PENEPA/IBHOE AFEHTCTBO
MO TEXHWYECKOMY PEINYJIMPOBAHUIO N METPOJIOI NI

HALULWOHANBbHbBbIW [OCT P
CTAHAAPT MCO 18113-5—
POCCUNCKOMN
OEAEPALUNN 2024

MeguuuHcKkne nigenua ana AnarHoCTUKK in vitro

NH®OPMAULUWNA, MPEAOCTABJ/IEHHAHA
N3FrOTOBUTENEM (MAPKNPOBKA)

YacTtb 5

O6opyaoBaHne aAns AMarHOCTUKM in vitro
A7 CaMOCTOATENIbHOIo MCMNOoJ/Ib30BaHNA

(1ISO 18113-5:2022, HOT)

M3paHne odhmumnanbHoe

Mocksa
Poccuiickunin MHCTUTYT CTaHOapPTM3aUMmn
2024


https://www.stroyinf.ru/ispytaniya-stroitelnyh-materialov.html

FOCT P NCO 18113-5—2024

MNpegncnoBue

1 NOArOTOBNEH Accounauveit cneynanucTtoB 1 opraHusanuini nabopaTtopHoi cnyx6bl «deaepayms
nabopaTtopHoil MeguumnHbl» (Accoumaunsa «®JIM»), degepasbHbIM FOCYAapCTBEHHbIM OHOKETHBIM YUpeXx-
JeHnem «Bcepoccuiickuii Hay4yHO-uccnefoBaTenbCkUil U UCNbITaTeNbHbli UHCTUTYT MEAULUHCKON TEeXHUKU»
PepepanbHoi cnyx6bl No Haa3opy B chepe 3apaBooxpaHeHnsa (Prey «BHUNMMT» PocsgpaBHansopa) Ha
OCHOBe COGCTBEHHOrO NepeBofa Ha PYCCKWUA A3blK aHINOA3bIYHON BEpPCUMM CTaHdapTa, YKasaHHOro B NyHkTe 4

2 BHECEH TexHuyeckum komutetom no crtaHgaptudauymm TK 380 «KnuHuyeckme nabopaTopHble
nccnenoBaHusa M guarHoctTmyeckme TecT-CUCTEMbI UH BUTPO»

3 YTBEPX/JEH W BBEAEH B JENCTBUE TMpukasom PefepasbHOro areHTCTBa MO TEXHWUYECKOMY
perynupoBaHuto 1 metposiorun ot 23 mad 2024 r. Ne 651-ct

4 HacTtoAwwmin ctaHfapT UAeHTUYeH MexayHapogHomy ctaHaapty MCO 18113-5:2022 «MeguunHckme
usgenvsa ANs AUarHocTuku in vitro. MHdopmaumsa, npegoctaBneHHas usrotoputenem (Mapkuposka). YacTb 5.
O6opyaoBaHvMe Ansa AMArHOCTUMKM N Vitro gnsi caMocTOsITENBHOTO MCMNofb3oBaHus» [ISO 18113-5:2022
«In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 5: In vitro
diagnostic instruments for self-testing», IDT].

MexayHapoaHblii cTaHAapT pa3paboTaH TexHuyecknm komutetom NCO/TK 212 «KnuHunyeckne nabopa-
TOpPHbIE UCCNEeA0BaHNA U AMarHoCTUYEeCKMe TecT-CUCTEeMbI in Vitro».

Mpy NPpUMEHEHUN HaCTOALWEro cTaHgapTa PeKOMeHAYeTCa MCMNob30BaTb BMECTO CCbINTOYHbIX MeXAyHa-
pofHbIX CTAHAApPTOB COOTBETCTBYIOLIME UM HaLMOHAas/IbHbIE N MEXrocyAapCTBEHHbIE CTaHA4apThl, CBEAEHUS O
KOTOPbIX NPUBEAEHLI B AOMO/IHUTE/IBHOM NpunoxeHuun A

5 B3AMEH IOCT P NCO 18113-5—2015

lNpaBuna npMMeHeHna HaCTOSALEero craHjapTa YyCTaHOBMEeHbl B cTaTbhbe 26 defepasbHOro 3akoHa
0T 29 umioHa 2015 r. Ne 162-93 «O cTaHgapTusauun B Poccuiickoin ®egepauymm». NHdopmaunsa o6 uns-
MEHEHUAX K HACT OALWEeMY CTaHAap Ty Ny6/nKyeTCs B eXerofHoM (Mo COCTOSHMIO Ha 15AHBapsa TeKyLlero
roga) MHopmaLMoHHOM ykasaTene «HauuoHasibHble CTaHA4apThl», a ohuunanbHbli TEKCT WM3MEHEHWUN
M NONpPaBOK — B eXeMeCHAYHOM WMHPOPMaUMOHHOM ykasaTene «HauuoHanbHble cTaHgapThl». B criyvae
nepecmMoTpa (3aMeHbl) UM OTMEHbl HACTOALWEro cTraHjgapTa cCooTBeTCTBYLWee yBegomneHne bygeT
ony6/IMKoBaHO B 6AMKaMLIEM BbINYCKE €XeMecA4YHOro MHMOPMaLUOHHOIO ykasaTens «HauuoHasnbHble
cTaHgapTbhi». COOTBETCTBYWLWAasA HopMauus, yBeoMNeHNne U TEeKCTbl pasMeLllalnTCcsa Takke B UH-
hopMaLMOHHOW cucTeme 06LLero nosb3oBaHNsa — Ha odomumanbHOM caliTe ®efepanbHOro areHTCcTBa no
TEexXHNYeCKOMY perynmpoBaHuio U MeTponornm B ceTn MHTepHeT (Www.rst.gov.ru)

© 1S0, 2022
© OdopmneHne. PIrey «UHCTUTYT cTaHgapTusayun», 2024

HacToswuii cTaHAapT He MOXeT 6biTb MOJTHOCTBLIO MM YaCTMUHO BOCMPOU3BEAEH, TUPAXMUPOBAH U pac-
npocTpaHeH B kKauyecTBe odMLMANBHOIO U3faHus 6e3 paspeleHuns defepasbHOro areHTcTBa No TEXHUYECKO-
My perysimpoBaHuio 1 MeTposiorum
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BBepneHne

M3rotoBuTenn ob6opyaoBaHusa ANA AuMarHOCTMKM in Vvitro (o6opypoBaHue VIBL) ons camocTosiTeNbHO-
ro Ucnosib3oBaHMa (CamoTeCTUPOBAHMA) NPefoCTaBNAT MNONb30BaTEIAM UHAOPMauuio, obecneyvynBaloLLyo
6e3onacHoe MCnosib30oBaHWe U JOCTMKEHNE OXUAaeMbIX YHKLUMOHANBbHbBIX XapaKTepPUCTUK MeANLNHCKUX W3-
aennii. letanbHble NHCTPYKLUN NO MPUMEHEHNI0 HEOBX0AMMbI ANa 6e30MacHo U NpaBUALHOW 3KcnayaTauum
ob6opygosaHusa VIBA. Tvn nypoBeHb geTannsaunn 3aBUCcAT OT NpeAnosiaraeMoro ncnosib30BaHnsa n HopmaTuBs-
HbIX MPaBOBbIX aKTOB KOHKPETHOI CTpaHbl.

MexayHapoaHblii hopym perynatopoB meanunHckux ngenuii (IMDRF) cnoco6cTByeT pa3sBuTuio CUCTEM
peryninpoBaHnss MeAULMHCKMX M3Aenunii Ha rnobanbHOM YpPOBHE. YCTpaHeHue pasnuuuii Mexgy perynmpyto-
WHUMN IOPUCANKLUAMN MOXET NO3BOMUTbL MauueHTam nonyynTb 6onee paHHMIl 4OCTYN K HOBbIM TEXHO/IOTUAM
N mMetogam neyeHus. Hacrtosawwmii ctaHgapT npeactaBnisieT cob60li OCHOBY AN rapMoHu3aumm TpeboBaHuii K
MapkupoBke obopyposaHua VB ona camoTecTupoBaHus.

B HacToflWeM cTaHAapTe npuBegeHa MHopmMmauus, npegocTasnsemas n3rotoeuTesiem ¢ obopynosaHu-
em B[, npegHa3HayYeHHbIM A1 caMOoTecTMpoBaHusa. Hactoawmin ctaHgapT npefHasHadyeH 418 npyuMeHeHus
BMecTe ¢ MCO 18113-1, KOTOpbI copepXuT obuune TpeboBaHns K nHpopMaumm, NnpeaocTaBNeHHON M3roTo-
BUTENEM, 1 06LMe TpeboBaHUA K MapKnpoBKe.

CtaHgapT npegHasHayeH 475 NOAAEPXKM OCHOBHbIX TpebGoBaHWIi K MapKkupoBke BCEMU NapTHepamu
IMDRF [6], a Takke Apyrux cTpaH, KOTOpble yXe NPUHAMN WX NAaHUupyT MPUHATL NpaBuaa MapKMpoBKU
MeAULUUHCKUX U34enunii Ans AMarHocTuku in vitro.

TpeboBaHMs HaCTOsALWEro cTaHAapTa pacnpocTpaHstTca Ha obopypoBaHne VIBL gnsa camoTtecTtupoBa-
HWA, KOTOpPOe npefHasHavyeHo A1 NPUMEHEHUA C peareHTamu, NpefocTaB/eHHbIMU O4HUM N TEM Xe M3roTo-
BUTENEM, B TOM Yyucne coemecTtHo ¢ NICO 18113-1 n NCO 18113-2.
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HALUWOHANbHbBINW CTAHAOAPT POCCWUMCKOW SEALEPALUMN

MeanuMHCKNE n3genns gns ANarHOCTUKK in vitro
NHPOPMALNA, NPEJOCTABNEHHAA U3FOTOBUTENEM (MAPKMPOBKA)
YacTb 5
O6opypoBaHue /st ANArHOCTUKM in vitro Af18 CaMOCTOATE/IbHOrO UCMO/b30BaHUSA

In vitro diagnostic medical devices. Information supplied by the manufacturer (labelling). Part 5. In vitro diagnostic
instruments for self-testing

Hata BBegeHmna — 2025—01—01

1 O6nactb NpUMeHeHus

HacTtosawwmin ctaHgapT ycTaHaBinBaeT TpeboBaHUA K MHopmauum, npefocTaB/eHHON M3rotoBuTenem
060pyA0BaHNS A/1a AMarHOCTUKM in vitro (o6opyaoBaHne WBM), npefHa3Ha4YeHHOro A/ CaMOCTOSATESIbHOTO
MCcnoab30oBaHMA (CaMOTeCTMpPOBaHUSA).

HacToswunii cTaHgapT Takke NPUMEHUM B OTHOLWEHUN MHpopmaLun, NpesocTaBAsemMol N3roToBUTENEM
c obopyfoBaHueMm, npegHasHayeHHbIM 4151 NPUMEHEHUSs COBMECTHO ¢ ob6opyaoBaHuem VB[ aons camoTecTu-
poBaHus.

HacTosAwunii cTaHgapT MOXET Takke ObiTb MPUMEHEH B OTHOLUEHUW NPUHAANEXHOCTEN K MeAULUHCKAM
n3genmnsam.

HacToAwwmii ctaHgapT He pacnpocTpaHseTcs:

a) Ha MHCTPYKLUM MO 06CAYXMBAHUID N PEMOHTY UHCTPYMEHTOB;

b) peareHTbl A8 ANATHOCTUKM iN Vitro, BkNYas kannbpaTtopbl U KOHTPOJIbHbIE MaTepuasbl, NPUMeHsie-
Mble MPU KOHTPOJIe peareHTos;

c) o6opyposaHne VB[ ana npoeccuoHanbHOro MCnosib3oBaHus.

2 HopmaTtuBHbIe CCbIJIKN

B HacToAWweM cTaHgapTe WCNosb30BaHbl HOPMATUBHbLIE CCbIJIKM Ha cnefylolme ctaHfapTbl [Ana gatu-
pPOBaHHbIX CCbIZIOK NMPUMEHSAIOT TONIbKO yKa3aHHOe M3fJaHune CCbIJIOYHOro ctaHjapTta, ANA HeJaTUpPOBaHHbIX —
nocnegHee nsgaHue (Bknw4vas Bce M3MeHeHU)]:

ISO 14971, Medical devices — Application of risk management to medical devices (N3genna megnumnH-
ckue. NMprMeHeHne MeHeg)XMeHTa pucka K MeAULUHCKUM W3Lennsam)

ISO 15223-1, Medical devices — Symbols to be used with information to be supplied by the manufac-
turer— Part 1. General requirements (N3genua meguuunHckme. CUMBO/bI, NPUMEHSIEMbIE AN pa3MeLeHuns
MHgopMaLumn, KoTopas Ao/KHA NpefocTaBnATbCca nsrotosutenem. Yactb 1. OCHOBHble TpeboBaHus

ISO 18113-1, In vitro diagnostic medical devices — Information supplied by the manufacturer (label-
ling) — Part 1. Terms, definitions and general requirements [MeguunHckme nsgenns aas AMarHoCTUKK in Vvitro.
MHopmaymsa, npegoctaBneHHas usrotosutenem (Mapkuposka). Yactb 1. TepMuHbl, onpegeneHns v obuwue
TpeboBaHus]

IEC 61010-1, Safety requirements for electrical equipment for measurement, control and laboratory
use — Part 1: General requirements (be30nacHOCTb 3/1€KTPUUYECKNX KOHTPONIbHO-U3MeEpPUTEsIbHbIX NPUG0OPOB
n nabopaTtopHoro o6opynosaHusa. Yacte 1. O6uwme TpeboBaHusA)

V3pgaHne opuynanbHoe
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IEC 61010-2-101, Safety requirements for electrical equipment for measurement, control and laborato-
ry use — Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment [Ee3onacHOCTb
3/1EeKTPUYECKUX KOHTPO/IbHO-N3MepUTesibHbIX NpubopoB 1 nabopatopHoro o6opyaosaHua. Yacte 2-101. YacTt-
Hble TpeboBaHMA K MeauUMHCKOMY 060opyaoBaHuio gna nabopatopHoi guarHoctuku (MBA)]

IEC 61326-2-6, Electrical equipment for measurement, control and laboratory use — EMC require-
ments — Part 2-6: Particular requirements — In vitro diagnostic (IVD) medical equipment [O6opyaoBaHue
3NeKTpuyeckoe ANA U3MepeHus, ynpasneHus n nabopaTopHOro npuMmeHeHus. TpeboBaHWs 3/1€KTPOMArHUT-
HON coBmecTMMOCTU. YacTb 2-6. YacTHble TpeboBaHua. MegnumHckoe obopypoBaHue ANs AMArHOCTUKM B
nabopatopHbix ycnosuax (MBA)]

IEC 62366-1, Medical devices — Part 1. Application of usability engineering to medical devices (/13-
genua MmepuuuHckme. Yactb 1. MNMpoekTupoBaHue MefULMHCKUX U3AeNnid ¢ y4eTOM 3KCniyaTauuoHHON npu-
rofHOCTHK)

3 TepMUHbI 1 onpeaesneHns

B HacToAwem cTaHgapTe npuMeHeHbl TepMuHbl no CO 18113-1.

TepMuHonornyeckne 6asbl gaHHbix MCO n M3OK AOCTYNHbI N0 cnefyrowmumM UHTEpHeT-agpecam:
- nnatgopma oHnaiH-npocMmoTpa MCO no agpecy: http://www.iso.org/obp;

- 9nekTponegua M3K no agpecy: http://www.electropedia.org/.

4 O6Lwue NosoXeHnA

B HacTosAlWeM cTaHOapTe NpuMMeHeHbl TpeboBaHuA, ycTaHOBMeHHble B ICO 18113-1.
CtaHpgapTtbl NCO, Hanpumep [1] v [4], ans cneundunyecknx MeauunHCcKux mnsgenunin MBL mMoryT Takxe
cogepxaTtb TpeboBaHUA K MHOpMaLmn, NpesocTaBeHHON N3roTOBUTENEM.

5 OTMKETKM 1 MapKnpoBKa

5.1 O6uwme nonoxeHus

TpeboBaHUA K aTUKETKaM U MapknpoBke obopygoBaHus VB[, gonxHbl cooTBeTcTBoBaTh M3IK 61010-1,
M3K 61010-2-101 n M3K 61326-2-6.

B OTHOWEHNN UCNOMb30BaHNSA CUMBOJIOB NPUMEHSAIT TpeboBaHus NCO 15223-1.

Mpu ykasaHUM Ha 3TUKeTKe MHopmauuu, Kacalwweics OTBETCTBEHHOCTM U3rOTOBUTENSA B c/yyae no-
BpexgeHua obopygosaHunsa VIB unu nonyyeHns TpaBmbl, BOZHUKWEN NPU €ro UCnosib30BaHuy WM Hencnpas-
HOCTW, cregyeT NpUHUMaTb BO BHUMaHue TpeboBaHWA 3aKOHOB WU/IM HOPMAaTUBHbIX MPaBOBbIX aKTOB CTpaHbl
o6paleHns MeanuLMHCKOro nusgenus.

MapkupoBka He [0/hKHa cojepxaTb MHGOopmaumio 06 oTka3e OT OTBETCTBEHHOCTMW, CBSI3aHHOW C 6e3-
ONacHOCTbIO NMPUMEHEHUSA M3[ENna NO HasHaYeHu, HECOBMECTMMYI C 06A3aTenbcTBaMy M3roToBMTENA MO
NPOeKTUPOBaHMNIO U NPOM3BOACTBY 6e3onacHoro obopygosaHuna VB[, dyHKUMOHMpPYOWEro Hagnexawmm 06-
pa3om B COOTBETCTBUM C npepnosiaraeMblM WCMO/Ib30BAHWEM B TEYEHWE YCTAHOBJIEHHOrO CpoKa 3Kcrnjayarta-
umn. Cnefyet nNpMHUMaTb BO BHUMaHWe 3aKOHbl M npasBu/ia B CTpaHe NpUMEHEHUs U3aenus.

5.2 VpeHTuukauma obopynosaHmna VB

5.2.1 HaummeHoBaHne ob6opypgoBaHus NBL

[omkHbl 6bITb yKa3aHbl HaMMeEHOBaHMWe Wan Toprosas mapka o6opyposaHus VB,

Ecnu HanmeHoBaHue o6opypoBaHua VB[ He No3BOMSET €ero 04HO3HAYHO MAEHTUULMPOBATb, AO/IKHbI
6bITb NPUBEAEHbl AOMNONHUTE bHbIE CNOCOObLI NAEHTUMMKALUN.

MpuMep — KaTanoxHblii HOMep, ToBapHbI HOMep.

5.2.2 CepuiiHbI HOMEpP

O6opypoBaHuto VIBA, no/mkeH 6biTb NPUCBOEH YHUKA/IbHbIA CEPUIAHBIA HOMEP.

O6opypgoBaHuio B[, cooTBeTcTBYlOWEero Tpe6osaHnam M3K 61010, go/mkeH 6biITb MPUCBOEH Cepulii-
HbIA HOMEp.
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Ecnu cepuiiHblii Homep He nNpucBoeH o6opypoBaHuio VB wav npuHagiexHocT K MeauLUHCKOMY W3-
Aenuio, npeAHasHauyeHHol ANsi NPUMEHEHUsI COBMECTHO ¢ oGopyaoBaHueM WB/, BMecTo Hero MoXeT 6biTb
UCMNOJIb30BaH KO NapTuu.

MpuMep — EMKOCTU A1 NepBUYHOl Npo6bl, 06pasua 6yaeT NPUCBOEH Kog napTumn.

5.2.3 TpnmeHeHne ana ANarHoCTUKU in vitro
HopmaTnBHble NpaBOBble akTbl MOTYT cogepxaTb TpeboBaHUA K MHpopmaLMy 0 NpUMMeEHeHU obopyao-
BaHWA 0719 AWarHOCTUKKM in Vitro.

Mpumep — «[A75 ANAarHOCTUKM in Vitro» nnm rpadonuyecknii CMMBOI: «MegULNHCKOe n3genne gns guarHo-
CTUKU in Vitro».

MpuMmedyaHue — B HEKOTOPbIX CTpaHax KOMMETEHTHble OpraHbl MOryT yCTaHaB/MMBaTb TPeGOBaHUSI K Npeao-
CTaB/IEHUIO MHGhOpMaLMM O NpeanosiaraeMoM UCnosib3oBaHu. Hanpumep, B CLUA ykasbiBailoT, 4To Usgenne npegHasHa-
UeHo A1 NPVYMEHEHNSI B ANArHOCTYKe in Vitro.

5.2.4 YHuKanbHbIli naeHTudukaTtop meanumHckoro ngenusa (UDI)

Cnepgyet yunTblBaTh, YTO ecnn Ha obopyposaHne VB[ pacnpocTpaHsalTca npasuna YHUKabHON UaeH-
TMdMKauMnm MegULUHCKOTo W3fenns, yCTaHOBJ/IEHHbIE PEryvMpyloLlwmnuM OpraHoMm, TO Ha BHELWHeR 3TUKeTke
[O/MKEeH ObITb ykaszaH UDI, Bkatuyasa Hocutenb UDI (HOcuTenb, NCNONb3yeMblii A1 aBTOMaTUYeCKON NAEHTU-
dhrkauum n cbopa pgaHHbix B hopmate «AKOC») 1 ero nHTepnpeTayuio B IETKO BOCNpUHUMaeMoM copmarte
yTeHunsa (HRI).

Ecnu Hocutenn AKOC otnuyaiTca oT Hocutensa UDI u ABNAAOTCA 4acTblo MapKUPOBKM MeAULNHCKOro
nsgenuns, Hocutenb UDI go/mkeH 6bITb Nerko naeHTMuumMpyemMbiMm.

YHUKanbHbIi nageHTudukatop meguunHckoro nsgenusa (UDI) gonxeH BkAYaTh Kak ngeHtudunkatop us-
aenusa UDI (UDI-DI), Tak n ngeHtucpukatop nsrotosutensa UDI (UDI-PI); npu aTom cnegyeT yunTbiBaTb UCK/HO-
YeHus, npefycMOTPEHHbIE HOPMAaTUBHLIMU akTamu.

Onsa o6opypoBaHus VIBA UDI-Pl gosmkeH BKAKOYaTb, KaK MUHUMYM, CEPUIHBIA HOMEP, 3a UCKIKYEHNEM
cnyyaeB, Korga usgesnve conpoBOXAAeTCs KOAOM MapTuu, B 3TOM cryvyae A0/DKeH ObiTb BKAOUYEH KO NapTuu.

Ha aTukeTke n3genunsa MoxeT ObiTb yKa3aHa faTa ero U3rotoBJ/IEHUSA He C LeNbio KOHTPOA cpoka rofHo-
CTW, B 3TOM c/lydae uHopmauuio He BkaoyaloT B UDI-PI; npu aTom cnefyet yunTbiBaTb 0cobble TpeboBaHus,
npefycMOTPEHHbIE HOPMATUBHLIMWU MPAaBOBbLIMU aKTamu.

Ecnu cywectBylOT orpaHuyeHnsa, saTpygHAalowWwmMe ucnosib3oBaHne Ha 3TukeTke kak AKOC, Ttak n HRI,
npegnoyTeHne, Kak npaeuno, otgatT popmaty AKOC, 3a ncknryeHmem cnydaes, korga HRI 6onee nogxogut
nosib30BaTesIto.

Hocutenb UDI gomxeH ObiTb yao6ouyMTaemMbiM Npu NPUMEHEHUU, B YC/IOBUSIX XPAHEHUS U B TeyeHue
BCEro cpoka rofHocTun akcnnayatauun obopygosaHua VIBA. NHopmauma o cneymukaLmsax CMMBO/IOB WTPU-
X0BOro kofa npusegeHa B MCO/M3K 15415.

Pa3meweHne Hocutensa UDI o/mMKHO OCYWeCTBNATLCA TakuMm o6pa3oMm, 4tobel Metog AKOC 6Gbin gocTy-
neH nNpu akcnayaTtaunum nam XxpaHeHun obopynoBaHus.

UDI moxeT 6bITb pasmelleH Ha 3TuKeTKe, OTAEe/IbHO OT APpYro Heob6XxoAuMOn nHgopmaumu.

O6opypoBaHne NB[, cocTosiwee M3 HECKONbKUX YyacTei, Tpebywmnx cO60pKn, MOXET MMeTb HOCUTENb
UDI TOoNIbKO Ha OAHOI YacTu.

HaunoHanbHble W/MNNM pernoHanbHble HOPMaTWBHbIE MpPaBOBble akTbl MOTYT cofepxaTb TpeboBaHUs K
YHUKanbHOMY uaeHtndukatopy o6opyaoBaHus.

MpumeuvyaHune 1— CogepxaHne, dpopmat u pasmep UDI onpeaensitoTcs ynosHOMOYEHHbIM OpraHoMm, npego-
ctaBnsembiM UDI.

MpnmeyaHune 2— TekcT HRI OoTAnMYaeTcs OT TEKCTa, Y€ HAaHECEHHOro Ha 3TUKETKY, U ABMSETCA UHTepnpeTa-
upeld faHHbIX, 3aKoampoBaHHbIX Ha UDI-HocuTene.

6 CopaepaHue VUHCTPYKUUKX MO NPUMEHEHMIO

VHCTpYyKLMSA No npuMeHeHuto obopygoBaHnsa VB gns camoTecTUpOBaHMA AO/MKHA ObiTb NOHATHA ANA
HenpodgeccnmoHasibHOro nosib3oBaTens.

VHCTpyKLMS No npuMeHeHuto obopypoBaHusa VB[, gomkHa BKAKYaTh:

a) cofepxaHue;

b) onucaHne OCHOBHbLIX 3/1EMEHTOB;
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c) Auarpammbl 1 610K-CXeMbl KOHUrypauum obopygosaHua VBM;
d) nopsgok c60pkM M HACTPONKN B BUAE TEKCTa U UANCTpaunii;
e) rpacuyeckme CMMBO/bI NpeaynpexaeHunii;

f) npumepbl npuMmeHeHUa n o6cnyxuBaHmsa o6opyaoBaHus;

) onucaHue 3TanoB BbINOAHEHUA pPabdoT;

h) nepeyeHb NpMHaAANEXHOCTEA K MEAULWHCKOMY U3LENI0;

i) MHAOekKc;

j) naeHTucbukauuto Bepcuii MHCTPYKUUN 1 AaTy ee pa3paboTku;

k) rnoccapuit cumBONOB;

I) coKpal,eHUsa TepPMUHOB;

T) npeanonaraeMoe UCMosib3oBaHue;

M) KOMMOHEHTbI N HACTPOWKY;

0) MVHdopMauu o NnporpammHOM obecneyvyeHuu;

p) VMHCTPYKUUM MO 3KcnayaTauum,

g) WVHCTPYKLMMW MO OYMUCTKE U Ae3uHdeKuunn;

N npodunakTnyeckoe obCnyxmBaHue N ycTpaHeHue HencrnpasHOCTEl;
S) kubepb6esonacHOCTb, rae 3To MPUMEHUMO;

t) AONONMHUTESIbHYI0 MHGPOPMALUIO.

MpumedyaHne — PekoMeHAauum Mo paspaboTke PYKOBOACTB M UHCTPYKUMIA AN MEAWLMHCKAX U3OeNuiA, npu-
MEHSIEMBIX A/151 NPOBELEHNSI UCCNEL0BaHUS MO MECTOHAXOX/AEHUIO NaumeHTa, NpuBeseHbl B [7].

Ecnn unsrotoBuTesb noctaBaseT cCUCTEMY ANS NPOBefeHUs Ucc/efoBaHusl, cogepXallyl peareHTbl
n obopypoBaHune, To Heobxogumas uHgopmauns MOXET OblTb BK/AKOYEHA B WHCTPYKUMU NO MPUMEHEHUIO
peareHToB WM B KOMGUHUPOBAHHOE PYKOBOACTBO MO NMPUMEHEHUID CUCTEMBI.

7 OnucaHne VHCTPYKUUX MO NPUMEHEHNIO

7.1 WHdopmayma o6 nsrotosutene

[onxHbl 6bITb yKa3aHbl HaMMeHOBaHVe, 3aperucTpupoBaHHOe TOProBOoe HaMMeHOBaHWe WNW 3aperu-
CTPUPOBAaHHbIA TOBApHbI 3HaK W ajpec M3roToBUTENs. YKasbiBalT afpec, No KOTOPOMY MOXHO CBsi3aTbCsl
C M3roTOBUTENIEM, HAaNpuUMep ynuuy, HOMep AoMa, ropoj, No4YTOoBbIi UHAEKC U cTpaHy. Heo6xoAWMO ykasaTb
HoMep TenedoHa u/mnu Homep hakca u/unm agpec Be6-caiTa ANs NONYyYEHUs] TEXHUUYECKON NOMOLLW.

Ecnn oT MMEeHW U3roTOBUTENS B CTpaHe/lopucauKLMn feiicTBYeT YNO/THOMOYEHHbI NpeAcTaBUTe b, cre-
[yeT yyecTb TpeGoBaHUS perysmpyoLero opraHa, kacatwujmecs Hamumsa Ha 3TUKeTKe ajpeca ynoJIHOMOYEeH-
HOro npefcTaBuUTeNs.

7.2 NpeHTudukauma obopynosaHma VB

7.2.1 HammeHoBaHue obopynoBaHua VB[,

[JonxHbl 6bITb YKa3aHbl HaMMeHOBaHWe unu Toproeas mapka obopyposaHus VB[. HaumeHoBaHue uniuv
ToproBass mMapka AOJ/IKHbl 04HO3HAYHO WAEHTUULMPOBATbL €ro OT APYTMX WU3AENUIA TOro Xe UM nofobHoro
Thna.

Ecnn HammeHoBaHMe He 0A4HO3HA4YHO MAEHTUMUMpyeT obopypoBaHue B/, TO AO/KHbI 6bITb Npego-
CTaB/ieHbl AONO/IHUTEbHbIE CpeAcTBa uaeHTudunkaymm.

Mpumep — KaTasioxHblii HOMepP, TOBapHbI HOMEP.

7.2.2 NpeHTndukaumna moayns v nporpammHoro obecreveHms
OTpencHble Moaynn obopyfoBaHUs uM/Mnm NnporpammMHOro obecrnevyeHuUss AOMXKHbI ObITb MAEHTU(ULKPO-
BaHbl HaMMeHoBaHMemM W1, ecsin 3To0 NPUMEHNMO, Bepcme|7|.

7.3 MpuMeHeHVe Mo Ha3HaA4YeHUo

MprumeHeHne No Ha3HavyeHuto obopygoBaHnsa VB A0MKHO ObITb OMUCAHO C MCNO/Ib30BaHMEM TEPMUHO-
nornun, NOHATHON HenpodeccMoHanbHOMY NOJSIb30BaTENHO.

JomxHbl 6bITb ONUCaHbl NPeEUMyLLECTBA U OrpaHMYeHus o6opygoBaHus VIB/ B OTHOWEHUN NPUMEHEHUS
Nno Ha3Ha4YeHwuto.

Mpn HeobXx0AMMOCTU OO0MKHO 6bITb ONUCAHO MeAULMHCKOe npefHa3HayeHue.
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MprmMep — CamMoTeCcTHPOBaHME r0KO3bl B KPOBY NPU JleYeHnn caxapHoro amuaéeTa.

ToT dphakt, uyto obopygmoBaHue VB[ npegHasHayeHO ANs caMOTeCTUpPOBaHUA, OOMKEH ObiTb 4YeTKO
3asB/EH.

7.4 XpaHeHune n obpalieHune

[JonxHa 6biTb NpMBeAeHa MHopMaumns, cogepxalias TpeboBaHMSA K YCNOBUAM OKpyXatwuwei cpegbl,
o6pauieHnss nvnu xpaHeHuss obopygosaHusi. Cnegyet nsberatb NPUMEHEHUS He CTaHAAPTU30BaHHbIX Haf-
nucei, KOTopble MOryT 6bITb HEBEPHO UHTEPNPETUPOBAHDI.

7.5 MpeaynpexaeHnuss n Mepbl NPeaoCTOPOXHOCTU U/MN HeO6X0AVMbIe Mepbl U OrpaHNYeHnst
no NpuMMeHeHno 06opyaoBaHUs

WNHchopmaumio npesocTaBnaioT B Buae npegynpexaeHunii, mep npefocToOpoXHOCTU u/uau mep, KoTopble
Heob6XxoAUMO NPUHATH!

- B C/lyyae HeucnpasHOCTU 060PYAOBaHUS UMN YXYALIEHWS ero KayecTBa, O YEM CBUAETE/IbCTBYHOT U3-
MEHEeHNA BHELWHero BMAa, KOTopble MOryT MOBAUATbL Ha (PYHKLMOHANbHOCTb;

- B OTHOLLEHUM BO34ElCTBUA HA 060pyA0BaHNE BHELIHWUX BO34ENCTBUIA UM YC/IOBUIA OKpyXatolei cpe-
[bl, HanNpMMep MarHUTHbIX NONel, BHELIHUX 3/1EKTPUYECKUX W 3/1EKTPOMArHUTHbIX BO34ENCTBUIA, 31eKTpo-
cTaTU4eckoro paspaga, M3nyyvyeHus, CBA3aHHOrO C AMArHOCTUYECKMMU WM TepaneBTMYEeCKMMU npoueaypamu,
aTMoctepHOro gaBneHusl, BNaXHOCT 1 TeMnepaTypbl BO34yXa;

- B OTHOLUEHWW PUCKOB NMOMEX, CO3[aBaeMblX 060pyA0BaHWEM NPU NPOBEAEHUN ANATHOCTUYECKUX WC-
c/nefoBaHWii, OLEHOK, TepaneBTUYECKOro /IeYeHnsa v Apyrux npouegyp, TakMx Kak 3/1eKTpoMarHuTHble no-
MexXu, nlnyyaembie MeULMHCKUM M3genuem, Bo3jeicTByowW e Ha gpyroe obopyaosaHme.

JomkHa 6bITb NpefocTaBfieHa crefywuwas uHdopmaLlms:

a) OoCTaTOYHble PUCKU, CBSI3aHHble C YCTAHOBKOW, 3Kcniyatauuei, ob6cnyxnBaHmeM, TpaHCNopTUPOBa-
HMWEM, XpaHeHuem 1 yTunnlauuein obopygosanHnsa VIBL n/ivan ero npuHagnexHocTen.

Mpumep — PaboThbl, CBSA3aHHbIE C 06PaBbOTKOW N yTunnsaymen MHPEKLUNOHHbIX NAM NOTEeHLNaNIbHO UH-
heKLMOHHbIX MaTepnanos;

b) M3BeCTHble DaKTOPbl, KOTOPble NMPEeACTABASAT 3HAUNTENbHbIA PUCK;

C) a/leKTpoOMarHuTHasi COBMeCTUMOCTb, U3/ly4eHNEe N NOMEXOYCTOWYMBOCTb, B COOTBETCTBUN C TpeboBa-
HUAMN M3K 61326-2-6.

TpeboBaHus, Kacawlwmecs nHgopmaumm no 6esonacHoctu, coorseTcTeytoT MCO 14971, M3K 61010-1,
M3K 61010-2-101 n M3K 62366-1.

MpumeyaHne 1— VHdopMaLuio, KoTopasi NO3BOMSIET NO/b30BATENAM CHU3UTbL PUCK, Ha3bIBAIOT «MH(IOPMa-
upeli no 6esonacHoctu». Cm. NMCO 14971.

MpumeyaHue 2— B HEKOTOPbIX CTPaHax perynvpyroLime opraHbl MOTyT yCTaHaB/IMBaTb TpeGoBaHNS K coaep-
XaHWo npeaynpexaeHnii n Mep NpesoCcTopoXHOCTU UMK Mep, KOTOpble HEOGXOAMMO MPUHSITb, U OrpaHUYeHUii UCNosib-
30BaHVsi B OTHOLUEHWUW n3aenus. Hanpumep, B EBPONEiCKOM COto3e MHCTPYKLUMM MO NMPUMEHEHUIO 06513bIBAIOT MO/b30BA-
Tens yBeAoM/IATb WM3TOTOBUTESISE Y KOMMETEHTHbIA opraH rocyAapcTBa-usieHa, B KOTOPOM MOJ/b3oBaTeslb WM NaumeHT
NPOXVBAET, O /IIGOM CEPbE3HOM MHUMAEHTE, NMPOU3OLIEeAEM C U3LESIMEM.

7.6 YcTtaHoBKa o6opyaoBaHus

7.6.1 OO6LIME NOMOXEHUS

Ecnu npegnonaraetcs, 4to ycTaHOBKY o6opyaoBaHusa VB[, 6yaeT BbINOMHATL NOMb30BaTeNlb, TO U3rOTO-
BUTENb AO/IKEH NPefoCTaBUTb MHCTPYKUMK MO yCTAHOBKE.

B Takux MHCTPYKUMAX HET Heo6XoAUMOCTMU, eC/in YCTAHOBKY BbINOJIHAET U3rOTOBUTENb WX ero npeg-
CTaBUTeNU.

[JomxHa 6bITb NpefocTaB/ieHa UHOPMAaLUUA O AOCTYMNHbIX MPUHAAJIEXHOCTAX K MEAUUUHCKOMY un3ge-
nnio, BKOYaA UX Hajgsexalee nogkntoveHume.

Mpumep 1— KomnbloTepHbIi UHTepdeiic, Moaynu, AONONHUTENbHOE NporpaMmmHoe o6ecneveHune, 060-
pyaoBaHue ANs NOAK/OYEHNS.

LOoMKHO 6blTb NPeAOoCTaBNEHO 3asiB/IEHNE O KOHKPETHbIX OrpaHMyYeHUusiX rapaHTuiiHbiX 0653aTefbCTB
WM 0 TOM, rfe Takyl MHOPMAaLMUID MOXHO NOMYYUTb.

MpuMep 2— [leicTBUSA NOMb30BaTesel, aHHYINPYIOLLMe rapaHTuiiHble 06513aTe/lbCTBa U3rOTOBUTESIA.
5
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7.6.2 [eiicTtBMA Npu NocTaBke

[onxHa 6biTb NpegocTaBfieHa cnegyowas nHgopmayns:

a) npaBuia BCKPbITUSA YNakoBKM 060pyA0BaHuS;

b) NMpoBepka KOMMJIEKTHOCTWN MOCTaBKW;

C) MpoBepka NOBPEXAEHWIA MpU TPAHCNOPTUPOBAHUMN.

7.6.3 BBopg B akcnnyartauuio

[JomxHa 6bITb NpefocTaBneHa cnegywowas nHopmayms:

a) npouecc ycTaHOBKM, BK/Yas aTanbl BbINOJIHEHUA (KpaTKoe onucaHue).

MpuMep — MNogkAtoUeHVEe K Yy TUIMTaM U HEO6XOANMbIM KOMMOHEHT am;

b) hyHKUMOHA/IbHbIE NMPOBEPKM MPaBU/ILHOCTW YCTAHOBKM.

7.7 MpuHuMn paboTbl

[oMXHbI 6bITb NPUBEAEHbI OCHOBHbIE MPUHLMMNbI TEXHOOTUW, MPUMEHSIEMON B paboTe U3aenus.

7.8 ®YHKUMVOHa/IbHbIE XapaKTepuUCcTUKK

[onxHa 6bITb NpegocTaB/ieHa MHopMaunsa o PyHKLMOHaNbHbIX XapakTepucTmkax obopygosaHua NBA,.

7.9 OrpaHn4yeHna npuMeHeHus
[JomxHa 6bITb NpegocTasneHa nHhopmaumsa 06 orpaHnyeHnax npuMmeHeHns obopygosaHus VB,

Mpumep — HecooTBeTCTBYHLWNIA 06pasel, COBMECTUMOCTb MPUHAANEXHOCTEN, BO3MOXHOCTb MNoA-
KMHOUYEHNS K KOMMblOTEpPY.

7.10 MNoparoToBKa rnepen npUMeHeHNeM

Mpu Heo6xoAMMOCTU A0/IKHA GbITb NpefocTaBneHa cneaywuias nHopmaymsa:
a) TpeboBaHue 06 065A3aTeNlbLHOM 06y4YeHUM NoAb3OBaTeNS.

MpruMeyaHne — B HEKOTOPLIX HOPUCOUKLUSX MOXET BbITh YCTAHOB/IEHO TpeGoBaHue 06 06yueHun Henpodec-
CMOHAJILHOTO MOJb30BATENS NEPEeS, UCMO/b30BaHNUEM;

b) N6ble cneynanbHblie matepuansl u/mnn obopygosaHue, HeobxoanMmble ANs NPaBUILHOTO UCNOMb-
30BaHunA ob6opyposaHusa B,

C) MHdopmauusa N5 3aka3a peareHToB U pacxofHbIX MaTepuanos;

d) Tmn o6pasua, KOTopbIA AO/MKEH GbiTb UCMOMb30BaH;

e) nwbble cneunanbHble YCioBUA B3ATUSA obpasua M YC/I0BUA XpPaHeHus;

f) nmpoBepkn nM3genua Ha 6e30MacHy0 U NPaBU/IbBHYKO 3KCNayaTauui, BKAKYAa KannbpoBky.

7.11 Mopsigok paboTbl

Jo/kHO 6bITb NpefocTaB/eHo NoApPo6HOEe onucaHne MeToauku uccrnegosaHnsa VBMA.

MeToauka fo/mKkHa 6bITb onncaHa NpPocTbiM U AOCTYMHbLIM A3bIKOM, NOHATHBIM HENpPogeCcCcUoHaIbHOMY
nonb3osatento. lMpu onucaHun cnepyet miberaTb NPUMEHEHUA TEXHUYECKUX WU HayUYHbIX TEPMUHOB, Ha-
CKOJIbKO 3TO BO3MOXHO.

Mpu BO3MOXHOCTW crieflyeT BK/IOYUTbL B METOAMKY MCCNefoBaHus CXemMaTuyHoe nsobpaxeHue 3Tanos
BbIMO/IHEHUA onepauuii, doTorpacduii M/MNn pPUCYHKOB.

MpumeyaHue — Ansi HeNPoOECCUOHA/ILHOTO MOJIb30BATE IS MOXET ObITh NPEAOCTABMEH COKPALLEHHbI Bapu-
aHT ONMUcaHVsi METOAVKW UCC/IeloBaHUS.

7.12 MeToavKa KOHTPO/IA

[JonxHa 6bITb NpuBedeHa uHopmaymsa o cnocobax NOATBEPXAEHUS COOTBETCTBUA (PYHKLMOHA bHbIX
XapakTepucTtuk obopygosaHua WMB/A. Mpouyecc Banugauuy MeTOAMKN KOHTPOJIS KayecTBa NpPOBOAAT B COOT-
BeTcTBMM ¢ NCO 15198.

Mpumep — ANS FNIOKOMETPOB: UAEHTUMUKALUA NPUEMSIEMbIX KOHTPOJIbHbIX MaTepuanoB, yacToTa
nccnefoBaHUA KOHTPOJIbHbIX MaTepUanos, AeicTBUsS, KOTOopble cneayeT NpeAnpuHATbL B crlydae Bbixoga
[aHHbIX 33 YCTaHOBJ/IEHHbIE KOHTPOJIbHbIE Npeaesbl.

6
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7.13 WHTepnpeTtauna pesynbTaToB MUCCief0BaHUA

[oMmKHbl 6bITb NPEAOCTABAEHbl UHCTPYKUUM OTHOCUTENIBHO MHTEeprpeTaunu pesyibLTatoB Ucc/ief0BaHUs
NBA.

Pe3ynbTaTtbl AO/IXHbI 6bITb BbipaXKeHbl U NPeACTaBAEHbl TakKUM 06pa3oM, YTo6bl BbiTb 1ETKO NMOHATHLIMYU
HenpogeccMoHaibLHOMY MO/Ib30BATES0.

Pe3ynbTatbl A0/MKHbI 6bITb BbIpaXeHbl U NpeAcTaBfeHbl Takum 06pa3oM, 4To6bl u3bexatb WX Henpa-
BWU/IbHOW WHTepnpeTauMnm HenpodeccMoHasibHbIM NoJb30BaTENEM.

JonxHa 6bITb NpefocTaB/ieHa WHGopMaLus 0THOCUTENIbHO (DaKTOPOB, KOTOPbIE MOTMYT NPUBECTU K He-
BEpPHOMY pe3ysnbTaTy, U AO/MKHbI 6biTb NPUBEAEHblI COOTBETCTBYIOLME Mepbl NPefoCTOPOXHOCTH.

7.14 CneuuvanbHble PyHKUUN

Mpy Heo6XoAMMOCTU AO/HKHA ObiTb MpefocTaBneHa cregylowas nHpopmaums:

a) aBTOMATUYeCKMe NPOBEPKN CUCTEMBI;

b) npoueaypbl, C MOMOLLbIO KOTOPbIX NOMb30BATE/Ib MOXET NPOBEPUTb, YTO o6opyaoBaHme VB[ cyHk-
LMOHNPOBANo U 6yaeT PyHKUMOHMPOBATL B COOTBETCTBMM C NpefnosiaraeMbiM UCNOMb30BaHNEM;

C) NPOBEPKM (PYHKLMOHA/IbHbIX XapakTePUCTUK BCEN CUCTEMBI.

7.15 Tpouenypa OTK/IOYEHUA

[JonxHa 6biTb NpepocTaBfeHa caegyolwas nHhopmayns:

a) nepeBopg o6opypoBaHus VB B pexum oxupaHus;

b) BblKOUeHUe obopynoBaHua VBA;

C) BpeMeHHbIn BbiBOA o06opypoBaHunsa WBJ n3 akcnayatauuu.

7.16 ViHdopmauma ob ytunuvsaymu

[JomxHa 6bITb NpepocTtaBneHa uHdopmauuss o 6es3onacHoi yTunmsauuu, B criydyae HeobGXOAMMOCTH,
M3pacxof0BaHHbIX ONACHbIX MaTepuasnoB, NPUHALNEXHOCTEN K MeAUUUHCKUM U3genmsam u o6opyaoBaHust no
OKOHYAHWUKN KX CpOKa aKcnayatauuu.

Mpumep — PacxoAHble MaTepuasbl, UCNOIb30BaHHbIE peareHTbl UM NPOAYKTbI peareHTOoB, BK/tovasi
CMeLLaHHble C NepBUYHbIMMK Npo6amun, obpa3suamm, o60pyaoBaHme, KOMMNOHEH T bl, MPUHAA/IEXHOCT U, pa3psaXKeH-
Hble aKKyMy/siTopbl.

MpruMmeuyaHne — B HEKOTOPbIX CTPAHAX PETYNIATOPHbIE OpraHbl MOryT yCTaHaB/MBaTL TPeGOBaHWS MO yTUIM3a-
UMM MaTepuasioB, NpUHaLANEXHOCTEN 1 060PYLOBaHNSI B KOHLIE MX CPOKA 3KCN/lyaTauuu.

7.17 TexHunyeckoe obcnyxumBaHue

[onxHa 6bITb NpefocTaBneHa cnegylouas nHpopmayms:

a) npodunakTnyeckoe obcnyxusaHue, KOTopoe LOJ/DKEH BbINOJIHATL MONb30BaTe b (nMpouedypa u ne-
pUOANYHOCTD);

b) WHCTPYKLUM MO OYMCTKE, KOTOPble AOJ/DKEH BbINO/IHATL NOSb30BaTeNb (COBMECTMMblE CpeAcTBa AN
OYUCTKM, Npouegypa v NepuoanyYHOCTb).

7.18 BbisiBNeHne HemcrnpaBHOCTEN

[JonxHa 6bITb NpepocTaBfeHa caegyolwas nHopmMmayns:

a) WHTepnpeTauusa AaHHbIX O HENPaBU/IbHOM (QYHKLUOHUPOBAHWUMK;

b) onpegeneHne NpUYMH pPacnpocTPpaHeHHbIX HeMcnpaBHOCTEN’;

C) HencnpaBHOCTMW, KOTOPblIe MOTYT ObiTb YCTPAHEHbI NOJ/Ib30BATE/NEM;

d) mepbl, KOTOpbIE AOMKHbI 6bITb NPUHATHI B C/lyvae BbIX04a XapakTepucTuk 3a npefensl guanasoHa.

7.19 Mocnepywuwune aencreus

[OMKHbI ObITb AaHbl PEKOMEHAALUN OTHOCUTENILHO AeCTBUIA, BbITEKAOWMX U3 MOSYYEHHbIX pPe3y/bTa-
TOB uccnegoBaHusi B/, B TOM Yuc/ie C yYETOM BO3MOXHOCTW MOIyYEHUss HENPaBU/IbHbIX PE3y/bTaToB.
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NHgopmaumsa gonxHa cofepxatb npeaynpexneHne o HeJonycTUMOCTU NMPUHATAS MoJfib3oBaTenem ca-
MOCTOSATENbHbIX PeLeHnii B OTHOWEHUN MefUuLUUHCKMX npoueayp 6e3 npeaBapuTesibHOr0 KOHCY/1bTUPOBAHUS

CO CBOMM nevyawumm Bpa4vyom.

7.20 YnpaBfieHMe [OKYMeHTaunemn

[onxHbI 6bITb YKa3aHbl faTa BbiNycka WM HOMep nocnefHell pefakuum UHCTPYKUUK NO NMPUMEHEHUIO, a
TakkKe ee UAEeHTU(MUKALWOHHbLIA HOMEp, ec/in MHCTPYKUMs 6bla nepecMoTpeHa, To TpebyeTcs npefocTaBfe-

H/Me MH(OPMaLUN O BHECEHHbIX U3MEHEHUSX.
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MpunoxeHve JA
(cnpaBo4HOE)

CBefeHNss 0 COOTBETCTBMU CChIJIOYHbIX MEXAYHapOoAHbIX CTaH4APTOB
HaUMOHa/IbHBIM U MEXIoCyAapCTBEHHbIM CTaHAapTam

Tabnuya OA1

O603HauYeHNe CCbINIOYHOTO CreneHb
MeX/yHapoaHOro cTaHgapTa COOTBETCTBUA

ISO 14971 oT
ISO 15223-1 oT
ISO 18113-1 oT
IEC 61010-1 HoT
IEC 61010-2-101 HOT
IEC 61326-2-6 HoT
IEC 62366-1 HoT

O603HauYeHVe U HAMMEHOBaHKE COOTBETCTBYHLLETO HaLMOHA/ILHOTO,
MEXrocyapCTBEHHOro cTaHAapTa

FOCT 1SO 14971—2021 «W3genusa wmeguumHckue. TpumeHeHune
MeHeKMeHTa pycka K MEAULMHCKAM U3LENUAM»

[OCT P NCO 15223-1—2023 «3penvsa meguumnHckme. CUMBONbI, Npu-
MeHsieMble 418 nepegaun MHdopMauuy, npefocTaBiseMoil U3roToBu-
Tenem. Yactb 1. OCHOBHble TpeboBaHUsS»

[OCT P NCO 18113-1—2024 «MeAnumHCKMe u3genvsa onsa AnarHocTukm
in vitro. MHdhopmauus, npeaocTaB/ieHHasi u3rotosutesnieM (MapkUpoBKa).
UacTte 1 TepmuHbl, onpegenexnns u obuime TpeboBaHms»

FOCT IEC 61010-1—2014 «be30nacHOCTb 3/1EKTPUYECKNX KOHTPOSIbHO-
N3MepuTesibHbIX NPUGOPOB U TabopaTopHOro o6opyaoBaHMs. Yactb L
O6uwpne TpeboBaHUS»

FOCT IEC 61010-2-101—2013 «be3onacHOCTb 3M1EKTPUYECKNX KOH-
TPONbHO-N3MEPUTESIbHBIX NPUOOPOB N NabopaToOpHOro 060PYyAOBaHMS.
Yactb 2-101. YacTHble TpeboBaHMsS K MeaMLMHCKOMY 060py[oBaHuio
Ans nabopartopHoit guarHoctukm (IVD)»

FOCT P M3K 61326-2-6—2014 «O60pyaoBaHNe 3neKTpuyeckoe ans
N3MepeHVsi, ynpaB/ieHusi 1 nabopaTopHOro npumeHeHusi. TpeboBaHust
3/1EKTPOMAarHUTHOM coBMecTUMOCTU. YacTb 2-6. YacTHble TpeboBaHus.
MeganumHckoe 060pyaoBaHme /s AUarHOCTUKU B S1abopaTopHbIX yCo-
BUSIX»

FOCT P M3K 62366-1—2023 «M3genua meguumHckue. Yactb 1. Mpo-
€KTMPOBaHNEe MEAVUMHCKMX U3LENNIA C YYETOM 3KCMyaTauMoHHOW npu-
rofHOCTU»

MpnmeyaHne — B HaCTOﬂLIJ,eVI Ta6r||/|u,e MCNosib30BaHO crnieaywuiee ycioBHoe 0603HaYeHne CTeneHn CooT-

BETCTBUSI CTaHAApPTOB:
- FOT — naeHTWYHbIE CTaHAAPTbI.
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(1]

(2

(3]

(4]

(5]

(6]

[7]
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ISO 15197, In vitro diagnostic test systems — Requirements for blood-glucose monitoring systems for self-testing in
managing diabetes mellitus

ISO 15198, Clinical laboratory medicine — In vitro diagnostic medical devices — Validation of user quality control
procedures by the manufacturer

ISO/IEC 15415, Information technology — Automatic identification and data capture techniques — Bar code symbol
print quality test specification — Two-dimensional symbols

ISO 17593, Clinical laboratory testing and in vitro medical devices — Requirements for in vitro monitoring systems
for self-testing of oral anticoagulant therapy

ISO 18113-4, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 4: In
vitro diagnostic reagents for self-testing

IMDRF GRRP WG (PD1)/N52: FINAL 2018, Principles of Labeling for Medical Devices and IVD Medical Devices,
Available at https://www.imdrf.org/consultations/cons-labeling-md-ivd -180712.asp.

Backenger CL, Kingsley PA Write It Right: Recommendations for Developing User Instruction Manuals for Medical
Devices Used in Home Health Care, Rockville, MD, USA, U.S. Food and Drug Administration, Center for Devices and
Radiological Health, HHS Pub. FDA 93-4258 (August 1993)
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