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Mpeancnoeue

1 NMOAOIOTOBMNEH Accounauunen cneyManucToB U opraHusauuin nabopartopHon cnyxbel «®enepayuns
nabopartopHol MeguuuHbi» (Accoumnaunsa «OIM»), denepansHbIM roCyaAapCTBEHHBIM DHOOXKETHBIM YUpex-
aeHnem «Bcepoccuicknid Hay4YHO-UCCreqoBaTEeNbCKUA U UCNbITATENBHLIN UHCTUTYT MEAULIMHCKON TEXHWUKUA»
PepepanbHon cnyxbbl Mo Hag3opy B cdepe sapaBooxpaHeHus (PreY «BHUWUMT» PocagpaBHagsopa) Ha
ocHoBe coBCTBEHHOrO NepeBoaa Ha PYCCKUI A3bIK aHIMOsA3bIYHON BEPCUM CTaH4apTa, YKazaHHOro B NyHKTe 4

2 BHECEH TexHuuyeckum komuteToM no ctanHgaptusaumm TK 380 «KnuHuueckne nabopaTopHble wc-
CcnefoBaHUsa U OUarHocTUYeckue TECT-CUCTEMbI MH BUTPO»

3 YTBEPXOEH W BBEJQEH B JEWNCTBMWE MNpukasom PegepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynupoBaHuio n Mmetponorum ot 23 masa 2024 r. Ne 649-ct

4 Hactoswumi cTaHgapT MOeHTUYeH MmexayHapoaHomy ctaHgapty MCO 18113-3:2022 «MeagwnuuHckmne
w3genusl ons AMarHocTukK in vitro. iHdpopmauus, npefoctaBneHHas u3rotoButenem (Mapkuposka). Yacts 3.
O6opygoBaHue ONs OMarHoCTWKKM in vitro gns npodeccrMoHanbHoro ucnons3oBaHusa» [ISO 18113-3:2022
«In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 3: In vitro
diagnostic instruments for professional use», IDT].

MexayHapoaHel cTangapT paspaboTan TexHuueckum komutetom MCO/TK 212 «KnuHuyeckue nabopa-
TOpHbIE UCCNEaOoBaHUS U OMarHOCTUYECKME TECT-CUCTEMBI in Vitroy.

[Mpw NpUMEeHEeHWU HACTOALLEro CTaHA4apTa PEKOMEHAYETCS UCMNOMNL30BaTh BMECTO CChINOYHLIX MEXAyHa-
pOOHbLIX CTaHAAPTOB COOTBETCTBYHOLLME UM HaLMOHANbHLIE M MEXTOCYAapCTBEHHbIe CTAHAaPTbI, CBEAEHUS O
KOTOpPbIX MpUBeAeHbl B AOMOMHUTENLHOM NpunoxeHun JA

5 BSAMEH rOCT P MCO 18113-3—2015

lNpasuna npumeHeHUss Hacmosaweao cmaHdapma ycmaHoseHbl 8 cmambe 26 @edepanbHOz0 3aKoHa
om 29 uwoHA 2015 2. Ne 162-03 «O cmaHdapmu3sauyuu e Pocculickol ®@edepayuu». MHgopmayus ob us-
MeHEeHUSX K HacmosilemMy cmaHdapmy rnybrnukyemcs 6 exe200HOM (M0 COCMOSHUK Ha 1 aHeaps mekyuweao
eo0a) uHghopmayUoOHHOM ykazamene «HayuoHansHbie cmaHlapmbi», a oguyuanbHbIl MeKcm U3MeHeHUl
U rnonpasok — 8 eXeMecsYyHoOM UHOPMAayLOHHOM ykazamene «HayuoHnansHbie cmaHdapmel». B cnyvae
rnepecMompa (3amMeHbl) Uu OMMeHbl Hacmosauweao cmaHdapma coomeemcemeyrouee ysedomieHue bydem
onybnukosaHo 8 bnuxaluwieM 6biNyCcKe eXeMecsyYHo20 UHGOPMayuoHHO20 ykasamerns «HauyuoHanbHble
cmaHOapmsi». Coomsemcemayoujas UHgopmayus, yeedoMIeHUe U MeKCmbl pa3Mewaomcs makxe 8 UH-
ghopmayuoHHoU cucmeme obLezo nonk3oeaHus — Ha oguuuanbHoM calime @edepansHo20 azeHmcomea rno
MEexXHUYECKOMY peaynupoeaHuro U Memponoauu & cemu MHmepHem (www.rst.gov.ru)

© 1S0, 2022
© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayumny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO MMM YACTUYHO BOCMNpPOU3BEOEH, TUPaXXMNPOBaAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3peleHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

WaroToBuTenn obopynoeaHusa Ana AnarHocTuku in vitro (obopynosaHue MB[) ona npodeccuoHansHoro
WCMONb30BaHWA NMpefoCTaBnaAT NoNb30BaTensaM WHgopmauuio, obecneunearollyo 6ezonacHoe MCNoOnb3o-
BaHWe W JOCTWKEHWEe OXuaaemMbiX (PyHKLMOHANbHbLIX XapakTepPUCTUK MEOULMHCKAX U3genuin. Tun u ypoBeHb
Jetanuvsauuy 3aBUCAT OT NpeanonaraeMoro UCnonb30BaHUS U HOPMAaTUBHbLIX NPABOBbLIX AKTOB KOHKPETHOW
CTpaHbl.

MexayHapoaHeli popyM perynsatopoB mMeguumHckux uagenuid (IMDRF) cnocobeTeyeT passutuio cu-
CTEM peryrnupoBaHus MeouLUMHCKUX U3genuin Ha rmobansHoM ypoBHe. YCTpaHeHMe pasnuuuin Mexay pery-
NATOPHBIMW KPUCAUKLMSMIU MOXeT obecneunTb nauveHTam Gonee paHHWA LOCTYN K HOBbIM TEXHOIOIMAM
U MeTodam nedeHus. HacToswmi ctaHgapT npeactasnseT coboi oCHOBY ANs rapMOHU3auuM TpeboBaHuin K
Mapkupoeke obopyaosanus MBI ons npodheccnoHanbHOTO NCNOMb30BaHKS.

B HacTosilem cTaHgapTe npuBedeHa Hopmauus, npegocTaBnsemMas u3rotoputenem ¢ obopynoBaHm-
em VB[, npegHasHavyeHHbIM Ansi NpodeccMoHanLHOro UCnonb30BaHusa. HacToawmin ctaHgapT npegHasHadeH
ans npumeHeHnsa emecte ¢ MCO 18113-1, koTopblil cogepkut obwme TpeboBaHua K MHopMauuu, npeno-
CTaBMNeHHOW U3roToBUTENeM, U 06Lne TpeboBaHUA K MapKUpoBKe.

HacTtosilwmin cTaHgapT npegHasHadeH Ons Nogaepku OCHOBHLIX TpeboBaHUI K MapKkMpoBKe napTHepa-
M IMDRF [5], a Taike gpyrux cTpaH, KOTOpbIe yXKe NMPUHATNKA UITM NAaHUPYT NPUHATL NpaBuia MapKupoBKU
MeOWULMHCKUX U3gennin Ana guarHocTuKkK in vitro.

TpeboBaHusa HacTOALWErO CTaHapTa pacnpocTpaHsaTes Ha obopynoeanue VIB[ ons npodgeccuoHans-
HOro UCMONbL30BaHUA, KOTOPOE NpeAHa3HadYeHo ONs NPUMEHEHUSI C peareHTamu, NpeaoCcTaBneHHbIMU OOHNUM
U TEeM Xe U3roToOBUTENEM, B TOM 4ducne cosmecTHo ¢ MCO 18113-1 m MCO 18113-2.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

MeguumnHcKWe n3genusa ansa guarHocTuku in vitro
MH®OPMALUUA, NPEOOCTABNEHHAA W3TOTOBUTENEM (MAPKUPOBKA)
Yacte 3
O6opyaoBaHuWe ANA OMarHocTUKK in vitro ans npod)eccUoHanbLHOro UCNoNb30BaHUA

In vitro diagnostic medical devices. Information supplied by the manufacturer (labelling).
Part 3. In vitro diagnostic instruments for professional use

Oarta BeegeHna — 2025—01—01

1 O6bnacTtb NnpumeHeHnA

HacTosawmi ctaHgapT yctaHaenveaeT TpeboBaHua K MHpOpMauun, npegocTaBneHHON M3roToBUTENEM
obopynoBaHua ans guarHocTuku in vitro (obopygosanue VB[), npeaHasHadeHHOro Anst NpodeccuoHanbHoro
MCMNONb30BaHUS.

HacTosawumi ctaHgapT Takke NpUMeHUM K MHopMauuK, NpeacTaBneHHOM M3rotToeuTenamMu ona obo-
pPyOOBaHWs, NpefHa3Ha4YeHHoro Ans COBMeCTHOro Ucnonb3oBaHusa ¢ obopynoesavuem VMBI ona npodeccuo-
HaNbHOro MCNONb30BaHWUA.

HacTtoswmi ctaHgapT Takke MOXeT BbiTb MPUMEHMM B OTHOLLEHWW NPUHALMNEXKHOCTEN K MegULMHCKAM
n3genusm.

HacToswmi cTaHOapT He pacnpocTpaHaeTca:

a) Ha WHCTPYKUMK No 0BCNyXMBaAHUID UMM pEMOHTY 0BopyaoBaHUS;

b) peareHTbl 4Na oMarHOCTUKN in Vitro, BKNoYas kKanubpaTopbl U KOHTPOIbHbIE MaTepuansl AN KOHTPO-
NS peareHTos;

c) obopynoBaHusa VIB[l ons camocToOATENBHOIO UCNOMNb30BaHNUA.

2 HopmaTuBHbIe CCbINKK

B HacToslem cTaHgapTe MCNONb30BaHbl HOPMATUBHbLIE CCbIMKKM HA CNeaylolne cTaHoapThl [Ana gatu-
POBaHHbLIX CChINOK NPUMEHSOT TONbKO YKa3aHHOE M3OaHWe CChINIOYHOro cTaH4apTa, AN HedaTUPOBaHHBIX —
nocriegHee u3gaHuve (BKIoYasa BCE N3MEHEHUS)]:

ISO 14971, Medical devices — Application of risk management to medical devices (M3genua megnumH-
ckue. [puMeHeHne MeHeOXMEeHTa prcKa K MeguLUHCKUM U3OEmnusiMm)

ISO 15223-1, Medical devices — Symbols to be used with information to be supplied by the manufac-
turer — Part 1: General requirements (M3genua meauumHckme. CMMBONbI, NPUMEHAEMbIE ANA pasMeLLeHuUs
uHopmMaLuK, KoTopas LOMKHA NpefocTaBnaTbcsa narotosutenem. Yacts 1. OcHoBHble TpeboBaHUA)

ISO 18113-1, In vitro diagnostic medical devices — Information supplied by the manufacturer (label-
ling) — Part 1: Terms, definitions and general requirements [MeouuuHckue nagenus ons AUWarHOCTUKK in vitro.
MHdopmaums, npegocTaBneHHas u3rotosuteneM (Mapkvposka). Yacte 1. TepMuHbl, onpegeneHus u obwme
TpeboBaHus]

IEC 61010-1, Safety requirements for electrical equipment for measurement, control and laboratory
use — Part 1: General requirements (be3onacHoCTb anekTPUYECKUX KOHTPOMNbHO-U3MEPUTENBHEIX NPUBOPOB
u nabopaTtopHoro obopygnoeaHusa. Yacts 1. Obwue TpeboBaHnA)

MapaHune ochbuumnansHoe
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IEC 61010-2-101, Safety requirements for electrical equipment for measurement, control and laboratory
use — Part 2-101: Particular requirements for in vitro diagnostic (VD) medical equipment [besonacHocTb
3MNEeKTPUUECKNX KOHTPOIMBHO-U3MePUTENLHBIX NpUbopoB 1 NabopaTopHoro obopyaoBaHusa. YacTe 2-101. YacT-
Hble TpeboBaHWA K MeauLMHCKOMY oBbopynoBaHuio Ana nabopaTtopHon guarHocTtuku (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 [O6opynoeaHue
3MNeKTpUYecKkoe Ans M3MepeHus, ynpaeneHua 1 nabopaTopHoro npuMeHeHus. TpeboBaHWs anNeKTpoMarHuT-
HOW coBmecTUMocTK. YacTb 2-6. YactHble TpebosaHus. MeauumHckoe obopynoBaHue Ans OUarHOCTMKW B
nabopartopHbIx ycrnosuax (MB)]

IEC 62366-1, Medical devices — Part 1: Application of usability engineering to medical devices (13genusa
MeaouumnHckune. Yactb 1. MNpoekTupoBaHue MequULMHCKUX U3AEeNUiA ¢ YY4ETOM 3KCMNyaTaUuMoHHON NpUrogHOCTM)

3 TepmMuHbI U onpegeneHus

B HacToslwem ctaHgapTe npuMeHeHbl TepMuHbl no MCO 18113-1.

TepmuHonorvyeckme 6asbl gaHHbix MCO 1 M3K gocTynHel No cnegywowmMm MHTepHeT-agpecam:
- nnatcopma oHnanH-npocmoTpa MCO no agpecy: http://www.iso.org/obp;

- 3nekTponeaus M3K no agpecy: http://www.electropedia.org/.

4 OOwwme NonoXxeHus

B HacToslwem cTaHgapTe NnpUuMeHeHbl TpeboBaHua, ycTaHoBNeHHble B MCO 18113-1.

5 3TUKEeTKM N MapKUpPOBKa

5.1 O6wuMe nonoxeHuUn

TpeboBaHuA K 3TUKETKaM U MapkupoBke obopyposaHus MB[ nomxHbl cooTBeTcTBoBaTh MOK 61010-1,
M3K 61010-2-101 n M3K 61326-2-6.

B oTHOWeEHWN ncnonb30BaHMA CUMBONOB NpumeHstoT Tpeboeanua MCO 15223-1.

Mpw ykasaHWM Ha STUKETKe UMH(OPMALMKM, Kacalolencs OTBETCTBEHHOCTU U3rOTOBUTENSA B Clydae no-
BpexaeHusa obopynosanus VB nnun nony4eHnsa TpaBMbl, BO3HUKLLEN NPU €ro MCNoNb30BaHUN UMM HEUCMpPaB-
HOCTW, criegyeT NpUHMMaTb BO BHMMaHue TpeboBaHUsl 3aKkOHOB MMM HOPMATMBHLIX NPaBOBLIX aKTOB CTpaHbI
obpalleHnsa MeguLMHCKOro nagenns.

MapkMpoBKka He OomkHa cogepxartb MHdopmaun ob oTkase 0T OTBETCTBEHHOCTW, CBA3aHHOWA C Bes-
OMAacHOCTLH NMPUMEHEHUS U3AENUS NO HAa3HAYEHWU, HECOBMECTUMYKD C 06A3aTenLCcTBaMU M3rOTOBUTENS MO
NPOEKTUPOBaHUID U Npou3eoncTey B6esonacHoro obopygoeaHusa MBI, hyHKUMOHMPYOLWEro Haanexalmm ob-
pa3om B COOTBETCTBUM C NpeanonaraeMbiM MCNONb30BaHUEM B TeYEHWe YCTAHOBMEHHOrND CPoKa 3Kcnryara-
umn. Crnegyet NpMHUMaThL BO BHMMaHWe 3aKOHbI M NpaBuria B CTpaHe NpMMEHeHUs n3genwmsl.

5.2 WpenTtudinkauma obopygoBanHua UBO

5.2.1 HaumeHoraHue o6opyaosaHua UB

[omkHbl BbITh yKazaHbl HAMMEHOBaHWe Unu Toproeas Mapka obopynoeaHusa MB[.

Ecnu HavmeHoBaHWe obopygoBaHmsa VB He no3BoOnsieT ero 0gHO3Ha4YHO NAEHTUMULUPOBATL, AOMKHbI
OblTb NpUBENEHbl AONONHUTENbHbIE CNOCcoDbl OSHTUMMKALUK.

lMpumep — KamanoxHei1li HOMep, mosapHbIl HoMep.

5.2.2 CepuiHbIA HOMEpP

Obopynosanuto MBI gornxkeH ObiTb NPUCBOEH YHUKATbHbBIA CEPUAHBIA HOMEP.

ObopynoeaHuto MB[, cooteercTBykOLLeMy TpeboBaHuam MOK 61010, gomkeH ObiTe NPUCBOEH CEPUIt-
HbI HOMEP.

Ecnu cepuiiHbIin HOMep He NpuceoeH obopynoBaHuo VB nnu npuHagnexHoCTU K MeQULMHCKOMY U3-
Oenuio, npegHasHavYeHHoW ANs NpMMeHeHWsl COBMeCTHO ¢ obopyaoBaHuem MBI, BMecTo Hero MoxeT BbiTh
WCMOMNb30BaH Ko NapTuu.

Mpumep — EMKocmu 0ns nepeu4Holi npobsi, obpasya 6ydem npuceoeH kod napmuu.
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5.2.3 NMpumMmeHeHWe B QUArHoOCTUKe in vitro
HopmaTuBHblE NpaBoBble akThbl MOFYT cogepXaTtb TpeboBaHusa K NpefocTaBneHno MHpopMaLun o Npu-
MeHeHUn 0bopyaoBaHUS ANS OUArHOCTUKK in Vitro.

Mpumep — «nsa duazHocmuku in vitro» unu zpaguyeckull cumeon: «MmeduyuHckoe uzdenue 0ns duazHo-
CMUKU in Vitro».

n puMedaHune — B HEKOTOPLIX CTPpaHax KOMNeTeHTHbIE OpraHbl MOIyT YCTaHaBNMBaTb TpeﬁOBaHMﬂ K npeno-
CTaBneHuo MHCbOpMaLI,I/IVI O npegnonaraeMmom MCnorb3oBaHWN. Hanpmmep, B CLLUA YKa3blBakT, 4TO M3Oenne npeaHa3Ha-
YEHO AN\ NpUMEHEHWA B ONarHOCTUKeE in vitro.

5.2.4 YHukanbHbIA ngeHTudukaTop yctporctea (UDI)

CrnegyeT yuuTeIBaTh, UTO ecnu Ha obopygoeaHue VB[ pacnpocTpaHaTcs NpaBuna yHUKanbHOM naeH-
TUUKaumMm MedUUWHCKOrO U3Oenusi, YCTaHOBIMEHHbIE peryrnupylowmnmM OpraHoMm, TO Ha BHELWHeW 3TUKeTKe
JomKkeH bbITk yka3aH UDI, skniovas Hocutens UDI (HocuTens, ncnonb3yemblin Ans aBTOMaTUYeCKOM UOEHTH-
dukaymm n cbopa gaHHbix B hopmarte «AIDC») n ero nHTepnpetauuio B Nerko BOCNpuHUMaemMoM dopmare
yteHus (HRI).

Ecnu Hocutenn AIDC otnuyatoTes oT HocuTena UDI 1 aBRsalTCs YacTbid MapKUpOBKW MeOULMHCKOrO
nagenus, Hocutens UDI gomkeH BbITe Nerko MaoeHTUhULMpyeMbIM.

YHUKanbHbIA naeHTUduKaTop MeguuuHekoro uagenus (UDI) nomkeH BKMOYATE Kak aeHTUMKaTop U3-
penus UDI (UDI-DI), Tak u ugeHTucbukatop uarotoeutens UDI (UDI-PI); npu aTomM cnedyeT yuMTbIBaTb UCKITHO-
YeHus, NPeayCMOTPEHHbIE HOPMAaTUBHLIMW akTamMu.

[na obopynoeanua MB[ UDI-P| gomxeH BkMovaTth, Kak MUHUMYM, CEPUAHBLIA HOMEP, 33 UCKIIOYEHWEM
cnyyaeB, Korga uagenve ConpoBOXAaeTCA KOLOM NapTuK, B 3TOM CriyYyae OoImKeH ObiTh BKIKYEH KO NapTuu.

Ha aTnkeTke nzgenus MoxeT ObITb yKazaHa Aarta ero U3roTOBMNEHUS He C LieNbi KOHTPONS CpoKa rogHo-
CTW, B 3TOM crny4ae nHopmMauuio He BkntovatoT B UDI-PI; npu atom cnegyet yunTbiBaTh 0cobbie TpeboBaHuMA,
npegycMOTpeHHbIE HOPMATUBHbLIMUW MPaBOBLIMU aKTaMu.

Ecnu cylwlecTBytoT orpaHu4eHus, 3aTpyaHsowmMe ucnonb3oBaHue Ha atukeTke kak AIDC, tak u HRI,
npeanodTeHue, Kak npasuno, otaatwT popmaty AlDC, 3a ncknioveHrem cnyyaes, korga HRI 6onee nogxogut
nonb3oBaTento.

Hocutens UDI gomkeH BbiTh yoobouuTaeMblM Npy NPUMEHEHUN, B YCNOBUSX XPAHEHUA WU B TeYEeHUEe
BCero cpoka rogHoctu obopynoeaHus VIB[. MHgopmauua o cneuudurkaymax CUMBOMNOB LUTPUXOBOMO Kofa
npueegeHa 8 MCO/M3K 15415.

PazmelweHne Hocutens UDI gomkHO ocyllecTBNATLCS Takum obpasom, 4tobbl meton AIDC 6bin gocTy-
NeH Npu 3KCnAyaTaunum Unu xpaHeHnn obopyaoBaHus.

UDI moxeT 6bITb pa3MeLleH Ha 3TUKETKe OTAEMNbHO OT Apyron HeoBxoammon nHopmMaumu.

O6opynoeanue VB[, cocTosilliee M3 HECKOMLKUX YacTel, Tpebyrolwux cOopKn, MOXET UMETk HOCUTENb
UDI Tonbko Ha ogHOW YacTu.

HauunoHanbHble u/unu pernoHanbHble HOPMAaTUBHLIE MPABOBLIE aKThl MOTYT COAepXaTb TpeboBaHUA K
YHUKaNbHOMY MOEHTUUKATOpy YCTPOWUCTRA.

Mpumeuvanne 1 — CogepxaHune, dopmat u pasmep UDI onpegensatotcsa ynonHoMoYeHHbIM OpraHoMm, npeao-
crasnsemsim UDI.

MpumeuvaHune 2— TekcT HRI oTnuyaeTca oT TekcTa, yxKe HaHeCEeHHOTo Ha AaTUKETKY, U ABMSETCA MHTepnpeTa-
UMEN OaHHBIX, 3akoauMpoBaHHbIX Ha UDI-HocuTene.

6 CopepaHue MHCTPYKLUU NO NPUMEHEHUIO

WHcTpykuua no npumeHeHuo obopypoBaHua VMBI ons npodeccroHanbHOro nNpuMEHEeHUst OOoIKHa
BKMNHOYATb:
a) cogepXxaHue;
b) onncaHue OCHOBHBIX 311IEMEHTOB;
C) guarpammel 1 Bnok-cxembl KoHurypauuu obopygosaHusa NBL;
)
)

o

nopagok cOopkn U HACTPOMKK B BUAE TEKCTa WM UIMKCTpaunii;
rpacryeckme cMMBOMbl NPeaynpeXaeHni;

f) npvmepbl NpMMeHeHWst 1 obcnyXuBaHua obopynoBaHKS;

g) onvcaHue 3Tanoe BbINONMHeHusi pabor;

h) mepevyeHb NpUHaANEXHOCTEN K MEOWULWHCKOMY WU3OEnuio;

@
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i) CChINKN HA COOTBETCTBYIOLLYIO HAYYHYIO NTUTEpPaTypy;
j) nHpgekc;
k) ngeHTMdUKaLMIO BEpPCUMIA MHCTPYKUMKA K aTy ee pa3paboTkuy;
|) rmoccapuin cMMBONOB;
m) COKpalleHWs1 TEPMUHOB;
n) npeanonaraeMoe WUCNoNb30BaHNe;
0) KOMMOHEHTbI U YCTAHOBKY;
p) MHopmMaumio o nporpaMMHoOM obecnedyeHum, BKNYasn kubepbezonacHoCTb;
() WMHCTPYKUWK MO 3KCNIyaTaumu,
r) MHCTPYKUMMK MO OYNCTKE U Ae3nHdeKunu;
s) npodwunakTuyeckoe obOCnyXMBaHUE U YCTPaHeHWe HeucnpaBHOCTEN;
t) gononHMTENbHY MHDOPMaLWIO.
BO3MOXHO, Y4TO MHCTPYKLWA NO NPUMEHEHWID (PYKOBOACTBO MONb30BaTENS) U3AENUS C BO3MOXHOCTbLIO
novcka He TpebyeT ornaBneHns Unu ykasartensi.
WHdopmaumsa, npegoctaBngemas ¢ obopynosanvem VB, gomkHa, kak MUHUMYM, OxBaTbiBaTb Tpebo-
BaHuWs K Be30MacHOCTN, MOHTaXY U OXpaHe OKpy>KatloLen cpedbl.

7 OnucaHue MHCTPYKLUU NO NPUMEHEHUIO

7.1 UHdpopmauua o6 usrotoeutene

[onxHbl BbiTh YKa3aHbl HaMMEHOBaHWe, 3aperMcTpMpoBaHHOe TOProBoe HaMMEHOBaHWe UMK 3aperun-
CTPUPOBAaHHLIV TOBAPHLIN 3HAK M agpec M3roToBUTens. YKasbiBakT agpec, Mo KOTOPOMY MOXHO CBSI3aTbCs
C W3roToBUTENeM, HanpumMep ynuuly, HoMep Aoma, ropod, NoYToBbIf MHAEKC U cTpaHy. HeobxoauMo ykasaTtb
Homep TenedoHa, u/Mnu Homep chakca, u/unu agpec seb-carta Ans NONy4YeHUsa TEXHUYECKON MOMOLLW.

Ecnv oT UMeHN N3roTOBUTENS B CTpaHe/lopUCAMKLMM AeACTBYET YNONHOMOYEHHbIA NpeacTaBuTeNb, cle-
ayeT ydecTb TpeGoBaHUs perynupyLLero opraHa, MMeLLLEro COOTBETCTBYHLLYH OPUCAMKLIMI, KacatoLlwmecs
HanM4mMa Ha 3TUKeTKe agpeca YNoNHOMOYEHHOro NpeacTaBuTens.

7.2 NWpentudimkaumna obopygoBanHua UBO

7.2.1 HaumeHoBaHue obopyaoBaHua UB

[omkHbl ObITh YKasaHbl HaMMeHOBaHWe Unu Toproeasi mapka obopyaoBaHusa VMB[. HaumeHoBaHne mnu
TOproBas Mapka [O/KHbl O4HO3HAYHO MOEHTUMULMPOBATL €ro OT APYIrMX U3LErNuiA TOro e WivM nogobHoro
Tuna.

Ecnv HaumeHoBaHWe He ogHO3Ha4YHO MaeHTuduuMpyeT obopyaoeaHve MBI, To gonxHbl BbiTe Npeno-
CTaBneHbl OONONMHUTENBHbLIE CPeaACcTBa naeHTUukaymun.

Tpumep — KamanoxxHblli HOMep, moeapHbIlU HOMep.

7.2.2 WpeHTudmkauusa Moayna v nporpamMmmHoro obecne4veHus
OtpenbHble mogynu obopygoBaHusa u/unu nporpammMHoro obecnevyeHust 4OMKHbI BbITh MOBHTUULMPO-
BaHbl HAMMEHOBAHWEM W, ECMW 3TO NMPUMEHUMO, BEPCUEN.

7.3 MNMpumMeHeHWe No Ha3HaYeHUo

LomkHo BblTk ONKMcaHo NpegnonaraeMoe NpMMeHeHWe No HazHadeHuo obopyaosanuns UBM.

Hpumep — MBMBPGHUG aHanumoe e 6uonoz2u4eckux oGpasuax C ucrnojie308aHuUeM peaseHmoes u xa.nu6pa-
mopoes, npedHa:;HaquHbrx Ons Ucnosib308aHUsI ¢ 3MUM oGopydoeaHueM.

[omxHbl BbITL ONMcaHbl MperMyLLecTBa U orpaHudeHnst obopynosaHus VB[ B oTHOLWEHUN NPUMEHEHUS
No HasHadeHuto. Mpy HeOBXOAMMOCTU JOSKHEI OblTh ONMCaHbl MEANLMHCKME NpoLeaypbl.

Mpu HeOBXOAMMOCTU AoMKHa BbITb NpeacTasneHa MHopMauns o NpeanonaraeMoM Nonb3osartene Me-
OWLUMHCKOTO U3genus (Hampumep, Ans MCCrnedoBaHWA Mo MecTOHaxoXAeHW nauueHTa v B nabopatopuu,
nprvMeHeHne MeguUMHCKMMKU paboTHUKamK).

7.4 XpaHeHue n obpaweHue

HomkHa GbITb NpMBedeHa WHgopMaLUKns, cogepxallas TpeboBaHWsA K YCMOBMAM OKpyXKalwLlenh cpeasbl,
oBpalleHus W/vnu xpaHeHus nagenus. Cneayet uaberatb UCNONb30BaHWA HECTAHOAPTHBLIX CUMBOMOB TEMMNE-

4
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paTypbl WK BINaXHOCTKU, KOTOPbIE MOTYT BbITb HEBEPHO MHTEepPnpeTupoBaHbl. Tawm, roge ato H906XO,D,MMO, A0TK-
Hbl BbITb ONUCAaHbI 3alNTHbIE MEPbl N OEeNCTBUSA; OOMKEH BbITb npegocTaBrieH nepeYvYeHb BariManpoBaHHbIX
cpencTBe, NCNONb3yeMblX O5A OHYUCTKU OGOpy,EI,OBaHVIFI.

7.5 MpeaynpexaeHUs U Mepbl NPefOCTOPOXKHOCTU M/MNK HeoBGXoOUMbIE Mepbl U OrPaHUYeHUsA
no NpUMeHeHU o6GopyaoBaHNA

WHdpopmaumio npegocTaBnsawoT B BUAE NpedynpexneHnin, Mep npefoCcTOPOKHOCTM /MM Mep, KoTopble
HeobxoauMo NpUHATL!

- B Cry4ae HeucnpaeHOCTU 06OpPYAOBaHUS UMW YXYOLIEHUS ero KayecTBa, O YeM CBUOETENbCTBYOT U3-
MEHEHWS ero BHELWHEro Buaa, KOTopble MOTYT MOBMMATL HA ero PyHKUMOHANBHOCTL;

- B OTHOLUEHUW BO3OeNCcTBUS Ha obopynoBaHue 060CHOBAHHO MpefcKka3yeMblX BHELWHWX BO3OeNCTBUA
WIW YCITOBUI OKpYXKaloLLen cpeabl, HanpuMep MarHUTHBIX NONe, BHEeLUHUX SMeKTPUYeCcKUX 1 aNeKTpoMarHuT-
HbIX BO3OEMCTBUIA, 3MEeKTPOCTaTUYECKOro paspsiaa, U3nyyYeHus, CBS3aHHOro ¢ AMarHoOCTUYeCKUMU Unu Tepa-
NeBTUYECKMU NpoLeaypaMi, aTMOCHEPHOro AaBMNeHUs, BNaXHOCTU UM TemnepaTtypbl Bo3ayxa, B 3aBUCK-
MOCTW OT 0BCTOSITENLCTER;

- B OTHOLLEHWM PUCKOB MOMEX, co3daBaeMblx 06opyaoBaHUEM NPU NPOBEAEHUM OUATHOCTUYECKUX WC-
crnefoBaHWiA, OLEHOK, TePaneBTUYECKOro NeveHrusa Unu Opyrux npoueayp, Takux Kak aneKTpoMarHUTHbIE MNo-
MeXxw, uany4aemMmble MeguLWHCKUM M3denvemM, Bo3gencTByowmne Ha apyroe obopyaosaHue.

HomkHa BbITb NpefocTaBneHa criegyowas MHhopMaums:

a) OCTaTOYHLIE PUCKM, CBSI3aHHbIE C YCTAHOBKOW, SKcnnyaTauuei, TeXHU4Yeckum oBCnyxMBaHMeM,
TpPaHCNopTUPOBaHUEM, XpaHEHUEM UNK yTUNM3aumen obopynosaHus MBI u/vnu ero npuHagneKHocTe.

lNMpumep — Pucku, ceAa3aHHble ¢ obpauwjeHueM U ymunusayuel UHMEeKUYUOHHBIX UMU MOMeHyuanbHo UH-
beKyuoHHbIX Mamepuarios, U3secmHbie romMexu, npedcmasnsoujue 3HayumenbHbll PUck;

b) yTunusaunst ICTOMHWKOB MUTaHWS,;

C) aneKTpoMarHuTHasi COBMECTUMOCTb, U3MyYeHWe U MOMEX0YCTOMHYMBOCTb B COOTBETCTBMM C TpeboBa-
Huamu M3K 61326-2-6.

TpeboBaHus, kacawLwwmneca nHpopmauum no besonacHocTtu, cooteetcTByoT MCO 14971, M3K 61010-1,
M3K 61010-2-101 n M3K 62366-1.

MpumedaHue 1 — WMHdopmauuto, KoTopasi NO3BONAET MOMNb30BATENAM CHU3WTL PUCK, Ha3bIBAKT «MHAOpPMa-
umen no besonacHoctn». Cm. MCO 14971.

MpumeyaHue 2— B HekoTOpbIX CTpaHax perynypylolue opraHbl MOryT ycTaHaBnMBaTs TpeboBaHus K coaep-
KaHUWIO NpeaynpexaeHuii U Mep NpefoCTOPOXHOCTY U/MNKU Mep, KOTOpble HeoBX0aAMMO NPUHATL, U OFPAHUYEHMWI UCMOMb-
30BaHWs B OTHOLLUEHUM M3denus. Hanpumep, B EBponeiickoM coroze MHCTPYKLKMK MO NPUMEHEHWIO COAep:KaT Mepbl Npefo-
CTOPOXHOCTW B OTHOLUEHWM MaTepuanoB, BXOAALIMX B COCTAB WM3L4ENUs, KOTOpble COAepaT UMM COCTOSIT M3 BELLECTE,
ABNAIOLLMXCH KAHLUEPOreHHbIMW, MyTareHHLIMU UMM TOKCUYHBIMUW ANS penpoayKTUBHON OYHKLWM, BELLECTB, HapyLUaoLLUX
paboTy 3HOOKPUMHHOW CMCTEMBI, UMW BELLECTB, KOTOPbIE MOTYT BbI3BaTb CEHCUBUNU3ALIMIO UNKU annepruyeckue peakuum
nauWeHTa Unu Nonb3oBaTens.

7.6 YctaHoBKa obopygoBaHuA

7.6.1 O6wue nonoxeHus

Ecnu npegnonaraetcs, 4to ycTaHoBKy o6opynosaHust VB[, OyaeT BINOMHATL NOMb30BaTeNb, TO U3roTo-
BUTEMNb AOIMKEH NPeaoCTaBUTb MHCTPYKLMM MO YCTAHOBKE.

B Takmx MHCTPYKUMSIX HET HEOBXOAMMOCTM, €CNK YCTAHOBKY BbIMOMHAET M3rOTOBMTENbL WNK ero npega-
cTaBuTenn.

HomkHa BbiTe NpefocTaBneHa MHGOPMaLUsa 0 AOCTYMNHbLIX NPUHAANEXHOCTAX K MEeAWLWHCKOMY nage-
N0, BKMOYasA MX Hagnexaliee nogknodeHme.

Mpumep 1 — KomnesromepHsbili unmepdgbelic, Modysu, dononHumensHoe npozpamMmmHoe obecrneyeHue, 060-
pydoeaHue Ons NoGKMHYeHUs.

ﬂOJ’I)KHO ObITb npegocTaBneHo 3adABlieHNE O KOHKPETHbIX OrpaHU4YeHnAx I'apaHTMI;iHbEX obgazatensCcTB
M1 o ToM, raoe Takyw Mchopr\naumo MOXHO Nony4vnThb.

Mpumep 2 — felicmeust nonis308amernel, aHHyIupylowjue 2apaHmuliHbie o653amesibcimeaa u320moaumeris.

7.6.2 [OeAcTBUA NPU NOCTaBKe
JonxHa BbiTh NpefocTaBneHa cnegyrowas uHpopmayus:
a) npasuna BCKPLITUSA yNakoBkn 0bopyaoBaHus;
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b) npoeBepka KOMMMEKTHOCTW MOCTABKM;

C) NpoBepka NoBpeXAeHUiA Npu TPaHCNOPTUPOBaHUMN.

7.6.3 lMoprotoBka MecTa yCTaHOBKU

Mpu HeobxogumocTy JomkHa BbITe NpefocTaBneHa cnegylwasn nHopmauus:

a) ycnoBus oKpyXalLlen cpedbl, Heobxogumble ANs NpaBUbHOTO PYHKLMOHUPOBAHMWS.

Mpumep — BnaxHocmbs U meMnepamypa eo3dyxa, eubpauyus, MagHUMHbIe MO, eHewHUe 3/1eKmpuye-
ckue eo3delicmeus, anekmpocmamuyeckuli pa3pad, ammocgepHoe daerneHue, yckopeHue, UCMOYHUKU menJio-
8020 8OCII/TaMeHeHUs, OKpYXarowud wymM, 6nuzocms K cucmeMam KOHOUUUOHUPOBAHUS USU OMONIeHUs;

b) TpeboraHUs K NOMELLEHUSM U OrpaHUYeHus no rabaputam;
c) TexHudeckue TpeboBaHus.

Mpumep — Hecyuwas cnoco6HOCMbL CMEeH, coomeemcmayrouiue KOMMYHUKaUUU, HanpsXeHUe snekmpuye-
ckol cemu, daeneHue e00bI;

d) rabapuTkl, Mmacca, TeMnepaTtypa HarpeBaHusi;
€) OCHOBHblE HAaCTPOWNKK, CAENAaHHbIE N3TOTOBUTENEM;
f) napameTpbl NoTpebneHnsa pecypcos.

Mpumep — HanpspkeHue 3nekmpuYecko20 mokKa, mpeboeaHus k eode;

g) ypoBeHb Wyma, codgasaemoro obopygosaHvem (B geunbenax);

h) anekTpomarHUTHas COBMECTUMOCTb, N3My4YeHNe 1 NOMeX0oyCTOMYMBOCTb.
7.6.4 Beopg B aKcnnyaTtauuro

HomxHa BbITe NpegocTaBneHa cneayowas MHopMauns:

a) mpouecc YCTaHOBKW, BKIOYas aTanbl BLIMOMHEHNUS (KpaTkoe onMcaHue).

Mpumep — MModkntoyeHue K ymunumam U Heo6xodUMbIM KOMMOHEHMaMm;

b) dyHKUMOHaNBHLIE NPOBEPKN NPABUIIEHOCTH YCTAHOBKM.

7.7 MpuHuun paboTkl

HomxHbl 6bITe NPYBEAEHbl OCHOBHBIE MPUHLMIMBI TEXHONOMK, NPUMEHSIEMON B paboTe nagenus.
7.8 DyHKUMOHAamNbHbLIE XapaKTepPUCTUKHU

[Ons kaxgown KOHKpeTHOW yHKuMK obopygoeanust B gormkHa BbiTe NpefcTaBneHa cnegylowan uH-
thopmauums:

a) onucaHue NoAcUCTEM U UX HA3HAYeHUS;

b) xapakTepucTMKn OYHKUMOHMPOBAHWSA OJ15 OCHOBHLIX MOACUMCTEM.

Mpumep 1 — Owubka omHocumensHo2o ob6kbema nodayu npobel nunemkoll Haxodumcs 8 UHMmepease
(-2 %; 2 %) (95 %-Hbill doeepumernbHbIG uHmMepeasn) om 5 do 20 Mk

Mpumep 2 — Munemka On1a peazeHmMoe Ao3upyem ¢ OMHOcUMenbLHol cmaHOapmHoU nozpewHocmsio 2 %
unu mMeHdee om 50 do 200 mkn;

c) pabotocnocobHocTk obopynosaHua B[,
OomxHa bbITe NpegocTaBneHa MHopMmauusa o yHKLMOHANbHBIX XapakTepucTukax obopygosaHma MBI,

Mpumep — [lepeHoc, o6bem nNpobei, 06LeM peazeHma, epeMs U3IMEpPeHUsi, memMrnepamypa usMepeHus,
JIUHeUHOCMkb.

7.9 OrpaHu4YeHUs NPUMeHeHUA
[ormxHa BbiTh NpegocTaBneHa nHgopMauns 06 orpaHmyeHnax npumeHeHusa obopynosaxHus MB[.

Mpumep — Hecoomeemcmeyrouwjuii o6pasey, coeMecmuMocms NpuHadnexXHocmell, 03MOXHOCMbL M0G-
KITFOYeHUSs K KOMIbomepy.

7.10 MNoproToBKa nepeq MpUMeHEeHUEM

MNpu HeobxoAMMOCTM AoMmkHa ObITh MpeaocTaBneHa crnegywwas MHhopmaumsa:

a) TpeboBaHue 0O obsizaTensHOM 00yYeHur Nonb3oBaTens;

b) nmobble cneunansHble MaTepuansl u/unu obopygosaHue, HeobxoauMble ANS NPaBUNBbHOMO UCMNOMb-
3oBaHusa obopynosanua VB[.
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Mpumep — Pacmeopumenu, pazbasumenu, 6ygepsl, cocyosl, Heobxodumsle Ons npasunsHol pabomsi;

c) MHpopMaLmsa Ans 3akasa peareHToB U pacxogHbIX MaTtepuanos;
d) Tunbl KOHTENHEPOB ANsA Npob;
e) TWMbl MpuemMnemMbix 00pasLoB.

Hpumep — KpOSb, CbI8OPOMKa, nrnasma, Mmo4ya, CriuHHoOMO3208asda )xudkocmb;

f) NPOBEPKK N3OENNA Ha 6830HaCHyI'0 M NMpaBUIbHYKO 3KCNNyaTauuko, BKNKO4YasA KaﬂMﬁpDBKy;
g) perynmpoBkKa KOMnbTEpa, ecrin ato HeobxoauMmo.

7.11 NMopsapok paboTkl

HomkHo GbITk NpeacTaBneHo noapobHoe onucaHue nNpouedypsl NpoBeaeHus uccnegoesaxus MBM. Mpo-
Llefypa OoMmkKHa BKMYaTth BCce aTankl paboTkl, OT 3anycka 40 CUWTbIBAHWS PE3yrsTaTos.

MpumedaHue — CoKpalleHHble WHCTPYKUMKM MO 3KCNMyaTauuu, HanpuMep Ha KapTodke, NPUKPennseMon K
060pya0BaHMIO, KPaTKMIA CNPaBOYHUK, PYKOBOACTBO UMW BMOEO, MOTYT BbITb NONeaHbIMK ANS Nonb30BaTens.

7.12 MeToguka KoHTpons

JomkHa ObITe NpedocTaBneHa AOCTOBepHas MHGoOpMauus o xapakrepuctikax obopygosaHus MBI u
cpencTeax NpoBepKu TOTo, YTO OHO paboTaeT B COOTBETCTBUM cO cneuudukaumMamin. Tam, roe sTo Heobxoaw-
MO, METOAMKA KOHTPOMA AOMKHA COAep»aTb CChINKY Ha NpoCneXnBaeMocTs AOCTYMHOMo 3TanoHa HamBbICLUe-
ro nopsiaka B COOTBETCTBMM C [3], KOTOPLIA MCNONL3YIOT ANs NPUCBOEHUS 3HaYeHWA kanubpaTopam. MNpouecc
BanuaauMnm MeTOAUK KOHTPONS KadecTBa npueeneH B [4].

Monb3oBaTtenu HecyT OTBETCTBEHHOCTL 3a onpefeneHne COOTBETCTBYIOLMX METOLMK KOHTPOMS Kade-
cTBa B NabopaTopuu W 33 3HAaHUE NMPUMEHUMbIX NPABUI KOHTPOMS KadyecTea.

ﬂpumep = Mdeumuqbuxauus npuemMmeMbIX KOHMPONbBHbIX Mamepuajsioe, Yacmoma uccriedogaHUs KOH-
MponbHbLIX Mamepuarnoe.

7.13 ObpaboTKa pe3ynbTaToB UCCNeA0BaHUs

ﬂpw BbIHMCINEHUW PEe3yrbTaTOB UCCIeAO0oBaHWUA OOJKHbI BbITb NMpUMeHeHbl CTatUCTUYeCcKkne MeTodbl U,
ecrnn npuMeHnmo, noboe AONONHWUTENBbHOE MporpaMmmMHoe obecnevenne unv tasa AaHHbIX, H906XO,E|VIMbIE
OnA MHTepnpeTauln pe3ynbraToB.

n punMmedyaHune — Ecnv nonb3oBaTtenb OOMKEH BLINOMHWTL BblYUCIEHKWE, TO npuMmep MOXXeT NOMOYb MNOHATb
CTaTUCTUYECKUIA METOA,

lpumep — Pacyemel napamempoe, Heob6xo0uMbie 051 UHMepnpemayuu KUHemu4YecKkoz2o uccnedoeaHusl.

7.14 CneuymanbHblie pyHKLNN

Mpu HeoBxoguMoOCTK JoMmkHa BeITe NpefocTaeneHa creayowasa nHhopMauns:

a) npoBepka cneunansHbliX PYHKUMA U KOHKPETHBLIX (hYHKLMOHAMNBHBIX XapakTepUcTUk;
aBTOMaTU4eckue NpoBepkn CUCTEMBI;

noeHTuukaums obpasua;

BbIBOZ, A@HHbIX, MX PErMcTpauns, xpaHeHue, 6esonacHoCTb M nepegaYa;
cneunansHble HACTPOWMKKW, OTMMYHEIE OT HOPMAaINbLHOIO peXuma paboTsl;

f) mpoTokon nHTepdeiica.

© QO 0O T

)
)
)
)

7.15 OBpasubl gna UccrnefoBaHUA B 9KCTPEHHbLIX CUTYaLMsaX

Mpy He0BX0AMMOCTM LOMMKHbI BbITE NMPeayCMOTPeHbl NpoLeaypbl NpoBeAeHUs ccregoBaHnin 0b6pasyoe
B 9KCTPEHHbIX CUTYaLMWAX.

7.16 lMpouepypa oTKNHOYEeHUA

HomxHa BbiTe NpegocTaBneHa crnegyowas nHpopMaLns:

a) nepesop obopygoBaHus VIB[] B pexum oXuaaHus;

b) BbiknoveHue obopynosanusa VBL,;

c) BpeMeHHbIN BbiBO 0bopynoeaHua VB[ u3 skcnnyatayuu.

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 11/16

Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-18113-3-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=68751
https://gostexpert.ru/gost/gost-18113-3-2024?utm_source=pdf&utm_medium=68751&utm_term=page

FOCT P NCO 18113-3—2024

7.17 Undcdopmauusa o6 ytunusauyum

,D,OJ'[}KHE ObITb npegocrtaBneHa MHCbOpMaLI,VIH o BbesonacHomn yTrnnaauum onacHblX OTX040B, Matepua-
noe., ﬂpMHaﬂ,ﬂE){(HOCTEﬁ K MEOANMUMHCKMUM U3gennam no OKOH4YaHWUKM Ccpoka nx CJ'Iy)KGbL

l'.'pUMep — PacxodHbie Mamepuanbi, Ucnosib308aHHble peazeHmMb! Unu ﬂpOdyKH’ib! peazeHmMos, 8 Mmom 4Yuc-
Jie CMelWaHHbIe C oGpaaua.MU, OGOP_V@OG&HUG, KOMIMoHeHmMbI U npuuadne)xnocmu.

MpumedaHMe — BHEKOTOPLIX CTpaHax perynsaTopHble opraHbl MOMyT YCTaHaBNMBaTs TPeBoBaHUSA Mo YTUIM3a-
UMM MaTepuanoe, NPUHaANexHOCTerl B KOHLE UX CPOKa aKCMNyaTauui.

7.18 TexHu4eckoe obcnyXnBaHue

Mpu HeobxoouUMoOCTK goMmkHa BeiTe NpefocTaBneHa cnegywas uHhopmauus:

a) npodunakTuyeckoe obcnyxuBaHUe, KOTOpPoe OOMKEH BLIMOMHATL Monb3oBaTtens (Npoueaypa W ne-
pPUOOVYHOCTL);

b) MHCTPYKUWKM MO OYUCTKE, KOTOPLIE OOSMKEH BbIMOMHATL NOMb30BaTeNb [NepeyeHb COBMECTUMBIX Y-
CTALLUMX CPEACTB (M MaTepranoB, KOTOPbIX creayeT nsberatb, €Ccrv oHU MelakT paboTe nagenua), npoueny-
pa, NnepuoanYHoCTb];

C) WHCTPYKLMMK NO cTepunuzanmmn, obessapaxvBaHno UM ge3nHgekunn, KOTopble OOMKEH BbIMOMHATE
none3oBaTtens Ans obecneyeHns 6e3o0nacHoro MCNonbL30BaHWsA 40 NPOBEAEHUs TEXHUYECKOro 0BCcnyXnBaHus
NOCTaBLUMKOM M34enusa Unu obcrnyKMBatoLLnUmM NepcoHanom;

d) cnucoK KOMMOHEHTOB, BKMNIOYas COOTBETCTBYIOWME paboyune Mmatepuansi;

€) MHdpopmaums o cnocobax KOHTaKTa C CepBUCHbIMKU CryKbamu;

f) pekomeHayemMble 3anacHble YacTu U pacxofHble MaTepuansl, Noanexale saMeHe nons3osaTenem.

7.19 MNowuck u ycTpaHeHWe HEUCNPABHOCTEN

[omxHa BbiTh NpegocTaBneHa cnegyowas MHQopMauus:

a) vHTepnpeTtauus CoobLLEeHNA O HEUCNPABHOCTSAX;

b) onpepeneHne NpuYnH 0BLLNX HEMCMPABHOCTEN;

C) HEWCNpaBHOCTHU, KOTOPbIE MOTYT ObITk YCTpaHeHb! NOMb30BaTeNemMm;

d) HewcnpaBHOCTM, Tpebyowme obpalleHust B cnyxoy noaaepixku;

€) Mepbl, KOTOpbIE AOMKHbI ObITE MPUHATEI B CNyYae M3MeHeHWs (OYHKLMOHaNLHBLIX XapakTepucTuk obo-
pyoosaHus NB[.

OT1a uHhopmauma aomkHa ObITh NpeacTaBNeHa NoNb30BaTento B NOHATHOM, NErko YyutaeMom hopmare.
Ona npegcraBneHnsa MHOOpMaL MK BO3MOXHO NMPUMEHEeHWe anarpamMmm U MapKnpoBaHHbIX NepedHen.

Mpumep — Memod usmepeHus, 6uonoauveckue pegepeHmHble UHMepsabl.

7.20 YnpaBneHue JOKyMeHTaunewn

,D,OJ'I}KHbI BbITh YKa3aHbl OaTta BbINyCKa Ui HOMep nocrnegHemn peaakun MHCTPYKUKWMK MO MPpUMEHEHUIO, a
TaxKxe ee H,EIEHTI/‘ICIJMKBLI,VIOHHI:II?I HOMeED, eCrn MHCTPYKL WA bbina nepecMmoTpeHa, 10 Tpe6yeTc;| npenocrtaene-
HWEe MHOPMaLMK O BHECEHHbLIX MU3MEHEHUSAX.
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Mpunoxexune OA
(cnpaBo4Hoe)

CBEAeHIﬁﬂ O COOTBETCTBUU CChLINOYHEIX MeXAyHapoOHbIX CTaHOApPTOB
HauWOHanbHbIM U MeXrocygapcTtBeHHbIM CTaHAapTaMm

Tabnuua OA.1

Obo3HavYeHne CCbINOYHOro CreneHs Obo3HaveHWe ¥ HaMMEHOBaHWE COOTBETCTRYIOLLErO HaLMOHANLHOrO,

MexayHapoaHore cradgapra COOTBETCTBUA MeXrocygapcTBeHHoro ctaHgapra

ISO 14971 IDT MOCT ISO 14971—2021 «M3genusa meguumnHckne. NpumMmeHeHne meHen-
XKMEHTA pUCKa K MEAWLIMHCKAM U3AENUsIM»

1ISO 15223-1 IDT MOCT P CO 15223-1—2023 «W3genusa meguumuHckue. CUMBONLI, Npu-
MEeHsieMble ANA nepeaaqun nHopmaumm, NpefocTaBnaeMon U3roToeuTe-
nem. Yactb 1. OcHoBHble TpeboBaHUAY

1ISO 18113-1 IDT [OCT P MCO 18113-1—2024 «MeguuuHCcKue n3genua ans AnardoCTuKu
in vitro. Ilnchopmauumsi, npeaocTaeneHHas M3roToBUTENem (MapKupoBKa).
YacTb 1. TepMuHbI, onpegeneHusa 1 obime TpeGoBaHus»

IEC 61010-1 IDT MOCT IEC 61010-1—2014 «be3onacHOCTb aNeKTpUYeCcKUX KOHTPOMbHO-
M3mMepuTensHbliX Npubopoe n nabopatopHoro obopynosaHus. Yacte 1.
Obuwme TpeboBaHus»

IEC 61010-2-101 IDT MOCT IEC 61010-2-101—2013 «besonacHOCTb 3MEKTPUYECKUX KOH-
TPONBHO-U3MEPUTENbHLIX NpubopoB 1 nabopatopHoro 0bopydoBaHWUS.
Yacte 2-101. YacTtHele TpeboBaHus Kk mMeguuuHCKoMy o6opydoBaHWIO
ansa nabopatopHoi guarHoctuky (IVD)»

IEC 61326-2-6 IDT OCT P MOK 61326-2-6—2014 «ObopynoeaHue 3neKkTpuyeckoe Ansa
V3MepeHus, ynpaeneHus U nabopaTtopHoro npumeHeHwus. TpeboBaHwA
3ANeKTpoOMarHUTHOW COBMEeCTUMOCTU. YacTe 2-6. YacTHele TpeboBaHusA.
MeguuuHckoe obopyaoBaHWe ANsA AMAarHOCTUKK B NabopaTopHLIX yCro-
BUSXY

IEC 62366-1 IDT [OCT P M3K 62366-1—2023 «Wzpenus wmeguumHckme. Yactb 1.
MpoekTpoBaHNE MEOWLIMHCKUX M3OENUA C YY4ETOM 3KCNyaTauMOHHOW
NPUrogHOCTUY»

MpumevyaHnue — B HacToAweih Tabnuue UCNONbL30BAHO Credylollee yernoBHoe obo3HavyeHne CTEMeHU COooT-

BETCTBUS CTAHOAPTOB:

- IDT — vMaeHTW4Hble CTaHaapThl.
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(1]
(2]
(3]
(4]
(3]

10

Bubnuorpadun

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

ISO 17511, In vitro diagnostic medical devices — Requirements for establishing metrological traceability of values
assigned to calibrators, trueness control materials and human samples

1ISO 18113-2, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 2:
In vitro diagnostic reagents for professional use

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

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.
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YOK 615.47:006.354 OKC 11.100.10

KntoyeBbie cnoBa: MeauUMHCKAE U3Oenusa, AWarHoCTUKa, in vitro, N3rotToBUTENW, MapkMpoBka, obopynosaHue
MB[, npotheccuoHansHoe Ucnorns3oBaHue

11
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