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MpeaucnoBue

1 MOAOTOTOBMNEH Accounaunei cnelManucToB M opraHu3auuin nabopaTtopHon cnyx6sl «®enepauyus
nabopaTopHoii MeauuuHbly (Accoumnaumnsa «OIM»), OegepanbHbIM rocyAapCcTBEHHLIM BHOOXKETHBIM YUpexX-
OeHnem «BcepoccuicKMA HayYHO-MCCreqoBaTENbCKUIA N UCMNbITATENbHbLIA UHCTUTYT MEAULWHCKON TEXHUKMA»
®epepancHon cnyxObl No Haasopy B cdhepe 3gpasooxpaHenus (PreyY «BHUMMMT» PocagpaBHag3sopa) Ha
OCHOBe COBCTBEHHOTO NepeBoaa Ha PYCCKUI S3blK aHMMOS3bIMHOW BEPCUN CTaHAapTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHudeckum kommuTetom no ctaHgaptusaumm TK 380 «KnuHuueckne nabopartopHbie
nccnenoBaHUs M AMarHOCTUYECKME TECT-CUCTEMbI MH BUTPOY

3 YTBEPXOEH W BBEOEH B OEWCTBWE MMpukasom PeaepanbHOro areHTcTBa Mo TeXHU4EeCKoMY
perynupoBaHuio U meTtpororun ot 23 maa 2024 r. Ne 651-ct

4 Hactoawwnin ctaHaapT ugeHTUYeH MexayHapogHomy ctaHgapty MCO 18113-5:2022 «MeguumHckue
n3genus Ans OuarHocTukm in vitro. ViHdopmauuns, npegocraBneHHas n3rotoButenem (Mapkupoeka). Yacts 5.
ObopygoBaHue Ons AWArHOCTUKM in vitro gna camoCTOATeNnbHOro Mcnonb3oBaHvusy [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].

MexayHapoaHeld cTaHgapT paspaboTan TexHuueckum komutetoMm MCO/TK 212 «KnuHuueckue nabopa-
TOPHbIE UCCNEAOBaHUA U OMarHOCTUYECKWE TECT-CUCTEMbI in Vitroy.

Ipun NnpUMeEHEHMM HACTOSLLErO CTaHA4apTa PeKOMEeHOYeTCA NCNONb30BaTh BMECTO CChINOYHbIX MEXayHa-
POAHbIX CTAHAAPTOB COOTBETCTBYHOLLME UM HALMOHANbHbBIE U MEXTOCYOapCTBEHHbIE CTaH4apTbl, CBEAEHUS O
KOTOpPbIX NPpUBEAEHbI B AONOMHUTENBHOM NPUNoXeHnn JA

5 B3AMEH NOCT P NCO 18113-5—2015

lMpasuna npuMeHeHUss HacmosAuweeo cmaHdapma ycmaHoeaneHs! 8 cmambee 26 @edepanbHo20 3aKOHa
om 29 uwHA 2015 2. Ne 162-03 «O cmaHdapmu3auuu 8 Pocculickoll ®@edepayuu». MHpopmayus ob us-
MeHeHUSIX K HacmosweMy cmaHdapmy nybrnukyemcs 8 exe200HOM (110 COCMOSHUK Ha 1 sHeaps mekyuw,eao
200a) uHopmayuoHHOM yKkazamene «HauuoHanbHbie cmaHdapmbly», a oguyuanbHbIl mekem uaMeHeHUl
U MonpasoKk — 8 eXeMeCcsqYHOM UHGhOpMaUuUOHHOM ykazamene «HauuoHanbHbie cmaHOapmel». B cnydyae
rnepecmompa (3amMeHbl) unu ommMeHbl Hacmosaweso cmaHdapma coomeemcmeytouwee yeedomneHue bydem
onybrukoeaHo & GnuxalleM 8biMyCcKe eXeMecsYHo20 UHEOpMalUUOHHO20 yKaszamens «HayuoHanbHble
cmaHdapmei». Coomeemcmeyiowas UHghopMayus, yeedomieHue U MmeKcmbl pasMelarmcs makxe 8 UH-
ghopmauuoHHol cucmeme 06LUe20 Nons308aHus — Ha oghuyuanbHoM catime @edepanbHo20 azeHmemeaa rno
MexXHUYEeCKOMY peaynuposaHurd U Mempoaoauu 8 cemu MHmepHem (www.rst.gov.ru)

© 1S0, 2022
© OdopmneHue. OIBY «MHCTUTYT cTaHgapTusauumy», 2024

Hactoswmin ctaHgapT He MOXeT ObITb NOMHOCTBLI UMW YaCTUYHO BocCnpouniBeaeH, TMpaxnpoBaH U pac-
NMPOCTpPpaHeEH B Ka4veCTBe ocbmu,naanoro nagaHna 6es pa3peleHns G)e,u,epanbﬂoro areHTCTBa Nno TeXxHU4eCKo-
MY PerynupoeaHui) 1 MeTpornorun
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BeepneHue

WMarotoeutenu obopynoBaHusa 0N AuMarHoctuku in vitro (o6opynosaHue WB[]) ona camocTosiTenbHO-
ro MCNonsL30BaHWs (CamMoTeCTUMPOBaHUA) NPefoCTaBNAT NONbL30BaTENAM MHGOPMAaLMIO, 06ecneunBaLLyo
SesonacHoe UCMoMbL30BaHWE U AOCTMKEHNE OXMAAEMbIX (DYHKLUOHAMBHBIX XapakTepucTMK MeaULMHCKUX 13-
aenvid. letanbHble MHCTPYKLMKA MO NPUMEHEHUIO HeoBxoambl aAns 6e3onacHom M NpaBUIbHOM 3KCyaTauum
obopynoeaHusa VB. Tun v ypoBeHb AeTann3aumy 3aBUCAT OT NpeanonaraemMoro MCnonb30BaHWsA U HOpMaTMB-
HbIX MPABOBLIX AKTOB KOHKPETHOW CTpaHbl.

MexayHapoaHeli dopym perynatopos MmeguuuHckux nagenuii (IMDRF) cnocobceTByeT pa3BuTuio cuctemM
pPerynvpoBaHus MeguLUMHCKUX U3Oernui Ha rmobansHOM ypoBHe. YcTpaHeHue pasnuuuii Mexay perynupyto-
LWMMW IOPUCAUKLMAMIN MOXET NO3BONUTL NauMeHTam nony4uTs Gonee paHHWIA 4OCTYN K HOBbIM TEXHOMOTUAM
M MeTodam neveHus. Hactoawmi ctaHgapT npeacTtasnaeT cobo OCHOBY AMA rapMoHW3aLMu TpeboBaHui K
mMapkupoBke obopyaosanus VB[ onsa camotecTMpoBaHus.

B HacTosqleM cTaHgapTe npuBegeHa MHopmMauusa, npegoctaensaemas M3arotosMtenemM ¢ obopygoeaHu-
em VB[], npegHasHa4yeHHbIM 4115 camoTecTUpoBaHUA. HacToawmi ctaHgapT npegHasHadeH ona npuMmeHeHuns
Bmecte ¢ MCO 18113-1, koTopblit cogepxuT obwme TpeboBaHma K MHOpMaUUK, NpeaocTaBNeHHON N3roTo-
BUTENneM, 1 obLine TpeboBaHNA K MapKUpPOBKE.

CradpgapT npedHasHadeH ANA NogaepXkM OCHOBHLIX TpeboBaHMM K MapKUPOBKE BCEeMU MapTHepamu
IMDRF [6], a Tawke Opyrux CTpaH, KOTOpPLIE YXKe MPUHANW UMW NNaHUpyT NPUHATE NpaBuna MapKupoBKK
MEOULUMHCKUX U3OEeNnUA Ana OUarHoCTUKK in vitro.

TpeboBaHus HAcTOALLErO CTaHA4apTa pacnpocTpaHaiTea Ha obopyposaHve VB[l onsa camotecTupoBa-
HWA, KOTOPOE NpefHa3Ha4YeHo AN NPUMEHEHUA C peareHTaMu, NPeaoCTaBNeHHbIMY OOHUM WU TEM Ke M3roTo-
BUTENeM, B TOM 4ucrne cosmecTtHo ¢ MCO 18113-1 n MCO 18113-2.

v
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HAUMWOHANBbHBLIN CTAHOAPT POCCUMUCKOWN OEOEPALUMU

MeouunHCcKMe nagenua ong guarHocTUKK in vitro
WH®OPMALMWA, NPEOOCTABNEHHAA U3TOTOBUTENEM (MAPKUPOBKA)
YacTtb 5
ObopynoBaHue AnNA AMArHOCTUKM in vitro ANA caMOCTOATENbHOIO MCNONb30BaHUA

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

Data BBegeHna — 2025—01—01

1 O6nactb npuMeHeHUs

HacTosawmin ctaHoapT ycTaHaenueaeT TpeboBaHUA K MHOpMaUUK, NpegocTaBneHHON M3roToBUTENEM
obopynoraHua ons AuarHocTuky in vitro (obopypoeaHue WMBL), npeaHaszHa4YyeHHoro Ansi CaMmocTOATENBHOIO
MCMOonNb30BaHUA (CaMOTECTUPOBAHMSA).

HacTtoswmin cTaHgapT Takke NpUMEeHUM B OTHOLIEHWM MHdopMaL MK, NpeaocTaBnsaeMon M3rotoBuTenem
¢ obopynoBaHWeMm, NpeaHasHadeHHbIM Ana NpUMeHeHusa coBMecTHo ¢ obopygoBanvem VB[ ana camortecTu-
poBaHuA.

HacTtodawmin ctaHgapT MOXeT Takke DbiTb NMPUMEHEH B OTHOLUEHUW NPUHALMNEXHOCTEN K MeqUUMHCKUM
M3Oenusm.

HacToawmin cTaHgapT He pacnpocTpaHsaeTcs:

a) Ha WHCTPYKUMMW Mo 0BCNyXMBaHUK N PEMOHTY UHCTPYMEHTOB;

b) peareHTbl ANA AMarHoCTUKK in vitro, BKNOYas kanmbpaTopbl U KOHTPONbHbLIE MaTepuarbl, NpUuMeHse-
Mbl€ NpPW KOHTPOINE peareHToB;

c) obopynosaHve VB aonst npodecCcuoHansHoro MCnonb30BaHu1s.

2 HopmaTuBHbIe CCbINKKU

B HacTosiLleM cTaHOapTe UCNONb30BaHbl HOPMAaTUBHLIE CChIMKA Ha cneaylolue cTaHaapThl [ANa gaTtu-
POBaHHbLIX CChINOK NMPUMEHSIOT TONbKO YKa3aHHOE M34aHWe CChINIOYHOro cTaHgapTa, AN He4aTUPOBaHHbIX —
nocrnegHee u3gaHue (BKMKYasa BCE N3MeHeHUs)]:

ISO 14971, Medical devices — Application of risk management to medical devices (M3nenus meguumH-
ckme. MNpuMeHeHWne MeHemKMeHTa pyucka K MeAULMHCKUM M3Oenvsam)

ISO 15223-1, Medical devices — Symbols to be used with information to be supplied by the manufac-
turer — Part 1: General requirements (M3genua meguuyuHckme. CUMBOMLI, NMPUMEHSAEMbIE AN pasMeLLeHus
nHdopMaLMK, KoTopasa OOMKHa NpedocTaenATbCA uarotoputeneM. Yacte 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 [MegunuvHckue nsgenusi ona AMarHOCTUKAK in vitro.
MHcbopmauus, npegoctaBneHHas uarotosutenem (Mapkuposka). Yactb 1. TepMmuHbl, onpegeneHus u obyme
TpeboBaHusa]

IEC 61010-1, Safety requirements for electrical equipment for measurement, control and laboratory
use — Part 1: General requirements (Be3onacHOCTb 3NEKTPUYECKMX KOHTPONMbHO-M3MEPUTENLHLIX NpUBopoB
n nabopatopHoro obopygoBaHus. Yacte 1. O6wme TpeboBaHns)

M3paHue ochbnumnansHoe
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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 [besonacHocTb
3NEKTPUYECKNX KOHTPONbHO-U3MepuTeNbHbIX Npubopos 1 nabopartopHoro obopygoBaHua. Yacts 2-101. HacT-
Hble TpeboBaHuA K MeguumnHckoMy obopygoBaHuio ana nabopartopHon 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 [ObopygoBaHue
3NEeKTPUYECKoe AN M3MepeHus, yrnpasneHusa n naboparopHoro npumeHeHns. TpeboBaHWA aneKTpoMarHuT-
HOM coBmecTMMOCTW. YacTb 2-6. YacTHblie TpeboBaHua. MeguunHckoe obopynoBaHue aAnA OWArHOCTUKW B
nabopaTopHbix ycnosusax (MB)]

IEC 62366-1, Medical devices — Part 1: Application of usability engineering to medical devices (13-
Aenusa meguumHckue. Yacte 1. MNpoekTupoBaHue MedUUMHCKUX W3LEeNni ¢ YY4eTOM 3KCMMyaTauMoOHHOW npu-
rogHoCTH)

3 TepMuHbI U onpeaeneHus

B HacToAleM cTaHgapTe NnpuMeHeHbl TepMuHbl no MCO 18113-1.

TepmuHonorvyecke b6asel gaHHbIx MCO 1 M3K gocTynHbl No cnegyowmMmM MHTepHeT-agpecam:
- nnaTdgopmMa oHnaiH-npocmoTtpa MCO no agpecy: http://www.iso.org/obp;

- Onektponegma M3K no agpecy: http://www.electropedia.org/.

4 OBbwwme NonoXxeHus

B HacToswem cTaHgapTe npumeHeHsl TpeboBaHus, yctaHoeneHHsle B MCO 18113-1.
CranpgapTtel MICO, Hanpumep [1] u [4], onsa cneyunduyecknx meguumMHckux nzgenuin B moryT Takke
copepxaTb TpeboBaHua K MHopMaL MK, NpefoCTaBNeHHON M3roTOBUTENEM.

5 JTUKETKU U MapKnpoBKa

5.1 O6wue nonoxeHus

TpeboBaHKUs K 3TUKETKaM W Mapkupoeke obopynoeaHua MB[M nomkHel cooTBeTcTBOBaTE MOK 61010-1,
M3K 61010-2-101 u M3K 61326-2-6.

B oTHOLWEHWN UCMOMNb30BaHMS CUMBOMOB NpUMeHsalT TpeboeaHua MCO 15223-1.

Mpu ykazaHuy Ha 3TUKETKe MH(OPMAaLIMK, KacawLlecs OTBETCTBEHHOCTU M3TOTOBUTENS B Crydyae no-
BpexaeHusa obopynoeaHus MBI unu nonyvyeHusi TPaBMbl, BO3HUKLLER NPU €ro UCNONb30BaHUN UMW HEUCPaB-
HOCTMW, cneayeT NPUHUMAaTk BO BHUMaHWe TpeboBaHUA 3aKOHOB MMM HOPMAaTUBHLIX NMPAaBOBLIX aKTOB CTPaHbI
obpalleHnsa MeguLMHCKOro U3oenus.

MapkupoBKka He JomKHa cofepxaTb MHdopMauni o6 oTka3e OT OTBETCTBEHHOCTU, CBA3AHHOW C Des-
OMacHOCTBK NMPUMEHEHUA U3OEeNnsa Mo Ha3Ha4YeHWo, HECOBMECTUMYHO ¢ 00s3aTenbCcTBaMM M3rOTOBUTENS MO
NpoeKTUPOBaHWIO U NPOKM3BOACTBY Ge3zonacHoro obopyaosanus NBL, dpyHkumoHupylowero Hagnexatwmm ob-
pasoM B COOTBETCTBUM C NpegnonaraeMbiM WUCMOMNb30BaHWEM B TEYEHWE YCTaHOBMEHHOro Cpoka aKcnnyaTa-
uun. CriegyeT NpUHYMaTL BO BHUMaHWe 3aKoHbl U NpaBuna B CTpaHe NpYMeHeHUs usgenvs.

5.2 WpenTtudpukaunns obopynosaHua UBQO

5.2.1 HanmeHoBaHue obopynoBaHua UB[

JomxHb! 6bITh yKasaHbl HaMMeHOBaHWe UK Toproeasl Mapka obopygoBaxusa VB,

Ecnu HanmeHoBaHve obopygoeaHns VB[, He No3BonsieT ero 0gHO3Ha4YHO NAeHTUHPULMPOBaTL, AOMKHbI
ObITh NpUBEAEHbI AONMONHUTENbHbLIE CNOCODbLI MOEHTUUKaLUA.

lMpumep — KamanoxHbili HoMep, moeapHbIl HoMep.

5.2.2 CepuiHbIN HOMEpP

O6opynosaHuto MB[ gomxkeH BbiTe NPUCBOEH YHUKAMNBHEIA CEPUAHBLIV HOMED.

O6opynosaHuto VB[, cooteetcTBytowerc tpeboeanHuam M3K 61010, gomkeH BbiTs NPUCBOEH CEPUIA-
HbIA HOMEDP.
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Ecnn cepuiiHblil HOmep He nNpucBoeH obopygoBaHuio MBI unu npyHagneXHocT K MeguLMHCKOMY 13-
[enuio, nNnpefHasHavYeHHoW AN NpYMeHeHUs COBMeCTHO ¢ obopynoeaHuem VB[, BMecTo Hero MoxeT ObiTb
MCnonb30BaH Kog napTum.

lMpumep — Emkocmu 0ns nepeuYHoll npobbl, o6pasuya 6ydem npuceoeH Koo napmudu.

5.2.3 MpumeHeHMe gNA QUAarHOCTUKM in vitro
HopmaTuBHbIe NpaBoBLIe akTel MOTYT coaepxaTk TpeboBaHusa kK MHOopMaL UK o NpMMeHeHUn obopyao-
BaHWA ONA OUarHOGCTUKKM in vitro.

Mpumep — «ns duazHocmuku in vitro» unu spaguyeckuli cumeon: «meduyuHckoe usdenue 0as duazHo-
CMUKU in vitro».

I punmeyYyaHune — B HEKOTOPLIX CTpaHax KOMNETEHTHbIE OpraHbl MOryT YCTaHaBlMBaATb TpeGOBaHMH K npeno-
CTaBneHuw MHCbOpMaLWIVI 0 npegnonaraeMoM MCNonb30EBaHMK. Hanpmmep, B CLLUA YKa3blBakT, 4TO n3genune npeHasHa-
YeHO OnA NnpUMeHeHWA B ANMarHoCTUKe in vitro.

5.2.4 YHuKanbHbIA naeHTUdUKaTOp MeauLuHckoro uzgenus (UDI)

Cnegyet y4uTbiBaTh, 4TO ecnn Ha obopyaosaHue VB[ pacnpocTpaHsloTes npasuna yHUKanbHON NaeH-
Tudukaumm MeguUUHCKOrO M3genusi, YCTaHOBMEHHbIE perynupylolMMm OpraHoM, TO Ha BHELUHEeW 3TUKeTKe
porxeH 6biTe ykasan UDI, Bknovan Hocutenb UDI (HocuTenb, ncnonb3yemblid 4151 aBTOMaTUYeCKOW MAEHTU-
tukaumm n cbopa gaHHbix B hopmaTe «AlDC») 1 ero MHTEpnpeTaunio B Nerko BocnpuHumaemom dopmarte
ytenus (HRI).

Ecnu HocuTtenu AIDC otnuyaoTtesa oT HocuTena UDI 1 aBNs0TCA 4acTbio MapKUPOBKM MeOVLIMHCKOro
nagenus, Hocutens UDI gomkeH 6bITe Nerko MaeHTUULMPpYEMBbIM.

YHUKaneHbIN noeHTudukatop MmeguumHckoro uznenusa (UDI) gomkeH BknovaTh Kak nageHTUGUKaTOp 13-
genwua UDI (UDI-DI), Tak n ngeHtudpmkaTop nsrotosutens UDI (UDI-PI); npn aTom cnegyeT y4uTbiBaTb UCKIIO-
YyeHus, NpedycMoTpeHHble HOPMaTMBHbLIMU aKTaMu.

[ns obopynoBanua MBL UDI-P| gorkeH Bkno4aTh, KAaK MMHUMYM, CEPUAHBIA HOMEP, 38 UCKMOYEeHMEM
clydaeBs, Korga M3genve conpoBoXAaeTCa KOAOM NapTuK, B 3TOM CryYae A0orKeH DbiTb BKNIOYEH Kog napTuu.

Ha aTukeTke uzgenus MoxXeT ObITb yKa3aHa Jarta ero M3roToBMeHWs He C LIeNb0 KOHTPOMNS CpoKa rogHo-
CTW, B 3TOM cny4ae nHdopmaumio He BknodawT B UDI-PI; npy aTom cnegyeT y4mTbiBaTh 0cobble TpeboBaHus,
npegycMoTpeHHbIE HOPMaTUBHEIMUK MPaBOBLIMW aKkTaMu.

Ecnu cyulecTByOT orpaHudeHus, 3aTpyaHsLWMe Ucnonb3oBaHue Ha atukeTke kak AIDC, tak u HRI,
npegnoyTeHve, kak npaeuno, otaatT dopmaty AIDC, 3a ucknyennem cnyyaes, korga HRI bonee nogxogut
nonb3oBaTento.

Hocutens UDI pomkeH ObiTe yoobodntaembimM npyv NpMMEHEHWUM, B YCINOBUAX XPaHEHWsT U B TeYeHune
BCEro CpoKa rogHoCTM aKkcnnyaTaumm obopynosarua MBL. MHbopmauus o cneundmrKkaunsax CUMBOIOB WTPU-
XxoBoro koga npueegeHa B MICO/M3K 15415.

Pasmewenne Hocutens UDI gomkHoO ocyllecTBnsaTbeA Takum obpa3som, 4Tobbl metog AIDC 6bin gocTy-
MeH Npy 3KCNnyaTayuuu unm XxpaHeHun obopyaoBaHuUS.

UDI moxeT BbITh pa3amellleH Ha 3TUKETKe, OTAENbHO OT ApYroi HeoBXxoanmMon nHopmaumuu.

O6opynosaHue VB[, coctosilee M3 HECKONbKUX YacTen, Tpebytowmnx cbopkm, MOXeT UMeTb HOCUTENb
UDI Tonbko Ha ogHOM YacTu.

HauwnoHanbHble W/unu pernoHanbHble HOPpMaTUBHBIE NMPABOBbIE aKTbl MOTYT COAepXaTb TpeboBaHuA K
YHUKaNbHOMY WaeHTUuKaTopy 06opynoBaHms.

MpumeuvaHnune 1 — CogepxaHue, popmaT u pasmep UDI onpegenstorcst yNONMHOMOYEHHBIM OpraHoM, npefo-
craenaemsiM UDI.

MpumeuaHnune 2 — TekeT HRI oTnuvyaeTca oT TeKcTa, yKe HAHECEHHOMO Ha 3TUKETKY, U ABMNSeTCa UHTepnpeTa-
uvei AaHHbIX, 3akoampoBaHHbIx Ha UDI-HocuTene.

6 CopepxxaHue MHCTPYKUUU NO NPUMEHEHUIO

MHCTpyKUMst No npuMeHeHnio obopygoBaHua VB[ ona camoTecTMpoBaHMs AOIPKHA ObiTe MOHATHA ANS
HenpodeccUoHansLHOro NonbL3oBaTens.

UHcTpykuusa no npumeHenunto obopynosaHua VB[, nomkHa BKMOYATL:

a) cogepaHue;

b) onucaHne OCHOBHLIX 3NEMEHTOB;
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c) guarpammbl u briok-cxeMbl kKoHUurypauum obopynosanusa MB[;
d) nopsaok cBopku U HACTPOMKK B BUOE TEKCTA W UIMMOCTPaLUNiA;
e) rpacduyeckue CMMBOINbI NpeaynpexaeHuia;

f) npumepbl NnpuMeHeHWA 1 obcnyxMBaHnsa obopyaoBaHWs;

g) onucaHue 3TanoB BeINONHeHUsA paborT;

h) nepeyeHb NpMHAANEKHOCTEN K MEAULWHCKOMY M3OENUI0;

i) MHOekc;

i) naoeHTUdKKaLMO BEPCUA NHCTPYKUUN 1 OaTy ee pa3paboTku;

k) rmoccapuii CMMBOMOB;

|) cokpalleHus TEpPMUHOB;

m) npegnonaraeMoe UCNonb30BaHUE;

n) KOMMOHEHTbI U HACTPOWKY;

0) MHhopMaLKWo 0 NporpaMMHOM obecnedyeHuu;

pP) WHCTPYKLMMK MO 9KcnnyaTauum;

Q) WHCTPYKLMK NO OYUCTKE U Oe3nHPeKLMM;

r) npodunakTudeckoe obCNyKMBaAHUE U YCTPaHEHWe HEUCTIPABHOCTEN;
s) kubepbe3onacHoOCTb, rae 370 NPUMEHNMO;

t) mononHMTENbHY MHOPMaLUIO.

)
)
)
)

MpumMeyaHue — PekoMmeHaauuun no paspaboTke pyKOBOACTB M MHCTPYKLUMA ANS MEQULWMHCKAX WU3Oenuid, npu-
MeHsieMbIX NS NpoOBeAeHNs UCCMNENOBAHNUSA NO MECTOHAXOXAEHWIO NaLMeHTa, NpUBeaeHs! B [7].

Ecnn warotoBuTtenes nocrtaBnset cucTtemMy OnA npoBefeHuda nccnenoBaHWA, Coepiallyr peareHTbl
n o6opy,£|oaaHV|e, TO HEO6XO,EI,VIMBF| VIHCbOpMaLI,Mﬂ MOXeT ObiTb BKIOYEHa B WHCTPYKUUKM NO NPUMEHEHUID
peareHToB Unn B KOME)MHL’IDOBEHHOE.‘ PYKOBOACTBO NO NPUMMEHEHUHD CUCTEMDBI.

7 OnucaHue MHCTPYKLMUUN NO NPUMEHEHUIO

7.1 UHdopmaunsa o6 msrotoBurtene

OomxHbl BbITe YKa3aHbl HavMeHOBaHWe, 3aperncTpUpoOBaHHOe TOProBOEe HavMeHOBaHWe UMK 3aperu-
CTPVMPOBAHHbIA TOBAPHBIA 3HAK W aApec M3roTOBUTENNA. YKasbiBalT agpec, No KOTOPOMY MOXHO CBA3ATbCH
C W3rOTOBWTENEM, HaNpPUMep ynuLy, HOMep AoMa, ropod, NOYTOBLIA MHAEKC M cTpaHy. Heobxoammo ykasaTb
HOMep TenedoHa u/unu Homep hakca u/unu agpec seb-canTa ons Nony4yeHus TEXHUYECKOM MOMOLLN.

Ecnv oT UMeHV N3roTOBMTENA B CTPaHE/l0PUCAMKLMA OENCTBYET YNONHOMOYEHHbIA NPeacTaBuTenb, cne-
AyeT y4yecTb TpeGoBaHUs perynupyoLLero opraHa, Kacawluuecs Hanuuns Ha aTUKeTKe agpeca ynonHOMOYeH-
HOro NpeacTaBuTens.

7.2 WpeHTtudukauyua obopynoeaHusa UB[

7.2.1 HanmeHoBaHue obopyaoBaHua WB

[onxHbl BbITh yYKa3aHsl HAUMEHOBaAHWE UNKU ToproBasa Mmapka obopynoeaHua VB[, HaumeHoBaHue unu
TOproBasi Mapka JOf¥Hbl 0AHO3HAYHO MAEHTU(MLMPOBATL €ro OT APYITUX U3LENui TOro e WUivM nogobHoro
TUna.

Ecnwn HavMeHOBaHWe He ogHO3HA4YHO naeHTUuduunpyet obopygosanue MB[, To gomxkHel 6bITh Npeno-
CTaBreHbl AONONHUTENbHbIE cpeacTBa naeHTUdUKaumn.

Mpumep — KamanoxHesil HOMep, mo8apHbIU HOMep.

7.2.2 WpenTtudmkauma mogyns u nporpaMmmMmHoro obecnevyeHus
OTgenbHele Moaynu obopyaoBaHuA u/nnu nporpammMHoro obecnevyeHns OOMKHbI BbITh M OEHTUKLKMPO-
BaHbl HAUMEHOBAHWEM W, ECMNK 3TO NPUMEHUMO, BEPCUEN.

7.3 NMpumeHeHUe No HazHa4YeHUKO

MpumeHeHne No HasHavyeHuo obopynoeaHus VB AomkHO BbITb ONMCaHO C UCNONL30BaAHWEM TEPMUHO-
MorvK, NOHATHON HeNMpogeccUoHanbHOMY NOMNb30BaTENH0.

[omxHbl 6bITe ONUCaHbl NPeUMYLLECTBa U orpaHuyeHns obopynosaHus VB[ B oTHOLWEHWM NPUMEHEHUS
Mo Ha3Ha4YeHUIo.

Mpwn HeoBxoaUMMOCTM OOMKHO BbITE ONMCAHO MegULMHCKOe NpeaHasHadYeHue.
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lpumep — CaMomecmupogaHue 2/1H0KO3bl @ Kpoeu npu fedeHuu caxapHozo duabema.

ToT cpakT, yto obGopyaosaHwe WB[ npegHasHadeHo ANA CaMOTECTUPOBaHWUS, OOMKEeH ObiTb 4YeTKo
3anBnNeH.

7.4 XpaHeHue u oBpalleHue

OomxHa 6biTe NpuBeneHa MHopMmauns, cogepxallas TpeboBaHMsa K YCIOBUSM OKpYXXatoLwein cpeasbl,
obpalleHnsa u/unu xpaHeHdusa o6opygosaHua. CriegyeT usberatb NPUMEHEHWS He CTaHOapTM30BaHHbIX Had-
nucen, KoTopble MoryT 6biTb HEBEPHO UHTEPNPETUPOBaHbI.

7.5 MpeaynpexaeHUsa U Mepbl NPeAoCTOPOXHOCTUA U/UNK HeO6XOAUMEIE MepPbl U OFPaHUYEeHUs
no npuMeHeHW0 oGopyaoBaHUA

WHopmauuio npeocTaBnsaoT B BUAE NPeaynpexaeHuin, Mep NnpefoCcTOpPOXKHOCTI W/UIMM Mep, KOTopbIe
HeobXxoAUMO NPUHATE:

- B Cly4yae HeucnpaBHOCTM 0BOpyAOBaHMA UM yXyALIEHUs ero KayecTsa, O YeM CBWMAETerNbCTBYIOT U3-
MEHEHUS BHELLHEero BMaa, KOTopble MOryT NOBAUSATbL HA (PYHKUMOHANBHOCT;

- B OTHOLIEHWN BO34eNCTBMS Ha 0DopydoBaHe BHELIHWX BO3AENACTBUIA UM YCIOBUIA OKpY>KatoLLen cpe-
Obl, HANpUMep MarHUTHbIX MONEN, BHELWHUX 3NEeKTPUYECKUX U 3NeKTPOMAarHUTHbIX BO3OEWCTBUIA, 3NEKTPOo-
CTaTUYECKOro paspsana, U3rnyvyeHus, CBA3aHHOro ¢ AMarHOCTUYECKUMU I TePaNeBTUYECKMU NPoLedypamu,
aTtMocepHoro faBneHns, BNaXKHOCTU U TeMNepaTypbl BO34yxa;

- B OTHOLUEHWM PUCKOB NMOMEX, COo3AaBaemMbix 060pyJoBaHMEM Npu NpoBedeHnM OMarHoCTUYeCKUX UC-
crefoBaHWi, OLEHOK, TEpaneBTUYECKOro NeYeHna UM Apyrux npoueayp, Takux Kak 3NeKTpoMarHUTHbIe Mno-
MEXW, U3NyvyaemMble MEQULMHCKUM U3OENMeM, BO3OENCTBYOLWME HA Apyroe obopygoBaHue.

JornxHa BbiTb NpefocTaBneHa cnegyrowas nHopmaums:

a) OCTaTO4YHble PUCKK, CBSI3aHHbIE C YCTAHOBKOW, 3Kcmyatauuei, obcnyxuBaHnem, TpaHCNopTMpoBa-
HUeM, XxpaHeHnem 1 yTunuzaumein obopygosandusa MBI w/unu ero nprHagnexxHoCTen.

lMpumep — Pa6omel, ceszaHHbIe ¢ 06pabomkoiil u ymunu3sayuel UH(eKYUOHHbLIX LU MoOmMeHyuansHo UH-
heKYUOHHbIX Mamepuanos;

b) n3BecTHble hakTopbl, KOTOPbLIE NPEACTaBNSOT 3HaYUTENbHbIN PUCK;

C) aneKTpoMarHMTHas COBMECTUMOCTb, U3MYy4YEHME W MOMEXOYCTOMYMBOCTL, B COOTBETCTBWM C TpeboBsa-
HuaMn M3K 61326-2-6.

TpeboBanwusg, kacawowmeca nHcopmauum no 6esonacHocTu, cootTBeTcTByOT MCO 14971, MOK 61010-1,
M3K 61010-2-101 n M3K 62366-1.

MpumevaHue 1 — MHdopmauuio, koTopas NO3BONAeT Nons30BaTeNsaM CHU3WTL PUCK, HA3bIBAKT «MHopMa-
umen no 6esonacHoctuy». Cm. NCO 14971.

MpumeuyaHue 2 — B HEKOTOPLIX CTpaHax perynupylolmue opradbl MOryT yCcTaHaBnueats TpeboBaHnsa K cogep-
XaHUK NpegynpexaeHuii 1 Mep NpeaoCTOPOXHOCTM UMW Mep, KOTopble HeoBX0aMMO NPUHATE, ¥ OrpaHUYeHWd UCronb-
30BaHWA B OTHOLUEHMW M3aenua. Hanpumep, B EBponeickoM colo3e MHCTPYKLUMM Mo NPUMEHEHUIO 06A3bIBAIOT NoNbL30Ba-
Tens yBeOOMIATb U3rOTOBUTENS U KOMMETEHTHLIM OpraH rocydapcTBa-yrieHa, B KOTOPOM MONb30BaTenb W/WNKU nauweHT
NpOXUBaET, 0 MOBOM CEPLE3HOM MHLMAEHTE, MPOM3OLIEALEM C U3AETNUEM.

7.6 YctaHoBka o6opygnoBaHuA

7.6.1 O6wme nonoxeHus

Ecnu npegnonaraetcs, 4To ycTaHOBKY oGopynoeaHus VB[ 6yaet BeINOMHATL NONb30oBaTerNb, TO U3rOTO-
BWTEMNb OOIMKEH NPeaoCcTaBuTb UHCTPYKLKMK NO YCTAHOBKE.

B Takmx MHCTPYKUMSAX HET HeoBXoaAMMOCTUW, eCni YCTAHOBKY BbLIMOMHAST WU3roTOBMTENbL WK ero npeg-
cTaBUTEnNM.

HomxHa BbITe NpedocTasneHa MHMOPMaLMsa 0 AOCTYMNHbLIX NPUHAANEXHOCTAX K MeauLMHCKOMY u3fe-
NI, BKINOHYaA MX Haanexallee nogknoveHue.

Mpumep 1 — KomnsromepHbiil uHmepghelic, Modynu, dononHumensHoe npozpaMMHoe obecnederHue, 06o-
pydoeaHue Ons NoGKIFOYeHUs.

ﬂOJ’I}KHO BbITb npenoctaBneHo 3aABneHne O KOHKPETHbIX OrpaHuYeHuax FapaHTVIﬁHbIX obazatenbcTB
nInn o ToMm, rge Takyro Manopmau,mo MOXHO MONYy4YnThb.

TMpumep 2— felicmeaus nonk3o0eamenell, aHHynupyrowue 2apaHmuliiHeie 0683amenibcmea uz2omogumerts.
5
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7.6.2 [encTBUA NpX NOCTaBKe

JornxHa BbiTh NpefocTaBneHa cnegyrowas nHopmauums:

a) npaBwuna BCKPLITUSA yNakoBkyM 060pyaoBaHUS;

b) npoeepka KOMMMEKTHOCTU MOCTaBKY;

C) NMpoBepKa NOBPEXAEHWUA NPU TPAHCMOPTUPOBaAHMWMN.

7.6.3 Beog B aKkcnnyaTtauuio

JonxHa BbiTh NpefocTaBsneHa cnegyrowasn nHopmauums:

a) mpouecc yCTaHOBKM, BKMOYAs 3Tanbl BeINOMHEHUA (KpaTKoe onucaHue).

lMpumep — ModknrovyeHue K ymunumam U Heo6xodUMbLIM KOMIMOHEHMam;

b) dyHKUMOHANBHLIE NPOBEPKM NPABMITLHOCTA YCTAHOBKM.

7.7 MpuHuKn paboTbl

ﬂOJ’I}KHbI ObITb npmeeneHbl OCHOBHbIE NPUHLUWMBI TEXHOMNOTUN, I'IpMMeHHEMOFI B paﬁoTe n3genns.

7.8 ®yHKUMOHAanNbHbIE XapaKkTepUucTUKU

HomxHa ObITb NpegocTaBneHa Hopmauns o yHKLMOHaNbHbIX XapakTepucTrkax obopygosaHus B[,

7.9 OrpaHu4eHUA NpUMeHeHus
HomxHa beiTe NpefocTaBneHa uHdopMaumsa 06 orpaHuyeHusix npumeHeHus obopygoeanua MBL.

Mpumep — Hecoomeemcmeayrowjuii o6pasey, coeMecmuMocms NpuHadnexHocmell, 03MOXHOCMb M00-
KITHOYeHUS K KOMILIomepy.

7.10 lMogroToBKka Nnepeg NPUMMEHEHUEM

Mpu HeoBxoQUMOCTH OOMKHa BbITe NpefocTaBneHa cnegytoLwas uHopMaLuus:
a) TpeboBaHne 006 0bs3aTensHOM 00yYeHUM Nonb3oBaTens.

[MpMmMeyaHUe — B HEKOTOPLIX PUCOUKLUNAX MOXET ObiTb yCcTaHOBNEHo TpeboeaHue 0O obyyeHun Henpodhec-
CYOHAaNLHOro NONbL3oBAaTeENs Nepen UCNONbL30BAHUEM;

b) nwbbie cneunanbHble Matepuansl n/unu obopygoeaHue, HeobxogvmMbele AN NPaBWMIbHOMO WCMOMb-
3o0BaHus obopynosanua VB[,

C) uHchopMmaumnsa ona 3akasa peareHToB U pacxogHbiXx MaTepuarnos;

d) Tun obpasua, KoTopbIA JOrmKeH BbiTb NCNOMbL30BaH;

e) nwbble cneynanesHble YCNoBUS B3ATUA obpasua 1 yCnoBus XpaHeHu s,

f) npoeepku nagenus Ha 6e3onacHy ¥ NpPaBMbHYIO 3IKCNNyaTauuio, BKoYas KannbpoBky.

7.11 MNopsapok paboThbl

HonxHo BeiTe NpegocTaeneHo nogpobHoe onucaHne metTonuku uccnegoeanma UBL.

MeToguka fomkHa ObiTb onvMcaHa NpPocThIM U OOCTYNHLIM S3bIKOM, NOHATHLIM HENnpodgeccuoHanbHoOMY
nonb3osarento. MNpun onucaHum crnegyet m3berate NPUMEHEHUST TEXHUHECKUX UMM Hay4YHbIX TEPMMWHOB, Ha-
CKOIbKO 3TO BO3MOXHO.

Mpy BO3MOXHOCTWU CrneayeT BKIIOYMTL B METOAWMKY UCCMEeAoBaHuA cXxemaTWyYHoe U3obpaxeHue aTanos
BbIMOMHEHUA onepaunin, poTorpaduin U/MNU PUCYHKOB.

I punmevyaHune — Ons HeI'IpOCbeCCMOHaI'IbHOI'O nonb3oBaTens MOXeT 6biTb npegocraesneH COI{paLLlE.‘HHbH;I Bapu-
aHT onucaHmna MeToankm nccnegoBaHUA.

7.12 MeToguka KoHTpons

OomxkHa 6bITb NpuBeaeHa WHgopMauns o cnocobax NoATBEPKAEHNA COOTBETCTBUS (DYHKLMOHANbHBLIX
xapakTepucTuk obopyaosanusa MB[. Mpouecc BanugauMm MeToOAMKM KOHTPOMA KavyecTBa NMPOBOASAT B COOT-
petcTBMM ¢ MCO 15198.

Mpumep — Qna anokoMempoa: udeHmudbukayusi npuemMaeMbiX KOHMPObHLIX Mamepuarnos, Yacmoma
uccriedogaHuss KOHMPONLHLIX Mamepuanos, delicmeusi, Komopbie credyem nNpednpuHAMb 8 ciyvae 8bixoda
OaHHbIX 3@ yCMaHOo8MeHHbIe KOHMPOJILHEIE Npederbl.

6
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7.13 WHTepnpeTauusa pe3ynsTaToB UccnegoBaHuUs

HomxHbl BbITh NpefocTaBneHbl MHCTPYKUMU OTHOCMTENBHO MHTEPNpeTaLUMM pe3ynsTaToB UCCNeqoBaHus
MBO.

Pe3ynkTaTthl OMKHBI BbITE BIpaXeHbl M NpeAcTaBneHbl TakuM 06pasom, YTobbl GbiTh NErko NoOHATHLIMU
HenpodeccuoHansHoOMy Nonb30BaTento.

PeaynbtaTthl 4OMmKHBI ObITh BhipaXeHbl M NpeacTaBrneHbl Takum obpasom, 4Ttobbl MabexaTts MX Henpa-
BWITbHOM MHTEpNpeTaLun HenpodeccMoHanbHbLIM NoNk3oBaTenem.

HomxHa 6bITh NpefocTaBneHa MHMOPMAaLKMA OTHOCUTENLHO (DaKTOPOB, KOTOPbLIE MOTYT NPUBECTU K He-
BEPHOMY peaynsTaTy, U AOJKHbI BbITh NpUBEAEHbI COOTBETCTBYIOLME MEPbI MPEOOCTOPOXKHOCTY.

7.14 CneumanbHbie hyHKLUU

Mpwn HeoBxoaumocTy gomkHa BbiTk NpegocTaBneHa cnenyLlas uHdopmMaums:

a) aBTOMaTtMyeckue NpPoBepKU CUCTEMBI;

b) npoueaypbl, ¢ NOMOLLLK KOTOPLIX NOMb30BaTeNb MOXET NPpoBepuTh, 4To obopyaoeaHue VMBI dyHK-
LUMoHMpoBano u ByaeT hyHKLUWOHMPOBATL B COOTBETCTBMU C NpeanonaraeMbiM UCNonb30BaHMEM;

C) NpOBEpPKU (PYHKLUUOHANMBHBLIX XapakTepUCTUK BCEH CUCTEMBI.

7.15 lMpouenypa OTKNIOYEHUA

HomxHa BeiTe NpegocTaeneHa cnegylowas MHdopmauus:

a) nepesop obopynoeaHus VB[ B pexxum oxuaaHus;

b) BeiknoyeHne obopynosaHus NB[;

C) BpeMmeHHbI BbiBo4 0bopygoBanua VB[ 13 skcnnyaTtaumu.

7.16 WUHdpopmauuna o6 yTunusaumm

ﬂOJ’I}KHa ObITb npegocrtaBneHa VIHCbOpMaLI,VIH o BesonacHomn yTunnsauun, B cny4dae H806XO,EI,VIMOCTVI,
M3pacxogoBaHHbIX ONacHbIX MaTepranos, FIpVIHa,EI,J'Ie}KHOCTEﬁ K MeONUWUHCKUM U3aenusam u OGOpy,D,OBaHVIﬂ no
OKOHYaHWMKM X CPOKa 3KCcnnyaraunu.

lMpumep — PacxodHble Mamepuarnbl, UCMOb308aHHbIe peazeHmsbl Unu npodykmbl pea2eHmos, eKYas
cMelwaHHbIe ¢ nepeuYyHbIMU nNpobamu, o6pazyamu, o6opydoeaHue, KOMITOHeHMbI, MPUHAONEXHOCMU, Pa3pPsKeH-
Hbie aKKyMyIamopabl.

MpumeyaHue— B HeKoTOpbIX CTpaHax perynaTtopHble OpraHbl MOTYT YCTaHaBNMBaTh TpeboBaHUA No yTUnmaa-
Ly1 Matepuarnos, NPUHaQnNexHocTen 1 0b6opyaoBaHMA B KOHLE MX CPOKa IKCyatauum.

7.17 TexHu4veckoe obcnyXuBaHue

OomxHa BbITe NpefocTaBneHa cneayoLwas MHpopmaums:

a) npogunakTryeckoe obcnyxuBaHWe, KOTOPOE LOMKEH BbIMOMHATL NONb3oBaTeNb (Npoueaypa wu ne-
pPUOANYHOCTL);

b) MHCTpPYKUMK NO OYMCTKE, KOTOPbIE AO/MKEH BbIMNOMHATL NOMNb30BaTENb (COBMECTVMMEIE CPpeqcTBa AN
OYWCTKKM, NpoLenypa v NepuogmMyHoCTb).

7.18 BbifiBNeHMe HEMCNpPaBHOCTEMN

HomxHa 6bITe NpefocTaBneHa cneaywwas MHpopmaumsa:

a) WHTepnpeTauust 4aHHbLIX O HEMPABUNBEHOM (OYHKLMOHUPOBAHUW,

b) onpeneneHune NpMYMH pacnpoCTpaHEHHLIX HEUCNPABHOCTEW;

C) HEeWcnpaBHOCTU, KOTOPbLIE MOTYT GbiTb YCTPaHeHb! Nonb3oBaTeneM;

d) Mepbl, KOTOpble JOMKHbI BbiTh MPUHATLI B CNy4Yae BbIXOA4A XapakTEPUCTWK 3a Npeferns! AuanasoHa.

7.19 Mocneaywowme oeUcTBUSA

,D,OJ'I}KHbI BbITb AaHbl peKoMeHgauunnn OTHOCUTEINBHO OENCTBUK, BbITEKAKLWUX U3 nonyyYeHHbIX pe3ynbra-
TOB nccnegoBaHnA MB,D', B TOM 4ucne Cc y4eToM BO3MOXHOCTU NONy4YeHNHA HENPaBUIbHbIX pe3ynbraToB.
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MHd)ODMaHMH OO0IMKHa cofepXaTtbh npeaynpexageHme 0 HegonyCTUuMOCTU NMPUHATUA Nonb3oBaTternem ca-
MOCTOATENbHbLIX pELLEEH!/II::‘I B OTHOLUEeHWUN MedULWHCKKUX npouenyp bes npenBapuvTerbHOTO KOHCYIbLTUPOBaHUA
CO CBOUM nevauwumm Bpa4doMm.

7.20 YnpaBneHue AOKyMeHTauuen

ﬂOJ’I}KHbI ObITb YKa3aHbl Jata BblNyCKa Ui HOMep nocrnegHen pegakumn MHCTPYKUWMK MO NpUMeHeHWto, a
TaKkxe ee Mﬂ,EHTMCbVIKaU,MOHHbIPI HOMED, eCli MHCTPYKUNMA Beina nepecmoTpeHa, 1O TDEGVETCH npegocrtaBne-
HWe VIHCbODMaLI,MVI O BHECEHHbIX N3MEHEHWNAX.
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MpunoxeHnne OA
(cnpaBouHoe)

CBE,D,EHHH 0 COOTBETCTBUM CChINOYHbLIX MeXAYyHapoOHbLIX CTaHOApPTOB
HayWoHanbHbLIM U MeXrocygapcTtBeHHbIM CTaHOapTamM

Tabnwuua OA.1

OB0o3Ha4YeHe CChINOYHOro
MEXyHapoaHoro cTaHaapTa

CreneHb
COOTBETCTBUA

O603Ha4eHe U HAUMEHOBaHE COOTBETCTBYIOLLENO HALMOHATBHOTO,
MEXrocyjapCTBEHHOIo cTaHaapTa

ISO 14971

IDT

[OCT ISO 14971—2021 «Wspgenua wmeguumHckue. [MpumeHeHue
MEHEIKMEHTA PUCKa K MEAULIMHCKAM U3OENUAM»

1ISO 16223-1

IDT

[OCT P NCO 15223-1—2023 «3genua MmeguuuHckme. CUMBOMbI, NpK-
MeHsiemMble Ans nepegadn uHopMauuM, NpefocTaBnaeMoin MaroTosu-
Tenem. Yactb 1. OcHoBHbIE TpeboBaHuMA»

1ISO 18113-1

IDT

[OCT P UCO 18113-1—2024 «MeguumnHCcKkue nagenna ans AMarHoCTUKK
in vitro. ndhopmauus, npegocTaBneHHasa 3roToBMTenem (MapKUpoBKa).
YacTb 1. TepMuHbl, onpedeneHus n obuve TpeboBaHua»

IEC 61010-1

IDT

[OCT IEC 61010-1—2014 «Bbe3onacHOCTb aNeKTPUYECKUX KOHTPOMbHO-
namepuTenbHbix npubopoB 1 naboparopHoro obopygoBaHua. Yacte 1.
Obwue TpeboBaHua»

IEC 61010-2-101

IDT

[OCT IEC 61010-2-101—2013 «bBesonacHocTe 3NEKTPUYECKUX KOH-
TPONbLHO-U3MepUTeNbHbIX Npubopoe M nabopatopHoro obopygoBaHUs.
Yacte 2-101. YactHele TpeboBaHua Kk MeguuuHcKkomy obopygoBaHuio
ans nabopatopHoit gunarHocTuky (IVD)»

IEC 61326-2-6

IDT

[OCT P M3K 61326-2-6—2014 «ObopynoBaHue aneKkTpuyeckoe ans
M3MepeHus, ynpaeneHns v nabopaTopHoro npumeHeHus. TpeboeaHus
aneKkTpoMarHuTHoW coBmecTuMocTu. HacTte 2-6. HacTHelie TpeboBaHuA.
MeguumHckoe obopyaoBaHWe AN AWarHoCTUKK B NabopaTopHbiX ycro-
BUAXY

IEC 62366-1

IDT

[OCT P M3K 62366-1—2023 «WMapenua meguunHckme. HYacte 1. MNpo-
EeKTMPOBaHWe MEOMLMHCKMX N34ENuii C y4eTOM 3KCNNyaTauMoHHON npu-
roqHoOCTM»

BETCTBWA CTAHOAPTOB!

- IDT — mpoeHTUYHbIE CTAHAAPTHI.

I puMmedyaHne — B HacTofAwen Tabnuue Mcnons3oBaHo cnenywoulee ycrnoeHoe oBo3HayeHne CcTeneHu cooT-
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Bubnuorpadun

[11 1SO 15197, In vitro diagnostic test systems — Requirements for blood-glucose monitoring systems for self-testing in
managing diabetes mellitus

[21 1SO 15198, Clinical laboratory medicine — In vitro diagnostic medical devices — Validation of user quality control
procedures by the manufacturer

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

[4] 150 17593, Clinical laboratory testing and in vitro medical devices — Requirements for in vitro monitoring systems
for self-testing of oral anticoagulant therapy

[5] 1SO 18113-4, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 4: In
vitro diagnostic reagents for self-testing

[6] 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.

[7] 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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YOK 615.47:006.354 OKC 11.100.10

Knioyesble cnosa: MeauUuHCK1e n3denusi, Anardoctuka, in vitro, obopyaosaHne, U3roToBUTeNb, MapkupoBska,
camoTecTupoBaHue, Npubopsbl, MHGOpMaLKMs
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Pepaktop /f1.B. KopemH+ukosa
TexHuueckun pegaktop B.H. lpycakosa
Koppektop O.B. flazapesa
KomneloTepHasa Bepctka f1.A. Kpyzoeol

CpaaHo 8 Habop 24.05.2024. TlMognucaHo B nedars 29.05.2024. ®opwmart 60%84%. [apHutypa Apuan.
Yen. ned. n. 1,86. Yu.-u3p. n. 1,12.

MoaroToBneHo Ha OCHOBE 3MEKTPOHHO BEPCUK, MPeaocTaBneHHon paspaboTumkoM cTaHgapTa

Co3pgaHo B eAMHWYHOM ucnondeHu B @IBY «HCTUTYT cTaHgapTuaaumnm»
ans KkomnnektoaHnsa ®egepansHoro MHhopMaunoHHoro doHaa cTaHaapToE,
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