcTBA rapaHTUitHble 3.7.4
OKP 3.35
OHTA, 3.2.15
onacHocTb 3.4.11
onucaHune 3.4.119
onucaHue obpasua MeaULMHCKOro N3aenns TeXHN4Yeckoe 3.3.37
onucaHne TexHnyeckoe 3.3.37
onpepfeneHue pucka 3.4.58
opraH perynvpytowni 3.5.27
opraHusauus KoMneTeHTHas KnuHuyeckas 3.5.26
opraHusaunsa MegunumHckas 3.15
0CBOEHWEe NMPOM3BOACTBA 3.4.25
OCHacTKa TexHoJsiornyeckas 3.4.6
oTka3s 3.7.18
0TKa30yCTONYNBOCTb 3.4.106
OoTP 3.3.6
OTXO0/Abl ONacHble 3.4.13
OTYeT Hay4YHO-TEXHUYECKUN 3.2.14
OTYEeT 0 NaTEHTHbIX UCCNefoBaHUAX 3.2.20
OTYeT NO K/NHNYECKOl oueHKe 3.5.31
OoLEeHnBaHNe pucka 3.4.59
oueHKa KnmHuyeckas 3.5.21
OLEeHKa COOTBEeTCTBMUA 35.2
OLEeHKa TeXHNYECKOro ypoBHA NpoayKumnun 3.4.30
napTus KOHTponupyemas 3.4.75
naptma oneliTHas 3.4.73
napTvsa onbITHO-NPOMbILW/IEHHAnA 3.4.74

55



FOCT P 58454— 2019

napTva NPoAyKUUN KOHTponmpyemas
naTteHT

naowajka npon3BoACTBEHHASA

nospexpgeHue

noAroToBka NpousBojcTBa

noAroToBKa NPOM3BOACTBA TEXHONOIMYeckas
nofafepxka MHTerpupoBaHHasa foructuyeckas
nogfepxka NpoLeccoB TEXHUYECKO aKcnayaTaymm usgennsa NHTerpupoBaHHas noructuyeckas
noApAAUNK

noATBEpPXAeHne COoTBEeTCTBUS

nonydabpukart

nonb3oBartesb

nocTasLinK

nocTtaHoBKa NpoAyKUUN Ha NPON3BOACTBO
npeanoxeHne TexHnyeckoe

npeacTaBuTelb U3roTOBUTENA YNOJHOMOYEHHbI
npeacTaBuTeNb NPOU3BOAUTENSA YNONHOMOYEHHbI
npeTeHsns

npvemka npoaykLummn

npruMeHeHne npeaycMoTpeHHoe/Ha3HaYeHne npegycmMoTpeHHoe
NpUHaAIeXHOCTb MeANLMHCKOTOo n3aenus

npob6a

nporpamMmma mcnbiTaHuii

npoAyKLUusa rotoBas

npoAyKLMA efnHNYHasA

npoAyKLMA MofepHU3NpoBaHHas

npoAykKLmnsa HoBas

npoAyKLMa ocBOeHHas

npoaykuma cepTucpnunpoBaHHas

NPOEKT TEXHUYECKUIA

NPOEeKT 3CKU3HbIN

npousBofuTeNb

nNpou3BOACTBO

NpoM3BOACTBO eNHNYHOE

npou3BoACTBO cepuiiHoe

NpPoM3BOACTBO YyCTaHOBUBLIEECS

npoTOKON Banujauuu npouecca

NPOTOKON UCNbITAHWA

NPOTOKON KAWHUYECKOI anpobaynu
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3.4.75
3.2.21
3.4.9
3.7.20
3.4.18
3.4.19
3.6.8
3.6.8
3.4.62
3.5.3
3.4.65
3.6.14
3.5.25
3.4.2
3.2.18
3.4.61
3.4.61
3.7.25
3.4.54
3.6.3
3.1.10
3.4.92
3.4.126
3.4.81
3.4.88
3.4.83
3.4.82
3.4.84
3.4.85
3.3.35
3.3.36
3.4.60
341
3.4.89
3.4.91
3.4.3
3.4.125
3.4.128
3.5.32
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npouecc TeXHOOrnyeckuit 3.4.8
paboTta HayyHO-uccnegoBaTenbckas 321
paboTa HayuHO-uccnefoBaTesibckas Mo CO34aHNI0 MeAULNHCKOro usaenuns 321
pab6oTa OnNbITHO-KOHCTPYKTOpCKas 3.35
paboTa OnNbITHO-TEXHOMOrNYECKas 3.3.6
paboTa no peknamayusm 3.7.8
paboOTHUK MeANLMHCKNIA 3.1.6
pa3paboTka aBaHMnpoekTa 3.23
paspaboTka nHuyMaTnuBHas 3.3.3
pa3paboTka KOHKypcHas 3.34
paspaboTka MeANLMHCKOTo n3genuns 331
paspaboTunk 3.3.17
peructpauua rocyjapcTBeHHas 3.5.6
pe3ynbTaT UcnbliTaHui 3.5.20
pe3ynbTaTUBHOCTb KNMHUYECKas 3.5.23
peknamauus 3.7.24
PEMOHT 3711
PEMOHT KanuTanbHbli 3.7.12
PEMOHT cpeaHuii 3.7.13
PEMOHT TEKYL U 3.7.14
PEMOHTONPUIOAHOCTb 3.7.3
pecypc 3.4.111
pecypc ocTaToYHbIN 3.4.112
pelweHne o CHATUN NPOAYKLUN C MPON3BOACTBA 3.8.7
puck 3.4.14
PUCK OCTATOYHBbIN 3.4.15
py6ex aTana XN3HEHHOTO LMKIa KOHTPObHbIA 3.1.15
py6exx aTana >XW3HEeHHOro UnkKna MmegnLNHCKOro N3A4enna KOHTPObHbINA 3.1.15
PYKOBOACTBO NO 3KcnayaTtayuun 3.6.16
cBugeTeNbCTBa KAMHUYyecKne 3.5.30
cBolicTBa NpoAyKuun notpebutenbckme 3.4.96
cepus yctaHoBo4YHas 3.4.72
cepTudukaTt COOTBETCTBUSA 3.5.28
cepTudukauuns 355
CXumMm 3.1.13
CUMBON rpaduyeckunii 3.4.122
CUMBON, NPUMEHSIEMbIA NP MapKUpoBaHUN MeANLUHCKOro n3aenuns 3.4.121
cucteMa MeHe)KMeHTa KayecTsa 3.4.64
cuctemMa TEXHUYECKOro 06CNYXUBAHNA U pEMOHTA MeANLUHCKUX N3aenni 371
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cncTeMa TeXHUYecKoi akcnayarayum

cuTyaumus onacHas

CMK

CHATMEe NPOAYKLMW C Npon3BOACTBA

CHATWeE C aKcnyaTauum

COBepleHCTBOBaHNe MeJULNHCKOro n3genms
cornacoBaHue foKymMeHTa

cornaweHne NULEH3NoHHOe

COUCMONHNTENb MEeANLNHCKNIA

COCTOSIHME TexXHu4yeckoe

cpeficTBa TEXHOMOTNYECKOro OCHaL eHUs

cpefcTBa akcnayartaymm

CPOK rogHoOCTH

CPOK CNyX6bl

CPOK CNyX6bl OXnaaemblii

CPOK aKcnayatauun rapaHTUiHbIi

CPOK 3Kcnayatayum HasHavyeHHbIN

CPOK 3Kcnayatayuv HopMaTUBHbI

CTafMsl XU3HEHHOro UnKia MejuLUHCKOro n3genus
cybnoapagumk

TEeCT Ha TEHOTOKCUYHOCTb

TecT Ha KaHLeporeHHoCcTb

TEXHONOTMYHOCTb KOHCTPYKLUW U3genus
TEXHONMOTUYHOCTb KOHCTPYKL MW U3Lennsa aKcnayaTaunoHHas
TeXHOoN0rMa MeanyuHckas

T3

T30KP

TO

T

Tnn

Tpeb6oBaHNA K MeULUNHCKUM n3gennsm obssaTtenbHble
TAXeCTb

yAOCTOBEPEHNE HA MeAULMHCKOe U3aenne perncTpaunoHHoe
yAoOCTOBEpeHue pernctpaynoHHoe

ynpasfieHne XXN3HEHHbIM LUKIOM

ynpaBfeHne XN3HEHHbIM LLUK/IOM MeAULUHCKOTro u3genus
ynpasieHne puckom

ypOBEHb NPOAYKLUN TEXHUYECKNI

YypPOBEHb PEMOHTA
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3.6.11
3.4.12
3.4.64
3.8.1
3.8.3
3.3.10
3.1.23
3.3.41
3.3.18
3.4.110
3.4.4
3.6.10
3.4.115
3.4.113
3.4.114
3.7.7
3.7.6
3.7.6
3.1.13
3.4.63
3.5.17
3.5.16
3.4.101
3.4.102
3.1.3
3.2.13
3.3.32
3.7.10
3.3.35
3.4.19
3.1.9
3.4.16
3.5.34
3.5.34
3.1.18
3.1.18
3.4.56
3.4.97
3.7.2



YPOBEHb TEXHUYECKOTO 06CNYXUBAHUSA
YyC/IOBUSA TEXHUYECKne

yCcnoBuA akcnnyatayum

ycTapeBaHue usgenus

YyTBEPXAEHNE [OKYMEHTA

yTunusaumns

haiin MeHegXMeHTa pucka

opMynsip naTeHTHbI’

hYHKLMSA MeJULUHCKOTo N3Aenns ocHoBHas
(hYHKLMA Ha3HAYeHUS MEAULMHCKOTO n3genus

xapakTepucTuka yHKUMOHaNbHas 3asBneHHas

XapakTepuctnkn meanunHCKoro nsgenuna (*)yHKLl,VIOHaI'IbeIe OCHOBHblI€e

XapaKTepucTUKN PyHKLUNOHaNIbHbIE OCHOBHbIE
XapakKTepucTuKM IKcnayaTalMoHHO-TEXHNYECKNE
LUK MeANLUUHCKOTO N3AEeNNsi XXU3HEHHbI

LUKN NPON3BOACTBEHHbIN

UMKN pa3paboTkn MeanLUHCKOro nagenus

yacTb 3anacHas

YyacTb cocTaBHas

3KCnepuMeHT

aKCMepTn3a TeEXHNYECKOol AOKyMeHTaLnum
aKcnnyartayus

aKcnayartayns onbiTHas

akcnayaTtayns NOAKOHTPONbHANA

aKcnnyartaynsa TexHmyeckas

an

aTan XW3HEHHOTro ynkna

3Tan XW3HeHHOro unkKna MeguLMHCKOro n3genus
atan HUP

atan OKP

3TUKeTKa

3 (hpeKTUBHOCTb MEAULMNHCKOro n3genus

Bq)dJeKTI/IBHOCTb JKcnnayatauMoHHO-3KOHOMUYeCcKas
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3.7.2
3.1.20
3.6.12
3.8.2
3.1.24
3.8.5
3.4.129
3.2.22
3.1.7
3.1.7
3.4.95
3.4.94
3.4.94
3.4.100
3.1.12
3.4.7
3.3.2
3.7.16
3.4.69
3.4.33
3.3.13
3.6.2
3.6.6
3.6.7
3.6.5
3.3.36
3.1.14
3.1.14
3.2.2
3.37
3.4.120
3.4.98
3.4.99
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AndaBnUTHbI yKa3zaTenb 3KBUBANEHTOB TEPMUHOB Ha aHT/IMIACKOM A3blKe

acceptance board, inspection board
acceptance certificate

acceptance inspection

acceptance of products

acceptance test

accessory

accompanying document
accreditation

accreditation of a testing laboratory
adjustment of technical documentation
admission of medical devices to circulation
agreement of the document
appliance

appliance obsolescence

applicant

application for an engineering and development of product
approval of document

approval test

art constructing {medical device)
assembly unit

assessment of conformity
authorized representative

base value

baste medical device

batch code, lot nuniber

bench test

business plan

carcinogenicity tests

certificate of conformity

certificated product

certification

certification test

circulation of products

dinical data

dinical evaluation

dinical evidence

dinical performance
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3.3.23
3.3.39
3.4.52
3.4.54
3.4.37
3.1.10
3.6.15
3.5.7
3.5.8
3.4.27
351
3.1.23
3.4.67
3.8.2
3.5.24
3.3.31
3.1.24
3.4.40
3.3.8
34.71
3.5.2
3.4.61
3.3.30
3.2.8
3.4.123
3.4.35
3.2.24
3.5.16
3.5.28
3.4.85
355
3.4.38
3.6.1
3.5.29
3521
3.5.30

3.5.23
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clinical safety 3.5.22
clinical testing protocol 3.5.32
clinical trial 35.11
commissioning 3.6.4
competent medical organization 3.5.26
complaint 3.7.25
component 3.4.66
confirmation of compliance 3.5.3
constancy test 3.4.45
consumer properties of product 3.4.96
contractor 3.4.62
control of technical condition of medical devices 3.7.9
control sample 3.3.28
cooperative item 3.4.68
correction 3.3.15
corrective action 3.3.14
current repair 3.7.14
customer/initiator 3.25
customizing serial 3.4.72
declaration of conformity 354
decommissioning 3.8.3
defect 3.7.19
defective unit 3.4.86
degraded state 3.7.20
dependability 3.4.107
description 3.4.119
design defect 3.7.21
designer's sample (medical device) 3.2.12
designer's supervision (in production/usage/) 3.4.48
destruction of product 3.8.4
detai 3.4.70
development cycle of medical device 3.3.2
development of fore project 3.2.3
development of medical device 331
development of production 3.4.25
developmental test 3.4.34
disposal 3.8.5
distributor 3.6.13
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EDW stage

end item

essential performance {medical device)
evaluation of the technical level of products

examination of engineering documentation

expected service life
experienced usage
experiment

experimental batch

experimental designer work (EDW)
experimental sample (medical device)

experimental technological work (ETW)

expert's conclusion
expirience approbation
expiry date, expiration date
facilities of technological ngging
failure

failure-related durability
field test

finished product

finishing of pilot sample
fore project

genotoxicity test

graphical symbol
guarantee commitment
guaranteed life

harm

hazard

hazardous situation
hazardous waste

health care provider
implementator
improvement of medical device
incoming inspection
industrial sample
informatran chart of EDW
information chart of RW

initiative development
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3.3.7
3.4.80
3.4.94
3.4.30
3.3.13
3.4.114
3.6.6
3.4.33
3.4.73
3.35
3.2.11
3.3.6
3.2.23
3.4.29
3.4.115
3.4.4
3.7.18
3.4.106
3.4.44
3.4.81
3.4.28
3.2.19
3.5.17
3.4.122
3.7.4
3.7.5
3.4.10
3.4.11
3.4.12
3.4.13
3.1.6
3.3.17
3.3.10
3.451
3.3.25
3.3.34
3.2.17
3.3.3



inspection check-up

inspection lot (products)

installation of equipment

installation qualification

installed production

instruction manual, operating manual
integrated logistic support

intended use/intended purpose
investigation test

Item, title

keeper of the technical document's originals
label

launching of product into manufacture
level of maintenance (repair)

license

license agreement

licensee

licensor

life cycle management (medical device)
life cyde milestone (medical device)
life cyde milestone gate (medical device)
life cyde model (medical device)

main sample

maintainability

maintenance

maintenance and repair system
maintenance package (SPTA package)
maintenance system

major repair

mandatory requirements for medical devices
manufacturer

manufacturing

manufaduring defect

manufacturing equipment
manufacturing process

magquette. layout (medical device)
marking

mass production

FOCT P 58454— 2019

3.4.53
3.4.75
3.4.26
3.4.22
3.4.3
3.6.16
3.6.8
3.6.3
3.4.32
3.4.116
3.3.20
3.4.120
3.4.2
3.7.2
3.3.40
3.341
3.3.21
3.3.22
3.1.18
3.1.14
3.1.15
3.1.17
3.3.26
3.4.102
3.7.10
3.7.1
3.7.17
3.6.11
3.7.12
3.1.9
3.4.60
341
3.7.22
3.4.5
3.4.8
3.2.6
3.4.118
3.4.91
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mastering product

means of maintenance
medical activity

medical coauthor (co-inventor)
medical consumables

medical device

medical device for individual use
medical device life cycle
medical device life cycle stage
medical devices effectiveness
medical devices group
medical organization

medical product basic safety
medical product quality
medical technology

medium repair

model (medical device)
modelling of medical device
modernization at operation
modernization of medical device
modification (medical device)
modification of document
modification of medical device
new product

nonclinical study

normative (appointed) service life
not specified item

obsolete medical device
opening-up of production
operating conditions

operating life

operation

operational qualification
operational safety

part

patent

patent form

performance claim
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3.4.84
3.6.10
3.1.4
3.3.18
3.1.11
3.11
3.1.8
3.1.12
3.1.13
3.4.98
3.1.2
3.15
3.4.104
3.4.103
3.1.3
3.7.13
3.2.7
3.3.9
3.6.9
3.3.12
3.2.9
3.1.25
3.3.11
3.4.82
3.5.10
3.7.6
3.4.77
3.8.6
3.4.18
3.6.12
3.4.111
3.6.2
3.4.23
3.4.105
3.4.69
3.2.21
3.2.22
3.4.95
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performance qualification 3.4.24
periodical test 3.4.42
pilot sample 3.3.24
pilot-industrial batch 3.4.74
predelivery test 3.4.41
preliminary design 3.3.36
preliminary test 3.4.36
preventive action 3.3.16
primary function of medical device 3.1.7
process validation protocol 3.4.125
product quality inspection 3.4.49
product technical level and quality map 3.3.38
production cycle 3.4.7
production site 3.4.9
production volume 3.4.93
program lead organization 3.3.19
pyrogenicity tests 3.5.15
qualification 3.4.21
qualification test 3.4.39
quality management system 3.4.64
readiness criteria 3.1.16
record chart of EDW 3.3.33
record chart of RW 3.2.16
reference sample 3.3.27
registration certificate (on medical device) 3.5.34
registration dossier 3.5.33
regulatory authority 3.5.27
regulatory documents 3.4.124
reliability 3.4.108
repair 3.7.11
repairability 3.7.3
repaired item 3.7.15
report of clinical evaluation 3.5.31
report on patent studies 3.2.20
reproductive and developmental toxicity tests 3.5.18
request for an expenmental designer work (for the development of medical device) 3.3.32
research work (RW) (on the creation of medical device) 321
research work stage 3.2.2
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researcher o( RW

residual operating life

residual risk

risk

risk analysis

risk control

risk estimation

risk evaluation

risk management

risk management file

sample

sample of medical device
sample-model

sampling

sanitary chemical research

scientific and technical documentation (RSTD)
scientific and technical report
semi-finished product

senal product

severity

single product

single production

solution on phasingout of product from production
spare part

specified item

spoilage

standard item

state registration

sterility tests

subcontractor

supplier

supportabiilty

symbol used in medical device labelling
technical condition

technical description (sample of medicat device)
technical documentation

technical inspection

technical level of product
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3.24
3.4.112
3.4.15
3.4.14
3.4.55
3.4.56
3.4.58
3.4.59
3.4.57
3.4.129
3.4.92
3.2.10
3.3.29
3.4.17
3.5.13
3.2.15
3.2.14
3.4.65
3.4.90
3.4.16
3.4.88
3.4.89
3.8.7
3.7.16
3.4.76
3.7.23
3.4.78
3.5.6
3.5.14
3.4.63
3.5.25
3.4.99
3.4.121
3.4.110
3.3.37
3.1.19
3.4.50
3.4.97



technical operating capabilities
technical project

technical specifications
technical suggestion

technical task

technical testing

technical usage

technological effectiveness of the design of device

technological openmg-up of production
technological readiness of production
tender development

test

test data

test procedure

test program

test report

test result

testability

tooling

toxicological research
trade-mark

type test

unified item

unit of product (item; entity)
unsatisfactory equipment claim
upgraded product

usage under the inspection
useful Me

user

validation

verification

warranty service life
withdrawal from the production
work organization model

work organization module

work under the unsatisfactory equipment claim

FOCT P 58454— 2019

3.4.100
3.3.35
3.1.20
3.2.18
3.2.13
3.5.9
3.6.5
3.4.101
3.4.19
3.4.20
3.34
3.4.31
3.5.19
3.4.127
3.4.126
3.4.128
3.5.20
3.4.109
3.4.6
3.5.12
3.4.117
3.4.43
3.4.79
3.4.87
3.7.24
3.4.83
3.6.7
3.4.113
3.6.14
3.4.47
3.4.46
3.7.7
381
3.1.21
3.1.22
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Buénunorpadusa

[11  Mpuka3s MuHucTepcTBa 3fpaBooxpaHeHns Poccuiickoii deaepaLumn oT 6 noHa 2012 r. N9 4H «O6 yTBEPXAEHUN HO-
MeHKNaTypHOW Knaccuukaunm MeanunHCKnX nsgennin»

[2] PepepanbHbIli 3akoH 0T 21 HOA6pA 2011 r. Ne 323-d3 «O6 ocHoBax OXpaHbl 340P0BbA rpaxaaH B Poccuiickoii de-
aepauun»

[3] P 50-605-80-93 PekomeHgauumn. Cuctema pa3paboTkM ¥ MOCTAHOBKM MPOAYKUMM Ha NMPOU3BOACTBO. TepMUHbI 1
onpegenexHns

[4] MoctaHoenenue MNpaButenbctea Poccuiickoii ®Pegepaunmn oT 27 fekabps 2012 r. Ne 1416 «O6 ytBepxaeHum Mpa-
BU/1 rOCyAapCTBEHHOI perncTpayun MeanLnHCKNX n3genuii»

68



FOCT P 58454— 2019

YK 65.012:006.354 OKC 11.040.01

KnoueBble c/ioBa: MeAULUMHCKOe u3aenve, pa3paboTka, UCMbITaHus, NPOM3BOACTBO, OLlEHKa COOTBETCTBUA
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Pepakrtop MN.B. KopeTHukoea
TexHunueckuii pegaktop W.E. YepenkoBa
KoppekTtop M.B. ByuHas
KomnbloTepHasn BepcTka E.A. KoHgpalloBoii
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