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rOCT P NCO 18113-1—2024

Mpeancnoeue

1 NOAIOTOBJIEH Accounauuver cnelnanucToB U opraHu3auun nabopatopHon cnyxbel «®enepayuns
nabopartopHol MeguuuHel» (Accoumnaunsa «OfM»), PenepansHbIM roCyaAapCTBEHHBIM DHOMKETHBIM YUpex-
aeHnem «Bcepoccuicknid Hay4YHO-UCCreqoBaTENbCKUA U UCNbITATENBHLIN UHCTUTYT MEAULMHCKON TEXHWUKUA»
PepepanbHon cnyx0bl No Hagsopy B cepe 3gpasooxpaHeHus (PrbY « BHUWUWMMTy» PocagpasHagsopa)
denepanbHbIM rocy4apCTBEHHbIM YHUTaPHLIM NpeanpusatTuem «Bcepoccnickuin Hay4yHo-MeccnegoBaTenbCKMm
WHCTUTYT meTponorun umenun O.. Mengeneea» (Oryr «BHUAM um. Mengeneesa») Ha ocHoBe cobCTBeH-
HOro NepeBofa Ha pPyCCKUiA SI3bIK aHIMOA3LIYHOM BEpCMM CTaHaapTa, YKasaHHoro B NyHKTe 4

2 BHECEH TexHu4eckum komuTteToM no ctaHgaptuaauun TK 380 «KnuHudeckne nabopaTopHblie Uc-
cnefoBaHus U AMarHocTUYeckue TecT-CUCTEMbl MH BUTPO»

3 YTBEPXJEH W BBEOEH B AEWNCTBWE [Mpukasom @epgepanbHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuio u metpornorum ot 23 maa 2024 r. Ne 647-ct

4 Hactoawwmi ctaHgapT ngeHTudeH MexgyHapogHomy ctangapty MCO 18113-1:2022 «MeanumHckune
n3genusa ons guarHoctuku in vitro. MHdgyopmaums, npegoctaBneHHas u3rotoeMtenem (Mapkupoeka). Yacts 1.
TepMMHbI, onpedeneHus n obwme TpeboBaHma» [ISO 18113-1:2022 «/n vitro diagnostic medical devices —
Information supplied by the manufacturer (labelling) — Part 1: Terms, definitions, and general requirements»,
IDT].

MexaoyHapoaHeli ctaHgapT pa3pabortaH TexHuyeckum komutetom WCO/TK 212 «KnuHuyeckue na-
DopaTopHble MCCnenoBaHus U OUarHOCTUYecKUe TecT-CUCTeMb! in Vitro» B COTPYOHWYECTBE C TeXHUYEeCKUM
KomuTeToMm EBponeiickoro komuTteta no ctaHgaptusauun (CEN) CEN/TC 140 «MepgvumHckue usgenus ons
OWarHoCcTuKM in vitro» B coOTBETCTBMM ¢ CornawieHnem o TeXHUHECKOM coTpyaHuyectee mexgy 1ISO n CEN
(BeHckoe cornaweHue).

Mpy NpUMeHEeHUN HaCcTOSILLEro cTaHAapTa PEKOMEHAYETCH MCMNOMb30BaTh BMECTO CChINOYHbLIX MEXOyHa-
POAOHbLIX CTAHAAPTOB COOTBETCTBYHOLLME UM HALMOHATNBLHLIE M MEXIOCYLapCTBEHHbIE CTAHAAPTLI, CBEAEHUS O
KOTOPbIX NpUBEAEHbI B AOMONHUTENLHOM NpunoxeHun OA.

[ononHuTenbHble CHOCKW B TEKCTe cTaHdapTa, BbleNeHHble KYpCWMBOM, NpuBedeHbl ANA MOsCHEHUS
TeKCTa opurmHana

5 BBAMEH I'oCT P UCO 18113-1—2015

lpasuna npumeHeHUss HacmosAweao cmaHdapma ycmaHoseHbl 8 cmambe 26 @edepanbHo20 3aKoHa
om 29 uwoHs 2015 a. Ne 162-®@3 «O cmandapmu3sayuu 8 Pocculickoli ®edepauyuuy. MHgopmalus o6 u3-
MeHEeHUsX K HacmoswemMy cmaHdapmy nybrnukyemcs 6 exez00HOM (M0 COCMOsHUK Ha 1 aHeaps mekyuieao
a2o0a) uHghopmayuoHHOM ykazamene «HayuoHansHele cmandapmel», a oghuyuanbHbil MeKkem uamMeHeHul
U MOApasoK — 8 eXeMeCcAYHOM UHGOPMaUyUOHHOM ykalamene «HayuoHanbHbie cmaHOapmebl». B cnydyae
nepecMompa (3aMeHbl) Uu OmMeHbl Hacmosuweao cmaHdapma coomeemcemeyroujee ysedomieHue bydem
onybnukosaHo 8 OrnuxaluwieM 8biMycKe eXeMecsYHO020 UHEOPMaUUOHHO20 yKkasamerns «HayuoHanbHble
cmaHOapmbl». Coomeememayiouas UHGopMayus, ysedoMIeHUE U MEeKCmbl paaMewalomcs makxe 8 UH-
ghopmauuoHHoU cucmeme 0buezo nonk3oeaHus — Ha oguuuansHoMm calime @edepansHo20 azeHmcmesa rno
MEexXHUYeCKOMY peaynupoeaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© IS0, 2022
© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayumny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO MMM YACTUYHO BOCMNpPOU3BEOEH, TUPaXXMNPOBaAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OCbMLI,VIElJ'IbHOFO n3gaHumsa bea pa3peleHunsa d)e,qepaanorG dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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rOCT P NCO 18113-1—2024

BeegeHue

MaroToBMUTENN MEAULIMHCKUX M3OENUiA ANSg OuarHocTukK in vitro (MBL) npegocTaenawT Nonb3oBaTensam
WHdopmaLun, obecneunBatoLLyto bezonacHoe UCNonb3oBaHUe 1 oxngaemyo apekTUBHOCTL n3genuin. Tpa-
OVUMOHHO 3Ty MHAOPMaLMD NpeaoCcTaBnAlT B BUAE 3TMKETOK, BKNaabien B YyNaKoBKY U PYKOBOACTB MOJb-
3oBarens, roe TMN WU ypoBeHb JeTanv3auny 3aBUCAT OT npeanonaraeMoro UCnornb30BaHMA U HOPMaTUBHbLIX
NPaBOBbIX aKTOB KOHKPETHOMW CTpaHbl.

MexayHapoaHeli popyM perynsatopoB mMeguumHckux uagenuid (IMDRF) cnocobeTeyeT passutuio cu-
CTEM perynipoBaHua MeduUMHCKUX M3denui Ha rmobansHoM ypoBHe. Llenbi siBnaetcsa cHaTue Dapbepos
B TOProBre ¢ COXpaHeHWeM Mpu 3TOM MpaB y4acTHUKOB peLlaTb BONPOCHI OXPaHbl 340POBbLS HACENEHUs no-
CPeACTBOM NPUMEHEHMWA HOPMAaTKBHbIX MPaBOBLIX aKkTOB. EAMHbIE TpeboBaHMA K MapKMpOBKe NpeqoCcTaBnaT
3HayuTenbHble NpeuMylLlecTBa AMNA U3roTOBUTENEN, Nonb3oBartenen, NaunmeHToB U perynupyowmnx opraHoB.
YcTpaHeHue pasnvynii Mex gy perynaTopHeIMU IPUCOUKLMAMN MOoxeT obecneqnTb nauneHTam 6onee paHHuU
OOCTYN K HOBbIM TEXHOMOIMAM M METOOAaM MeYeHUs 3a CYeT COKpalleHust BpeMeHu, Heobxooumoro ang no-
CTUXKEHMNS COOTBETCTBUSA 3aKOHOAATENBHLIM U HOPMaTMBHbLIM TpeboBaHuaAM. HacToawmin ctaHgapT npencras-
nset coboi ocHoBy ANs rapMoHM3auMM TpeboBaHWUIA K MapkUpoBKe mMeguumMHckux uzgennin MB[. CornacHo
NCO 20417 ctanpgaptel MCO 18113 npeactasnsawoT coboi cepuio CTaHOAPTOB, cogepxallux TpeboBaHna K
MapKUpOBKE MedWLMHCKMX u3genuin B[ n, cnegoBaTenbHO, UMET NPUOPUTET B OTHOLEHUU TpeboBaHWi K
MapKUpOBKe.

Lleneeas rpynna no rmobansHoi rapmoHuzauun (GHTF), koTopyto B HacTosiwee Bpems 3ameHun IMDRF
(cm. [52]), paspaboTana pykoBoAsLLMe YKa3aHWA, KOTOpbLIE MPUMEHSIOT K MapKUpPOBKe MEAULIMHCKUX N3Oenuni
W MeguuuHckux nagenuin MBI, 31n ykazanus Geinu BkNwoveHsl B ceputo ctaHgaptos MCO 18113. B wact-
HocTu, IMDRF gonyckaert, 4To TpeboBaHusA OTAeNbHBIX CTPaH K cogep)aHuio, hopMynupoBKkam 1 opmaty
STUKETOK M MHCTPYKUWHA MO NMPUMEHEHNI0 MEAMUWHCKUX M3Oenuid OOMKHbl ObiTb CcBeAeHbl K MUHUMYMY U CO
BpeMeHeM OTMeHEeHbI No Mepe HeobXxoaMMOCTH.

HacTtoawmi ctaHgapT COOEpXUT MCYEepnbiBaLWMA NepevyeHb TEPMUHOB W onpeaeneHuin, Heobxogu-
MbIX NS paspaboTku MapkMpoBku MeguunHekux nagenuin MBJ. CornacoBaHHbIE HA MEXAYHAPOOAHOM YPOBHE
onpefeneHns BaXHbIX NOHATUA cnocOBCTBYIOT COrMacoBaHHOCTM B 4acTu U3NOXeHUs MHpOpMaLun o megu-
umHcknx nagenuax MBL. Llenblo HacToswero cTaHaapTa ABnsSeTcsa cTaHaapTusaums TepMMHONorim, UCnosb-
3yeMoW B MapkMpoBKe MeauUUHCKUX uagenuin MBI, ¢ y4eToM HaUMOHANLHOTO U PErMoHanbsHOro NPUMEHEHWS
TepMUHOB MeaULMHCKMMK NabopaTopmamMm, NOCTaBLMKaMMN MeOMLWHCKUX YCNYT, NauneHTammu U perynmpyto-
LWMMK OpraHamMmi.

MpenAaTcTBMEM NS CBOEBPEMEHHOIO M AOCTYMHOro npuobpeteHna meguumHekux nagenwin B B He-
KOTOPbIX CTpaHax senaetca TpeboBaHue, 4Tobbl MHhopMaums Gblna NpeacTaBneHa Ha HeCKONbKMX A3blKax.
IMDRF nopaepxuBaeT WCMoMNb30BaHWe CTaHOapTU3UMPOBaHHLIX, MPU3HAHHbIX HAa MeXOYyHapOo4HOM YpOBHe
CMMBOJIOB TaM, rge aTo uenecoobpasHo, npu ycnoBuu, 4YTo GesonacHoe npumeHeHue nsgenusa He OygeT no-
CTaBneHo Nof yrpo3y B CBA3M C NOSABMNEHMEM PUCKa UX HENPAaBWUIILHOMO NOHUMaHWA Nofb3oBaTtenem. Hactos-
WMiA cTangapT obecneYnBaeT NOAAEPKKY UCNOMNb30BAHUA CUMBOMNOB, COOTBETCTBYHOLWMX Lenam IMDRF.

IMDRF Taioke pekoMeHayeT U3roToBMTeNsaM UCNoNb30BaTh Hanbonee nogxoasiive MeToabl NpeaocTas-
neHus uHdopmaumn. [lo HegaBHero BpeMeHu 6onblias YacTe MHoOpMaunK NpegocTasnsanack B BUae neyar-
HbIX MaTepuanoB, conpoBoXaalwmx MeanunHckoe nagenve VB, CoBpemMeHHble TEXHOMOMMM MO3BONAKT
NpenocTaBnsiTe MHCTPYKLUUW MO MPUMEHEHWIO M TEXHUYECKYHD WH(OPMaUMIo C Ucnofib3oBaHnem bonee ad-
heKTUBHLIX CPeACTB NpeacTaBneHns MHgopmauun. MHhopmauusa MoxXeT ObiTh 3aKkoaMpoBaHa B LMGPOBOM
BUOE Ha MarHUTHbIX UMW ONTUHECKUX HOCUTENAX, 0TOBpaxaTbes Ha aKkpaHe, BCTPOEHAa B YCTPOWCTBO UMK AaXe
nepenasaThcA Yepes IHTepHET HeNnocpe4CTBEHHO NMPY SKCNNyaTauun MeguuMHCKOro naaenvs. 3TN JoCTuxKe-
HWA NpefoCcTaBnAKT NoNb30BaTensM BO3MOXHOCTbL Donee CBOEBPEMEHHOID MOMYYEHWUA KPUTWUYECKU BAXKHON
WHOPMaLWK, HAanNpUmep 00 M3AMEHEHMAX XapaKTEPUCTMK, U NO3BOMNSAKT U3roTOBUTENAM bonee achpekTUBHbIE
cpecTBa pacnpocTpaHeHus: MHhopMaLunu.

Crangaptbl cepun MCO 18113 yctaHaBnveaoT TpeboBaHMA K MHpopMaLmMmn, NpegocTaBneHHon N3roTo-
BUTENEM meguunHcknx nagenuii MB. Cepusa ctaHOapTOB COCTOWUT M3 NATK YacTer, YTo no3sonseT Hanbonee
MOMHO Y4YMTbIBaTb cneundudeckne notpebHocTn NnpodeccruoHanbHbIX NoNb3oBaTenen v nons3oBaTtenen, 3a-
HUMaKLLMXCA camoguarHocTukon. Kpome Toro, NOCKONbKY M3rOTOBUTENM NPEAOCTaBNAT pa3nuyHy MHGop-
Mauuo o peareHTax, obopygosaHun B[ ans camoTecTupoBaHMa Wn NpodeccnoHansHoro Nenonb3oBaHus,
TO TpeboBaHUsA K HAM paccMaTpUBaKTCA B OTAENbHLIX YacTax cepun MCO 18113,

HacTosiwmin cTaHgapT He npegHasHa4veH 45si CaMOCTOATENBLHOIO NpuMeHeHua ©e3 oThenbHLIX YacTen
cepun MCO 18113. OH cogep:KUT TepMKWHbI, onpeaeneHmst 1 o6 Me NpUHLMNLI, KOTOPblE NPUMEHUMbI KO BCEM

v
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rOCT P UCO 18113-1—2024

yacTtam cepum MCO 18113. HecmoTps Ha To, YTO TEPMUHBI U ONpeaeneHnsi, NPUBEAEHHbIE B MEXOYHAPOOHbIX
cTaHgapTax, siBNATCA NPennoYTUTENbHbIMKW, TpeboBaHWA K TEPMUHAM W OnpedeneHussM, UCNoNb3yembiM
01151 U3NOXEeHUA MHdOpMaUMK, NpegoCcTaBNeHHON U3roToBMTEeNeM MeguunHekoro uagenua MBI, 4omkHbI co-
oTBeTcTBOBaTh 4.6.2. TaMm, rae npmeegeHbl CUHOHUMbI, MOXHO UCMONb30BaTh NOOOM M3 TEPMUHOB, HO NEPBLIA
TEPMUH NpednoyTuTensHee. HekoTopble onpeaeneHna OOMKHblI BbiTb M3MEHeHbl ONA COOTBETCTBMS MapKu-
poBKe MeauUMHCKMX u3genuin VMIBL nnw ans cootBeTcTBUS npasunam TepmuHonorin MCO. B Takmx cnyyasx
NPMBOAAT WCTOMHMK M YKa3blBaloT, 4TO onpeneneHme 6bio nameHeHo. C Lenbilo YyTOYHEHUS] HEKOTOPbIX Tep-
MWUHOB MeauuMHcKoro usgenus VB[ npuMedaHnsa K HUM Obinu gONOnHEeHbl, U3MEHEHbI, a TakKe yaaneHbl Te
NpUMeYaHunsl, KOTopble He OTHOCATCSH K MeguUMHCKUM uagenuam MBI.

Kpome Toro, B mpunoxeHun A npuBefeHbl peKoMeHOaluuu, onuckbiBarlme (hyHKLUMOHANBHLIE Xapak-
TEPUCTUKM MeauLUuHCckuX uagenuin MBLO. 3T1a nHpopmaumsa He MOBTOpPSETCA B NOCNeAyHLMX 4acTax, Mno-
3TOMY HacTOsLWMA cTaHaapT Heobxopgum ans npumeHenus MCO 18113-2, MCO 18113-3, MCO 18113-4 u
MCO 18113-5.

NCO 18113-2 yctaHaenusaeT TpeboBaHNs K 3TUKETKAM WM UHCTPYKLMAM MO MPUMEHEHMWIO, NocTaense-
MbIM C peareHTaMu, kanmbpaTtopamm U KOHTPONbHLIMKU MaTepuanamu MBI ans npodeccnoHansHOro ncnonb-
3oBaHua. MCO 18113-3 ycraHaenueaeT TpeboBaHUSA K 3TUKETKAM W MHCTPYKUMAM MO NMPUMEHEHWI0, NOCTaB-
naembiM ¢ obopynosaHuem VB[ onsa npodeccuoHansHoro ucnons3oeaHusa. MCO 18113-4 yctaHaenveaeT
TpeboBaHUs K 3TUKETKaM W MHCTPYKUUAM MO NPUMEHEHMIO, NMOCTaBNseMbiM C peareHTamu, kannbpatopamu
W KOHTpoOnbHbiMK MaTepuanamun WBL ans camotectuposanus. MCO 18113-5 yctaHaBnvBaeT TpeboBaHUA K
3TUMKETKaM W MHCTPYKUWUSIM MO NpUMeHeHno, noctasnsiemblim ¢ MBL oBopynoBaHmem ons camoTecTMpOBaHus.

Hactoswwuin crtangapt, MICO 18113-2 u MCO 18113-3 npumeHuMbl AN MeOWLMHCKUX W3Oenui
MB[L, npenHazHaueHHbIX Ona MeOWMUMHCKUX nabopaTtopui u gpyroro npodeccMoHanbHOro MpUMEHEHUS;
MCO 18113-1, AICO 18113-4 u MCO 18113-5 npumeHUMbIl 4ns MeguuMHCKUX usgenuin MIBL, npegHasHaqeH-
HbIX Ana caMmoTecTvpoBaHus. OOHako, Npu3HasBas, YTO U3roTOBMTENN YaCcTO NOCTABMNAKT CUCTEMbI, BKMOYat0-
LMe n3genve 1 cneunanbHble peareHTbl, 3TW MeX4yHapoaHble CTaHAapTbl NO3BOMAKT rMOKO NPeaoCTaBnATh
Heobxoaumyto MHopMaumio B Hanbonee nogxogswem dopmarte Ana npegnonaraeMelx nofe3oBaTenein, Ha-
npuMep eguHOe pyKOBOLACTBO onepatopa ANA UHTErPUPOBAHHOM CUCTEMbI MEOULMHCKUX n3genun NB[.
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roct P UCO 18113-1—2024

HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

MeguumnHcKWe n3genusa ansa guarHocTuku in vitro

WH®OPMALIUA, NPEAOCTABNEHHAS U3rOTOBUTENEM
(MAPKUPOBKA)

YacTtb 1

TepMuHbIl, onpeaeneHus v obwne TpebosaHuA

In vitro diagnostic medical devices. Information supplied by the manufacturer (labelling).
Part 1. Terms, definitions, and general requirements

Oarta eBegeHna — 2025—01—01

1 O6bnacTtb npuMeHeHus

HacTtosawmi ctaHgapT ycTaHaBnuBaeT TEPMUHbBI M onpedenseT OCHOBHbIe TpeboBaHUs K MHhopMaLumu,
NpenocTaBneHHOW M3roToBMUTeneM MeauUMHCKUX W3aenvid 4ns guarHocTuku in vitro (MBI).

B HacToawem cTaHgapTe He paccMmaTpuBarTca TpeboBaHuA K A3biKkaM NpegocTaBneHna nHhopmauum,
pernamMmeHTUpyemMbiM HALUOHANBHLIMW HOPMATUBHBLIMUN aKkTamu.

HacTtoswmia ctaHOapT He pacnpocTpaHAeTca:

a) Ha MeguumMHckue magenus VMBI ons oueHKM yHKUMOHAMNbLHBIX XapakTepucTUK (Hanpumep, TOMbKO
A5 UCMONb30BaHMS B HAy4HO-MCCeA0BaTeNbCKUX Lensax);

b) ToBapoconpoBogMTENbHBIE JOKYMEHTHI;

c) nacnopTa 6e3zonacHocTu maTepuanoe/nacnoprta 6esonacHocTy;

d) MapKeTUHroByl MHgopMauuio (B COOTBETCTBUW C NPUMEHUMbLIMW 3aKoHOOATENbHbLIMK TpeboBaHus-
MK).

2 HopmaTtuBHbIEe CChINKK

B HacToslem cTaHdapTe UCNoMNb30BaHbl HOPMATUBHLIE CCbIMKKW Ha crnefylolle cTaHoapThl [Ans gaTtu-
POBaHHbIX CCbINOK MPUMEHSIOT TONbKO YKazaHHOe U3[aHue CCbINTOYHOro cTaHgapTta, AN HedaTupoBaHHbIX —
nocrnegHee usgaHue (BKNYasa Bce U3MeHeHus )]:

ISO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes
(M3penusa meguumHckme. CucteMbl MeEHEOXXMEHTA KavecTea. TpeboBaHusa ONs Lienel perynnpoBaHus)

ISO 14971, Medical devices — Application of risk management to medical devices (M3nenvs megnumy-
ckne. MNpuMeHeHe MeHegKMeHTa pycka K MegULMHCKUM U34enuvsam)

ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and information
to be supplied — Part 1: General requirements (M3genus meguuymHckue. CMMBOSbI, MPUMEHSAEMbIE MPU MapKu-
pOBaHWM Ha MeOWLMHCKUX U3OENUsIX, STUKETKax U B COMPOBOAUTENBHOW AoKyMeHTauuun. Yacte 1. OcHOBHbIE
TpeboBaHus)

IEC 62366-1, Medical devices — Part 1: Application of usability engineering to medical devices (U3genus
megunumHckme. Yacte 1. MNpoekTMpoBaHue MESULIMHCKUX M3OENWIA C y4eTOM 3KCNyaTaLMoHHOW NMPUIoQHOCTH)

MapaHune ochbuumnansHoe
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3 TepMUHbLI 1 onpeaeneHus

B HacTosWweM cTaHgapTe NpMMeHeHbl Creaylowmne TePMIUHBI C COOTBETCTBYHOLLMMU ONpedeneHUsIMu:
TepMmuHonormyeckne 6asbl gaHHbix MCO 1 M3K gocTynHbl Mo cneayowmuM MHTEpHeT-aapecam:

- nnatcopma oHnanH-npocmoTpa NCO no agpecy: hitp://www.iso.org/obp;

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

3.1 O6wure TepMUHLI U onpegeneHUuna MeguUMHCKUX usgenui UBLO

3.1.1npuHagnexXHocTk (accessory): Mianenue, cneumnansHo npefHasHavyeHHoe uszomosumernem(3.1.42)
OIS UICNONb30BaHUA COBMECTHO ¢ MeduyuHckum uddenuem MB/ (3.1.33):

- C Luenblo npumeHeHus meduyuHckoeo usdenus VB (3.1.33) no HasHa4YeHuto unm

- ONSA paclMpeHns Unn yBenu4eHnsi BO3MoXKHocTen meduyuHckoeo uzdenus MB/ (3.1.33) npu ero npu-
MEHEHWWN NO Ha3HaYEeHUIo.

MpumevaHue 1— ApgantuposaHo u3 IMDRF/UDI/WG/N7, FINAL:2013, nyHKT 5.

3.1.2 koHcynbTaTUBHOE coobBuweHune (advisory notice): CoobLueHne, pa3ocnaHHOe opraHu3auunen no-
crne noctaeBku meduyuHckozo usdenus (3.1.53), cogepxallee AONOMHUTENLHYIO MHPOPMAUMIO UMK PeKo-
MEHOALUKU O TOM, KaKkue AeHCTBUS AOMKHbl ObiTh NPEeanpUHATLI:

- NpW NpUMeHeHun meduyuHckozo usdenus (3.1.53);
mogundmkaunum meduyuHckozo uzdenus (3.1.53);

BO3Bpare mMeduyuHckoao uzdenusd (3.1.53) usaomosumerno (3.1.42);
yTunuaauum meduyuHckoao usdenus (3.1.53).

MpumeyvyaHmne 1— Pacchinika KOHCYNLTaTUBHOM coobLeHna Heobxoamuma ansa cobrogeHns NpUMEeHUMBIX Ha-
LIMOHAanbHbIX UMW perMoHanbHbiX TpeboBaHWiA.

[MCO 13485:2016, 3.1, n3aMeHEHO — «yBEeJOMIEHNE» 3aMEHEHO HA «COOBLLUEHNE», KUITM» 3aMEHEHO Ha
«n/vnuy», «BO3BPaT MEAWLIMHCKOIO N3Oenvs B OpraHn3aumnio, KoTopas ero noctaBuna» 3aMeHeHo Ha «Bo3Bpar
MeaMLNHCKOro n3gennsa u3arotoeutenoy [2]

3.1.3 BcnomoratensHoe MmeguumMHckoe usgenue MBL (aid to diagnotic IVD medical device): N3genve,
ucrnornbe3yemoe Ans noflyyeHnsa JONONHUTENBHON AUarHocTUYecKon MHopMaLnn Ang onpegeneHns unu se-
pUMKaL MM KIMMHUYECKOro COCTOSHMSA NauneHTa.

M puMmevYyaHune 1 — Wagenuve He ABNsAeTCA €OMHCTBEHHbLIM onpegenAanwmnm CbaKTOpOM.

[GHTF/SG5/N8:2012, Tabnuua 1 NnpMnoXeHns, 1aMEHEeHO — «MCCNefoBaHuA» 3aMEHEHO0 Ha «M30enve»
B onpeneneHnm n npumedaHnn 1]
3.1.4 ananut (analyte): KoMnoHeHT, NpeacTaBneHHbIA B HAMMEHOBaHUW U3MEPSIEMON BEMUYKUHBI.

Mpumep — B onucaHuu senuyuHbl «Macca 6enka e 24-yacoegoli Modye» «6esloky siensemcs aHanumom. B
«MOJTAPHOU KOHUEeHmMpauyuu 2/110K03bi 8 Mila3Me Kpoeu» «2/1i0Ko3a» siensemcs aHanumoM. B oboux cnyqasx
OnuHHas ghpasa npedcmasnaem coboli usmepsemMyo aenuyury (3.1.45).

[MCO 17511:2020, 3.1]

3.1.5 ynonHoMou4eHHbIA NpeacTaBuTensb (authorised representative): KOpugudeckoe unu pusnyeckoe
NULo, YNONHOMOYEHHOE B COOTBETCTBMM C JOBEPEHHOCTLI U3zomogumens (3.1.42) MeauUNHCKOro uagenus,
MOMNy4YeHHOro B COOTBETCTBMM C 3aKOHOAATENLCTBOM CTPaHbI UMK PperMoHa, NpeacTaBnaTh ero MHTEPECH! U He-
CTW OTBETCTBEHHOCTb B YacTW MCMNONHEeHWsi obas3aTenbHbix TpeboBaHuii, pernaMeHTUpyeMblX 3aKoHOO4aTeNb-
CTBOM CTpaHbl 0OpalleHuss MeauUUHCKUX U3Aenuii.

Mpumevanne 1 — B Oupextuse 98/79/EC [54] u Pernamente 2017/746/EU EBponeiickoro coto3a npyBeAeHO
TpeboBaHue, 4Tobbl uzzomosumens (3.1.42) Ha3zHa4Yun «yNONMHOMOYEHHOTO NpeAcTaBUTENA», ABMALLErocs pe3ngeHToM
Eeponeiickoro coobliecTea, ecnu uzzomosumerns (3.1.42) He ABNsAeTCca pe3angeHToM EBponeiickoro coobulecTea.

[GHTF/SG1/N0O55:2009, 5.2, nameHeHo — gobasneHo npumMedaHue 1]
3.1.6 aBTOMaTu4eckana naeHTUdgUKauua u cbop gaHHbix; AIDC (technology used to automatically
capture data; AIDC): TexHonorus, ncnonb3yemasi Ansi aBTomaTnydeckoro cbopa gaHHbIX.

Mpumevanue 1— Texnonorun AIDC BKMOYAOT WTPUXKOAbL!, MATPULbl AaHHBIX U paduovyacmomHyro udeHmu-
guxkauuo (RFID) (3.1.69).
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[IMDRF/UDI WG/N7:2013, NyHKT 5, U3ME@HEHO — «CMapT-KapTbl, BUOMETPUA» 3aMEHEHbI HA «MaTpuLa
OaHHbIX»]

3.1.7 napTtusa, not (batch, lot): OnpegeneHHoe KONM4YecTBO MaTepyMana, OgHOPOAHOMO MO CBOMM CBOMRA-
CTBaM M NPOW3BELEHHOro B X04e 0AHOro npouecca unu psaa npoLeccos.

n puMmedaHUue 1— MaTepwan MOKET BbITb MCXOAHbLIM, NPOMEXKYTOYHbIM MaTepranom U roToBbiM NPOOYKTOM.

3.1.8 koa/HoMmep napTuu, Homep nota (batch code, batch number, lot number): Habop undp w/unun
OyKB, KOTOpPblE OQHO3HAYHO MAEHTUUUMPYIOT MeduyuHckoe uszdenue (3.1.53) wnu meduyuHckoe uzdenue
MB/M (3.1.33) n obecne4vnBaloT NPOCHEXWBAaEMOCTb 4aHHbIX O MPON3BOACTBE, ynakoske, Mapkuposke (3.1.35)
¥ CBEAEHWIA O pacnpoCTPaHeHU NOCTaBOK.

MpuMmeyaHne 1— 3TO MOXET Ha3bIBaTbCA KOAOM f10Ta, KOAOM MapTUK Ui HOMEPOM MapTUMn.

[[52], 3.20]

3.1.9 6uonoruvveckuin pedepeHTHLIW WHTepBan, pedepeHTHbIW MHTepran (biological reference
interval, reference interval): YcTaHOBNeHHbI MHTEPBAN pacnpefeneHnsl 3Ha4YeHUN, NOMNy4YeHHbIX B Buonoau-
yeckol peghepeHmuHou nonynayuu (3.1.10).

TMpumep — 95 %-Hblil 6uo02UYecKuUll peghepeHMHbIN UHMepsas Ons 3Ha4YeHUll KOHYeHmMpayuu UOHOE Ha-
mpus e CbIOPOMKe Kpoeu om nonynayuu 300poekix 83POocibiX MYXYUH U XeHUWUH cocmaansaem om 135 do
145 mmonb/n.

MpnmevyaHue 1 — PedepeHTHbIM MHTepBan OObLIMHO ONpefensalT Kak UeHTpanbHbld 95 %-Hbld MHTepBarn.
B otaoenbHbix criyqasx bonee nogxoaawmm MoKeT BbiTh Opyroi pasmep unM acMMMETPUYHOE pacnonoxeHne pedepeHT-
HOro MHTepBana.

MpumeuvaHune 2-— PedepeHTHbIN MHTEPBAN MOXET 3aBUCETL OT TUMa NepBUYHOW rnpobsl, obpasya (3.1.65) n
meToaukn uccrnedosarus (3.1.21).

MpumevyaHne 3 — B HEKOTOPLIX CNyyasx BaxKeH TONbLKO 0gWH BMONMormvyecknii pepepeHTHbIA Npeaen, Hanpu-
Mep BEPXHWWA npeden «x»; Takum obpa3om, COOTBETCTBYOLLMIA Buonorvyeckuii pedpepeHTHIN MHTepBan Byaet MeHblue
WM paBeH «x».

MpumedyaHune 4— Takme TEpMUHbI, KaK «HOpMarnbHbliA AWanNa3oH», « HOpMarnbHble 3Ha4YEeHUS» W «KITUHUYECKUIA
OnanasoH», ABNAKTCA HEOOHO3HAYHLIMW W NO3TOMY HenpueMmneMsil.

[MCO 15189:2012, 3.4]

3.1.10 6buonoruyeckas pedepeHTHaa nonynsuua, pedcdepeHTHan nonynauyus (biological reference
population, reference population): OgHopogHas nonynsaumMs MHOWBMOYYMOB, HAXO4SLWNXCS B YeTKO pasgense-
MOM COCTOSIHUW 300PpOBbs UK BonesHu.

Mpumeuvanne 1 — Ecnu 6uonoaudeckue pecheperHmeeie uHmepsansi (3.1.9) npegocTaBneHbl U320Mmosume-
neM (3.1.42) B MHCTPYKUMM NO NpyMeHeHuto, nabopaTtopuu, ucnonbaywme meduyuHekue uizdenus MBL (3.1.33), HecyT
OTBETCTBEHHOCTL 3a BepuduKauuio Toro, 4yTo bronormyeckne pedepeHTHbIE NONyNALUM COOTBETCTBYIOT obnactu ges-
TenbHoCTK nabopatopuu.

MpumeuvaHnne 22— Buonornyeckasa pedepeHTHAA NONYNAUMA MOXET BbITe onNpeaeneHHoW OAHOPOOHOW rpyn-
Mo 300POBLIX NIOAER UMW NIDAER C onpeaeneHHbIM KIMMHUYECKUM COCTOSHUEM. JTa KOHLENUWS NO3BONSET CBA3aTh pedie-
PEHTHBII MHTEPBAN C BO3PacTOM, MOMOM W 3THWYECKOW NPUHAANEXHOCTEIO K pedepeHTHO B1MoNornieckoin nonynsumun, B
3aBWCKHMOCTH OT OBCTOATENLCTR.

3.1.11 kanubpoBka (calibration): Onepauwns, B xof4e KOTOPOW NpK 3a0aHHbLIX YCNOBUSX HA MepBOM 3Tane
yCTaHaBMMBalT COOTHOLIEHWE MeXOY 3HA4YEHWSIMU BENUYMHbLI C HEONPEeAeneHHOCTAMN uaMepeHul (3.1.46),
obecneunBaembiMu amanoHamu (3.2.36) n COOTBETCTBYKLWUMUN nokasaHuaMu (3.2.31) ¢ NpucyLLMMK UM He-
onpegeneHHocTaMu uamepeHul (3.1.46), n Ha BTOpOM 3Tane Ha OCHOBaHWKM 3TOW MHOPMaLUN yCTaHaBNWBa-
0T COOTHOLUEHKE, NO3BONALEee Nnony4yate pesyasmam usmepeHus (3.1.51) Ha ocHOBe NMoka3aHun.

MpumevaHnne 1 — KanubpoBka no3songer Nnubo NpUCBOUTL 3HaYeHUs uaMepsaemol senuduHe (3.1.45) B co-
OTBETCTBWM C rokazaHusamu usmeperud (3.2.31) cpegcts namepeHuid, Nnubo onpegennTs NonpaBkK K TaKMM 3HAYEHWUSM.

MpumevyaHune 2— KanubpoBKy He criefyeT nyTaTb HU C PErynvpoBKON udmMepumensHol cucmemss (3.2.40),
KOTOPYH 4acTo OLMBOYHO Ha3bIBaOT CaMOKanMOpoBKON, HU ¢ sepudbukalued kanubposku (3.1.12).

[PykoBogctBo MCO/M3K 99:2007, 2.39, nameHeHo — npumedaHusa 1 n 3 ncknodeHsl n JobaBneHo Ho-
BOe npumeyaxue 1]
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3.1.12 Bepudpukauymsa kanubposku (calibration verification, verification of calibration): MoaTsepxaeHue
TOro, YTO YCTaHOBMEHHbIE TpeBoBaHNA K TOMHOCTU UsMepumensHod cucmemsl (3.2.40) UB[ 0OCTUMHYTHI.

Mpumevanue 1 — [OAna sBepudmkaumn kanvbpoBkM HeoBXOOAUMO MpUMeHeHWe cmaHdapmHbix obpa3suyoe
(3.1.71) c npyNUCaHHBIMKM 3HAYEHVAMI KOHLEHTPaLUMiA, COOTBETCTBYIOLLMX ipednonazaemMomMy ucnonssosaHuio (3.1.37).

MpumevaHue 22— Bepudukauuio kanubpoBKk WHorga nytawT ¢ kanubpoekod (3.1.11), npoBepkoil NMHENHO-
CTu, gepughukayued (3.1.92) unu pyTuHHOW npouedypol koHmpons (3.1.16).

3.1.13 kanubpartop (calibrator): 3manoH (3.2.36), ucnone3yemeini Npu kanubposke (3.1.11) nagenus
nnu cuctemsl MB/.

[PykoBogcteo MCO/M3K 99:2007, 5.12, nameHeHo — «kanmbpoBKay 3amMeHeHo Ha «kanwbpoeka nsge-
nusa unun cuctembl MB», a npumeyaHne 1 yganeHo]

3.1.14 xomnoHeHT (component): YacTb roToBOro, yNnakoBaHHOIO M MapKMpOBaHHOIO MedulUUHCKO20 U3-
Oenus MBM (3.1.33).

Mpumep — Mamepuan, eewjecmeo, yacms, demans, NnpozpaMmHoe obecrneyeHue, eCmMpoeHHas npozpam-
ma, Mapkupoeka (3.1.35) unu c6opka.

MpumevaHnue 1— TunuyHble KOMNOHEHTLI Habopa peakmusos (3.1.38) BKNoYaloT pacTBOpbLI aHTuTen, dydep-
Hble pacTBopbl, kanubpamops! (3.1.13) W/unn KOHTPONbHbIE MaTepuansil.

[[59], c), n3ameHeHO — «u3genue» 3amMmeHeHo Ha «meduyuHckoe uzdenue MB/ (3.1.33)» n pobaeneHo
npumedaxue 1]

3.1.15 KoHTpOnNbHLIA MaTepuan (control material): BelecTBo, MaTepuan unu usgenune, npegHasHadyeH-
Hble uszomogumernem (3.1.42) ona NpMMeHeHUs1 NPU NMpPOBepPKe OyHKULIOHAaNbHbIX xapakmepucmuk (3.1.57)
meduyuHckoeo usdenus MBI (3.1.33).

3.1.16 npoueaypa koHTponsa (control procedure): Habop onepauwii, npegHa3HavYeHHbIX OS5 KOHTPOns
yHKyuoHanbHbix xapakmepucmuk (3.1.57) meduyurckozo uzdenus MB/ (3.1.33) n cobnogenuss Tpeboea-
HUIM K Ka4eCTBY, BbIMOMHAEMbIX MO MECTY ero MCNosfb30BaHUS.

MpumeyvyaHue 1—Tpouegypbl KOHTpONA MOryT BbITh NpeAHa3Ha4YeHbl 419 MOHUTOPKUHIa Beero npouecca B
uccriedoegaHus (3.1.21) unu ero 4acTu, oT B3ATUA nMpobsi (3.1.77) 0o cooblieHus o pesynbratax uccrnedosaHus (3.1.21).

Mpumevyanune 2— AgantuposaHo n3 MCO 15198:2004, 3.5.

3.1.17 onpegeneHue cpusnonornyeckoro coctoaHus (determination of physiological state): Miccneno-
BaHWe, NPOBEAEHHOE C MOMOLLLIO NPUMEHEHWUA MeduyuHckoeo u3ddenus MBI (3.1.33), pesynsraThl KOTOPOroO
WCMOMb3YHT ANA OLUEHKM (PMU3UONOTMYEecKOro COCTOSHUA MaLMeHTa C Lenbi onpefeneHns nokazartene co-
CTOSIHUSA 300POBLA.

MpumeyvyaHue 1 — OnpegeneHve (PU3MONOrMYECKOro COCTOSIHUA ABMAETCS oAHOW U3 0Bwux uenei nabopa-
TopHoro uccnedogarus (3.1.21) meduyuHckux uzdenui MB/ (3.1.33).

M pumMmeyaHune 2 — ﬂaﬁopaToprle nccnegoBaHUA Ona onpegeneHund (blf‘lSIflOJ'IOFVI‘-IECKOFO COCTOAHMA nNpedHa-
3Ha4yeHbl AnA OUeHKN TeKYLLEro COCTOAHMA NnayueHTa.

Mpumevanue 3 — AgantuposaHo n3d GHTF/SG5/N8:2012 [46], npunoxeHue, Tabnvua 1.

3.1.18 npeHTUdMKaTOp U3p/eNNA, YHUKaNbHbIA MOEHTU(NKaTOp ycTpoMcTBa — UaeHTUhbuKaTop
ycTpoucTtBa; UDI-DI (device identifier, unique device identifier-device identifier; UDI-DI): YHukanbHblA und-
poBoi unu BykBeHHO-UMMPOBOA koA, NpUCYLLMA Modeny MeduyuHcko2o uiddenus (3.1.53), KoTopbln Takke
MCMOMb3yOT B KAYECTBE «KMo4Ya LOCTyna» K MHopMauuun, XpaHsalwenca Ha yHUKanbHOM vaeHTudukaTope
ycTponcTBa — naeHTudgukatope ycrporctea (UDI-DI).

Mpumep — Bknroyaem GS1 GTIN (yHusepcansHbili kod moeapa), HIBC-LIC (udeHmucbukauyuoHHbIlU KOO
uzzomosumensl).

[IMDRF/UDI WG/N7:2013, nyHKT 5 uameHeH — ISBT 128-PPIC He BKNIOYEH B CMMUCOK NPUMEpPOR]

3.1.19" OuarHoctudeckoe meguuunHckoe usgenue MBI (diagnostic IVD medical device): M3genue,
vcnonb3yemMoe ANnsA onpefgeneHns, Bepudrkaunm nnm noaTBepaAeHUsa KNMMHUYEeCKOro COCTOsIHWSA nauueHTa B
Ka4yecTBe eAMHCTBEHHOro onpenenstllero aktopa.

" Owubka opuauHana. Micmodruk [46] uckmiodeH, m. k. He omHocumest k 3.1.19, — nosmop 3.1.33.
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MpumeyvaHune 1— IT0T BUA uccredosaHus (3.1.21) Tarke BKMOYAET eQWHCTBEHHbIE NOATBEPXAAlOLWMe aHa-
nu3bl (ons BepudMKauMM pesynsTaToB npeabliayLlero UccrneqoBaHns) U eQUHCTBEHHBIE MCKNOYaLWmne aHanuaesl (ana
UCKMIOYEeHUst onpedeneHHoro coctoaHus). KoHTelHepol AN B3aTUst 0BpasL0oB TakKe CHUTAT MEAULMHCKUMU U3AENTNSMU
On8a OMarHoCTUKNK in vitro.

3.1.20 pucTpubbiroTtop (distributor): Jlioboe cusmnyeckoe UnNu pugUYEcKoe NUUO B LENU MoCTaBoK,
KOTOpOoe AEeACTBYET OT CBOEr0 MMEHU U OCYLLEeCTBNSAET npofaxy meduyuHckozo usdenus (3.1.53) koHeuHoMY
notpebuTento.

MpumevaHune 1— B uenb noctaBok moryT BbiTb BoBNeYeHbl bonee ogHoro guctpubeloTopa.

MpumeyaHue 2 — JlMua B LEMU NOCTABOK, BOBMEYEHHLIE B AEATENBHOCTE MO XpPaHEHWIo M TpaHCNopTUpOoBa-
HUK OT UMeHU uzzomosumens (3.1.42), umnopmepa (3.1.31) unu gucTpubbioTopa, He ABMAKTCA OUCTPUDBOTOPaMK Co-
rMacHo AaHHOMY ONpeaeneHmio.

[[47], 5.3]
3.1.21 nuccnegoBaHue (examination): Habop onepauwmii, Lenb KOTOPbIX SABMAETCA onpefeneHne 3Ha-
YeHMs UMK XapakTepUCTMK CBOMCTBA.

MpumedvaHune 1 — B HekoTopbIX ANCUUNIIMHAX (HAanpuMep, B MUKpoBWonorum) uccnegoBaHue npeacraenseT
coboit 0BLLY0 AeATeNbHOCTb, BKIIOYAOLLYI0 B ce6a MHOTOKpaTHbIE UCMbITaHWsA, HabnaeHus nnu usmepeHus (3.1.46).

n punMedyaHune 2— ﬂaﬁopaToprle nccnegoBaHuA, onpegendllme sHa4vyeHne CBOWCTB, Ha3bIBAKTCA KOnuye-
CTBEHHBIMW UCCneaoBaHUAMKW, MCCneaoBaHUA, onpegendarowme XxapakTepucTtmukn CBOWCTB, Ha3blBaKITCH KayeCTBEHHbIMU
nccneqoBaHUAMK.

MpuMmeyvyaHune 3 — B knMHMYeckoW xumum nabopaTtopHble WCCredoBaHWMs HazblBakTCA aHanuvaamn UM
TectTamMmu.

[MCO 15189:2012, 3.7]

3.1.22 cpok rogHocTH (expiry date, expiration date): BepxHuin npegen nHtepsana BpeMeHu, B TEHEHWUE
KOTOpOro QyHKyuoHansHele xapakmepucmuku (3.1.57) matepuana, xpaHsLieroca B onpegeneHHbIX ycnosu-
AX, MOTYT ObITb rapaHTUPOBaHbI.

MpnmevaHue 1 — Cpoku rogHOCTU, NpUNUCaHHLIE peazeHmam Ons duazHocmuku in vitro (3.1.34), kanubpa-
mopawm (3.1.13), koHmponeHsiM Mamepuanam (3.1.15) u gpyrum komnoHeHmam (3.1.14) uszomosumenem (3.1.42), ocHo-
BaHbl Ha 9KCMepUMEHTaneHO onpeneneHHblx cBoncTBax cmabunsHocmu (3.1.85).

MpumeuvaHnne 2— PykoBogdawive ykasaHus no onpegenenuio cmabunsHocmu (3.1.85) meduyuHckux usdenul
MBM (3.1.33) npuBeaeHsl B MCO 23640:2011.

3.1.23 rpadhmuecknin cumBon (graphical symbol): BuayansHo BocnpuHumaemas courypa ¢ onpegeneH-
HbIM 3Ha4YeHueM, ucrnonbdyemMas aAnd nepegadn MHHOPMaLUK HE3aBUCHUMO OT s3blKa.

[MCO/M3K 80416-1:2008, 3.4]

3.1.24 Bpep (harm): ®uaudyeckas TpaBMa UNnu yiepb 300poBLID YenoBeka unu yuepd nmyllectsy unm
OKpyXawLlel cpege.

[Pykosogcteo MCO/M3BK 63:2019, 3.1, nsmeHeHo — nobaeneHo «gusnyeckasa» B Ka4ecTBe MepBOro
crnoBa B onpeneneHun]

3.1.25 onacHocTb (hazard): MNoTeHuManbHbIA UCTOMHKUK 8peda (3.1.24).

[Pykoeogcteo MCO/M3K 63:2019, 3.2]

3.1.26 onacHas cutyauus (hazardous situation): OB6cToATENBCTRBO, NPU KOTOPOM MHOAW, UMYLLECTBO
UINW OKpY>KaLasa cpefa NnogBepralTca O4HON UMW HECKONbKUM ornacHocmsam (3.1.25).

MpumeuvaHnne 1—HenpaBuneHble pesynsTartsl uccnedosarus (3.1.21) MBI moryT cnocobecTBOBaTH BO3HUKHO-
BEHMIO onacHoi cuTyauun ang naumenta. Cm. MCO 14971, npunoxeHue C.

[PykoBogcteo MCO/M3K 63:2019, 3.3, uameHeHo — gobaeneHo npumeyaHue 1]
3.1.27 onacHble oTxogbl (hazardous waste): OTxogbl, KOTOpPbIE NOTEHUMANBHO OMacHbI 419 300P0BbS
HaceneHns W1 oKpyxaroLlen cpeqbl.

Hpumep — Wcnons3oeaHHbie nofocku ons peazeHmoes, 3a2psA3HeHHble yesnosevyeckol Kpoebro; pacmeop
peazeHmos, codepmabuu& asud Hampus;, cnucaHHble Mamepuarnbi, codep)xal.uue msxesnible MemaJsisibi.

n puMmedyaHue 1 — Bknwovaert OTX04bl, KOTOPbIE ABNAKTCA NErkoBocnnameHAnLWnMNCcA, ropto4imMn, Bocnname-
HAKLWWMAUCA, KOppGSMFIHbIMVI, TOKCUYHbIMW, PEAKTUBHbIMW, BpEOHBIMW UITA MHCbEKuMOHHbIMH.
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[MCO 15190:2020, 3.14, M3MEHEHO — «FEerkoBOCNIaMeHsIoLLNEeCcs, ropYMe, BOCNNaMeHsoLWnecs,
KOPPO3WOHHbIE, TOKCM4YHbIE, PpeakTUBHbIe, BpeAHble MK MHMEKLUWOHHbIE» 3aMEeHEHO Ha «OonacHbl AnA 340-
pOBbLA Yernoeekar, AgobaBneHbl NpuMep U npuMedyaHue 1]

3.1.28 meaunuuHckuin pabotHuk (health care provider): Nuuo, ynonHoOMOYeHHOE OKAa3blBaTh MEOULUH-
CKWe YCNyru nauueHTy.

lMpumep — Bpay4, Medcecmpa, chensouiep cKopoll MoMouwiu, CImoMamorsoz, epay-3HA0KPUHON02, MedUYUH-
ckuii na6opamopHeIii MmexHUK, NTOMOWHUK 8paya, MeduyuHckull pabomHUK, 8pay aHecme3uosioz-peaHumMamornozs.

3.1.29 ypo6ouutaemsbit nepeBog (human readable interpretation, HRI): MpeactaeneHne gaHHbIX Unu
WHOpMaLMK, 3aKkogMpoBaHHbIX Ha Hocumere UD/ (3.1.88), koTopble MoryT ObiTb MPOYUTaHEl YENTOBEKOM.

[[50], pazgen 5]

3.1.30 BHYTpeHHAA ynakoBka (immediate container, primary container): YnakoBka, 3alyuiiatouiasa co-
OEPXUMOE OT 3arpsi3HEeHUs W OPYTMX BO3OENCTBUIA OKPYKaLen cpeasb.

Mpumep — MNepMemMUYHO 3aKpbImas aMmryna unu ¢bnakoH, nakem u3 onbau, 3akpbimsIl nakem U3 noJsu-
MepHO20 Mamepuana.

MpumeyvaHue 1— He BkrovaeT BKNAObIWW A5 YNAKOBKHN.

3.1.31 umnopTep (importer): PU3nMyeckoe UNKU KPUAMHECKOE NULO, ABMSOLWEECS NEPBLIM B LEnu no-
CTaBOK, BblBOOAWMM MeduyuHckoe usdenue (3.1.53), npon3BeAeHHOE B MHOW CTpPaHe UMW B KOPUCOMKLMK, Ha
PLIHOK CTPaHbI, rae uagenve npegnonaraeTcs K peanuaauuu.

MpumeyaHne 1 — 3akoHogaTenbLCTBOM psga CTpaH MMMopTepaM 3arnpeLueHo nepeynakoBbiBaTe MeQULMH-
CKUE U3LEnua UNn U3MeHATb WX YNaKoBKY Unu mapkuposky (3.1.35).

[[47], 5.4, nameHeHo — gobaBneHo npuMmedaHue 1].

3.1.32 obopymoBaHue ANA AUarHocTukK in vitro (in vitro diagnostic instrument): ObopygoBaHue unu
npubop, npeaHasHadveHHble uszzomosumenem (3.1.42) ans Ucnonb3oBaHWs B KavecTBe MedulUHCKoe0 u3de-
nus MBA (3.1.33).

3.1.33 MepuUMHCKOe u3genue ANA AWArHOCTWKM in vitro, MeguuuHcKkoe nagenuve UBLA (in vitro
diagnostic medical device, IVD medical device): Meduyu+ckoe usdenue (3.1.53), ncnonbsyemoe OTAENBHO
unu B KOMBWHaLMKW ¢ APYITMMYA MEAWUMHCKUMW M3Oenvamu, npegHasHadeHHoe uzzomosumenem (3.1.42) ons
uccnedosaHusa (3.1.21) UBL nepsuyroli npobkl, obpa3ya (3.1.65) Buonornyeckoro matepwana nayueHTa
€AWHCTBEHHO WUIK rmaBHbiM 06pa3omM Ans nony4eHus MHopMaunm, KoTopas MoOXeT BbiTe MCNONb30BaHa Ans
uenen AMarHoCTUKX, MOHUTOPWHIA NN ONpeseneHns COBMECTUMOCTU TKaHEWN.

MpumevaHune 1 — MeduyuHckue usdenus VB (3.1.33) BknovaloT peareHTsl, kanubpamopsbi (3.1.13), KoH-
mponeHbie Mamepuans (3.1.15), KOHTelHepbl ANA B3ATWMA nepeudYHol npobel, obpasua (3.1.65), nporpammHoe obecne-
YyeHue U cBA3aHHOe ¢ HWM obopygoBaHue, Npubopsl UMK Apyrve M3genus U UCNoMb3YIT, HanpuMep, ANs AUarHOCTHKK,
OOMNOMHUTENBHOW OMarHOCTUKW, CKPUHWHIE, MOHWUTOPWHIA, 8bisgrieHUs npedpacronoxeHHocmu K 3abonegaHuro (3.1.62),
NPOrHo3npoBaHuto, orpedeneHuro ghusuonoaudeckoeo cocmosHus (3.1.17) nauneHTa.

[MfpumeyvyaHme 2 — B HEKOTOPLIX HPUCOUKUMAX OnpeaeneHHble MeduyuHckue usdenus UBA (3.1.33) moryT
noanagate nog AeNCcTBUe APYrMX HOPMAaTUBHbLIX JOKYMEHTOB.

[[52], 3.18]

3.1.34 peareHT OonAa gMarHocTUKWU in vitro (in vitro diagnostic reagent): Xumuyeckue, buonornyeckme
NN MMMYHOINOTMYECKNE KOMMOHEHThI, PacTBOPbLlI MK NpenapaTtbl, NpegHa3Ha4YeHHbIe W3roToBUTENneM Ans
NPUMEHEHUA B KadecTBe MeduyuHckozo usdenus B (3.1.33).

3.1.35 uHdopmauusa, npegocTaBNeHHaA WU3IroToBUTenemM, MapkupoBka (information supplied by
the manufacturer, labelling): Smukemcka (3.1.39), uHcmpykyus no npumeHeHuro (3.1.36) u nobas gpyrasa uH-
dopmMaums, oTHOCALWAACH K MAEHTU(MKaLUK, TEXHWHECKOMY ONWUCaHUIO, MpedrnonazaeMoMy UCHOMNb308aHU0
(3.1.37) n Hagnexallemy NnpuMeHeHno MeduyuHckoz2o usdenus (3.1.53), ncknyas TOBapoCONpPOBOANTENb-
Hble JOKYMEHTEI.

Mpumep — 3mMukemku, UHCMPYKUUU MO MPUMEHEeHUo, pyKoeodcmeo.

MpumeyvaHnune 1 — Mapkupoeka (3.1.35) MOXeT TawKe Ha3bIBATLCA «UHQOpMaUWd, NpedocTaBneHHas
W3roTOBUTENEMY.

MpumeyvyaHune 2— Mapkuposka (3.1.35) moxeT ObiTb B Me4aTHOM UMK 3NeKTPOHHOM dhopMaTte ¥ MoXeT nubo
conpoBoxaaTtb MeduuuHckoe uzdenue (3.1.53), nnbo yBeooMnATe NoONb30BaTensa o AocTyne (Hanpumep, Yepes Beb-canT)
K mapkuposke (3.1.35) B cooTBeTCTBUM C TpeboBaHWAMM CTpaHbl obpalleHns MeauUUHCKOro N3genus.

6
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MpumeyvyaHune 3— B crangaptax MOK gOKyMeHThI, NOCTaBnseMble BMecTe ¢ MeduyuHckUM usdenuem (3.1.53)
U cogepkallve BaXKHYH MHGOopMauWio Ons nones3oBatens, ocobeHHo B oTHoweHun beszonacHocmu (3.1.76), HasbiBaloT
«COMpOBOAWUTENBHBIMU JOKYMEHTAMUY.

MpumeyvyaHune 4— Kartanorn npogykuum u nacnopta éezonacHocmu (3.1.76) matepnanos He cHMTalTCAa Map-
kuposkod (3.1.35) meduuyuHckux usdenuu MBL (3.1.33).

[[52], 3.18, nameHeHo — gobaeneH TeEpMUH «MHOpMaLNs, NpegoCTaBNeHHas U3roToBMTenemy; nobas-
neHbl npumedanns 3 1 4]

3.1.36 MHCTPYKUMM No npuMeHeHunto (instructions for use): ObLWasa 1 TexHu4eckas nHopmauus, npe-
gocTaBneHHasa uzzomosumenem (3.1.42) ona nHOpMUpOBaHUA NoMb3oBaTtens o npedrnonazaemMomM Ucosb-
308aHuU (3.1.37) 1 NpaBUNLHOM €r0 MPUMEHEHWM, a TakKe O NMObIX NPOTUBONOKa3aHWAX, MpedyrnpexoeHusax
(3.1.93) unu mepax npedocmopoxHocmu (3.1.64), koTopble HE0BXOAUMMO NPeanpPUHATE.

MpumeuvaHnne 1—TlpegocTaBnsaeTtca uzzomosumenem (3.1.42), ana noaaepX KM 1 NOMOLLMW NOMb30BaTeNsaM ¢
Lenbio 6e30nacHoro NPUMeHEHUA MeQULIMHCKOro M34enua No HasHauYeHu.

MpnmeuaHue 2 — BknovaeTr MHCTPYKUWKW, NpefocTaBneHHele uzeomosumenen (3.1.42), no npuMeHeHWIo,
o6CcnyKMBaHWIO, YCTPaHEHWKO HEUCNPABHOCTEN M YTUNM3aLMK MeduuuHcko20 usdenus MBI (3.1.33), a Takke npedynpex-
Oerus (3.1.93) n mepsi npedocmopoxHocmu (3.1.64).

n puMmedyaHune 3 — MHCprKLlMH no NPMMEHEHWIO TaKXe MOryT HadblBaTbCA «BKNaAblllemM B YMNaKOBKY» WUIU
«PYKOBOOCTBOM MO IKCNnyataumn».

[[52], 3.15, uameHeHo — gobaBneHo npuMedaHue 2]

3.1.37 npumeHeHMe NO Ha3Ha4YeHUIO, Npegnonaraemoe ucnonb3oBaHue (intended use, intended
purpose): HamepeHue uzzomoesumens (3.1.42) meguumHckoro nagenust MBIl B oTHOWEHUKM ero NpUMeHEHNs,
npoLecca Unu ycnyru, U3noxeHHoe B cneymukayuax, UHCTPYKUUAX U MHopMaL Uy, NpeaocTaBneHHbIX U3-
2omosumenem (3.1.42) meguumHckoro nznenus NBL.

MpumeyvyaHune 1 — MHopmauusa o NnpegnonaraeMomM MCNonb30BaHWK, 3aaBreHHas Ha mapkupoeke (3.1.35)
mMeauuuHcKoro nanenua MBI, MoXeT BKMOYaThL ABa KOMMOHEHTA: onucaHe yHKLUOHAMNbHBIX BO3MOXHOCTEN MeduUUH-
ckoeo uzdenus MBL (3.1.33) [Hanpumep, UMMYHOXUMUYeCcKan Memoduka uzmeperus (3.1.50) ana obHapyxeHus aHanu-
ma (3.1.4) «x» B CbIBOPOTKE WUINUW Nnasme] n NnpuMeHeHWe pe3ynstaToB uccnedogaHus (3.1.21).

Mpumevyanne 2— lNpegnonaraemMoe UCMNOMb30BaHNE MOXKET BKNKOYATL NOKa3aHUA K MPUMEHEHUIO.

[[48], 4.0, ”BMEHEHO — «U3TOTOBUTEMNbL» 3AaMEHEHO Ha «M3roToBUTENb MeduLUMHcKoro uagenus B[O »,
a «npefocTaBneHHble U3TOTOBUTENEM» 3aMEHEHO Ha «MNpefoCcTaBneHHbie N3roTOBUTENEeM MeaULMHCKOTo 13-
penus MBO»]

3.1.38 Habop peakTuBoB (kit): Habop kOMNOHEHTOB, yNakoBaHHLIX BMECTE W MpegHa3Ha4YeHHbIX s
npoBegeHusa koHkpeTHoro B[, uccnedosarus (3.1.21) unu ero vacTtu.

MpumeyvyaHune 1— KomMnoHeHTbl Habopa MOryT BKNOYaTL peareHThl (Hanpumep, aHtuTena, depmenTsl, bydep
1 paszbaBuTenu), KanubpaTopel, KOHTPOMNLHbLIE MaTepuansl M Apyrue NpegMeTsl U MaTepuans.

[[54], cTaTbsa 2, uameHeHo — gobaeneHo npuMmedaHve 1]
3.1.39 atukeTka (label): NucbmeHHan, neyaTHas unu rpaduyeckas MHopmaymns, pasmelLleHHas Hemno-
CPEeACTBEHHO Ha M3Oenuun, UM Ha YNakoBKe Ka)Xaoro U3aenus, UM Ha yNakoBKe HECKONbKUX N3OENnuiA.

MpumedyaHune 1 — BTUKETKY, NOCTOAHHO NPUKpenneHHyto kK uagenuo VB, cuutaT Hadnuckio (3.1.43).

[[54], cTaTbsa 2, U3MeHeHo — 0o6aBneHo NpUMevaHue]

3.1.40 HenpodpeccMoHan, HenpodeccMoHanbHbIN Nonb3oBaTtens (lay person, lay user): Jluuo, He
umetoee npodunsHoro obpasoBaHns B COOTBETCTBYHOLLEN 0Bnactyv 34paBooOXpaHeHns UnM MeguLMHCKOR
OVCLMUMNITUHBI.

Mpumep — Yenoeek, komopwili npoeodum camMomecmupoeaHue (3.1.79), He umes MeOUUUHCKO20
obpa3zosaHusi.

MpumevaHue 1 — lNoaxon ana onpedeneHns HenpodeccUoHanbHbIX MONbL30BaTENEeN MOXHO TaKkKe npume-
HATE K camomecmuposaHuio (3.1.79) ana meduyuHckozo uzdenus MBA (3.1.33).

Mpumeuvanne 2 — Jluyo, npumensiowee MeduyuHckoe uzdenue MBS (3.1.33), npegHasHavyeHHoe Ana camo-
CTOATENLHOMo B3ATKUA 00pasLoB Unu camomecmupoegaHus (3.1.79), aBnaeTca HenpoecCMoHarbHLIM NonL30BaTenem.

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 13/54
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-18113-1-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=68749
https://gostexpert.ru/gost/gost-18113-1-2024?utm_source=pdf&utm_medium=68749&utm_term=page

rOCT P NCO 18113-1—2024

[[52], 3.21, nsameHeHo — pobaeneHa hpasa «B COOTBETCTBYHLLEN 0b6NacTu 34paBooOXpaHeHUA UnNu Me-
OVLUMHCKON OUCUMMAWHBD, AoBaBneH NpumMep, M3MeHeHo npuMedaHue 1 1 npuMedaHue 2 3aMeHeHO HOBbIM
npumedaHuem 2|

3.1.41 orpaHu4yeHue metoaukum (limitation of the procedure): OnpeneneHHas cuTyaLus, B KOTOPOWA Me-
Toguka uccredogaHus (3.1.21) UB[ He moxeT BbiTh NpoBefeHa AOMKHbLIM 0Bpazom.

Mpumevanune 1 — daktopsl, BNMAKLWNWE HA NpoBeaeHWe MeToaukun uccnedosaHus (3.1.21) MBI, moryT BbiTh
KaK (o13nMonorn4eckMmMu, Tak M aHanmTU4ecKUMN.

3.1.42 narotoBuTenb (manufacturer): Gusnyeckoe UNK KPUOUYECKOE NLO, OTBETCTBEHHOE 33 MPOEeK-
TUpOBaHMe W/wunu Npou3BOACTBO MeOUUUHCKozo u3denus (3.1.53) ¢ Lenbto Bbinycka B obpalleHue MeduyuH-
ckoeo usdenus (3.1.53) nog ero cobCTBEHHLIM UMEHEM, HE3aBWUCUMO OT TOrO, CMPOEKTUPOBAHO U/UNN NPOK3-
BEOEeHO N 310 MeduyuHckoe usdenue (3.1.53) opraHuzaumein v no ee NOpy4YeHuro 4pyruM Nuuom (nuuamm).

I puMmevYyaHune 1 — MNonoXeHnsa HauWoHanbHbIX UK PErMoHarnbHbIX HOPMaTUBHbLIX aKTOB MOTYT NMPUMEHATbCA
K onpeneneHnio M3arotoenTensa.

MpumeyaHne 2 — lNpoekTpoBaHWe W/MNW NPOU3BOACTBO, KaK yKasaHo B NPUBEAEHHOM Bbillie onpeaeneHun,
MOXeT BKMoYaTk paspaboTky cneundukaLlmm, NpoM3BoacTBO, cOopKy, 06paboTKy, ynakoBky, NnepeynakoBKy, MapKUpPOsKy
(3.1.35), nepemapkupoBKy, CTEPUNU3aLMIO, YCTAHOBKY WM MOBTOPHOE MPOU3BOACTBO MeduyuHckozao usdenus (3.1.53);
unu Beinyck Habopa meguumHekoro nzgenus VIBA v, Bo3aMoxHO, Apyroro npoaykTa Ans MeavuuHCKUX Lenew.

MpumeyvyaHue 3 — YNONHOMOYEHHLIW NpeacTaBuTenb, AUCTPUBLIOTOP UMM MMMOPTEP, KOTOPLIA TOMNLKO O0-
HaBnseT CBOW COBCTBEHHLIM afpec U KOHTaKTHble AaHHbIe K MEAULIMHCKOMY M34enWio UNW yNakoBKe, He BCKPbIBasA U He
V3MEHAH CYLLECTBYIOLLYIO MapPKUPOBKY, HE CHATAETCA U3TrOTOBUTENEM.

M puMevyaHune 4 — IMoboe nuuo, KOoTOopoe COGMDGET Unn aganTupyet MmeauuuHCKoe naaenune, yxxe noctaBrneH-
HOe ApyrM nuuom OnAa OoTAenbHOro naumeHTa, B COOTBETCTEBMM C MHCTPYKUKWMAMW NO NPUMEHEHWIO, HE ABNAETCAHA U3roToBU-
Tenem, Npu ycnoeuu, 41O c60p|<a Mnn agantauua He U3MeHAET npegnonaraeMmoe NCnonk3oBaHme MeQUUIMHCKOIo U3genuna.

MpumeyaHne 5 — B TOM cTeneHu, B KOTOPON MPUHAAMNENKHOCTb K MEOULUMHCKOMY W3AENWI0 NognagaeT nog,
HOopMaTKBHble TpeboBaHWA K MeduyuHckomMy usdenuro MB/ (3.1.33), nuuo, oTBETCTBEHHOE 3a pa3paboTky W/Mnn npouns-
BOLCTBO 3TON NPUHAANEKHOCTU, CHUTAIOT U3rOTOBUTENEM.

[MCO 13485:2016, 3.10, nameHeHo — onpeneneHve U3AMeHEHO, NpuMedanus 1, 2 1 5 ynaneHsl, fobae-
INeHOo HoBOe npumedaHue 1].

3.1.43 nagnuce (marking): Hagnvce B nMcbMeHHOW dhopMe WMnvM B BuAe 2paghuyeckoz0 cumeosna
(3.1.23), nocToAHHO NpuKpenneHHaa K MeduyuHckomy uzdenuro (3.1.53).

MpumevaHue 1— Hagnuce — ato amukemka (3.1.39), NnocToAHHO NpuKpenneHHas K obopydoeaHuro Ansa dua-
eHocmuku in vitro (3.1.32).

3.1.44 nacnopTt besonacHocTu maTtepuanos (material safety data sheet, MSDS): [JokymeHT, nogro-
TOBINEHHbLIA B COOTBETCTBUM C HOPMAaTUBHLIMK TpeboBaHUAMKU NpombilLneHHon 6esonacHocmu (3.1.76), co-
Jepxalnin getansHyo nHdopmauuio 0b onacHOM XMMUYECKOM BELLECTBE.

Mpumedvyanne 1 — OBbIMHO onKUCLIBAOT DU3MYECKUE CBOWMCTBA ornacHocmu (3.1.25) Ana 300poBbs, TOKCUY-
HOCTb, NOXapoonacHOCTb U PeakLMOHHbIE CBOWCTBA, a TakKe NPUBOAAT Meps! npedocmopoxHocmu (3.1.64) npu xpaHe-
HUKM 1 oBpalleHnm.

Mpumevyanne 2 — lNacnopta BezonacHOCTM MATEPUANOB HE CYMTAKOTCH YacTblo Mapkuposku (3.1.35) medu-
yuHckoeo uzdenua MBL (3.1.33).

Mpumep 1 — B Eepone daHHble o 6e3onacHocmu Mamepuana U3eecmHsl Kak nacriopm 6e3onacHocmu &
coomeemcmeuu ¢ peznamMeHmom Eeponelickozo coro3a «REACH» 2006/1907 (c nonpaskamu).

Mpumep 2 — B CLUA nacniopm 6ezonacHocmu (SDS) cocmaensitom e nUCLMeHHOU Uu ne4amH-oli ghopme u
oghopmsgom 8 coomeemcmeuu ¢ onpedeneHHbIMU mpeboeaHuamU.

[OSHA Hazard Communication 1910.1200, nameHeHo — gobaeneHa ¢pasa «OOKYMEHT, NoAroTOBNEH-
HbI B COOTBETCTBUW C HOPMaTUBHLIMKU TpeboBaHuaMUy, AobaBneHbl npumMedanus 1 u 2]
3.1.45 namepsieman Benu4umnHa (measurand): BenuuvHa, nognexallas M3aMepeHuHo.

Mpumevanune 1— [eransHoe onucaHue U3MepseMon BENMYNHbI B NabopaTtopHon MeavumHe TpebyeT 3HaHmsa
poaa BeNUYMHbLI (HAaNpUMep, MacCOBOK KOHLIEHTpaLWMK), ONUcaHns MaTpuLbl, KOTOPOI NPUCYLLLA 3Ta BENUYKMHA (Hanpumep,
nnasMbl KPOBU), U COOTBETCTBYIOLLMX XUMUYECKUX COEOVHEHUI, Hanpumep aHanuma (3.1.4).
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MpumeyvyaHune 2— Mamepaemor BENUUYNMHON MOXKET ObITb BMONoriyeckan akTMBHOCTb.
Mpumevanune 33— Cwm. 3.1.4 ana gpyrux npumepos obopygoeanua VB[,

Mpumevanune 4 —B xumun ona «M3mMepaemMor BENIMYUHBLIY UHOTOA UCTONb3YIOT TEPMUH «aHanut» (3.1.4) unu
HauMMeHOBaHWe BeLLecTBa UNu coeanHeHus. Takoe crnosoynoTpebneHne ABNAeTCH OLWBOYHBIM, MOTOMY YTO 3TU TEPMUHLI
HEe UMEeKT OTHOLLEHMS K BENUYMHAM.

[Pykoeogcteo MCO/M3K 99:2007, 2.3, U3aMeHeHO — npuMedaHuns 2 n 3 uckrodeHsl U 4obaBneHo HoBoe
npumMmedvaHue 1]

3.1.46 namepeHue (measurement): Npouecc aKcnepyuMeHTanbLHOro NonMy4YeHus ogHoro unu bonee 3Ha-
YEeHWI BENMMYMHBI, KOTOPbIE MOTYT OblTb 0G0OCHOBaHHO NMPWNUCAaHBI BENUHYMHE.

M puMmedHaHune 1— MSMGPEHMB nogpasymeBaeT CpaBHEHWE BENWYUH UKW BKNHOYaET NOACHET 06LeKTOB.

MpumeyaHue 2 — WamepeHue npenycmaTpuvBaeT OnucaHue BenuWYMHbI B COOTBETCTBUM C UHCMpyKUuel rno
npumeneHuro (3.1.36) pesynsmama uameperus (3.1.51), memoduxy uamepeHus (3.1.50) n kanubpoBaHHyo usMepumerns-
Hyto cucmemy (3.2.40), pyHKUMOHMPYIOLLYH0 B COOTBETCTBMM C PErMaMeHTUPOBAHHON METOAWMKON N3MEPEHMIA U C YHETOM
YCINOBWUIA U3MEPEHWUNA.

Mpnmeuvyanue 33— Onepauun MOryT BbiTh BbINOMNHEHE aBTOMATUYECKM.

[Pykosogcteo MCO/M3BK 99:2007, 2.1, usmeHeHo — npumedaHvue 1 vcknwoveHo W gobaBneHo HOBOe
npumMmedaHme 3]

3.1.47 metog namepenus (measurement method): Oblee onvcaHve NOrMYeckon NocnenoBaTernbHO-
CTW onepauui npu usmepeHuu (3.1.46).

MpumeuvaHune 1-— MeTog unamepeHus UCNONbL3YIOT B onpedeneHHol Mmemoduke uameperus (3.1.50).

MpumeyaHue 2— MeTogsl N3MepeHUa MOryT DbITb pa3feneHsbl Ha pasnuyHble BUAbI, TAKUe Kak MeTop NMpaMblx
N3MEpPEHUIA U METOA KOCBEHHbIX M3MepeHWin. [lononHuTensHan nHgopmaums npueegeHa 8 M3K 60050-300.

[PykoBogctBo MCO/M3K 99:2007, 2.5, nameHeHo — npumedaHue 1 ucknwyeHo n gobaeneHsl npumMe-
YaHua 1 n 2]

3.1.48 mopenb uamepeHui (measurement model): MaTemaTnyeckas cBA3b MEXAy BCEMW BEMUYMHA-
MW, O KOTOPbIX U3BECTHO, YTO OHMW Y4YacTBYIOT B usamepeHuu (3.1.46).

Mpumep — Yembipexnapamempuyeckas gozucmuyeckas yHKUusi 0ns NnoG20HKU cuzMoudanbHbIX MnokKa-
3aHull uamepeHull (3.2.31) koHueHmpauut kanubpamopa (3.1.13) 8 UMMyHOXUMUYeCKUX Memodukax uaMepeHud
(3.1.50).

Mpumedvarnune 1— O6lei hopmoit MoLenu nsmMepeHns aBnaetca ypasHenue h(Y, X, K, Xn) =0, rge Y, Bbl-
XooHaa usmMepsemasi eenuyuHa (3.1.45) B mogenu M3aMepeHus, 3Ha4YeHWe KOTOPOW OOMKHO ObiTe NOMyYeHO MCXOoAsl U3
MHOPMALMKA O BXOAHBIX BENUYMHAX B MOZenW namepenna X, K, Xn.

n puMmedaHUe 2 — B Bonee cnoxHbIX cny4yadx, Korga MMerTca Oee Uiu Bonee BLIXOOHLIX BEMWMYUHBLI, MOAENb
N3MEPEHNA COCTOUT N3 bonee 4yem ogHoOro YpaBHEHWUA.

MpumeyaHune 3 — B KNMHWMYECKON XMMUIK MOOENM U3MEPEHUIA TaKXKe Ha3bIBaT MOAENAMU OANA Kanubposku
{3:1.91)

[PykoBogcTteo MICO/M3K 99:2007, 2.48, nameHeHo — gobasneHsl npumep u npumMedaHve 3]
3.1.49 npuHuMn uamepeHusa (measurement principle, principle of measurement): Asnexune, nexawlee
B OCHOBe u3amepeHus (3.1.46).

Mpumep:

- UOHOCesIleKMUeHbIU 3neKkmpod, NpumMeHseMsbll 0na usMepeHus (3.1.46) akmueHocmu Hampus;

- aghuHHOCmMbL aHmumen, NpuMeHsieMbix 0ns usmepeHus (3.1.46) koHyeHmpauuu MupeomponHoO20 cMuMy-
nupyrouje2o 2opmMoHa (TSH);

- JudKkocmHasi xpoMamozpadhus, npumMmeHsiemMasi 0ns uamepeHus (3.1.46) koHueHmpayuu Ou20KCcuHa;

MpumedaHune 1— ABneHne MOXET BbITb HU3NHECKON, XMMUYECKOW MNK BronorMyecKoi npupoasl.

[PykoBogcteo MCO/M3K 99:2007, 2.4, nameHeHo — npumepbl 1, 2 n 3 UCKNYeHbl U foBaBNeH HOBLINA
npumep]

3.1.50 meTogmka uamepeHun (measurement procedure): [letanbHoe onucanue uamvepeHus (3.1.46) B
COOTBETCTBMM C OOHWUM WUnn Bonee npuHyunom usmeperul (3.1.49) n gaHHbIM Memodom uamepeHus (3.1.47),
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KOTOpOe OCHOBaHO Ha modenu usmeperuli (3.1.48) n BkniovaeT Mobbie BbIYMCIIEHMA, HEODXogWMbIE AN no-
nydeHus pesynbmama usmeperus (3.1.51).

MpumeyvyaHue 1 — MeToguky M3aMepeHUr OBbIYHO JOKYMEHTUPYIOT AOCTaTo4HO noapobHo, YTobbl nonb3oBa-
Tenb MOF BbINONHUTL usMepeHue (3.1.46).

MpumevaHune 22— MeToguka M3MEPEHNIA MOXET BKINOYATh MHOPMALMIO OTHOCUTENBHO LeneBoi Heornpede-
neHHocmu usmepeHus (3.2.38).

[PykoeoactBo MCO/M3K 99:2007, 2.6, U3BMEHEHO — «ANSA NONYYEHWUA» 3aMEeHEHO Ha «Heobxogumo Ans
nonyJYeHus», a npMMedaHue 3 UCKIYEHO]

3.1.51 pesynbrat namepeHuma (measurement result): Habop 3Ha4yeHWU BEMUYUHDI, MPUNUCLIBAEMbIX U3-
mepsemMol senuduHe (3.1.45), BMmecTe ¢ noboi gpyroi OOCTYMHOM W CyLeCTBEHHOW MHopMaLMen.

MpvumevyaHme 1-— Bo MHormx obnactax METPONOrMKM pe3ynsTaT U3MeEPEHWUA BbIpax)aloT B BUAE OOHOM M3me-
PEHHOro 3HaYeHus eesuduHbl (3.2.52) n HeorpedeneHHocmu uamepenus (3.2.38). B nabopaTtopHoi MeguuunHe pesynsra-
Tbl U3MEPEHUIA 00bIYHO BbipaXakT OOHUM U3MEPEHHLIM 3HaYeHUeM sernuyuHbl (3.2.52).

MpumeyvyaHue 2 — OB6bIMHO pe3ynsTar usmepeHus (3.1.46) cooepKuT CyLLecTBEHHYIO UHopMaunio O Ha-
Bope 3HaYeHn BENUYMHbLI, NPUYEM HEKOTOPbIE N3 3TUX 3Ha4eHWn Bonee penpeseHTaTUBHbI ANA U3MepsemMol 8enuvUHbI
(3.1.45), yem gpyrve. 3TO MOXHO BbIPa3vTb MNOTHOCTLIO pacnpedeneHnsa BepoATHOCTEN.

Mpumevyanue 3 — B HaydyHoW nuTepaTtype U B Npeabiayllem nsganuu PykoeoacTea 99 pesynesraTt uamepeHus
ObIN onpeeneH Kak 3HadyeHue, NpunucaHHoe usmepsemodll senuduHe (3.1.45), c noacHeHMeM, 03Ha4aeT N 3To rokalaHue
usmepeHus (3.2.31), unn HeucnpaBneHHbIW pe3ynbTaT, UMM NCNPaBMNeHHbIN Pe3ynbTaT, Wi CpedgHee HeCcKONbKUX 3HaYe-
HWIA, B 3aBUCMMOCTW OT KOHTEKCTA.

[PykoBogcteo MCO/M3K 99:2007, 2.9, M3MEeHEHO — NpUMeYaHusi M3MeHeHbI]

3.1.52 uHTepBan uamepeHun (measuring interval): MHOXeCTBO 3Ha4YE€HWIA BENWYMH OZHOrO poga, Ko-
TOopble MOTyT DbITb U3MepPeHbl OaHHbBIM CPeACTBOM M3MEPeHWd unu usmepumensHol cucmemol (3.2.40) ¢
YCTaHOBMNEHHON NHCTPYMEHTAalNbHON HeCNpeeneHHOCTEI0 NpK onpedeneHHbIX YCNoBHSIX.

MpumeyvyaHue 1— HTepBan namepeHun, B Npenenax KOTOPOro ghyHKYUOHarbHbIe Xapakmepucmuku (3.1.57)
meduyuHckoao usdenusa MBL (3.1.33) Beinuv NoATBepXAeHbl, HA3bIBAKT AWana3soHOM U3MepPeHUs.

MpumevyaHune 2 — HwkHWA npegen nHtepeana uamveperus (3.1.46) He cnegyeT nyTaTth ¢ npedenom obHapy-
Kenus (3.2.16). Cm. A.2.8 ona QoNoNHUTENBLHOA MHAOPMAaLNA.

Mpumevyanume 3 — OB6bACHEHME pasHWLbI MEXOY MHTEPBANoOM U Avana3oHoM npusegeHo B A.2.11.

[PyxoeogctBo MCO/M3K 99:2007, 4.7, nameHeHo — npumedaHue 1 WCKM4eHo, gobaBrneHbl HOBblE
npumedarHus 1 u 3]

3.1.53 meguumHckoe usgenue (medical device): JTloboi MHCTpyMeHT, annapart, npubop, MexaHu3m,
npucnocobneHne, uMmnnaHTat, peareHT VB[, nporpammHoe obecnedyeHue, matepuan Wnu nHoe nogobHoe
WM CBA3AHHOE C HWM W3[enve, npeaHasHadveHHble uzeomosumenem (3.1.42) Aona npUMeHeHWUs K YenoBeKy
Nno OTOAeNbHOCTU UMK B KOMBWUHALWK:

- OQWarHoCcTUKKW, NPpodUNaKTUKK, MOHUTOPUHTA, NEYeHWs UK 0bnerdyeHus TedeHna GonesHu;

- QWAarHoCTUKK, MOHUTOPUWHTIA, NedYyeHus, obnerdyeHns unu KoMmneHcauum NocneacTsMidi TpaBMbl;

- MccnefoBaHuWs, 3aMeLLeHns UNU M3MeHEeHNA aHaTOMWYECKOro CTPOEHUA UK (OU3NONOTrMYecKknX Npo-
LLeccoB;

- XM3HeobecneyeHUs UNKU NoaaepKaHUA XU3HEHHbIX QYHKLNRA;

- ynpaBneHusa 3avaTuem;

- Ae3nHMeKUMn MeauLNHCKUX U30enuia;

- npepocTaBneHua MHpopmaumm B MEAMLIMHCKUX Lenax nocpedcTBom uccredogarus (3.1.21) UB[ nep-
eau4yHoU npobsi, obpa3sya (3.1.65), B3ATLIX U3 OpraHM3Ma 4YeroBeka;

- M He OocTUraeT CBOEro NepBMYHOro NpeaHasHa4YeHHoro BO3OeNCTBUS Ha OpraHnam YenoBeKka 3a cyeT
hapmMaKkonorm4ecknx, MIMMyHOMOrM4ecknx UnM mMmetabonmyecknx cpeacTs, HO OYHKLMM KOTOPbIX MOTYT nog-
OepXUBATLCA TAKUMU CpeacTBaMu.

MpumevyaHue 1 — M3genus B OTAEMBHBLIX KOPUCOUKLMAX MOTYT PACCMaTpUBATLCA Kak MedULMHCKNE, HO B UX
OTHOLLUEHWM elle He BbipaboTaH eavHbIiA NOAX0M!

- OE3UHMUUMPYIOLLME BELLECTE];

- BCMOMOrarerbHbIe CPeAcTBa AMA ML C OrpaHUYeHHbIMU BO3MOXKHOCTAMM;

- M30enus, BKMoYaloLWMe TKaHW XKUBOTHBIX U/MNK YenoBeka;
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- U3LEenusa Ans 3KCTpakopnopasibHOro onno4oTBOPEHNS UM BCOMOraTenbHbIX PenpOayKTUBHBIX TEXHOMOMMIA.

MpumeuaHue 2— TEPMUH «MEANLMHCKOE U3AENUE» BKMIOHAET Meduyurckue uadenus MBI (3.1.33)".

[[52], FINAL 2019, nameHeHo — nobasneHbl npuMedaHua 2 v 3].

3.1.54 meTponoru4eckas npocnexuBaeMocTb (metrological traceability): CoicTBO pesynsmama us-
mepeHul (3.1.51), B COOTBETCTBUM C KOTOPLIM Pe3ynkTaT MOXET BbiTb CBA3aH C OCHOBOW ANA CPABHEHUS Ye-
pe3 AOKYMEHTMPOBaHHYK HENpPepPLIBHYO Lenb kanubposok (3.1.11), Kaxaas u3 KoTopbiX BHOCUT CBOM BKNag B
HeonpedeneHHocMb uaMepeHul (3.2.38).

MpumeuvaHne 1 — B atom onpegeneHny OCHOBOW ANA CpaBHEHWS MOXeT BbiTe onpeaeneHve eduHuUbl U3-
mepeHus (3.2.39) Yyepesa ee NpakTUYECKYID peanusauuto, N Memoduka uamepeHud (3.1.50), eknovatrowan eQuHUUY U3-
mepeHus (3.2.39) onsa BenuUYKnH, OTIIMYHBIX OT NOPSOKOBLIX, UK 3masoH (3.2.36).

MpumeyaHue 2 — MeTponorndyeckas NpocrnexveaeMocTs TpebyeT HanuuMsa yCcTaHOBMEHHOW Wepapxun Ka-
nubposok (3.1.11). MNocnegoraTtensHocTe amanoHes (3.2.36) v kanubposok (3.1.11), KOTOpPYK MCMONB3YIOT ANA CBA3K
pesynbmama usmepeHus (3.1.51) ¢ OCHOBOM A5 CpaBHEHWUS, Ha3bIBalOT LIENOYKON NpoCcnexmMBaeMocTu. Llenoyvka meTpo-
NOrUYECKOI NPOCNEXUBAEMOCTI, UCMONb3yeMas ans yCTaHOBMNEeHUA METPONOTMYECKON NPOCNEXNBAEMOCTH pesyibmama
usmeperul (3.1.51), BknroyaeT 3HayveHusa kanubpamopa (3.1.13). Cm. MCO 17511:2020 1 nprmepbl LLENoYeK NPOCnexXu-
BAEMOCTU, OTHOCALMXCA K MeduyuHckum usdenusim MBL (3.1.33).

MpumeyaHue 3 — OnucaHWe OCHOBLI ANA CPaBHEHWS LOIMKHLI BKITIOYATL BpeMs, KOr4a oHa bbina ucnonb3o-
BaHa B JaHHOW nepapxuu KanubpoBskun, Hapagy ¢ noboi pyron CyLeCcTBEHHOW METPONOrMyeckon MHdopMaumnein, Hanpu-
Mep, korga bbina BhINoNHeHa nepeas kanubpoeka (3.1.11) B uepapxumn kanubpoBku.

Mpumevanne 4 — Ona usmepenud (3.1.46) c Gonee 4em OQHOW BXOOHOW BENWYMHOW B MOOenu uamepeHul
(3.1.48) kaxgoe U3 3Ha4eHUIN BXOOHbIX BEMWYUH JOMKHO BbITh METPOMOrMYeckn NpocnexXnsaemMeiM, a uepapxus kanubpo-
80k (3.1.11) MmoxeT UMeTb POpMY Pa3BETBMEHHOW CTPYKTYPbLI UMK CETU. YCUNKS, CBA3aHHbIE C YCTaHOBNEHWEM MEeTpono-
TM4eCKON MPOCNeXMBaeMOCTH AMNA KaX40ro 3Ha4YeHUsl BXOAHOW BENWYMHBI, A0MKHbl BbITb COM3MEPUMBI C €8 OTHOCHUTENb-
HbIM BKIagom B pesynsmam uamepeHus (3.1.51).

MpumedvaHne 5 — CnuyeHune mexay OBYMst amanoHaMmu (3.2.36) MOXET paccMaTpuBaTbCs Kak kanubpoeka
(3.1.11), ecrnu cnindeHUe UCNOMb3YHT ANS NPOBEPKU U, ecrn HeoBXo4MMO, KOPPEKTUPOBKK 3HAYEHUS BENUYMHBI U Heorlpe-
deneHHocmu usmeperul (3.2.38), npunuceiBaemblx 0AHOMY U3 amarnoHos (3.2.36).

MpumevyaHue 6— CokpalweHHbIA TEPMUH «MPOCNEXWBAEMOCTb» UHOrAa NPUMEHSAI0T Ansa 0603Ha4YeHnsa «Mme-
TPOMOrMYECKON NPOCNEXKMBAEMOCTUY, @ TAKKe APYTMX NOHATWIA, TakUX Kak «npocnexuneaemocts oGpasua», unu «npocne-
KMBAEMOCTb JOKYMEHTa», UMK «NPOCHEXMBAaeMOCTe 060pYA0BaHUA Y, UMW «NPOCMEXMBAEMOCTE MaTepuanar, yuuToias
CMbICTNIOBOE 3HA4YeHWE KOPHA CroBa «cnedy. [oaTomy, ecnv CylwecTBYeT BEPOATHOCTL NyTaHWLbl, NpeanodYTuTensHee
UCMONb30BaTh NOMHbIA TEPMUH «METPONOrMYeckas NPOCNeXnBaeMocTby.

[Pykosogcteo MCO/M3K 99:2007, 2.41, N3MEHEHO — WCKMIOYEHBI NpUMedaHma 5 u 7 u gobasneHo no-
SICHEeHMe K npuMeYaHuio 2]

3.1.55 moHuTOpUHroBoe MmeauuunHckoe uzgenue UBO (monitoring in vitro diagnostic medical device):
Wzpgenue, ncnons3ayemoe Ans nocriefoBaTtenbHbix usmepeHul (3.1.46) ypoBHen ananuma (3.1.4) (usmepsie-
mou eenuyuHsbl) (3.1.45) ¢ UeNbO KOPPEKTUPOBKW NeYeHns/BMeLlaTenscTBa.

MpumeyaHue 1— MOHUTOPUHIOBLIE MEAWLIMHCKME U3OENUSA BKIHOYAKT:

- UCCNedoBaHWsA, KOTOPbIe UCMONMb3YHT AN NPOBEPKK TOro, YTo coaepxaHue aHanuma (3.1.4) HaxoauTcs B npeae-
nax ou3nonorM4eckux YpoBHEN UNW B Npeaenax yCTaHOBMNEHHOIO TEpaneBTUYECKOro AManasoHa NekapcTBEeHHLIX npena-
paTtoB. 3TW BMObI MOHUTOPWMHIOBLIX MCCMNEOOBaHUA NpeAHa3HavYeHbl AN OLUEHKM TeKYLLero COCTOSHUA NauueHTa;

- UccnedoBaHWs, Ucnone3yeMble NS nocregoBaTtenbHblX UaMepeHul (3.1.46), npoBoAUMBIX B TedeHWe onpeae-
neHHoro BpemeHu. MccnegoeaHns oBblMHO MCMONb3YIOT AN 0OHapyKeHUA/OueHKn pasBuTus/perpeccuy 3abonesaHus,
peunguea 3aboneBaHusi, MUHUMAanNbLHOW ocTaToMHOW BonesHn, oTBeTa/pPe3nCTEHTHOCTU K Tepanuu u/vnmn Hebnaronpuar-
HblX 9h(DEKTOR, BLIZBAHHbLIX TEPaNUer. 3TV BUALI UCCNEfOBaHWA NPEaHa3HavYeHbl A8 OLUEHKU U3MEHEHWI UHAMBUOYaMNb-
HOMo COCTOSHMS NaLWeHTa.

M punmMmeyaHune 2 — WNccnepoeaHus npeagHasHa4eHbl And oueHKn WN3MEHEHWIA B COCTOAHMMW NauMeHTa.

[[46], npunoxeHue, Tabnuua 1, MIBMEHEHO — «M3MEpeHue» 3aMeHEeHo Ha «nocnegoBaTeribHOe U3Mepe-
Hue»]

3.1.56 BHewHAA ynakoBKa (outer container, sales packaging): MaTtepuwan, ncnone3yemblid Ang yna-
KOBKW, 3awuTbl, obpalleHns, AOCTaBKW, XpaHeHWsl, TPAHCMOPTUPOBAHWA WM MPeAcTaBneHus MeAULUHCKUX

" Owubka opuaunana. Mpumeyanue 3 UCKnOYeHo 8 cesau ¢ AybruposaHuem npumMeyaHus 2.
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M3Oenuin, oT cbipba 0o 0bpaboTaHHbIX M3OENuia, 0T N3roTOBWMTENA A0 NONb30BaTens unu noTpebutens, Bko-
yas nepepaboTtymka, cbopLLMKa UNK Opyroro nocpenHuKa.

3.1.57 byHKLMOHaNbLHaaA XxapaKTepucTuKa, MeTponorM4yeckas xapakrepucTuka (performance char-
acteristic, metrological property): OguH M3 NapaMeTpoB, UCMOMb3yeMbIX ONA onpefeneHns aHanMTU4YecKon
n/unu knuHu4Yeckoin acpdekTMBHOCTU MeduyuHckozo uzdenus MBI (3.1.33).

Mpumep — fuazHocmuyeckaa HyecmeumesibHOCMb, duazHoCmuUYeckass cneyughuyHoOCmb, APOZHOCTIU-
yeckue 3Ha4yeHusl, MovYHocme usmeperus (3.2.27), eocnpouszsodumocms uzmepeHuli (3.2.34), noemopsiemocmb
usmepeHul (3.2.33), cmabunsHocms (3.1.85), npedensi o6HapyxeHus u usMmepeHus (3.1.46), duanasoH, camoe
paHHee KnuHuYeckoe obHapyXeHue 8 CpagHeHUU ¢ ucciiedoeaHusIMU OCHO8LI Onst cpasHeHus (cm. [54]).

MpumeyvyaHue 1 — lNpu oueHke npurogHocTU MedulyuHckozo usdenus MB/M (3.1.33) ona npeanonaraemoro
MeAVNLMHCKOIo UCMob30BaHMA 0BbIYHO NPpUMMEHAT MHopMaLumio o boree Yem O4HOW XapakTepucTuKe.

3.1.58 zasiBneHHas (pbyHKUMOHANLHaA XapakTepucTuka (performance claim): Cneundukauma gyHk-
yuoHansHbix xapakmepucmuk (3.1.57) meduyuHckozo usdenus MB/ (3.1.33), BoKymeHTUpOBaHHas B UHGOP-
mayuu, npedocmaeneHHol uzazomosumenem (3.1.35).

MpumeyaHnune 1 — 310 MOXKET GbITb OCHOBAHO HA pe3yneTarax NepcnekTUBHBbIX UcCneaoBaHu addekTUB-
HOCTU, UMEIOWUXCHA AaHHBIX O OYHKLUMOHATBHBIX XapaKTepUCTUKax WM MccredoBaHWsX, onyOrnvMKoBaHHbLIX B Hay4HOMN
nuTeparype.

[[55], 2.7, nameHeHO — AobaBneHo «XxapakTepUCTUKNY, CMIOBO «M3MNOXKEHO» U3MEHEHO Ha «OKYMEHTK-
poBaHo» 1 gobaeneHo npumedaHue 1]

3.1.59 oueHka (pyHKUMOHaNbHbLIX XapaktepucTuk (performance evaluation): OueHka v aHanwa gaH-
HbIX AM8 YCTaHOBMNEHWSA UNv BepuduKaunm Hay4yHon oBoCHOBaHHOCTK, aHanWTUYECKON 1, ecnin NPUMEHUMO,
KNuHWYeckon apdeKTuBHOCTH MeduyuHckoao uzdenusa MBI (3.1.33).

Mpumep — 3Mo MoXkem eKodame aHanumuyeckyro sgpghekmueHocms U, Npu Heobxodumocmu, KIuHUYe-
CKYH 3¢hhekmueHOCMb.

[[51], mameHeHo — aobaeneH npumep]
3.1.60 nccnegoBaHve No MecTy HaxoxaeHUA nauueHTa (point of care testing, near-patient testing):
WccnepoBaHue, kOTOpoe NPOBOASAT MO MECTY HaXOKAEHUS NauMeHTa BHe MeguumHcKkux nabopartopui.

MpumeyvyaHue 1— 3TO He OTHOCUTCA K Npoueaypam B3ATUA rnpobs! (3.1.77).

I puMeEeYHaHUe 2—B HEKOTOPbLIX PETNYNATOPHBIX KPUCOWMKUMAX 3TO TAaKXKe Ha3blBalT TECTUpOBaHWEM NCCcneno-
BaHWA B MECTEe OKa3aHnA ME,E[VILI,VIHCKOIH NOMOLLIA.

[[51], 3.27, nameHeHO — nNpumedaHme 1 nckn4eHo]

3.1.61 npegukTUBHOE MeauuuHckoe uzgenue UBL (prediction in vitro diagnostic medical devices):
MeauuuHCKOe n3genune, Ucnonb3yemoe Ansg ycTaHoBNeHus (hakTopoB, onpefensioLlMx BepOSTHOCTE peakLUmnm
nauueHTa nnu NnoboYHLIX peakunin Ha KOHKPETHYI Tepanuio.

MpumevaHne 1— VccnenoBaHusa npenHasHadeHbl 4NA OLEHKU COCTOAHWA NauveHTa B ByayLiem.

[[46], npunoxeHue, Tabnuua 1, N3AMEHEHO — BTOPOE NPeanoXeHUe UCKMIYeHOo]

3.1.62 meguumHckue mnagenua UBO ona BbiABNeHWA npegpacrnorioxeHHocTu (predisposition in
vitro diagnostic device): W3genue, ncnonb3yemoe Ons onpeneneHuss BEPOATHOCTW Hadvana 3aboneBaHus
[T. e. oueHka pucka (3.1.74) pazeuTtua 3aboneraHus B ByayliemM] y 6eCCUMNTOMHBIX NALUEHTOB.

MpumeyvyaHue 1—[ndanauneHToB Cc JOCTATOMHbBIM puckoM (3.1.74) 3aboneBaHus (onpedeneHHbIM No pesynb-
Tatam aHanw3oB) MoryT BbITe MPUHATEI NPOUNAKTUYECKUE MEpbI.

MpumevyaHune 2— VccnenosaHua npeaHasHadeHbl 4NA OLEeHKM Byayilero CoCToAHWA nauveHTa.

[[46], npunoxeHue, Tabnuua 1]

3.1.63 nporHocTuyeckoe MmeguunHckoe usgenue UB[ (prognosis in vitro diagnostic medical device):
MeauumHcKoe nagenve, UCNonb3yeMoe AN yCTaHOBNeHWst (PakTopoB, CBA3aHHbIX C KMMHWYECKMM MCXOO0M,
HEe3aBMCUMO OT NeYeHUs.

I punMmeyvyaHKUe 1 — WMiccnegoeaHunsa MOryT ObITb MCMOMb30BaHbl A5 OUEHKM eCTECTBEHHOM pa3BUTKA 3abone-
BaHWA (T. €. ucxoga B OTCYTCTBUE J'Ie'-IeHMﬂ) nnu ana onpeneneHna BepPoOATHOCTHU KNMHWMYECKOTo UCXoda He3aBUCUMMO OT
TepaneBTU4eCKOro BMeLlaTenbCTBa.

MpumevyaHune 2— VccnenosaHusa npeaHasHadveHbl ONA OLIEHKW COCTOAHWMA nauveHTa B Byayuiem.
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[[46], npunoxeHune, Tabnuua 1]

3.1.64 mepbl npegocTopoxHOCTU (precaution): MiHdopmaunsa o niobbix ocobbix Mepax NpegocTopoX-
HOCTK, KOTOpble AOMKHbI NpeanpuHUMaTL Nonb3oBaTeny ana GesonacHoro M adgeKkTUBHOMO NpUMeHeHUs
meduyuHckoao uddenus MB/A (3.1.33) unu onsa npeoTepalleHus noBpexaeHnsa MmeduyuHckoao usdenus NBM
(3.1.33), KOTOpOE MOXET NPOU30NTK B pe3ynsTaTe ero UCNonb30BaHUA, BKIKOYas HENPaBUNbHOE MPUMEHEHNKE.

Mpumeuvanune 1— Pasnuuve mexny npedynpexdeHusamu (3.1.93) 1 mepamu NnpegoCTOPOXKHOCTAMMK COCTOUT B
CTENEeHN BEPOATHOGTY NOSBNEHUA U TSKecTM pucka (3.1.747). Cm. onpeaenenve npedynpexdeHus (3.1.93).

[IMDRF GRRP WG/N52 FINAL 2019, MNMpuHUMNbl MapKMPOBKM MEANLUWUHCKUX M3Oenuii 1 MeauLUHCKUX
n3genuin UBL, 3.29, MaMeHeHO — «yCTPOMCTBO» MCKMOYeHo 1 fobasneHo npumedadue 1]

3.1.65 nepBuyHas npoba, obpasey (primary sample, specimen): OTgensHas nopuust BUOMOrMYECKON
XKUOKOCTU UMK TKaHKW, B3dTas ANS UCCNefoBaHWUA, U3YYEHWUA UMW aHanM3a Of4HOW UMM HECKOMbKUX Benu4yuH
UMW XapakTepUCTUK ANSA onpegeneHns xapaktepa Lenoro.

MpumeyvyaHnune 1 — GHTF ucnonb3yeT TepMuH «obpasel» B rapMOHM3UPOBAaHHLIX PYKOBOAALLMX OOKYMEHTaX
anga obosHavyeHna npobel (3.1.77) GBronornyeckoro NPOMCXoXaeHUs, NpegHasHadeHHon ana uccnedosarusd (3.1.21) B me-
AununHckon nabopaTtopuu.

[MCO 15189:2012, 3.16, U3aMeHeHO — npuMedaHus 2 U 3 NCKMNHYEHbI]

3.1.66 usgenve gnAa B3ATMA NepBUYHOW Npobkl, M3aenve AnA B3ATUA obpasua (primary sample
collection device, specimen collection device): Miagenne, cneuvManbHO NpegHa3HavYeHHOe U320Mosumernem
(3.1.42) meguumHckoro usgenua MBI ana nonyyeHus, COAEPXKaHNA U XPaHEHUS XUAKOCTA UMM TKaHW nauu-
eHTa Ansg npoBefdeHus uccnedosaHus (3.1.21) MB.

MpumedvaHune 1— BknoyaeT usgenus, NnpegHazHavdeHHbIe ONA XpaHeHus rnepauyHou npobsi, obpasya (3.1.65)
OnA npoeedeHun uccredosaHus (3.1.21).

MpumeyaHue 2 — BkoyaeT Kak BaKyymHble, Tak U HEBaKyyMHble M3genus ANsA B3ATUA NepBUYHBIX Npod,
o6pa3suos.

MpumeyvyaHne 3 — B EBpone nagenue Ans B3ATUA 06pa3LoB MOXET Ha3biBATbCH «KOHTeWHep Ans obpasua»
[cm. [54], cTtaTba 2 (3)].

[[54], cTaTea 2, (3), M1BMEHEHO — CMOBA «YCTPONCTBO, Byab TO BAKYYMHOIO TUMNA UMK HET» 3aMeHeHbI Ha
«u3genue», a cnoBa «ero U3roToBUTENEM AN NEPBUYHOIC YOEPXaHUA U coxpaHeHus obpa3uoB nayneHTa c
Lenblo» 3aMeHeHbl Ha «M3roToBuTeneM MeguuuHckoro uagenus VMBI ong nonyyeHus, cogepxaHust U xpaHe-
HUS XMOKOCTU UNU TKAHUW NauueHTa ans»]

3.1.67 ngeHTUbUKaTOp MeOQULMHCKOro U3AerinA, YHUKanbHbIA naeHTUdhUKaTop n3genus, npous-
BoAcTBeHHbIA ngeHtudmkatop; UDI-PI (production identifier, unique device identifier-production identifier;
UDI-PI1): Lncbposoi unu BykBeHHO-LUU(POBON KOA, MAEHTUDULMPYOLWWA eOUHULY U3roTOBNEHHOrO M34enuns
B YHUKanNbLHOM UOeHTUdUKaTope n3genus.

Mpumeuvanune 1—lpumepsl pas3nuyHeix Tunos UDI-PIl BknioyaloT cepuitHeIi HOMEp, KOA4 NapTuK, BEPCUIO Npo-
rpammHoro obecneyeHns, AaTy NPOM3BOACTBA W/MMW CPOK rOgHOCTH.

[[50], pasgen 5, naMeHeHO — «MPOWM3BOACTBO N3OeNnaA» 3aMEHEeHO Ha «W3roToBMeHWe N3genus B yHKU-
KanbHOM WOEeHTUMUKATOPE M3Oenusa», a KBEPCUsA NporpaMMHoro obecnedvyeHus Kak MeguLUHCKOro 13genust
(SaMD)» 3ameHeHo Ha «Bepcusi NporpaMmMHoro obecneveHns»|

3.1.68 npodpeccnmoHanbHoe ncnonb3oBaHue (professional use): YkasaHue Toro, Yto MeduyuHCKoe u3-
Odenue MB/] (3.1.33) npegHa3Ha4yeHo 4ns MeguUMHCKMX paboTHUKOB, UMELWMX NpodunbHoe obpasoBaHue 1
npowegwunx obyyeHue (3.1.86) ona npoBeaeHUst MEAULMHCKNX NabopaTtopHbix uccrnedosanud (3.1.21).

3.1.69 paguovactoTHaa ungeHtucpukauma; RFID (radio frequency identification; RFID): ®opma bec-
NPOBOOHOW CBSA3M, BKIMHOYAKLLAsA WCNONb30BaHUE 3MNEKTPOMArHUTHOW WIM 3NeKTPOCTaTUYeCKOW CBSA3U B
pagnoYacTOTHOW YacTu aNeKTPOMarHWTHOMO CnekTpa AN yHUKanbHoW ngeHTMdUKaumMm obbekTa, KUBOTHOIO
Unun Yenoseka.

3.1.70 peakTuBHbIN peareHT (reactive ingredient): KOMNOHEHT, y4acTBYHOLMIA B XMMUYECKOW peakLnm,
npeaHasHavYeHHbIn ans obHapyXeHUsa Unu n3MepeHus Kakon-nmbo BenMYmUHbBIL.

Mpumep — AHmumena, cneyuguyeckue nocrnedosamenbHOCMU HyKieomudos eupycos, cybcmpamsl
ghepmeHmos.

" B opuauHane owub0oyHo ykasaHa cebiika Ha 3.1.43.
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MpumedvaHue 1— Takue coCTaBnsAWLME, Kak Bydepsl, KOHCEPBaHTLI M CTabUNM3aTopbl, KOTOPLIE HE YYacTBy-
HOT B XUMUYECKOWM PeakLMm, He CHATAIOT PeaKTUBHLIMUW peareHTamu.

3.1.71 ctangapTHbIA obpa3sey (reference material): Marepvan, 4OCTATOYHO OQHOPOAHBLIA U CTabunb-
HbIM B OTHOLUEHWW OAHOMO MW HECKOMNbKMX ONpedereHHbIX CBONCTB, A4S TOro, 4Tobbl ucnonk3oBaTh €ro npw
usmepeHuu (3.1.46) unun uccnedosaruu (3.1.21) ka4eCTBEHHBIX CBOWCTB B COOTBETCTBUM C ripednosazaemMbim
ucrnonb3osaHuem (3.1.37).

MpumeyvyaHnue 1 — CraHgapTHele obpasubl C NPUNUCAHHBIMU 3HAYEHUAMW BEMWUYUH UNK Be3 HUX MOryT BbITb
MCMNOMb30BaHbl NS KOHTPONs Mpeyu3uoHHocmu usamepeHutl (3.2.32), Toraa kak ansa kanubposku (3.1.11) nnu koHTpons
npasunsHocmu uaMmeperutl (3.2.37) — Tonbko cmaHdapmHble obpa3up! (3.1.71) ¢ npunMcaHHbIMU 3HAYEHUAMMW BENUYNHBI.

Mpumeyvyanune 2 — pu gaHHom uamepeHuu (3.1.46) NnpMMeHeHHbIW cTaHOapTHLIA obpasel, MoXeT BbiTe MC-
Nnonb30BaH Tonbko AnA kanubpoeku (3.1.11) unu ana oLeHKW KadecTea.

MpumeyvyaHue 3 — MNoHATME «CTaHOAPTHLIA 0bpa3sel» BKNKOYaEeT B cebsa MaTepuansl, BOMNMOLWAKLLMe KaK Be-
TNMMKUHBI, TAK U KAYECTBEHHbIE CBOWCTBA.

MpumevaHmne 4 — lNpumepsl cTaHgapTHbIX 0O6pa3LOB, BOMMOWAIOLWMX BEMUYMHBI, BKIIOYAKOT BOAY YCTaHOB-
NEHHON YUCTOTLI, AMHAMWYECKYH) BA3KOCTb KOTOPOW WCMONb3YIOT ANA KanwbpoBKM BUCKO3UMETPOB; NNai3my KpoBW, CO-
Jepxallyi YCTaHOBMEHHYH MacCOBYH AOMK [MHKO3kb!, UCTMONb3yeMyto B KadecTBe kanubpamopa (3.1.13), U CbIBOPOTKY
KpoBW YeroBeka 6e3 yCTaHOBMEHHOMo 3Ha4YeHUst BEMWYMHBI KOHLEHTPaLUumM coBCTBEHHOro XonecTepuHa, UCNonb3yemMyto
TOMBKO B KAYECTBE KOHTPONMBHOIO Matepuana npeumMavoHHOCT uaMmepenun (3.2.32).

MpumevaHne 5 — lNpumepbl cTaHOapTHbIX 06pa3LOB, BOMMOWAOLLMX Ka4ECTBEHHBIE CBOWCTBA, BKMKOYAKOT
LiBETHYI0 Juarpammy, KOTopasi NoKasblBaeT O4WH Uin Gonee KOHKPEeTHbIX LiBETOB, CTpykTypy OHK, cogepxaluyto onpene-
NEHHYI0 NOCTEAoBaTENBHOCTb HYKIIEMHOBOW KMCINOThI, MOYY, coaepKallly 19-aHaopoCTeHEONOH.

MMpumevyaHme 6— CraHOapTHbIM 0bBpa3sel MHOrOA BKMOYAKT B cOCTaB MeduyuHcKoao usdenus MBI (3.1.33).
lMpumep 1 — Bewecmeo ¢ uzsecmHol mMpolHoU MoYyKol, 8KITFOYEHHOe 8 14YeliKy ¢ MPoUHOU MoYKoU.

Mpumep 2 — Cmekno ¢ uzsecmHoll onmuYyeckoll MIOMHOCMbK, 8CMas/eHHoe 8 depxamens hunsmpa
nponycKkaHusi.

Mpumep 3 — lapuku uzeecmHo20 pasMmepa, NoMelleHHbIe Ha cialid 0n1s nposedeHuUss MUKPOCKONMUYECKO20
uccnedoeaHus.

MpumevyaHune 7 — CraHgapTHbl obpasel, CONPOBOXOAEMbIN JOKYMEHTaUMeln YrnonHOMOYEeHHOro opraHa 1
coOepalluii CCbINKU Ha BanuanpoBaHHble METOAMKU, MCNOMb30BaHHbIe 418 NOMyYeHWsa YCTaHOBMEHHOTO 3Ha4YEeHUA CBOI-
CTBa C COOTBETCTBYHLIUMI HEONPEAENEHHOCTAMMU 1 MPOCIEXMBAEMOCTbBIO, HA3LIBAETCH CEPTUULMPOBAHHBLIM CTaHOAPT-
HbIM 0Bpa3sLoM.

Mpumep 4 — CbleopomkKa KpoeuU 4esioeeKka ¢ NPUnuUcaHHbIM 3Ha4eHUeM eenuYUHb! G151 KOHYeHmpayuu xo-
JlecmepuHa u coomeemcmeayrouell HeornpeodeneHHOCMbBI U3mepeHus (3.2.38), ucnonb3yemas e kayecmeae Kanu-
6pamopa (3.1.13) unu koHmponsHo20 Mamepuana (3.1.15) dns onpedeneHus npasunbLHOCMU uaMmepeHul (3.2.37).

MpumevaHue 8 — HekoTopble cTaHgapTHble 0Bpa3Lbl UMEKT NPUNUCAHHBIE 3HAYEHUSA BENMYUHBI, METPOSO-
rMYECKM NPOCNEXNBAEMbBIE K BHECUCTEMHON eduHuue usmepeHus (cm. 3.2.39). K Takum obpasuam OTHOCATCHA 3masioHbl
(3.2.36) Buonornyeckoro NPOUCXOXAEHWA, KOTOPbIM MexayHapoaHele eauHuusl (ME) npunuceiBatoTes BcemmupHon opra-
HW3aumnein 30paBoOXpaHeHNs.

Mpumevyanune 9 — Cneumndvkauma Ha cTaHOAPTHbIA obpasel BKMNKOYAET ero martepuansHyo npocrnexvBae-
MOCTb, KOTOpas NoKa3kLIBAEeT ero NpoucxoxaeHue n obpaboTtky. TpeboBaHug K cneundrKkauuam Ha CTaH4apTHeIE 0Dpasubl
ana mMeduyuHckux uzdenul MBLA (3.1.33) npueegeHsl B UCO 15194.

MpumevyaHne 10— Mcnonb3oBaHre cTaHAapTHBIX 06pa3LOB MOXKET BKNoYaTe kKanubpoeky (3.1.11) cuctemel
usmeperutl (3.1.46), oueHky memoduku uamepenud (3.1.50), npucBoeHne 3HadeHMA ApyruM obpasuam v KOHTPOIb Kade-
ctBa. CM. Takke atanoH (3.2.36).

Mpumevanue 11— UccnedosaHue (3.1.21) KA4eCTBEHHbBIX CBOWCTB AaET 3HAYEHWE Ka4EeCTBEHHONo CBOMCTBAa
M CBA3AHHYH C HUM HeonpeaeneHHoCTb. 3Ta HEeONpeaeneHHOCTL He ABMNAETCH HeonpedeieHHoCMbeHo uamepeHus (3.2.38).

MpumevaHue 12 — ISO/REMCO (KoMuTeT no cTaHdapTHeIM obpasuam) UMeeT aHarnorudHoe onpeaeneHuve,
HO MCMONb3YET TepMUH npouecc usmepeHus (3.1.46) ons obosHaveHna uccnedosaHus (3.1.21), yTobbl OXBATUTL Kak uU3-
mepeHue (3.1.46), Tak u uccnedosaHue (3.1.21) kKa4eCTBEHHbIX CBOWCTB.

MpumeyvaHnune 13 — AgantuposaHo U3 Pykoeoactea MCO/M3K 99:2007, 5.13.
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3.1.72 pechepeHTHaa metoguka maMmepeHmn (reference measurement procedure): Memoduka uzme-
peHul (3.1.50), Ans KOTOPOW MPWHATO, YTO OHa obecrne4ynMBaeT MPUEeMNeMOCTb Pe3y/IbMmarnos U3MepeHuu
(3.1.51), cooTBeTCTBYIOLWWX NpednonazaeMoMy ucrons3oearuro (3.1.37) Npu oLeHKe npasunbHoOCMU U3Me-
peHull (3.2.37) 3HayeHul eenuyuH (3.2.52), nony4eHHbIX No ApyruM memodukam uameperul (3.1.50) senu-
YWH TOro e poda, npu kanubposke (3.1.11) nwu Npw onpegeneHyn xapakTepucTuk cmaHO0apmHbix 0bpasuoe
(3.1.71).

Mpumeuvanne 1— TpeboBaHua k pedpepeHTHBIM Memodukam uamepeHud (3.1.50) ana meduyuHckux usdenud
“BM (3.1.33) npuBeneHsl B MCO 15193.

MpumeyaHune 2 — lNpuMepbl UCMONbE30BaHWUA pedpepeHTHbIX Memoduk usmepeHud (3.1.50) ona npucBoeHus
3Ha4veHun kanubpamopam (3.1.13) MBI npuseneHsl B MCO 17511:2020 n MCO 18153:2003.

MpumevaHnune 3 — Memoduky usmepenrud (3.1.50), ucnonb3ayemyro Ana nosyvYeHus pesyfbmama UaMepeHus
(3.1.51) 6e3 cpaBHeHua ¢ amanoHom (3.2.36) eQMHULbI BENWYMHBI TOTO XXe poAda, HasblBaloT MepBUMYHON peddepeHTHON
MeToaukon naMmepeHus (cMm. Pykoesoacteo MCO/M3K 99:2007, 2.8).

[Pykorogcteo MCO/M3K 99:2007, 2.7, nameHeHo — fobaeneHbl npuMedanunsa 1—3]
3.1.73 ocTaTouHbIN puck (residual risk): Puck (3.1.74), ocTatowmiicsa nocne NpUHATUS Mep Mo ynpas-
neruio puckamu (3.1.75).

Mpumeyanune 1— OcTatoyHble pUCKK NPEACTABMNEHbI B MHCTPYKLMSAX MO NPUMEHEHWIO ANs Nofb3oBaTenei.
Cwm. ISO/TR 24971.

[PykoeogcTteo MCO/M3K 51:2014, 3.8, nuameHeHo — gobaeneHo npumedaHue 1]

3.1.74 puck (risk): CoveTaHne BeposTHOCTU HaHeceHust gpeda (3.1.24) u TskecTu aToro epeda (3.1.24).

[Pykosogcteo MCO/M3K 51:2014, 3.9, nameHeHo — npumedaHne 1 ncknoveHo)

3.1.75 ynpaBneHue puckom (mepa) (risk control (measure)): Mpouecc, B xo4e KOTOPOro NpMHUMAaT
peLIEeHUs K BLIMOMHSIKT Mepbl, MOCPeaCTBOM KOTOPLIX pucku (3.1.74) cHuxaTCs 40 YCTaHOBMEHHbIX YPOBHER
Uy NOAAEPXKUBAKOTCA B Npeaenax 3afaHHbIX YPOBHEN.

MpumedaHune 1— Mepbl ynpasneHUss puckamu, OCHoBaHHble Ha Mapkupoeke (3.1.35), B MICO 14971 Ha3blBa-
0T MHpopmaumen no 6esonacHocmu (3.1.76) U cunTaloT HauMeHee 3ahPeKTUBHLIM BapWUaHTOM yrNpaBneHua puckamun B
nopsake NPUoOpUTETHOCTK ynpaenenus puckom (3.1.74). Mapkupoeka (3.1.35), npegHaszHa4vyeHHas B kadecTse MHopma-
uuu ana 6esonacHocmu (3.1.76), BkrovaeT B ceba:

- UHCMIpYKYUU No npumeHeHuro (3.1.36),
oepaHuyeHue memoduku (3.1.41),
Mepsbi pedocmopoxHocmu (3.1.64),
npedynpexdeHus (3.1.93),
TexHuky 6eszonacHocmu (3.1.76).

MpumeuvaHnune 2 — Ob6ulee pykoBOACTBO MO NpedocTaBneHuo uHdopmauumn no bezonacHocmu (3.1.76) ns-
aenng npuseneHo B ISO/TR 24971. Obuwee pyKOBOACTBO NO OUEeHKe WHhopMauuu B oTHoleHuW 6e3onacHocmu (3.1.76)
NPMMEHEHWA N3AENWA, BKMNOYaa Mepbl N0 yNpaBneHu puckaMu, B TOM YMcre paccMoTperue rpedynpexdexut (3.1.93)
B MHCTPYKUMK N0 NpumMeHeHno, npueegeHo B ISO/TR 24971.

MpumeuvaHnune 3 — PykoBoacTBo, kacawlweeca nHopmaumm no 6esonacHocmu (3.1.76) meduyuHckux usde-
nud MB (3.1.33), npueegeHo B ISO/TR 24971.

[MCO 14971, 3.2.1, uameHeHo — gobaBneHsbl npumedanna 1—3]

3.1.76 6e3onacHocThb (safety): OTcyTcTBMe HegonycTumoro pucka (3.1.74).

[PykoBogctBo MCO/M3K 63:2019, 3.16].

3.1.77 npoba (sample): OgHa N1 HECKOMNbKO penpe3eHTaTUBHbIX YacTer, B3ATbIX U3 CUCTEMbI, KOTOpPbIE
npegHasHavYeHbl ONs NpegocTaBneHns nHopMaun 0 CUCTEME.

lpumep — Mopuyus cLIBOPOMKU, 83AMas U3 nepeu4Hol Npobwi, o6pasua (3.1.65) ceepHyswelica Kpoeu.

[MCO 15189:2012, 3.16, n3MeHeHO — CMNOBO «4acTWU» 3aMEHEeHO Ha «penpeseHTaTUBHbIe YacTu», a
CNoBa «NepBWYHbIA 0Bpaseuy» 3aMeHeHbl Ha «CMUCTEMbI, KOTOpble NpegHa3HaqYeHbl ANst NPeaoCTaBneHnsa MH-
dopmaumm o cuctemer. NpumMep McknYeH U gobasneH HOBLIM NpuMep]

3.1.78 ckpuHUMHroeoe MeguuunHckoe nsgenue UBM (screening in vitro diagnostic medical device): U3-
Jenue, UCromnb3yemMoe AN onpeferneHus CocToaHUsA BoneaHu, pacCTpoUcTBa unu apyroro hu3nonornyeckoro
COCTOSIHUA MPU OTCYTCTBUM CMMMTOMOB Y NaumneHTa.
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MpumevaHmne 1 — lNpumepsbl BKNOYAKT UCCNEOOBaHUA ANS rEHETUYECKOrO CKPWHWHIA PaHHEro BbISBMEHUS
3aboneBaHun, cHWeHWa pucka (3.1.74) nepegayn MHMEKUMOHHEIX 3aBoneBaHui, HaNpUMep, NpeHaTanbHbIA CKPUHWUHT 1
CKPWHWHI JOHOPOB (NepenvBaHWe KPOBW UMK TpaHCnNaHTauus).

MpumeyvyaHune 2 — B 3aBUCMMOCTK OT XapakTepa 3aboneBaHMa U pedepeHTHOW Nonynauum MHAMBMOYYMOB
CKPMHWHIOBbLIE TECTbI MOTYT MCMOMbL30BaTbCA PErynApHO UMM MOTYT ObiTb OrpaHUYeHbl NauWeHTaMu «rpymnnbl pucka»
(3.1.74).

I pupMeHaHMe 3— CKpMHMHFDBbIe nccnegoBaHua npegHasHa4eHbl 4NA OUEHKKU TEKYLLETNO0 COCTOAHWMA NauneHTa.

[[46], TaBbnrua 1 NpUNoXKeHUs, UBMEHEHO — CIOBa «aHanuabl ANs reHeTUYeCKOro CKPUHWHIA, TecThbl ANA
hMU3NONOrMYECKOro TUMUPOBAHKSA» 3aMEHEHbl Ha «FeHEeTUYECKOro CKPUHWMHIA paHHero BbisiBneHus 3abonesa-
HUK» B puUMedaHnn 1]

3.1.79 camotecTupoBaHue (self-testing): Vicnons3aoBaHne meduyuHckozo usdenus (3.1.53) wnu me-
duyuHckozo uzdenus MBI (3.1.33) HenpogheccuoHanbHbiM nons3ogamenem (3.1.40), kKOTopbIA OTBEYAET 3a
cbop gaHHbIX UNuK B3ATUE nepauyHol npobsi, o6pa3ya (3.1.65), camocTosATeNLHO 1 ONs cebs, B COOTBETCTBUM
C MHCTPYKUWEN, NpefocTaBneHHon uzeomogumenem (3.1.42).

I pupMeEeHaHUe 1 — CaMOTBCTMpOBaHMe MOXET TAaKXe BKNH4YaTbh BbINOITHEHWE UCCNeqOBaHWA U MHTepnpeTa-
LMK NONYyYeHHbIX Pe3ynbTaTOB CaMOCTOATENBbHO M NPUMEHUTENBHO K NONB30BaTENto.

I punMmedYyaHKUe 2— CaMDTECTVIpOBaHME MOXET BKNK4YATL YCNYyrn CTOPOHHENo nuua, oCylecTBnALLero yxod.

Mpumevanune 3 — [na Eeponelickoro Coko3a aTo onpegeneHye BKIKOYaeT YCNyr No MccneaoBaHuo, npea-
naraemble HernpogeccuoHanbsHoMy rnonb3oseamerno (3.1.40) nocpencTeom ycnyr tenemeanuunHel ([54], ctates 2).

MpumevyaHme 4 — OBLIMHO BLINOMHAIOT BHE MEAMULMHCKOrO yupexaeHus 6e3 KOHTpons cO CTOPOHbI MEAULMH-
ckoro paboTHuka. [AganTMpoBaHo M3 onpederneHnsa «yCTPOWUCTBa ANa camoTecTupoBaHua» B [54], ctatea 1, 2(d)).

[[51], 3.40, nameHeHo — gobaBneHbl npuMedaHus 2—4]
3.1.80 nonykonuyecTBeHHbINW aHanu3 (semi-quantitative examination): Habop onepauwi, gatowmx pe-
3yneTaThl B NpMbnnanTeneHOM gManasoHe 3Ha4YeHun (HanpuMep, cregoBble yMepeHHble KonM4ecTea).

MpumevaHne 1—/lonyKonM4ecTBEHHbIE aHAMKU3bI MO CYTW SABMAKTCA KAYECTBEHHBIMI aHANM3aMK C AOMOMHU-
TenbHOW onuuel AuanasoHa peakuuu (koadUUMEHT NO3UTUBHOCTH, pa3BeaeHre, 4O KOTOPOro Nony4YeHs! NonoXUTenb-
Hble pesyneTaThl, UMW CpaBHeHKWE ¢ LIBETOBOW AMarpaMmolt).

[[43], uameHeHO — nepBOHaYanbHbI TEPMUH BbIN «MNONYKONMMYECTBEHHbIA»; AobaBneHa gpasa «Habop
onepauun» v npumevaHuve 1]

3.1.81 cepuinHbIn HoMep (serial number): Homep MeguLUMHCKOro M34enusi, coaepalunini KoMOrHaLu o
BykB Mnu undp, BbibpaHHyto uzzomosumenem (3.1.42), npeaHazHa4YeHHY0 ANA KOHTPONsS Ka4yecTBa U MAEHTU-
dhuKaynn ¢ uenbi OAHO3HAYHOro OTNUYKNA OTOENbHOrO MeduyuHckoao uidemnus (3.1.53) oT gpyrnx MeduyuH-
ckux u3denul (3.1.53) ¢ TeM xe KaTanoXHbIM HOMEPOM UM HOMEPOM MOJENW.

[MCO 20417:2021, 3.22]

3.1.82 cpok xpaHeHus (shelf-life): Mepuon BpemeHu 0o UcTedeHus cpoka eodHocmu (3.1.22), B Teue-
HWe KOTOpOoro peazeHm 0na duasHocmuku in vitro (3.1.34) B opUrMHanbHOM yNnakoBKe COXpaHAeT CBOW cma-
6unsHocmb (3.1.85) Npy ycnoBuAX XpaHeHWsl, ykasaHHbIX uzzomosumenem (3.1.42).

Mpumevanne 1— CmabunbHocms (3.1.85) v cpok 2o0Hocmu (3.1.22) ABNAIOTCA POACTBEHHBIMW MOHATUAMM.

3.1.83 uapgenue gnsA ogHoOKpaTHOro npumMeHeHuMa (single-use device): Meduyurckoe uzdenue (3.1.53)
unu meduyuHckoe uzdenue MB/] (3.1.33), npMMeHsemMoe ONSA UCCNefoBaHWs OAHOro NauuveHTa B TedeHue
npoBefeHWs1 O0HON MEeOULMHCKOW Npoueaypbl ¢ NocnenywLLen ero yTunuaaumen.

Mpumeyvyanne 1— Wagenne He npedHaszHa4yeHo A8 NepepaboTk U MOBTOPHOMO NpUMEHEHWUS.

[[52], 3.36]

3.1.84 3anacHas 4acTb (spare part). KOMNOHeHT, NpegHa3Ha4YeHHbI 3aMeHNTb WOEHTUYHbBIA MK No-
OOOHBIN KOMMOHEHT MegWLUMHCKOTo n3genvsa 6e3 nameHeHus QyHKLMOHaNbHOCTH.

3.1.85 cTabunbHocTb (stability): CnocobHocTe MeduyuHckozo uzdenus MB/ (3.1.33) coxpaHaTb yHK-
LMOHaMNbHbIE XapaKkTepPUCTUKK B Npeaenax, ykasaHHbix uzzomogumenem (3.1.42).

MpumeyvyaHunme 1 — CTabunbHOCTL NMPUMEHAKT:
- K peazeHmam 0ns1 QuazHocmuku in vitro (3.1.34), kanubpamopam (3.1.13) 1 KOHTPONBHEIM Matepuanam npu xpa-
HEHWW, TPAHCMNOPTUPOBAHUK 1 NPYMEHEHUI B YCNOBWAX, YKasaHHbIX uzzomosumenem (3.1.42);
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- nMounM3npoBaHHeEIM MaTepuanamM nocre BOCCTaHOBMeHWsl, paboyuM pacTteBopam, mMatepuanam nocne OTKpbl-
TWUH 3anevyaTtaHHOW YNakoBKM B TOM Cryyae, eCny OHW NMPUroTOBMEHBI, MCMONB30BANMNCL U XPaHWUINUCEL B COOTBETCTBUU C
WHCTPYKUMAMW U3rOTOBUTENS NO NPUMEHEHWIO;

- cpeacTBaM U3MepeHUn Unu uamepumersHbiM cucmemam (3.2.40) nocne kanubposku (3.1.11).

MpumeyvyaHune 2— CrtabunbHocTb peazeHma 05 OuasHocmuku in vitro (3.1.34) wnu usmepumensHou cucme-
Mol (3.2.40) 0BbIYHO OLEHMBAKOT KOMMYECTBEHHO MO OTHOLUEHMHD KO BPEMEHM C TOYKW 3peHus:

- NPOAOIMKUTENBHOCTW BPEMEHHOMO MHTEPBana, B TEYEHWE KOTOPOro METPONOrMYECKOE CBOWCTBO M3MEHSAETCH Ha
YKa3aHHYI0 BEMWUYMHY, UNn

- M3MEHEHWA CBOWCTBA 32 ONpeaeneHHbI MPOMEXYTOK BPEMEHMU.

MpumevaHnne 3 — ApgantuposaHo u3 Pykosogctea MCO/M3K 99:2007, 4.19, 4yTobbl coenaTh onpedeneHve
NpPMMeHUMbIM AN MeavumHckoro nagenusa MBI B uenom, nommumo obopygoeaHuns BL.

3.1.86 obBy4eHue (training): MHCTpyKUKMA, NpeaHasHavYeHHasi AN KOHKPEeTHOro NpuMeHeHus, Heobxoau-
mMas ans 6e3onacHoro U NpaBWNbHOIO MCNONb30BaHWUA MeduyuHckoao uzdenus MB/L (3.1.33), paccumTaHHas
ans obyyeHus nonb3oBaTens.

3.1.87 maTepmansl gna KOHTponA npaeBunbHocTu (tfrueness control material): CmaHdapmHeiti o6pa-
3ey (3.1.71), npyMeHaeMbIA AN OLEHKU CMeLleHns usmepumensHol cucmemsi (3.2.40).

[MCO 17511:2020, 3.46]

3.1.88 HocuTenb UDI, UDI (UDI carrier): Cpegctea nepegaun UD/ (3.1.89) ¢ nomolbo asmomamudye-
ckol udeHmucgpukayuu u cbopa daHrbix (3.1.6) n, ecnu npumeHnmo, ydobovumaemsit nepesod (HRI) (3.1.29).

MpumevaHune 1—Hocutenu MoryT BKMOYaTk, Hanpumep, ID/nuHeRHbIR WTpuxkod, 2D/MaTpUyHbIA LWUTPUXKOA,
RFID (3.1.69).

[[50], pasgen 5]

3.1.89 yHukanbHbIA ngeHTUdukaTop yctponctaea, UDI (unique device identifier, UDI: Cepusa uudpo-
BbIX UIMKM BYKBEHHO-LUN(POBLIX CUMBOMNOB, CO34aHHAas HA OCHOBE MPUHSATOTO BO BCEM MUpE cTaHgapTa uaeH-
TUUKaALMKU U KOOMPOBAHUS U3AENWUIA.

MpumeyvaHne 1—Tlo3BonseT o4HO3HAYHO UOEHTUKULNPOBATEL KOHKpPETHoe MeduyuHckoe u3derue (3.1.53) B
npouecce ero obpalyeHus.

MpumevyaHnune 2— UDIcocrout ns UDI-DI (3.1.18) u UDI-PI (3.1.67).

MpumeuyaHue 3— CnoBo «yHUKANbHLIR» HE NogpasymMmeBaeT 06o3HaYeHWUsa cepui OTAENbHBIX NPOU3BOACTBEH-
HbIX eauHIL.

[[50], pasgen 5]

3.1.90 owmnbKa npumeHeHna (use error). BeinofiHeEHWe UNK HEBLINOMHEHWE OEeNCTBMSA NOMb30BaTenem
Npyv Mcnonb3oBaHUN MeduyuHckozo u3denus (3.1.53), npuBogsLlee K pe3ynsraTty, oTNMYarLWweMycsa oT npes-
YCMOTPEHHOro u3zomosumenem (3.1.42) unv oxxngaemoro nonbL30BaTenem.

MpumedaHune 1— Ownbka NpUMEHEHUA BKIKOYAET B ceba npomaxu, NPonyckn U HenpaBWIbHOE NpUMeHeHne
Nonb30BaTENEeM.

Mpumeuvanne 2—BIEC62366:2015, npunoxeHue B n D.1.3, npeacraBneHsl npumepb! oWMBoK NPUMEHEHUS.

[M3K 62366-1:2015/AMD1:2020, 3.21]
3.1.91 eanupgauus (validation): Bepugukayus (3.1.92), npu KOTOPOW ycTaHOBNeHHbIe TpeboBaHusa co-
OTBETCTBYIOT npednonazaemomy ucnons3ogaHuro (3.1.37).

Mpumep — Memoduka usmepeHus (3.1.50) koHUeHMpauuu KpeamuHUHa 8 CbIBOPOMKe KpoeuU nayueHma
makke Moxkem 6bimb eanudupoeaHa Ons uzmeperull (3.1.46) kKoHUeHMpayuu KpeamuHUHa 8 MoYe nauyueHma.

Mpumeyvyannme 1 — MCO 9000:2015, TepmuH 3.8.13, onpegendeT Banuaauuio Kak NoaTBep:aeHUe nocpea-
CTBOM NMpeaocTaBneHns 06beKTUBHBIX A0Ka3aTeNnbCTB TOro, YTo TpeboBaHUsA ANs KOHKPETHOrO npednonazaemMozo UCrob-
30e8aHus (3.1.37) unu npuMmeHeHns Bbiny BoIMONMHEHBI.

[Pykosogcteo MCO/M3K 99:2007, 2.45, nameHeHo — «npumep» ObiN MCKMoYeH u gobaBneHbl HOBbINA
npumep 1 npumeyaxHune 1]

3.1.92 Bepudcpukauma (verification): MNpenocTaBneHne oObLEKTUBHBLIX OOKA3aTENLCTB TOMO, YTO AaHHbIA
0BBEKT MOMHOCTLI COOTBETCTBYET YCTAHOBMNEHHLIM TpeboBaHMAM.
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Mpumep 1 — ModmeepxdeHue Moz20, YMo OaHHbIU cmaHdapmHbIll obpasey (3.1.71), kak 3aseneHo, sens-
emcs 00HOpPOOHLIM 0ns uameperus (3.1.46) o6pa3yoe ¢ maccol do 10 M2 omMHOCUMENILHO 3HaYeHUsT 8eJTUYUHbI
u Mmemoduku uzmepeHus (3.1.50)

Mpumep 2 — ModmeepxdeHue mozo, Ymo paboyue xapakmepucmuKku unu 3akoHodamensHbie mpeboea-
HUS K UaMepumersibHol cucmeme (3.2.40) docmuzaHymai.

Mpumep 3 — ModmeepxdeHue Mo2o, 4Mo yenesas HeonpedeneHHOCMb usMepeHus (3.2.61) moxem 6bimb
docmuzHyma.

Mpumevanue 1 — Ob6beKTOM MOXET ObiTh, HANPMMEP, Npouecc, Memoduka uamepeHul (3.1.50), matepuan,
CMech (coeUHEeHWEe) UNn uaMepumensHas cucmema (3.2.40).

I pupMeHaHMe 2 — YcTaHoBNEHHbIMKW TpeGOBaHMﬂMVI, Hanpumep, MoryT BbITb TE, YTO COOTBETCTBYHOT Crneumn-
dDI/II(EILlIAVl N3roToBUTENA.

Mpumevyanue 3— B merponorum BepudmkaLma oTHocuTea K uccrnedosaHusam (3.1.21) nadnucu (3.1.43) uivnun
BblAade CBMAETENbLCTBA 0 s8epudhukayuu (3.1.92) nameputensHon CUCTEMBI.

MpumevaHue 4 — Bepudukauuio He crieqyeT NyTaTe ¢ kanubpoekod (3.1.11) unn sanudayued (3.1.91).

Mpumeyanue 5-— B xumun Bepudmkauns naeHTU4HoOCTM obbekTa unu peakuumn Tpebyet onucaHus CTpyKTy-
pbl, UMM CBOWCTB TaKoro obbLekTa, unu peakumu.

Mpumeuvyanne 6 — MNCO 9000:2015, 3.8.12, onpenensieT BepudmkauMo Kak NoaTBepXOeHWe NOoCpeacTBOM
npedocTaBneHMa 06beKTVBHBIX 4OKA3aTeNnsCTB TOro, YTO YyCTaHoBNeHHble TpeboBaHus Bbinu BeINMOMHEHI.

[PykorogctBo MCO/M3K 99:2007, 2.44, nameHeHo — npumedaHue 1 ucknodeHo, gobasneHbl HOBbIE
npumedaHus 1 1 6]

3.1.93 npegynpexaeHue (warning): CooblweHune, Nnpegynpexaatllee nonb3oBaTenen o cuTyauum, Ko-
TOpas, ecrnv ee He M3bexaTb, MOXET NPMBECTU K orracHocmu (3.1.25) unu gpyruMm cepbe3Hbim Hebnaronpu-
ATHBLIM NOCNeaCcTBUMAM OT NPUMEHeHNA MeduyuHcko20 uidernusa MB/M (3.1.33).

Mpumevanune 1 — TlpenynpexpgeHve o6 onacHocmu (3.1.25) oTHocuTcAa K Hawbonee 3HaYUTENbHbLIM
nocneacTBrAM.

MpumedvyaHune 2 — Pasnnume mexay npeaynpexageHnem n mepamu npedocmopoxHocmu (3.1.64) 3aBUCKHT OT
CTeneHW pUCKa, YYUTbIBAs BEPOATHOCTE U Cepbe3HocTb ornacHocmu (3.1.25).

MpumeyvaHue 3 — lNpuUmeHeHUe TepMuHa BKNoYaeT B cebst ownbkM ucnonb3oBaHuA U 0OOCHOBaHHO npea-
ckasyemMoe HenpaBuiibHOe MpuMeHeHue MeauuMHckoro uagenus. Cm. MCO 14971 n MOK 62366 Ans TpaKTOBKM STUX
MOHATUA.

[[58], npunoxeHue E, naMeHEHO — CMOBO «4YMTaTENb» 3aMEHEHO Ha «MNONb30BaTENMUY, & CNOBa «CMEPThL
UMW CEpPbEe3HbIe TPaBMbI» 3aMEHEHbI HA «OMACHOCTW UMK ApYyrMe cepbe3Hble HebnaronpusTHLIE MOCNeaCcTBUA
OT NpUMeHeHnsa MeguuuHckoro nagenunsa B »]

3.2 TepMuHbLI U onpegeneHnAa PYHKLMOHANbHbLIX XapaKTepUCcTUK

3.2.1 perynupoBka usgenua UBL (adjustment of an IVD instrument): CoBokynHocTb onepauuii, npu-
MeHsaeMbIX kK n3genuio B[, ons Toro ytobel obecneunTs Tpebyemble nokasanusa usmepeHul (3.1.46), cooT-
BETCTBYIOLLME 3a4aHHbIM 3HAYEHUAM BENUYMHBI, NoAnexalen naMepeHuio .

MpumeyaHue 1 — Bugbl perynvpoBOK BKMOYAKT PETYNMPOBKY HYMNA, PErYNMPOBKY CMELLEHUS U PEryrMpoBKY
pasMaxa (MHorga HasblBaemy perynimpoBKoin KoaduLMeHTa yCUneHums).

Mpumevanne 2 — Perynuposky magenus WMB[L He cnenyet nytate ¢ kanubposkod (3.1.11) nameputencHon
CUCTEMBI, KOTOPas ABNASTCA NPEANOCHINKON ANA PErynMpOBKU.

Mpumevanune 3 — lNocne perynupoBkn 0OblYHO Heobxoavma noBTopHas kanvbposka usgenus MB[.
Mpumeyvyanne 4 — AgantvposaHo K3 Pykosogctea MCO/M3K 99:2007, 3.11.

3.2.2 aHanuTu4eckana uHTepdepeHuus, uHTepdepeHumun (analytical interference, interference): Cu-
cTemaTuyeckoe BAuUsiHMe Ha u3mepeHue (3.1.46), BbiaBaHHOE BNMSIOLLEN BENMYMHOW, KOTopas caMa He Bbl-

" Owubka opuzuHana. Mpumepst 1 u 2, npusederHsie & opuzuHane ISO 18113-1:2022, He coomeemcmeytom co-
OepxaHuro nyHkma. daHHble npumeps! npugedeHs! 8 3.1.44.
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3bIBAET curHana B uamepumernsHol cucmeme (3.2.40), HO BbI3biBaeT yCUIEHWE UMW NOAABMNEHWE 3HAYEHUS
nokasaHun.

MpumevaHne 1 — WMHTepdepeHuus c pesyneTataMmu uameperud (3.1.46) cBsA3aHa ¢ NOHATUEM aHaumuye-
ckol crneyugbuyHocmu (3.2.5). Yem bonee cneundnyna memoduka usmeperust (3.1.50) no OTHOLLEHWIO K APYTMM KOMMO-
HeHTam npobbl, TEM MEHEE BOCMPUMMYUBA OHA K aHanMTUYEeCcKON MHTepdepeHUMn OT AaHHLIX KOMMOHEHTOB.

[MCO 15193:2009, 3.10, M3MEHEHO — CMOBO «MHAMKALMSA» 3aMeHEeHO Ha «CUrHamn B U3MepUTenbHOWn
CUCTEMEY», a «MHAMKALUS» 3aMeHEeHO Ha «MnoAaBneHue 3Ha4YeHust MoKasaHuiny].

3.2.3 ananutnyeckan addekTMBHOCTL (analytical performance): CnocobHocTb MeduyuHCKo20 u3de-
nus B/ (3.1.33) oBbHapy»xu1BaTb Un M3MepaTb onpeneneHHsiin aHanum (3.1.4).

([44], 4.4.1]

3.2.4 aHanuTUyeckass YYBCTBUTENbHOCThL, YYBCTBUTENbLHOCTL METOAMKM u3MmepeHun (analytical
sensitivity, sensitivity of a measurement procedure): OTHoOWeEHWE W3MEHEHNUS NMoKaszaHuin usmMepeHus (3.1.46)
K COOTBETCTBYIOLLEMY N3MEHEHMWIO 3HAYEHWS U3MEPSAEMO BEMUYUHDI.

Mpumeuvanune 1-— YyeecTBUTENBHOCTE MemOOuKU usmMepeHus (3.1.50) moxeT 3aBUCeTb OT 3HaYEHUA N3MEpPS-
eMOWN BEMNMNYMHBI.

MpumedyaHne 2 — VameHeHWe 3HAYEHUA U3MepsSEeMOl BENMUYMHBI JOMKHO ObiTb BOMbLLUIMM MO CPaBHEHWUIO C
paspeLuatoLLen CnocoBHOCTLIO.

MpumeyaHune 3 — AHanUTUYECKAR YYBCTBUTENLHOCTL U3MepumensHol cucmemsl (3.2.40) npencTaBnseT co-
60l HaKnNoH KanMbpoBOYHOWN KPWBOA.

MpumedyaHue 4—TepMuH «aHanMTUYeECKas YyBCTBUTENBHOCTbY HE CMIEAYET MCNONbL30BaTh AnA o6o3Ha4YeHns
npedena obHapyxeHus (3.2.16) unu npedena konudecmeseHHozo ofipedeneHus (3.2.49) U He cnefyet nyTaTh ¢ duazHo-
cmuyeckot JyyecmeumensHocmbeto (3.2.17).

[PykoBogctBo MCO/M3K 99:2007, 4.12, nameHeHO — nepBOHAYarbHbIA TEPMUH «4YBCTBUTENBHOCTb
M3MepUTENLHOM CUCTEMbI», CNOBA «B NMOKa3aHUSAX M3MEPUTEIbHOW CUCTEMbI» 3AaMEHEHbI HA «MOKa3aHUsa U3-
MepeHuin», U 4oBGaBneHbl NpuMedaHns 3 u 4]

3.2.5 aHanuTuyeckaa cneuucdpuUvyHOCTb, KU3GUpaTenNnbLHOCTE MeTOOMKM u3MepeHuUa (analytical
specificity, selectivity of a measurement procedure): CnocobHocTb uamepumensHol cucmems! (3.2.40), npu-
MeHSALWeNn 3agaHHyto Mmemoduky usmepeHus (3.1.50), obecneumBatb pesynbmamsi udmepeHul (3.1.51) gnsa
ogHom unu bonee uamepsaembix senuyuH (3.1.45), KOTopble He 3aBUCAT HW APYr OT Apyra, HU oT noboi apyron
BEMWYKUHBLI B CUCTEME, B KOTOPOW BLIMOIMHAKT udMepeHus (3.1.46).

Mpumep — Cnocob6Hocmb usmMepumensHol cucmemsi (3.2.40) uamMepamb KOHUeHmMpayuro KpeamuHuHa e
niasme Kposu MemoOduKoil ¢ UCMO/Ib308aHUEM UWETOYHO20 NMUKpama HesagUucuMo Om KOHUeHmMpayuu aJ1toKo3bi,
ypamose, kKemoHoe unu 6enkos.

Mpnmevyanue 1 — OTCyTCTBME aHANMUTUYECKOW cneynUYHOCTU Ha3bIBAOT aHanumu4yeckol uHmepgepeH-
yued (3.2.2).

MpumedvaHune 2 — OTCYyTCTBME aHANUTUYECKON CNELUUPUIHOCTU UMMYHOXMMUYECKON MemoduKyu uaMepeHul
(3.1.50) moxeT BbITb BbI3BAHO IepekpecmHol peakmugHocmbio (3.2.14).

MpumevaHne 3 — CneunduyHocTe Memoduku usmepeHus (3.1.50) He crnepyeT nyTaTh ¢ duazHocmMu4Yeckou
cneyucguyHocmeio (3.2.18).

Mpumeuvanne 4 —B Pykoogctee MCO/M3BK 99:2007 ana atoro NOHATUA UCMOMNb3YIOT TEPMUH «M3Bupartens-
HOCTb» BMECTO TEpMMUHA «CNelndUYHOCTEY.

MpumeyvyaHnune 5— AgantupoBaHo n3 Pykoesogctea MCO/M3K 99:2007, 4.13.

3.2.6 noka3aHue xonocTtol npobsl (blank indication): MokazaHwe aABNeHMs, Tena UNu BeELLECTBA, No-
AobHoro nogBepraeMomMy UCCNeAoBaHWI0, HO A1S KOTOPOro MCKOMasi BenuynHa npegnonaraetcs oTCyTCTBYIO-
LLEeN UMK He BHOCSALLEN BKNaj B Noka3aHue.

[Pykosogcteo MCO/M3K 99:2007, 4.2]

3.2.7 kanmbpoBouHana kpuBasn (calibration curve): BoipakeHre OTHOLLEHWMA MeXay NoKazaHMem U CooT-
BETCTBYHOLLUMM 3HAYEHMEM U3MEPEHHOW BEINUYUHBI.

MpumeyaHue 1 — KanubpoBoyHasa kpvBas BblpaxaeT B3aWMHO OOHO3HA4YHOE COOTHOLUeHWe, YTo HegocTa-
TOYHO ANA NpeacTaBnenvus pesynbmama uaMmepeHus (3.1.51), Tak Kak He HeceT nHdopmMauumn o HeonpeodeneHHOCMU U3-
mepenus (3.2.38).
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[PykoBogctBo MCO/M3K 99:2007, 4.31]

3.2.8 nepapxusa kannbpoBku (calibration hierarchy): NocnegoeateneHocTb kanubposok (3.1.11) Ha-
UYMHas OT OCHOBbLI ANA CPaBHEHWA 1 3aKaH4MBasa uaMepumensHol cucmemod (3.2.40), roe pesynsraTt Kaxaon
kanubposku (3.1.11) 3aBMCUT OT pesynkTata npenbiayllei kanubpoeku (3.1.11).

MpumeyvyaHue 1 — HeonpedeneHHocmb uaMmepeHus (3.2.38) HensbexHo Bo3pacTaeT BMecTe C nocrnenosa-
TenbHOCThIO Kanubpoeok (3.1.11).

MMpumeyvyaHune 2— 3InemeHTaMmu epapxun KanubpoBku ABNAKTCA oanH unu Bonee amamnoHos (3.2.36) (Bknto-
yas kanubpaTopbl) U U3MEepPUTENbHBIE CUCTEMbI, IKCNNyaTUPYEMbIE B COOTBETCTBUM C Memodukamu uameperut (3.1.50).

MpumevaHne 3 — [nsa gaHHoro onpeaeneHns «OCHOBON ANA CpaBHEHUA» MOXET ObITh onpegeneHve eanHu-
Lbl UBMEPEHUA YEPE3 ee NPaKTUYECKYI0 peanuaauuio, unu Memooduka usmeperud (3.1.50), unu atanoHa (3.2.36).

MpumedvyaHne 4 — CnnyeHne mexay OByMs atanoHamu (3.2.36) MOXHO paccMaTtpueaTb Kak kanubposky
(3.1.11), ecnu 3aTo cnU4eHWe WCNONb3YIOT ANs NPOBEPKU WU, NpY HE0BXOANMMOCTH, AN KOPPEKTUPOBKM 3HAYEHUSA BEMUYNHL
1 HeornpedeneHHocmu uaMmepenrul (3.2.38), npunvceiBaeMbix oqHOMY 13 3TancHoe (3.2.36).

[PyxoeogctBo MCO/M3K 99:2007, 2.40, uameHeHo — B npumMedaHne 2 nobaeneHo «(Bkntovas Kanubpa-
TOpbI)»]

3.2.9 nepeHoc (carryover): BHeceHne matepuana B peakLuWOHHYH CMeChb, K KOTOPON OH He NMpuHag-
nexan.

Mpumep — Yacmb o6pasya, peazeHma, pazbaeumens Uu NMPOMbIGOYHO20 pacmeopa, KOmopyio rnepeHo-
cam u3 o0HO020 KoHMeliHepa usnu U3 odHol peakyuoHHOU cMecu e py2yro eo epeMs ucciedosaHus.

3.2.10 knMHUYeckas 3¢ heKTUBHOCTL MeguumnHckoro uzpenusa UB[ (clinical performance of an IVD
medical device): CnocobHocTb MeduyuHckozo uzdenusa MBL (3.1.33) BblgaRaTh peaynbTaTthl, KOTOpble COOT-
HOCATCS C KOHKPETHBIM KITMHWYECKMM COCTOSHWEM WK hU3MONorMyeckMm/maTonormyeckmmM npoueccom/co-
CTOAIHMEM B COOTBETCTBUM C ripednonazaeMbsiM ucnonb3ogaHuem (3.1.37).

Mpumevyanmne 1 — KnuHnuyeckan apeKTMBHOCTL NPW ApUMEHEHUU o HasHaqeHuro (3.1.37) MoXeT BKMHO-
YyaTb OXMAaeMble 3HadeHus, duasHocmuyecKyro dyscmeumensHocms (3.2.17) n duasHoOCMUYECKYH0 CreyuguYHOCMb
(3.2.18) Ha ocHOBE W3BECTHOMO KIMUHWYECKOrO COCTOSAHWSA MU OU3MONOrMyecKoro/naTonorMyeckoro npouecca/coctos-
HWA NaUWeHTa, a Takke OTPULLATENbHBIE U NONOXUTENbHBLIE MPOrHOCTUYECKUE 3HAYEHUA HA OCHOBE PacnpoCTpaHEHHOCTH
3aboneBaHus.

MpumevyaHune 2— AgantuposaHo u3 [51]. Takke yunteiBaeT [54], cTaTtes 2.

3.2.11 koMmMyTaTUBHOCTbL cTaHAapTHoro obpasua (commutability of a reference material): CBolicTBO
cmaHOapmHozo obpa3ya (3.1.71), oTpaxalLwee Brv3ocTb COOTHOLEHUSA pe3ynbmamos uamepeHud (3.1.51)
onpegeneHHol BENWYMHbLI B AaHHOM 06pasLe, KOTopble NonyYeHbl B COOTBETCTBUM C ABYMSI AaHHBIMW Memo-
Oukamu uamepeHull (3.1.50), K COOTHOLLEHUIO peldynbmamos usMepeHud (3.1.51) ona gpyrux onpegeneHHbIX
obpasuos.

MpumeyvyaHue 1 — CmaHdapmHbil obpazey (3.1.71), 0 KOTOpOM MAET peyb, 0DLIYHO MPUMEHRAKT AN Kasu-
6posku (3.1.11), a gpyrue obpasupbl cnyxat pyTUHHbIMKW fpobamu (3.1.77).

MpumevyaHune 2— Memoduku usmepeHus (3.1.50), Ha KOTOpble CCblNaeTca onpeaeneHne, MMerT OTHOLLEHMEe
K uepapxuu kanubpoeku (3.2.8) 1 ABNAKTCA NpeaLeCcTBYOWEN U NOCNeayLen MeTogukamn Ansa cmaddapmHoz20 obpas-
ya (3.1.71) (kanubpartopa), 0 KOTOPOM MAET peyb. [lononHuTensHasa uHgopmauns npuseaeHa 8 MCO 17511.

MpumeyaHue 3 — CTabunbHOCTbL KOMMYTATUBHOCTU CTaHAAPTHLIX 0BPa3LIOB PEryIISPHO KOHTPOMNMPYHOT.

[PykoeogctBo MCO/M3K 99:2007, 5.15].
3.2.12 koHUeHTpauuna, KOHUEeHTpauuA BewecTBa (concentration, substance concentration): Yucno
MOner KOMMNOHeHTa, AeneHHoe Ha 06beM CUCTEMBI.

M pumMmevyaHume 1 — Ecnu He YKa3aHa MaccoBas, obbemHas unu cyeTHas KOHUEeHTpauua, npegnonaraeTcy, 4To
TEPMWH «KOHUEHTpauna» 03HavaeT KOHUeHTpauulo BellecTBa.

M purMeHaHMe 2 — EanHuua N3MEPEHNA «MOINb HA NATP» pPEKOMeHOyeTCcA ONA NPUMEHEHNA B KIMHUYECKOR
xumuK. Mcnonb3oBaHune onpegeneHna « MONAPHOCTb» ANnA 3TOW BENWYKUHBI HE peKomMmeHayeTcs.

MpumevaHue 3 — [llpuMeHeHVWE TEpPMWMHA «ypPOBEHb» B KAYEeCTBE CUHOHMMA KOHLUEHTpaLWW SiBMSeTcs
yCTapeBLIMM.

I punMmevyaHKUe 4— I'Ipw onucaHun BenMYnHbl KOHUEHTpauWA OJOMKHa YeTKO OTNNYaTeCA OT COCTaea.
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n punMeyaHune 5 — KonuyecTBo BellecTBa B o6pasu,e WM cncteme — 3710 CbVISVI"IECI{aH BENMNYKMHA, nponop-
UMoHanbHasa KonM4ecTByY NPUCYTCTBYHOLWWUX 3NeMeHTapHbIX YacTul,. SHGMEHTaprIMM HYacTuuammn MoryT BbITb aToMbl, MO-
NeKynbl, NOHbI, 3NEKTPOHBI MNK YacTulbl, Bbl60p KOTOPbIX 3@aBUCUT OT KOHTEKCTa U O0IKeH BbITh YCTaHOBNEH.

MpumeyvyaHune 6 — EguHuuen CKU onst MONAPHON KOHUEHTPaUUM ABNAETCA MOfb, KOTOPLIM OnpegeneH Kak
KOMNMWUYeCTBO BELLECTBA, UMEHLLEID YMCMO 3aNEeMEHTapHbIX CYLLHOCTER, paBHoe Yucny atomor B 0,012 kr (unn 12 r) yrne-
poaa-12. 370 uicno senseTtca noctosHHol Aeoragpo, NA, koTopas umeeT sHayeHue 6,022 141 79(30) - 1023 mons.

MpumeyaHue 7 — Yucno onpeneneHHbiX YacTUL, UMK aNeMeHTapHbIX 0OGbEKTOB KOMIMOHEHTa B CUCTEME, [e-
NneHHoe Ha 06beM 3TOW CUCTEMbI, Ha3bIBalOT CYETHOW KOHLEHTpaLMen.

3.2.13 npuHsATOE 3Ha4YeHMe Benu4UHbI (conventional quantity value, conventional value of a quantity):
3HayeHWe BeUYMHbI, N0 COrnalleHnto NpUNMcaHHoe BenuyuHe Ans 4aHHON Lenu.

Mpumep — MpuHamMoe 3HavYeHue eenU4UHb! 018 aHHO20 cmaHdapma Macck! m = 100,003 47 a.

n puMmedaHue 1— ﬂ]‘lﬂ 3TOr0 NOHATUA MHOrAda UCNonb3ywT TEPMWH «yCNOBHOE MCTWMHHOE 3Ha4YeHWe Bennyn-
HbI», HO €ro Ncnonb3oBaHWE HE PEKOMEHOYEeTCAH.

n puMmevyaHue 2— MHOF,ELa NPUHATOE 3Ha4Y€HWE BENNYHbI ABNAETCA OLteHKDﬁ WCTUHHOTO 3Ha4YeHWnA BENMUYUHDbI.

Mpumeuvanne 3 — HeonpedeneHHocmb uamepeHul (3.2.38), cBAzaHHaA C NPUHATBIM 3HAYEHWEeM, YacTo J0-
cTato4yHa Mana v MoXeT BbITb NPUHATA PABHOM HYIMO AN KOHKPETHOM Lienu.

[Pykoeogcteo MCO/M3K 99:2007, 2.12, TEpMUH «YCNOBHOE 3Ha4YeHue» 1 npumepsl 1 1 2 BbINU UCKMIo-
YeHbl]

3.2.14 nepekpecTHasi peakTUBHOCTb (cross-reactivity): CteneHb, C KOTOPOW BELLECTBO, OTAIMYHOE OT
aHanuma (3.1.4), KOHKYPEHTHO CBA3LIBAETCS C peareHTOM Mpu NpoBegeHUn MMMYHOXUMUYECKON Memoduku
usmepeHud (3.1.50).

Mpumep — CesizbieaHue aHmumersn ¢ Mmemabonumamu aHanuma (3.1.4), cmpykmypHo cxO0O0HbIMU fipena-
pamamu u m. 0.

MpumedaHune 1— AHanuTuyeckas cneunguyHocTb (3.2.5) aBNAeTCA CBA3aHHbIM NOHATUEM.

MpumedvyaHune 2 — [lepekpecTHas pPeakTUBHOCTL METaboNMTOB MOXET BbiTb NONE3HOW NpW MpoBEeeHUN He-
KoTopbix uccriedogarud (3.1.21), Hanpumep, NPY CKPUHWMHIE Ha HANMWYKUe 3anpeLleHHbIX NpenapaToe.

MpumeyaHue 3— BaxHO BbIMUCNATL NEPEKPECTHYIO PEAKTMBHOCTL HA OCHOBE e4MHUL YUCNa MOoMen Ha nuTp.
PekomeHgauMu No BLIYUCIIEHWIO MEPEKPECTHOM PeakTUBHOCTWU NpUBeneHsl B [68].

3.2.15 npepenbHoe 3Ha4eHne BenuuuHbl (cut-off value): 3HavyeHue BenUYMHLI, UCNONbB3YeMoe B Kade-
CTBe Nnpefena NpUHATUSA peLleHns Ans naeHtTudukauumn npob (3.1.77) Ha Hanu4ve Unu oTCYTCTBME KOHKpPEeT-
Horo 3aboneBaHmnsl, COCTOAHUS UK U3MepsieMol 8enuyuHs! (3.1.45).

Mpumeuvanune 1— Pesynsratel usmeperull (3.1.46), npeBkillaloume NpegensHOe 3Ha4YeHe BENVHKHBI, cHuTa-
10T NONOXUTENBHBIMU, HIDKE NPEAENBHOMO 3HaYEHWUA BENUYUHEI — OTPULETEMBHBIMU.

MpuMmedvyaHune 2 — Pesynbrathl usmepeHus (3.1.46), 6nmskue K npegenbHOMY 3Ha4YeHUO BEMUYKMHLI, criedyeT
cunTaTb HeybeauTenbHbIMU.

Mpumevanne 3 — Boibop npegencHOro 3HadYeHWs BEMWYMHBI OnpenenseT OuazHOCMUYECKYIo cneyughuy-
Hocms (3.2.18) n QuasHocmuYecKyto YyscmeumensHocme (3.2.17) nccnegoBaHms.

3.2.16 npegen o6HapyxeHun (detection limit, limit of detection): NamepeHHoe 3Ha4veHve BenUYuHGI,
nony4YeHHoe B COOTBETCTBMU C AaHHON memodukol uamepeHul (3.1.50), Ans KOTOPOro BEPOATHOCTL OLWIMBOY-
HOro yTBEpXaeHUst ob OTCYTCTBMKM KOMMOHEHTA B Matepuarne pasHa 5, Npy 3afaHHON BEPOATHOCTH O OLIMBOY-
HOTO YTBEPXOEHMWS O €r0 HANU4UK.

MpnmevyaHue 1—I|UPAC pekoMeHOYeT 3HAYEHMA N0 YMOMYaHWK ANs o W 3 npuHUMaTe paeHeiMu 0,05.

MpumevaHune 2— TepMmuH «aHanumuyeckas yyscmeumensHocmey (cM. 3.2.4) nHorga ucnone3ytot ans obo-
3HavYeHuA npegena obHapyKEHWs, HO TAKOE NPUMEHEHWE HE pekomeHayeTcs. [lononHWTensHan MHopMaLMa NpuBeaeHa
BA271A2S8.

Mpumevyanune 3— Cwm. Takke npeden KonuyecmeeHHo20 onpedeneHus (3.2.49).

[Pykosogcteo MCO/M3K 99:2007, 4.18, nameHeHo — npumedaHusi 2 U 3 NCKMOYEHbl U 3aMEHEeHbl Ho-
BbIMUW NpumMedaHuamum 2 u 3]
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3.2.17 puarHocTU4eckas 4YyBcTBUTeNbHOCTL (diagnostic sensitivity): CnocobHocTb MeTOOUKN ucche-
dosarus (3.1.21) B[l naBaTtb nonoxuTenbHble pe3ynbTaThbl, CBA3aHHbIE C ONpefeneHHbIM 3aboneBaHuem
UNK COCTOAHWEM.

MpumevaHne 1 — Takke onpegensoT Kak NPOLEHT MONOKUTENBHBIX 3Ha4eHWi B obpasuax, B KOTOPbIX W3-
BECTHO MPUCYTCTBUE LeneBoro mapkepa. MHdopmaumsa 06 onucaHum AMarHoCTUHECKUX XapakTepucTuK MedulyuHCKo20
usdenus in vitro (3.1.33)" npusenena B [60].

MpumeyaHne 2 — narHOCTUYECKYIO YyBCTBUTENBHOCTE BbIPaXaloT B MPOLUEHTax (40Na Yyucna, yMHOXEeHHas
Ha 100) u BbvMcnAlT kak 100 - YMCNO UCTUHHO NONOXUTENbHBIX 3Ha4YeHuiA (MMM), neneHHoe Ha CyMMY YMcna UCTUHHO
nonoxuTeneHeiX 3HadeHni (M) nnc yucno noxHooTpuuaTenbHbix 3Hadernui (J10), unu 100 - UN/(AM + NO). OJanHoe
BbIYMCIIEHWE OCHOBAHO Ha TaKoW CXeMe WCCNEenoBaHust, NPy KOTOPOW y Kaxaoro cybvekta nccnegoBaHus 6epyT Tonbko
oawvH obpasedy,.

MpumevyaHue 3— Lenesoe cocmosiHue (3.2.60) onpefensaoT KpUTepUAMA, He 3aBUCALLMMK OT paccmaTpuBa-
eMon MeToauku uccrnedosaHus (3.1.21).

3.2.18 puarHocTuyeckan cneuynduyHocTb (diagnostic specificity): CnocobHocTe meTogukm uccrnedo-
eaHusi (3.1.21) B[ naBath oTpuUaTenbHblE pe3ynbTaThl, CBA3aHHbIe C OTCYTCTBMEM onpeaeneHHoro 3abone-
BaHWSA UITU COCTOSHIS.

MpumeyaHue 1 — Takke onNpedensaoT Kak NPOLEHT OTpULATESNbHBIX 3HAa4YeHWI B 0bpa3uax, B KOTOpbIX Liene-
BOW Mapkep 3aBegomo OTcyTcTByeT. MHdopmaunsa o AMarHOCTMYECKMX XapakTepucTukax mMeduuyuHckoao usdenus MBI
(3.1.33) npueegeHa B [60].

MpumevaHmne 2— [uarHocTuyeckyto cneunu4HOCTb BbIPaXatoT B NPOLEHTax (40N YMicna, YMHOXEHHas Ha
100) v Bbl4mcnalT kak 100 - YMCNO UCTUHHO OoTpuLaTenbHblx 3HadeHni (MO), geneHHoe Ha cyMMy YKUca UCTUHHO OTpU-
LUaTenbHbIX 3Ha4eHWA NNIC YUCNOo NoxHononoXuTeneHbIx (N1M) 3HadeHun, unu 100 - MO/(KMO + J1M). JaHHoe BbluUCreHMe
OCHOBAaHO Ha TaKoW cxeMe nccrnedoBaHns, NPY KOTOPOW Y Kaxaoro cybbekTa uccnegoeaHua bepyT Tonbko oguH obpasel.

Mpumevanune 3— Leneesoe cocmosHue (3.2.60) onpenensaioT KpUTEPUAMA, HE 3aBUCALLMMK OT paccMaTpuBa-
eMou MeToauku uccrnedosaHus (3.1.21).

3.2.19 xyk adppekT (high dose hook effect): OTpuuarensHoe cmelleHUe B HEKOTOPbLIX MemoduKkax u3-
meperus (3.1.50), Habnogaemoe Npu BbICOKMX KOHLEHTPaLMSX.

Mpumep — OmpuyamensLHoe cMeujeHUe 8 UMMyHOXUMUYeckol Mmemoduke usmepeHusi (3.1.50), ebizeaHHoe
HapyuieHUeM cesf3bleaHUss aHmuaeHa u aHmumena, ko20a KOHUeHmMpauust aHmuaeHa u3bbimoyHa Mo omHoule-
HUK K KOHUeHmpauyuu aHmumen unu koada KoOHUeHmpauyusi aHmumen u3bbimoyHa Mo OMHOWeHU K KOHUEH-
mpayuu aHmuzeHa.

Mpumevyanne 1— VMHorga HasbiBalOT 3hdPEKTOM MPO30HBI.

3.2.20 Bnusawwan BenuumnHa (influence quantity): BenuunHa, koTopas npu npsamom uamepeHuu (3.1.46)
He BMWUAET HA BENMYMHY, KOTOPYIO hakTUYECKM N3MEepPSIoT, HO BIMAET HAa COOTHOLUEHWE MEXAy noKasaHuem M
pe3ynbmamom usmMepeHus (3.1.51).

Mpumep 1 — KonHuenmpauyus 6unupy6ura npu npaMmom usmepeHuu (3.1.46) koHuenmpauyuu 2emoznobuHa
8 niasMe Kposu nayueHma.

Mpumep 2 — PoHosOE DassieHUe 8 LUCMOYHUKe UOHO8 Macc-creKmpoMempa 0 epemMs uaMeperHus (3.1.46)
monsapHol donu eeuwjecmea.

Mpumeyvyanune 1— KoceeHHoe usmeperue (3.1.46) BkniovaeT KOMOMHAUMIO NpAMbIX uaMepeHul (3.1.46), Kax-
0€ W13 KOTOPbIX MOXET HaxoauTbCA Mo BO3AEACTBMEM BIMSAIOLLMX BENMYMH.

Mpumevyanne 2— B GUM (Pykosoacteo MCO/M3K 98 zameHeHo Ha Pykosogcteo MCO/M3K 98-3:2008) no-
HATUE «BMUAIOLLAA BENUYMHAY ONpeaeneHo Tak Xe, Kak u B npegbiaylem nagadum VIM (Pykosogcteo MCO/M3K 99:1993
3ameHeHo Ha PykoeogctBo MCO/M3K 99:2007), oxBaTbiBaeT He TOMbKO BEMWYWMHLI, BNUAKLWMWE HA U3MEPUMENbHYI CU-
cmemy (cMm. 3.2.40), Kak OTMEYEeHO Bbllle, HO TakkKe 1M Te BeNWYUHbI, KOTOpbIe BNUAKT Ha (DakTUYecKn naMmepsaemMble Benu-
4YuHel. Kpome Toro, B GUM aTo noHATWE He orpaHuyuBaeTca NpamMeiMu usmepeHusamu (3.1.46).

[PykoBogctBo MCO/MBK 99:2007, 2.52, nameHeHo — npumMepsbl 1 1 3 MCKNIOYEHbI]
3.2.21 nHtepcepupyrowan BenuunHa, nHtepdepeHT (interfering quantity, interferent): BenuymHa, ko-
Topas He ABNAETCA usMepseMol senuyuHol (3.1.45), Ho BNuAeT Ha pe3ynbrar uamepeHus (3.1.46).

" Owubka opueuHana. Mcnpasnexo ¢ 3.1.32 Ha 3.1.33.
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Mpumep 1 — BnusHue 6unupy6buHa, eemMo2n06uHa, MUNUAOE UNMU OKpaweHHbLIX Npenapamoe Ha onpede-
JleHHble KonopumMempuyYeckue uameperus (3.1.46).

Mpumep 2 — [lepexkpecmHo peazupyrowjue Memabonumsl 6 UMMYyHOXUMUYecKol Memoduke U3MepeHUst
(3.1.50). Cm. nepekpecmHas peakmusHocms (3.2.14).

MpumevaHne 1 — MHTepchepupyolwlas BeNuUUMHa MOXET ObiTb BNUAIOLLEH BENWYUHOW, HO ee BUSHUE He
orpaHv4eHo nNpaMbIMU uaMepeHusamMu (3.1.46). CM. Tarwke aHanumuyeckas UHmepgepeHyus (3.2.2).

MpumevaHune 2— YacTudHo crnegyeT U3 onpedeneHna eusoulel eenuduHs! (cMm. 3.2.20).

3.2.22 npomexyTo4yHasA TMpPeuu3uOHHOCTb W3MEepPeHWA, MNPOMEeXyTo4YHaA MNpPeLM3MOHHOCTb
(intermediate measurement precision, intermediate precision): INpeLM3MOHHOCTL U3MEPEHWUIA B YCIOBUAX U3-
mepeHul (3.1.46), BKMOYaOWWX NPUMEHeHe 0OHOW W Tol e Memoduku usmeperud (3.1.50), ogHo u TO xe
MeCcTOpacnonoXeHWe U NOBTOPHbIe uaMepeHus (3.1.46) Ha OOHOM K TOM Xe 1N NogoOHbIX 06bEKTax 3a Anu-
TenbHbIA Nepuoi BPEMEHU, HO MOXET BKMOUYATh U ApYrMe YCrOBUSA, KOTOPLIE MOTYT U3MEHSATLCS.

MpumeyaHune 1—M3MeHEHHbIE M HEN3MEHHBIE YCNOBUSA AOMKHbI ObITh YKa3aHbl B MONHOM 06beme, B 0cobeH-
HOCTW TaKkune rnepeMeHHsle, Kak kanubpoeku (3.1.11), napTun peareHToB, UaMepumernbsHelie cucmems! (cM. 3.2.40), onepa-
TOpbI W YCNOBKUS OKpYXatoLwein cpeaebl.

MpumevyaHue 2 — [Npu oueHke MeduyuHckux uadenut MB/] (3.1.33) ycnoBus NpoOMEXYTOYHOW MpeLM3nNoH-
HOCTWU 0ObIMHO COOTBETCTBYHT peanbHbIM YCIOBUSAM NPUMEHEeHNA MeduyuHckozo uzdenusa MBI (3.1.33) B TeueHne anu-
TENBHOro NEpUoAa BpeMEHMN.

MpumeyvyaHune 3 — CoOTBETCTBYKLUME CTATUCTMYECKME TEepMUHBI NpuBedeHsl B MCO 5725-3:1994.

n puMmedaHue 4— I'IpomemyTquaﬂ npeuymn3noHHOCTb MOXET ObITb BblpaxeHa KoNnn4eCTBeHHO B BUOE XapaKTe-
PUCTUK OMCNepCcKKn pe3ynbraTtoB, TAKMX Kak CTaHOapTHOe OTKNOHeHWe, gucnepcua 1 KOBCbeMLI.VIEHT Bapuauuun.

MpumeuvaHne 5— AgantuposaHo 13 Pykoeoactea MCO/M2K 99:2007, 2.22 n 2.23.

3.2.23 oTHowWweHue npaBgonono6us, koadpuumeHT BepoaTHocTH (likelihood ratio): OTHoweHKe Be-
POATHOCTK MOMYYeHWs] KOHKPETHOTo peaynbTata y nauvMeHTa ¢ HanmuM4MeMm ueneeoro zabonesaHus nnu gu-
3MOMNOrMYECcKOro COCTOAHWA K BEPOSATHOCTU TOrO e peaynkrata y nauveHTa 6e3 gaHHoro 3aboneBaHnsa unm
hU3NONMOrM4ECKOro COCTOSTHUS.

[[45], 7.2]

3.2.24 nuHeWHOCTb, NUHEWHOCTb U3MepuUTenbHOW cucTembl (linearity of a measuring system,
linearity): CnocobHocTb (B npedenax 3agaHHOro MHTepBana) AaeaTtk pe3ynstaThbl, MPSAMO NPONOPUUOHaNbHbIE
KOHLIeHTpaLmu (UK KonudecTBy) uamepsaemMol senuduHsl (3.1.45) e obpasue (3.1.65).

MpumevaHune 1— JIMHEAHOCTE OOLIYHO OTHOCAT K 00LWEMY OTKIUKY CUCTEMBI (T. €. K OKOHYaTENbLHOMY aHanu-
TUYecKoMy OTBETY, a He K HeoBpaboTaHHOMY BLIXOAHOMY curHany npubopa).

MpumeyaHune 2 — JIMHERHOCTL CUCTEMBEI U3MEPSIOT NyTEM TECTUPOBAHUA YPOBHEW u3MepsieMoll 8eruyuHb!
(3.1.45), KOTOpbIE M3BECTHLI N0 COCTAaBY WMWY M3BECTHLI OTHOCUTENBHO APYr Apyra (He 0BA3aTenbHO W3BECTHLI abcomnoTHO).

MpumedaHue 3 — [N HEKOTOPLIX MPUMOXEHUIA NOMb30BATENb MOXET MPOBEPUTE MUHEMHOCTE C MOMOLLBH
NHEHOTO ypaBHEHWs, BKIYAIOLWEro BeipaXeHUe Ana y-nepexeata. B aToM MeHee CTpOroM criydyae NMHeNHOCTb — aTo
CNocoBHOCTE TECT-CUCTEMbI BbIAABATL PE3ynbTaThl, COOTBETCTBYIOLLME NMPAMOIA NuHuK Buga Y = AX + B B 3a4aHHOM WH-
Tepsane. CriegyeT UCMOMbL30BaTh AOMONHUTENBHYIO MH(OPMAaLWIO (HanpUMep, peaynsTaTel CNMYMTENEHOO UCCreaoBa-
HUS UM BepUdUKaLMK KannbpoBkK), YToBbI NpoBEpUTL, BNIN3KO W 3HAYeHKe NoKasaTens y-nepexeara K Hymio.

MpumeyvyaHune 4 — HenMHEWHOCTbL BHOCUT CBOW BKNag B CUCTEMATMYECKYIO NOrpeLlHOCTL M3aMepeHnia. He cy-
LLecTBYET e4MHON CTAaTUCTUKK, KOTopasa Morna Okl 0TpasuTe NPUEMIIEMYK CTENEHb HEMMHENHOCTH.

[[36], 1.4.2, 3MEHeH — CMNOBO «TECT» UCKMYeHO, JoDaBNeHo NnpumMedaHue 4]

3.2.25 maTtepunansHaa Mepa (material measure): CpedcTBo uamepeHuid, KOTOpOe BOCMPOWU3BOAUT W/UMnu
COXpaHsAeT NOCTOAHHO B NMPOLECCE €ro MCNOMNb30BaHUA BENWYUHBI OOHOTO UNKu Bonee AaHHbIX POAOB, KaX Oy
C MPUNUCaHHLIM e/ 3Ha4YeHUEM.

Mpumep — CepmudchuyupoeaHHbIli cmaHOapmHbli obpasey (3.1.71), amanoHHas 2ups, Mepa eMecmuMo-
cmu (xpaHawasi 00HO USU HEeCKOSLKO 3Ha4YeHul eenluyuHbl, co Wkanoil 3HayeHull eesTuYUHbL! Unu 6e3 Hee).

MpumedvyaHune 1— 3HadeHNeM MmaTepuarnbHOM Mepbl ABMAETCA NPUNNCAHHOE e 3HAYEHUE BEUYMHBI.

Mpumeuvanne 2— ApgantuposaHo n3 Pykosogctea MCO/M3K 99:2007, 3.6.
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3.2.26 mM3mepeHHOe 3Ha4YeHMe BeNWYMHbI, U3MepeHHoe 3Ha4veHue (measured quantity value,
measured value): 3Ha4eHWe BENUYUHBI, NpeacTaBnawllee pedynbmam usmMepeHus (3.1.51).

MpumevaHue 1 — [Ona usmeperus (3.1.46), BknioyaloLLero nokasaHusa usmepeHud (3.1.46), kaxgoe nokasa-
HWE MOXHO WCMONb30BaTh, YTOOLI NOMNYYNTE COOTBETCTBYIOLEE M3MEPEHHOE 3HAa4YEeHWe BENWYMHBL. Takyr) COBOKYNHOCTb
OTOENBHBIX M3MEPEHHBIX 3HAYEHWIA BENUYMHBI MOXHO WCMONL30BaTh ANA BBIYUCNEHUS PE3YNETUPYIOLLETO U3MEPEHHOMO
3HaYeHUs BEMWYKMHBI, TAKOrO Kak cpegHee apudmMeTnyeckoe nnm Megrada, 006blYHO C MeHbLUE CBA3aHHOW C HUM Heornpe-
defleHHoOCMb0 usmepeHud (3.2.38).

MpumevaHmne 2— Ecnv avanas3oH UCTUHHBIX 3HAYEHWA BENWYMHbI, NPEACTaBnNALLNX U3MEPSeMyto 8enuyuHy
(3.1.45), man no cpaBHEHWIO C HeonpedeneHHOCMelo usmeperul (3.2.38), NaMepeHHoe 3Ha4YeHue BENUYMHBI MOXHO pac-
cMaTpuBaTh Kak OLEHKY MO CYLLecTBY eOUHCTBEHHOMO WCTMHHOMO 3Ha4YeHWA BENMWYKMHbBI, U OHO YacTo ABMNSETCH CPegHUM
apuMeTUHECKUM MNU MeanaHoN OTAENbHBIX U3MEPEHHbIX 3HaYeHWA, KOTOopble NONy4YeHbl NPW MOBTOPHLIX U3MepeHLaX
(3.1.46).

MpumevyaHmne 3 — Ecrnv ananas3oH UCTUHHBIX 3HAYEHWIA BENWYMHbI, NPEACTaBMALLNX U3MEPSeMyto 8euYUHy
(3.1.45), Henb3s cyMTaTh MarnbiM MO CPABHEHWIO C HeorpederneHHOCMbI0 UsMepeHud (3.2.38), namepeHHoe 3Ha4YeHue Ya-
cTo ByaeT oueHKoW cpeqHero apudMeTM4ecKoro UnM MeguaHel Habopa MCTUHHBIX 3HaYEHWUIA BENNYMHBI.

Mpumevanne 4—B GUM (Pykooacteo MCO/M3K 98 3ameHeHo Ha Pykoeoagcteo MCO/M3K 98-3:2008) ansa
MOHATWUS «U3MEPEHHOE 3HAaYEHME BEMNWHYMHbBI» UCMOMb3YIOT TEPMUHBI «pelynsmam usmvepenus (3.1.51)», «oueHka 3Haqe-
HUA M3MEPAEMOW BEMUYMHBI» UM «OLIEHKA M3MEpPAEMON BEMWYMHLI»; B nabopaTopHoi MeauumHe 0BbIMHO MCMOMNb3yHT
TEPMUH «pe3yrbmam uameperud (3.1.51)» UK NPocTo «pe3ynsTars.

[Pykoeopgcteo WCO/M3K 99:2007, 2.10, M3MEHEHO — WUCKITKOYEH TEPMWH «3HaYeHWe U3MepsaeMol Be-
TINHUHBIR]

3.2.27 To4HOCTb M3MeEpPEeHUA, TOYHOCTL (measurement accuracy, accuracy): brnvzocte mexay nsame-
pPEHHbIM 3HAaYeHUEM BEMMYMHBI M UCTUHHBIM 3Ha4YeHneM usmepsemMol genuyuHbl (3.1.45).

MpumevyaHue 1—TloHATME «TOYHOCTL MBMEPEHUS» HE ABMNAESTCS BEMNMHMHON U NO3TOMY HE MOXET BbITh BhIpa-
YEHO B BUOE YMCIEHHOTO 3Ha4YeHUs BenuyuHel. Maveperue (3.1.46) senaetca Bonee TOYHbIM, KOT4a OHO UMEET MEHBLLLYIO
rnoepewiHocms uamepeHus (3.2.30).

MpumeyaHne 2 — TepMWH «TOYHOCTE M3MEPEHWIA» He cneayeT UCNonNkB30BaTh A4N15 0003HaYeHuUs npaeuslbHoO-
cmu uamepenrud (3.2.37), a TEpMUH «NPELU3NOHHOCTE M3MepeHuin» (3.2.32) — anga obo3Ha4yeHnsa TOYHOCTU U3MEPEHWUH,
XOT$S nocnegHee UMeeT CBA3b ¢ 060MMK 3TUMU MOHATUAMU.

MpumeyaHne 3 — lNog TOYHOCTEIO U3MEPEHUWIA MHOMOA NMOHUMAOT BNN30CTb MeX Ay M3MepPEHHbIMU 3HAaYeHWUS-
MW BEMNWYUHBI, KOTOPbIE NPUMNACEIBAIT UsMepsemol senuyuHe (3.1.45).

MpumevyaHune 4 — AgantuposaHo u3 Pykoeogctea MCO/M3K 99:2007, 2.13.

3.2.28 cmelleHne U3MepeHus, cMmelweHue (measurement bias, bias): OueHka cucmemamuyeckou no-
epewHocmu uamepeHus (3.2.59).

I punMmedYyaHKe 1 — CmelLeHMne HaxoguTca B OGpaTHbIX OTHOLWEHKMAX C NPaBUNBEHOCTLHD.

MpumevyaHmne 2— OueHKOW CMeLLeHUs ABMNAETCA CpeaHee 3Ha4YeHne psaaa 3MepeHvii 3a BbIMETOM ONOPHOTo
3Ha4YeHus genuYuHbil (3.2.52).

[PykoeogctBo MCO/M3K 99:2007, 2.18, nameHeHo — gobaBneHbl npuMedanund 1 u 2]
3.2.29 koppeKkTUpOBKa usMmepeHua (measurement correction): KomneHcMpoBaHWe OLEHEHHOro CUCTe-
MaTudeckoro adgekrta.

Mpumevyanume 1 — Cm. Pykosogcteo MCO/M3K 98 3:2008, 3.2.3, ansa pazbsACHEHMA CUCTEMaTMYECKOro

ahdpekTa.

n puMeEeHaHMe 2 — KOMI'IEHCMpDBaHVIe MOXET MMETb pas3nn4vHble CbOprI, Takne Kak JOononHnTenbHoe cnarae-
Moe Urnn KOSCbeVILI,VIEHT, WUIN MOXXEeT HaxoauTbCAa No TEGJ'IVILlB.

[PykoeogctBo MCO/M3K 99:2007, 2.53, nameHeHO — go0aBneHo «M3mMepeHusa» K TepMUHY; OTNIn4aeTcs
OT UCTOYHMKA]

3.2.30 norpewlHOCTL U3MepeHUs, NOrpelHocTL (Mmeasurement error): PasHoCTb MEXAY M3MepPEeHHbIM
3HavYeHueM genuyuHbl (3.2.52) 1 ONOpPHBIM 3HaYeHUeM 8enuduHbl (3.2.52).

MpumevyaHmne 1—loHATHE «NOrPELHOCTEY MOXET UCMOMB30BATLCS B ABYX CNy4asx:
- KOra cyllecTByeT eMHCTBEHHOE OMOpHOe 3HadYeHue senuyuHbl (3.2.52), ecnu kanubposka (3.1.11) npoBegeHa
nocpeacTsoM amarsoHa (3.2.36) ¢ nony4yeHnem N3aMepeHHOro 3Ha4eHNA BENMYMHbI, KOTOpoEe MMEET NpeHedpexuMo Manyto
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HeonpegeneHHOCTbL U3MEPEHUs UK ecny JaHO MIPUHAMOoe 3HavYeHue senuyuHbl (3.2.13), n B 3TOM cny4yae norpeLuHocTb
N3MEpPEHURA U3BECTHA;

- ecrnv npegnonaraeTcs, 4YTo usMepsemas genuyuHa (3.1.45) npegctaBneHa e4MHCTBEHHBIM UCTUHHBIM 3HaYeHUEM
BEMWYNHBI UMM HABOPOM UCTUHHBIX 3HaYeHUd senuyuHbl (3.2.52) B npeHebpexxmMo ManoM auana3soHe, U B TakoM cnydae
NOrpeLHoCTb U3MEPEHWSA HEN3BECTHA.

MpumedyaHue 2—TllorpewHOCTb U3MEPEHWS HE CNEAYET NYTaTh C NOFPELLHOCTBIO M3rOTOBNEHUS UMK OLLUMBKOMA.
Mpnmevanue 3 — [domkeH BbiTe OTMEYEH 3HAK pasHULbI.

[Pykosoocteo MCO/MIK 99:2007, 2.16, M13MEHEHO — TEPMUWHbI UCKIOYEHbI M AoBaBneHo npuMmedaHme 3]
3.2.31 noka3zaHue U3mepeHus, nokasaHue (measurement indication, indication): 3HaveHue senuyUHbLI
(3.2.52), nony4eHHOE C NOMOLLBLK CPeAcTBa U3MEepPeHUin unn usmMepumesnbHol cucmemod (3.2.40).

MpumeyvaHune 1 — [NokaszaHne U3MeEPEHNA MOXET BbITb NPeAcTaBneHo B BU3yanbHOW UMK 3BYKOBOW (hopmMe
Unu MoxeT BbiTb nepegaHo Ha Opyroe ycTpolcTBo. [MokaszaHue namepeHus 4acTo MOXET OblTh NMpencTaBneHo B Buae
Mo3ULMKW yKaszaTens Ha AWCMNIee A aHanoroBbiX BhIXOAOB, OTODPaXeHHOro uny HaneYataHHoro Yucna gns LugpoBbix
BbIXOA0B, KOAOBON KOMOMHALMeN ANA KOOOBbIX BbIXOAHBIX CUTHANOB UMW NPUNMCAHHOIO 3HaYeHUs eenuyuHbl (3.2.52) gna
maTepuanbHbIX Mep.

MpumeuvaHnune 2— lNokazaHve u3MepeHUs: 1 COOTBETCTBYIOLLEE 3Ha4YeHne sennuyuHbl (3.2.51) He obasatensHo
ABNAOTCA 3HAYEHWAMM BENWYMH OQHOMO poaa.

n puMmedaHUue 3 — 3Ha4deHue, cHMTaHHOoE ¢ gucnnes yCTpOFICTBa, Ha3blBakOT NPpAMbIM NOKa3aHWeM; OHO MOXET
ObITb YMHOXEHO Ha KOHCTaHTy yCTpOI;ICTBa, OGGCI’IE‘-IMBE\IOLLWPO NoKasaHnA namepeHus.

Mpumeuvanune 4 — BenuuuHa (3.2.51) MoxeT ObiTb U3MepseMoll eenuyuHol (3.1.45), uaMmepumensHbIM cu2Ha-
oM (3.2.35) unu gpyron genuyuHol (3.2.51), koTopas BygeT Ucnonb3oBaTbCH NPU BblMUCTIEHWW pedyiibmama UdMepeHus
(3.1.51).

[Pykoeogcteo MCO/M3K 99:2007, 4.1, nameHeHo — fobaBneH TEPMUH «MNOKasaHWe U3MepeHus», 40o-
©aBneHbl NpumedaHusa 3 1 4].

3.2.32 npeun3MOHHOCTb U3MepeHUN, NpeLn3MoHHOCTL (measurement precision, precision): bnu-
30CTb MeXay rnokazaHusmu uameperud (3.2.31) N N3MepeHHbIMKU 3HaYeHUaAMU 8ertuquHbl (3.2.52), Habnio-
AaeMbIMU NPW MOBTOPHbIX U3amMepeHusx (3.1.46) ogHoro 1 Toro e unm nofobHbIX OOBLEKTOB NpW 3agaHHbIX
YCIOBUSAX.

MpumedaHue 1 — lNpeunsMoHHOCTE M3MepeHMA 0BbIYHO BbIpaXaktT YMCMEHHO Yepes MokasaTenu Henpe-
LUM3NOHHOCTW, TakMe Kak CTaHgapTHOe OTKMOHEeHWe, gucnepcusa unn KoaduumMeHT Bapraun Npu 3agaHHbIX YCrOoBKAX
usmepenrud (3.1.46).

MpumeyaHue 2 — 3agaHHble yCNoBWMA MOTYT ObiTb, HampuMep, YCNOBUSIMU MOBTOPAEMOCTW U3MepeHUl
(3.1.46), ycrnoBUAMKW NPOMEXKYTOYHOW MPEeLM3NOHHOCTM U3MEepeHUn WM YCIIOBUSIMU BOCMPOU3BOOMMOCTU U3MepeHUL
(3.1.46) (cm. MCO 5725 5:1998).

MpumevaHune 3 — lpeUM3MOHHOCTE U3MEPEHWA WMCMOMNbL3YKOT OANA onpedeneHus cxodumMocmu uaMepeHul
(3.2.33), NpoMeKyTOYHOW NPELU3MOHHOCTH M3MEPEHUI U gocrpou3soduMocmu usmepeHud (3.2.34).

MpumeuvaHnune 4—TIloBTopHble usmepeHusi (3.1.46) osHayaroT uamepeHust (3.1.46), nonyyeHHble cnocobom, npu
KOTOPOM Ha AaHHbIA pe3yneTaT He BNUAeT NpenwecTeylollee usmepeHue (3.1.46) Ha ToM ke unun aHanorviyHom obpasue.

[PykoBogctBo MCO/M3K 99:2007, 2.15, nameHeHo — npuMedaHune 4 n3MeHeHo].

3.2.33 noBTOpAEeMOCTbL U3MEPEHMI, CXoauMMOCTb (measurement repeatability, repeatability): MNpeyu-
3uoHHOCmMb uamepeHul (3.2.32) B ycnoBusax usmepeHud (3.1.46), BknovaloLWmMX NpMMeHEHWe OOHOW U TOW Xe
memoduku usmeperul (3.1.50), ydacTue Tex Ke onepaTopoB, TOW XKe usmepumernsHol cucmemsl (3.2.40), Te
e paboyne ycrnoBus, TO Xe MECTOMNOMOKEHWE W BbINOMHEHWEe MOBTOPHbIX udmepeHuli (3.1.46) ogHuX 1 Tex xe
1Ny NogoBbHbIx 06BLEKTOB 38 KOPOTKUI NEepUoa BPEMEHM.

M punMedyaHue 1 — B KNUHU4ECKOR XMMUK AnA 06o3Ha4veHnUsa 3TOro NOHATUS MHoraa NCNOonb3yrT TEPMWH «Tpe-
UM3NOHHOCTb» B paMKax NccrieqoBaHnAa Unn (\’BHyTpHCEDMﬁHaﬂ Nnpeun3noHHOCTb».

Mpumeuvanue 2— MpuoueHke meduyuHcKo20 uzdenus MBI (3.1.33) ycnoeus NoBTOPAEMOCTM 0BLINHO BbIGU-
paloT Takum obpazom, 4Tobkl NPeacTaBnATL CYLLECTBEHHO HEM3MEHHbIE YCNOBKA (Ha3biBaeMbIe YCNOBUAMW NOBTOPSEMO-

" Owubka opuauHana. McnpaeneHo ¢ 3.1.32 Ha 3.1.33.
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CTW), NPUBOASALLME K MMHUMATLHOW BapmnabunsHOCTH pesysibmamoe usmepeHul (3.1.51). MHdopMaLumsa o NOBTOPAEMOCTH
MOXET BbITh None3Ha AnA Noucka 1 yCTpaHeHWA HEUCNPaABHOCTEN.

MpumevyaHue 3— CxoauMOCTb MOXKET BbITh BbIpaXeHa YMCNEHHO Yepes nokasaTenu AUCcnepcun peayrnsTaTos,
TakvMe Kak CTaHOapTHOe OTKIIOHEHWE MOBTOPAEMOCTH, AMCNEPCHA NMOBTOPAEMOCTI U KO3GhMhWLMEHT Bapuauuu NoBTopsae-
MoCTW. COOTBETCTBYHLLME CTATUCTUYECKME TEPMUHBI NpuBedeHsl B MCO 5725 2:2019.

Mpumevyanne 4 — AgantuposaHo n3 Pykoeogctea MCO/M3K 99:2007, 2.20 n 2.21.

3.2.34 BOCNPOM3BOJUMOCTL U3MEPEHUI, BOCMpOU3BoAUMOCTbL (measurement reproducibility, repro-
ducibility): MpeyusuoHHocmb uamepeHul (3.2.32) B ycnoBuax usmepeHul (3.1.46), BkNoYaKLWMX pasnuyHble
MEeCTOMNOMOXKEeHWs, Pa3HbIX CNepaTopoB, pasHble udMepumensHele cucmemsi (3.2.40) n NoBTOpHbIE U3Mepe-
Hus eenuyuH (3.1.45) ogHUX 1 Tex xe UNn NoAoBbHbIX 0OLEKTOB.

MpumevaHme 1 — B KIMHUMYECKON XMMUM Ansd 0603HAYEHUA OAHHOIO MOHATUA MHOTOA WCMOMbL3YI0T TePMUH
«MexrabopaTtopHas NPeLn3noHHOCTE».

MpumeuaHue 2 — [pun oueHke meduyuHckozo uzdenus MBI (3.1.33)" ycnosus Bocnpon3BoaMMOCTH 0BbIMHO
BbIGuparoT Takum obpasom, 4ToObl NpeacTaBnNATL MakCManbHO M3MEHEHHBIE YCNOBKUSA (HasbiBaeMble YCNOBUAMY BOCMPO-
M3BOAMMOCTU), YTO NMPUBOAMWT K BapuabeneHocTy pedyrnemamosg usmepeHul (3.1.51), kotopele MoryT Bb6iTb NONy4YeHs! Npy
CpaBHEHUW pe3ymnbTaToBR MeXdy He3aBUCHMbIMU rabopaTopusaMuM, HanpuMmep, B paMKax nporpamm MexrabopaTopHbIX
CNUYEHUIA (HanpuMmep, OUEeHKM KBanudukaumm, BHELLHEW OLEHKN KavyecTBa).

MpumevaHmne 3 — BocrnpousBogumocTb MOXET BbITh BbipaXeHa YMCNeHHo Yepes nokasaTeny gucnepcuu pe-
3ynbTaToB, TAKME Kak CTaH4apTHOE OTKMOHEHWE BOCMPOM3BOAMMOGCTH, ANCNEPCUA BOCMPOW3IBOAMMOCTUA 1 KORMULMEHT
Bapuauuu BocrnpoussogumMoct. CoOTBETCTBYIOLLME CTAaTUCTUYECKME TEpMUHBI NMpuBeneHbl B MCO 5725 2:2019.

MMpumeyaHune 4 — PaznuyHble uamepumensHbie cucmemMsl (3.2.40) MOryT UCNONb30BaTh pasfnnyHble Memo-
Ouku uameperus (3.1.50).

M purMeHaHMe 5—B CI'IELI,VICIDHKaLWIV] AOOIMKHbI NPUBOOAUTLCA BCE MBMEHAEMbIE M HEU3MEHAEMbIE YCNOBUA, Ha-
CKOINMbKO 3TO NMPakTU4eCK BO3MOXHO.

MpumeyvyaHue 6 — AganTuposaHo u3 Pykosoactea MCO/M3K 99:2007, 2.24 n 2.25.

3.2.35 namepuTtenbHbIA CUrHan, curHan (measurement signal, signal): 3HaueHue, npeacraenswLLee
usmepsaemyro genuyuHy (3.1.45) n hyHKLMOHANBHO CBA3AaHHOE C HeW.

Mpumevanue 1— MamepuTtensHbii curHan MOXeT BbiTe nokasaHuem usmeperus (cm. 3.2.31).
MpumeyvaHune 2— Cm. Pykosogcteo MCO 30:2015.

3.2.36 atanoH (measurement standard): OnpeneneHve gaHHOW genuyuHb!l (3.2.51) ¢ NpUNUCaHHBLIM
3Ha4YeHueM genuyuHbl (3.2.52) 1 CBA3AHHOW C HUM HeonpedeneHHOCMbI u3mepeHus (3.2.38), ncnonb3yemoe
B Ka4eCcTBEe OCHOBbI AMA CPaBHEHNS.

Mpumep 1 — 3manon macce! 1 k2 co cesizaHHolU cmaHOapmHol HeonpedeneHHOCMbLIO U3MepeHul 3 Mk2
(A.3.38).

Mpumep 2 — BoGopodHkill 31ekmpod ¢ NPUNUCaHHbIM 3HaYeHUeM eeruYyuHbi (3.2.52) 7,072 co ceszaHHol
cmaHOapmHol HeonpedesieHHOCMbIO uaMepeHrul (3.2.38) 0,006.

Mpumep 3 — Ha6op pechepermHbIX pacmeopoe KOPMU30/ia 8 ChIBOPOMKe KpoeU Yesioeeka, UMeruux
cepmughuyuposaHHoOe 3Ha4YeHuUe eenuyuHbl (3.2.52) u ceszaHHbIe cO cmaHOapmHol HeonpedesleHHOCMbLIO U3-
mepeHull (3.2.38) Ons kaxdoz20 pacmeopa.

Mpumep 4 — CmaHdapmHbIl o6pasey (3.1.71**), obecneyusarouiuli 3Ha4eHUs1 eenU4YUHbI (3.2.52) ¢ Heonpe-
deneHHocmMaAMU u3mepeHrulii (3.2.38) maccoeoll koHUeHmpauuu kaxoozo u3 10 paznudHbix 6enKos.

MpumeyaHme 1 — 3BTanoH 4acTo WCMONb3YHT Kak OCHOBY A8 YCTAHOBMNEHWUA U3MEPEHHbIX 3HaqYeHud eenu-
YuHbl (3.2.52) co CBA3a@HHLIMWU C HUMW HeorpedesieHHocmamu usmMepeHul (3.2.38) ana apyrnx eenuyuH (3.2.51) Toro xe
popa U, Takum oBpasoMm, AN YCTAHOBNEHWUS METPONOTMYECKOHM NPOCMeXnBaeMocTy Yepes kanubposky (3.1.1177) opyrux
3TanoHOB, CPEACTB U3MEPEHWUIA UM U3MepumensHbix cucmem (3.2.40).

" Owubka opuzuHana. McnpaeneHo ¢ 3.1.32 Ha 3.1.33.

" Owubka opuzuHana. Mcnpasnero ¢ 3.1.70 Ha 3.1.71.

" Quwubka opuauHana. cnpasnero ¢ 3.1.10 Ha 3.1.11.
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MpuMmeyvyaHune 2 — Peanusauuna onpeneneHns OaHHOW eenuduHbi (3.2.51) moxeT obecnevnBaTbca UamMepu-
mensHol cucmemol (3.2.40), maTepuansHoOi Mepoi unu cmaxHdapmHeiM obpasyom (3.1.717).

Mpnmevanue 3— TepMmuH «peanusauuay» CNONeL3yeTcs 3aeck B Haubonee obwem cmeicne. OH 03Ha4YaeT Tpu
npouenypbl peanvsaumn. Nepeas COCTOUT B (OM3MYECKON peanuaaunn eguHnubl uamepeHus (3.1.46), na ee onpegene-
HWS, U ABMAETCH peanu3aunen B BykBanbHOM cMbicrie. BTopas, HasbiBaeMas «penpogykuus», COCTOUT He B peanu3aayunu
enuHvubl usmepeHus (3.1.46) ua ee onpegenexns, a B yCTaHOBNEHWM BBICOKOCTAaBUNBHOIO 3TanoHa, OCHOBAHHOTO Ha thu-
3MYECKOM SABMEHMW. TpeTba NpoLuedypa COCTOUT B MPUHATAM MaTepuansHoi Mepbl B KaYeCcTBe 3TanoHa, Kak, Hanpumep,
B crny4ae atanoHa 1 kr.

HpmmeHaHme 4 — (CnoBo «BONMOLLEHME» WHOrAa MCMONb3yKT B aHIMUACKOM SA3blKe BMECTO CIioBa
«peannsauynar.

MpumevaHnue 5 — Mepapxus aTanoHOB BKIOYAET NEPBUYHbLIE ITANOHbI, ONA KOTOPbIX 3Ha4YeHWUA BENUYMH U1
HeorpedeneHHocmu UaMmepeHud (3.2.38) ycTaHOBMNEHbI C MOMOLLLI0 NePBUYHBLIX Memoduk uamepeHud (3.1.50) unu cosga-
Hbl KaK apTedakT, BblOpaHHbIA N0 COrMalleHnto, U BTOPWUYHbIE 3TAMNOHb!, 3HaYeHNs BeNWYWH U HeorpederieHHOCMU U3Me-
perul (3.2.38) KOTOPLIX YCTAHOBMEHbBI NyTEM KanubpoBKy Mo NepPBMYHOMY 3TAnoHy BEMWYMHEI TOro e poga. OTHoweHne
MOXET OblTe YCTAHOBMEHO HEMOCPEACTBEHHO MEXOY NEPBUYHBIM 3TANOHOM W BTOPUYHbLIM 3TANOHOM, UMW C MOMOLLBIO
NPOMEXYTO4YHON U3MEePUTENBHOW CUCTEMbI, OTKanMBpPOBaHHOW NO NePBUYHOMY 3TanoHy W NPUNUCLIBAOLWEN pe3yiemam
uaveperus (3.1.51) eTopuyHomy atanoHy. Cum. Pykoeoacteo MCO/M3K 99:2007, 5.4 n 5.5.

lMpumep 5 — lMepeuYyHbLIG 3MaioH MOJIIPHOU KOHUEeHmMpayuu, nofyyYyeHHbIl nymeM pacmeopeHus, ycma-
HOB/IEHHO20 Yucna Mosell XuMu4eckozo coedUHeHUs 8 ykazaHHOM o6beme pacmeopa.

MpumeyaHue 6 — 3TanoH, NPU3HAHHBIA BCEMW rocygapcTBamu, NOANMCABLLUMMK MEXOyHapoaHoe cornalle-
HWe, 1 NpegHasHa4YeHHbI ANA BCEMUMPHOTO NPUMEHEHWA, Ha3blBaeTCA MEXAyHAapodHbIM 3TanoHOM, Hanpumep, «Xopuo-
HUYecKnid roHagoTponuH, BceMupHas opraHuzaums sgpasooxpaHeHus (BO3), 4-i mexxayHapoaHbli ctaHgapT 1999 roga,
75/589, 650 MexayHapoOHbIX eQUHWULL Ha amnyny». 3TanoH, NPU3HaHHbI HaLMOHaNbHbIMW OpraHamMu BNacTi Ansi UCNorb-
30BaHWA B rocy0apcTBe, Ha3biBAETCA HaLMOHaneHbIM aTanoHoM (cM. PykoBoacteo MCO/M3K 99:2007, 5.2).

MpumevaHne 7 — 3TanoH, npegHasHavYeHHbld AnNA Kanubposku (3.1.11") pabo4mx 3TanoHOB GenuYuH
(3.2.51) gaHHoro pofa B AaHHOW opraHv3auvn unv B JaHHOM MecTe, Ha3blBaloT UCXOOHbIM 3TanoHoM (cM. PykoeBoacTteo
MCO/M3IK 99:2007, 5.6). ITanoH, KOTOPLIA UCNOMb3YIOT AN NOBCEAHEeBHOW KanubpoBKWM UMK NMOBEPKU CPeaCcTB U3Mepe-
HUIA UnNn usmepumensHeix cucmem (cM. 3.2.40), Ha3biBaeTca paboymm aTanoHom (cm. PykoeBogcTteo MCO/M3K 99:2007,
5.7). Pabouumii atanoH obbl4HO KanubpyloT NO MCXOAHOMY 3TanoHy.

MpumedvyaHune 8 — CraHgapTHasa HeorpedeneHHocMbs uaMmepeHul (3.2.38), cBA3aHHasa C aTanoHOM, Bcer-
Ja fBNseTcsl COCTaBNALWEN cyMMapHOW cTaHdapTHoOW HeorpedeneHHocmu usmeperdut (3.2.38) (cm. PykoroacTeo
MCO/M3K 98 3:2008, 2.3.4), pna pesynsmama usmeperus (3.1.51), koTopbI NonNy4YeH C UCNONb30BaHWEM 3aTanoHa. Ya-
CTO Takas COCTaBMALAA Mana no CPaBHEHWIO C APYrMMK COCTaBNSIOWUMY CYMMAapPHOW CTaHOapTHON HeornpedeneHHo-
cmu usmepeHul (3.2.38).

MpumedyaHune 9 — 3HavyeHue genuyuHbl (3.2.52) u HeonpedeneHHocmMb usMepeHull (3.2.38) OomKHbl onpeae-
NATbCHA BO BPEMSA MCMOMb30BaHUSA aTanoHa.

[PykoBogcTteo MCO/MBK 99:2007, 5.1, n3ameHeHO — TepMuH «etalon»’  WCKIIOYEH, a NpuMepsl U Npu-
MeUYaHUsi M3MeHeHbl]

3.2.37 npaBUMNLHOCTL M3MepeHusi, NpaBUNbHOCTL (Measurement trueness, trueness): BnusocTb
cpenHero apudgmetmyeckoro 6eckoHedHo 6GoMbLIOro YMcna MOBTOPHO WU3MEPEHHbIX 3HadYeHUll 8eruylUHbl
(3.2.52) kK onopHOMY 3Ha4eHuUr eenuyuHsl (3.2.52).

MpumeuvaHune 1 — paBUNLHOCTE M3MEPEHUI HE ABMAETCH BEMWYUHOW U NOITOMY HE MOXET BbiTh BblpakeHa
YUCINEHHO, OAHAaKO COOTBETCTBYIOLWME nokazateny npueegeHsl B MCO 5725 3:1994.

MpumeyaHune 2 — [NpaBUNbHOCTL M3MepeHUiA obpaTHa Mo OTHOLLEHWIO K cucmeMamuyeckol rnozpewHocmu
uamepenrus (3.2.59), HO He UMEET CBA3W CO CryYauHoU MmoapewHocmsio uamepeHus (3.2.53).

MpumedaHue 3 — TepMUH «mMoYHOCME U3aMepeHus» (3.2.27) He cniedyeT NPUMEeHsITb Ans 0603HaYeHus «npa-
BUIBHOCTU M3MEepeHUs», U HaoBopoT.

" Owubka opuzuHana. McrnpasneHo ¢ 3.1.70 Ha 3.1.71
" Ouwubka opuzuxana. Mcnpaenero ¢ 3.1.10 Ha 3.1.11.

™" B Poccuiickoli @edepayuu MouMeHsom mepmuH «3manoH» e coomeememeut ¢ PMI™ 29—2013 «locydapcmee-
Has cucmema obecrievyeHust eGuHcmea uaMmepeHul. Memponoaus. OcHogHble mepMUHb! U onpedeneHusi» (cmambsa 8.1).
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[PykoBogctBo MCO/M3K 99:2007, 2.14, n3MeHeHo — TEPMUWH «MPaBUITbHOCTb U3MEPEHWA» 3aMEHEH Ha
«MPaBWNbBHOCTBLY», @ B NpUMeyaHun 3 fobaeneHo «v HaobopoT»]

3.2.38 HeonpeaeneHHoOCTE U3MepeHU (measurement uncertainty, uncertainty of measurement): He-
oTpvLUaTenbHbBIA NapamMeTp, XapakTepusyLwwWid paccesHne sHaveHul genuyuHsl (3.2.52), koTopele Npunuckl-
BawTCH uamepssemol genuyuHe (3.1.45) Ha OCHOBAHWMY UCMONB3YeMOR MHOpMaLUK.

MpumevyaHme 1-— HeonpeaeneHHOCTb U3MEPEHWS BKMIOYAET COCTaBNAOWMNE, 0BYCNOBNEHHBIE CUCTEMATUYE-
CKUMUK 3chhekTamm, Takne Kak CoOCTaBNAILME, CBA3AHHbLIE C NONpaBKaMu ¥ NMPUMNUCaHHBIMKU 3HaYeHUsMU 8enuyduH (3.2.52)
atanoHsl (3.2.36), a Takke gerHUUManbHY HeonpeneneHHocTe. MHorga He BBOAAT NOMpaBky Ha OLEHEHHLIE CUCTeMa-
THU4eckre adeKTbl, a BMEeCTO 3T0ro NocrnefHue paccMaTpuBaloT Kak COCTaBNALWMe HeoNpeaeneHHOCTU N3MepPeHni.

Mpumeuvyanune 2 — lNapameTp He MoOXeT BbITe OTpuuaTencsHelM. [NapameTpom MoxeT BbITb, HANPUMEp, CTaH-
[apTHOEe OTKMOHEHWE, Ha3blBaeMoe CTaHOapTHOW HeorpedeneHHocmeio uameperud (3.2.38) (wnn kpaTtHoe emy 3Hadve-
HWE), UMK NONOBWHA LUMPKWHBI MHTEPBANA C YCTAHOBMEHHOW BEPOATHOCTLIO OXBATA.

MpumeyvyaHue 3 — CraHOapTHyH HeornpedeneHHocms usmMepeHud (3.2.38), KOTOpyH Nony4yakT U3 pesyrnbma-
moe uameperud (3.1.51) BxoaHbix genuyuH (3.2.51) B modenu usmepeHus (3.1.48), Ha3blBaOT CyMMapHOW cTaHOapTHOMW
HeonpedeneHHocmblo usmepeHul (3.2.38). lNpow3BegeHne cyMMapHOW CTaHAapTHOW HeornpedeneHHOCmuU usMepeHul
(3.2.38) n koadpdwmumeHTa oxBara, bonbluero, YeM eanHULA, Ha3biBalOT PaclUMpPeHHOW HeoNpeaeneHHOCTEI 3MepPEHA
B Pykoeoactee MCO/M3BK 99:2007, 2.35, nonHo HeonpegeneHHocTso B paboyeit rpynne BIPM (MexayHapogHoe 6opo
Mep W BECOB) MO BblpaxeHWI0 HeonpedeneHHOCTeN U NPOCTO HeoNPenoeneHHOCTL0 B AoKyMeHTax M3K.

MpumevyaHue 4 — MuHUManNbHYO HEONPELAENIeHHOCTb M3MEepPeHWA (BO3HMKAKLLYID K3-3a [eTanuaa-
UMK B OnpederneHvM U3MepsaeMoin BenuyuHbl, HasbliBalT «aeduHWLMansHoW HeonpepeneHHocTelo» B PykoBopctee
NCO/M3K 99:2007, 2.27. B GUM (Pykosogcteo MCO/M3K 98 3ameHeHo Pykosogcteom MCO/M3K 98-3:2008) u B MOK
60359:2001 370 NOHATME Ha3LIBAKIT BHYTPEHHEW HEOMNPELENEHHOCTLHO.

MpumeyvyaHue 5 — HeonpegoeneHHOCTb M3MEPEHWI BKOYaeT B cebs, B 0OLWem criy4ae, MHOIO COCTaBnsAo-
LWKX. HekoTopble U3 aTUX COCTaBNAKLLMX MOTYT ObiTb OLEHEHbI MO TUMY A HEONPEAENEHHOCTU U3MEPEHUIA HA OCHOBaHWUN
CTaTMCTUYECKOro pacrnpegeneHnst 3Ha4eHU BENNYUHLI U3 CEPUM U3MEPEHMWIA U MOTYT XapakTepU3oBaTbCH CTaHOapTHLIMA
OTKMoHeHusAMU. [Ipyrne cocTaBnsoLLmMe, KOTOPLIE MOryT ObiTh OUEHEeHEI Mo TUny B HeonpeaeneHHoCT N3MEPEHWIA, MOTYT
TaKKe XapakTepu3oBaTbCs CTAHOAPTHLIMKU OTKITOHEHUSAMW, OLEHMBaeMbIMW U3 (OYHKLUMIA NNOTHOCTW BEPOATHOCTEN Ha Oc-
HOBaHWW onbITa UK gpyron nHdgopmauumn (cM. Pykosogcteo MCO/M3IK 99:2007, 2.26, npumeyvaHue 3).

MpumeyaHue 6— OTYET O HEONPEOENEHHOCTM M3MEPEHWIA, O COCTaBMAKLLMX 3TON HEONPEAENEHHOCTH N3ME-
PEHWSA, O UX BBIYUCNEHUN 1 0OBLEAVHEHMN HA3bIBAKOT BOMKETOM HeoNpeaeneHHocTW. blompkeT HeonpegeneHHocTH 06bIY-
HO BKMIOYAET MOAEMNb W3MEPEHUS, OLIEHKW W HEOMPELAENEHHOCTU U3MEPEHWIA, CBA3aHHbIE C BEMWYMHAMMW, BXOOALLMMU B
MOAenb U3MEPEHUs, KOBapuaumu, Buabl NpMMeHAeMbIX (OYHKLMIA MMOTHOCTU BEPOATHOCTEN, YMCNO CTENeHew cBoboabl,
TN OLEHUBAHWSA HEOMNpeaeneHHOCTU U3MepeHuin U KoadhduuneHT oxeata (cMm. Pykoeogcteo MCO/M3K 99:2007, 2.33).

MpumeyvyaHue 7—B obwem, Ana gaHHoro Habopa MHdopMaLuK NOHATHO, YTO HEoNPeAeneHHOCTb U3MEepPEH
CBA3LIBAIOT C YCTAHOBMNEHHBIM 3HaYeHUeM geniuyuHbl (3.2.52), npunuceiBaeMeiM uamepsemot senuyuHe (3.1.45). Uamene-
HWE 3TOrO 3HAYEHWUS MPUBOAUT K M3MEHEHWIO CBA3ZAHHOW C HUM HEONPEAENEHHOCTM.

[Pykoeogcteo MCO/M3K 99:2007, 2.26, usmeHeHO — B nNpuMedaHune 2 nobasneHo npegnoxexHue «la-
paMeTp He MOXEeT BbITb oTpULaTENbHbIM» 1 A00aBNeHbl NpuMedaHns 3, 4 u 6]

3.2.39 eaHunua usmepeHusa (measurement unit, unit of measure): [leicTeBuTensHas ckanspHas Benu-
4YMHa, onpefeneHHasl U NpUHATAsA No CornalleHuto, C KOTOPOW MOXHO CpaBHMBaTh NByO Apyryo BENUYUMHY
(3.2.51) Toro xe poga, 4TobbI BEIPA3UTb OTHOLLEHWE 3TUX ABYX BENMWYUH B BUAE YUCna.

MpumevaHue 1— EQMHALBI U3MEPEHWS HA3LIBAKT NMPUCBOEHHLIMW UMK MO COMMAaLLEHWI0 HaUMEHOBaHUAMMI U
0603Ha4YEHUAMMN.

Mpumevanwne 2— [na naHHon senudursl (3.2.51) KpaTkMn TEPMUH «EAMHMLAY» YACTO COYETAKOT C HAMMEHO-
BaHWeM senuyuHbi (3.2.51), HanpuMmep, eguHULA Macchl.

MpumeyaHue 3— EAMHMLAMA M3MEPEHUS BENWYUH C PA3MEPHOCTBI) EAUHULLA SIBMAKTCA Yicna. B HekoTopbix
Cny4asx Takum eauHuLaM W3MEPEHUA AT CrewluanbHble HaMMEHOBaHWA, HAaNpUMep, paguaH, cTtepaguaH u geumben,
MK BbIPaXAIOT KaK 40K, HanpuMep, MUNMMMONb Ha Morb paseH 1073, a MukporpamMm Ha kunorpamm paeeH 1079,

[PykoBoacteo MCO/M3K 99:2007, 1.9, M3MeHEHO — TEepPMWH «edUHWLIa» UCKIIOYEH, NpUMedaHne 3a-
MEHEHO HOBLIM MPpUMeYaHueM 2, npuMedaHme 3 U3MeHEeHo W npumedaHue 4 UCKNHYEHO]

3.2.40 nameputenbHas cuctema (measuring system): Habop n3 ogHoro unu Bonee cpeactB naMmepe-
HWIA 1 4acTo OpYrux YCTPOWCTE, BKMOYAOLWUA NPpY HEOOXOAMMOCTU PEeaKTUBLI UM UCTOYMHUKM MUTaHUSA, CO-
BpaHHbIi 1 NPUCNOCOBNEHHBIA ANA NonyYeHns uHcopmaunn 06 N3MEepPEHHbIX 3Ha4YeHUAX 8enuYUHbI (3.2.52)
B Npefernax ycTaHOBMNEHHbIX UHTEpBanoB AN BENUYKUH YKaszaHHbLIX POLOB.

28

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 34 /54
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-18113-1-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=68749
https://gostexpert.ru/gost/gost-18113-1-2024?utm_source=pdf&utm_medium=68749&utm_term=page

rOCT P UCO 18113-1—2024

MpumevaHue 1— MN3mepuTenbHan cucTema MOXET COCTOATL TOMBKO U3 OAHOMO YCTPOWCTBA, MCNOMb3yeMoro
OnA BbinonHeHua usmepeHull (3.1.45), kotopoe MoxeT BbiTe NMBO cpeacTBOM M3MEPEHUA C OTCYETHBIM YCTPOWCTBOM,
nvbo maTepuanbHOW MEePOK, 1 KOTOPOE MOXHO WCMONL30BaTk OTAEMNBHO UMW B COMETAHWMW € AONONHUTENBHEIMU YCTPOKW-
ctBamu (cMm. Pykosoacteo MCO/M3K 99:2007, 3.1).

MpumeyvaHune 2— AgantupoBaHo 13 Pykoeogctea MCO/MBK 99:2007, 3.2.

3.2.41 meTponorv4yeckas conocTaBMMOCTb pe3ynbTaToB uamepeHur (metrological comparability of
measurement results): ConoctaBumocTs pesynsmamoe uamepeHud (3.1.51) ona BenMynH AaHHOro poaa, Ko-
TOpble METPONOTrMYECKK NPOCINEXNBAIOTCA K OQHOW K TON e OCHOBE AN CPaBHEHNS.

Mpumep — Peaynsmamsi usmepenuli (3.1.51) ¢ nomouwibio deyx pasnuqdHbIX KOMMepPYecKUX uzMepumens-
Hbix cucmem (3.2.40) knuHUYeckol XUMUU Memposio2u4ecku conocmasuMbi, ecnu oHU obe Memposozu4ecKku
npocriexugaromcs K o0HoU U moll e nepsu4yHoll 0CHoge O/ cpasHeHUs, HanpuMep, cepmuguyuposaHHOMY
cmaHdapmHoMy 06pa3suy Maccoeoll KOHUeHmpauuu 2aoKo3bl.

MpumeyaHue 1— [na AaHHOrO onpeaeneHs OCHOROW ANA CpaBHEHWS MOXET BbiTh onpegeneHne eguHulb
uameperus (3.1.46) yepes ee NpakTUYECKYHD peanu3auno, Unu Memoduka usmepeHus (3.1.50), Bknovarolas eguHULy
uameperus (3.1.46) ons BENWYMH, OTNWYHBIX OT NOPSAKOBLIX, MK aTanoHa (3.2.36).

MpumeuvaHune 2-— MeTponornyeckan cCOnOCTaBUMOCTb pesybmamos uameperul (3.1.51) He Tpebyer, 4TobhI
CpaBHWBaEMble U3MEPEHHbIE 3HaYeHUs genuyuHbl (3.2.52) n cooTBETCTBYOWME HeonpedeneHHocmu uamepeHut (3.2.38)
ObINK ogHOro Nopsaka.

[PykoBogctBo MCO/M3K 99:2007, 2.46, 1aMeHEHO — npuMep v npMMmedaHue 1 3aMeHeHbl HOBbIM MpU-
MepOM U npumedaHuem 1]

3.2.42 meTponoruyeckas COBMeCTUMOCTb pe3ynkTaToB uamepeHui (metrological compatibility of
measurement results): CBOMCTBO MHOXEeCTBa pe3ynbmamos usmeperuli (3.1.51) gna onpegeneHHon usme-
psAemol senuduHbl (3.1.45), Takoe, 4To abconTHOE 3HAYeHMe pa3HOCTKU N0BON Napbl U3MEPEHHbIX 3Ha4YeHUl
senuyuHbl (3.2.52), U3 ABYX pa3nu4yHbIX pesynbmamos uamepeHul (3.1.51), MeHblle, YeM HEKOTOPOE Bbi-
©paHHoe kpaTHOe crmaHOapmHoU HeonpedeneHHocmu uameperuli (3.2.58) aTon pasHoCTK.

MpumeyaHue 1-— MeTponorvyeckas COBMECTUMOCTE PE3yneTaToB U3MEPEHWUIA 3aMeHaeT TpaauUMOHHOE Mo-
HATWE «HAXOXOEHWA B Npedenax norpeLlHocTUY, T. K. OHa COAEMKNUT KPUTEPUIA AN PeLLeHusl, OTHOCATCA N ABa pe3yrib-
mama uameperut (3.1.51) K ogHOW 1 ToW xe uamepsiemol eenuduHe (3.1.45) nnu HeT. Ecnu B cepuu uamepeHul (3.1.46)
uamepaemol eenuduHs (3.1.45), koTopas npeanonaraeTca NOCTOAHHOM, pesyibmam uamepeHus (3.1.51) HECOBMeCTUM ©
ocTarnbHbIMW, TO 3TO O3HAYAaET, YTo Unu uaMepeHue (3.1.46) HeKOppPeKTHO [Hanpumep, ero HeornpedeneHHOCMb U3MepeHUst
(3.2.38) Bbina oUueHeHa kak CNULWKOM Manas)], unu uaMmepsaeMas BeNMYMHa M3MEHWNACH 3@ NPOMEXYTOK BpEMEHW MEXay
uameperusmu (3.1.46).

MpumevaHune 2— Koppensuusa mexny usMepeHusmu (3.1.46) BNMAET Ha METPONOrMYecKyto ConocTaBUMOCTb
pesynsTatoB uamepeHud. Ecnu usmepeHus (3.1.46) NONHOCTLIO HEKOPPENWPOBaHHLI, TO cmaHdapmHasi HeorpederneH-
Hocms usmepeHul (3.2.58) ux pasHocTu ByOeT paBHa KOPHIO M3 CYMMbl KBAAPaTtoB WMX cmaHdapmHbeiX HeorpederneH-
Hocmell uamepeHuli (3.2.58), npy 3TOM OHa MEHbLLLE NPW NONOXWTENLHOW KoBapuauMnm 1 Gonblie npu oTpULaTENLHON
KoBapuaumu.

[PykoBogcteo MCO/M3K 99:2007, 2.47]

3.2.43 kauecTBeHHOe cBOMCTBO (Nnominal property): CBOIACTBO sABMEHNA, Tena Unu BeLlecTsa, KoTopoe
He UMeeT pasmepa.

Mpumep:

- yeem kanensHoll Npobbl 6 XUMUU;

- nnocnedogamenbHOCME aMUHOKUCIOM € nonaunenmude.

MpumeyvyaHune 1— KayecTBeHHOE CBOMCTBO MMEET 3HaYeHWe, KOTOPOEe MOXET ObIThb BbIpaKeHo croBamu, Oyk-
BEHHO-YMCITOBLIM KOOOM WIK ApYTrMM cnocobom.

MpumeyaHune 2-— 3HadyeHwne KA4ECTBEHHOIO CBOMCTBA HE CREAyeT NyTaTe C HOMUHaNbHbLIM 3Ha4eHuem eenu-
YuHbl (3.2.44).

MpumeuvaHue 3 — WccneaoBaHusa, BbISBNAIOLWME KAYECTBEHHEIE CBONCTBA, HA3bIBAKTCS Ka4eCmeeHHbIMU UC-
credoeaHuamu (3.2.48) B nabopaTopHON MegULUHE.

" Owubka opuauHana. McnpaeneHo ¢ 3.1.54 Ha 3.1.45.
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[PykoBogctBo MCO/M3K 99:2007, 1.30, nameHeHo — npumepbl 1, 2 1 4 yaaneHsl, obaBneHo npuMe-
yaHue 3]

3.2.44 HoOMMHanbHOe 3Ha4YeHUe BeNWYMHbI, HOMMHanNbLHoe 3HaveHue (nominal quantity value,
nominal value): OkpyrneHHoe unu NpUBNKeHHoe 3Ha4YeHe BeNUYUHBI, NPUNMCaHHOE CPEeOCcTBY M3MEpPEeHUs
unwu uamepumensHol cucmeme (3.2.40), kOTOpbIM crieQyeT PYKOBOACTBOBATLCS MPY ero NPUMEHEHUN.

Tpumep

- 0,1 Monb/n Kak HOMUHanNbHOe 3Ha4yeHUe MOJIAAPHOL KOHUeHmMpayuu 8 pacmeope xjopucmozo eodopoda,
HCI;

- 1000 mn kak HOMUHalbHOe 3Ha4YeHUe 8erluYUHbLI, yKa3zaHHoe Ha MepHol Konbe c odHolU ommemkKol;

- MuHyc 20 °C kak MakcuManbHas memMnepamypa 055 xpaHeHus.

MpumeyvyaHme 1 — HomuHanbHoE 3Ha4YeHVEe BENUYUHBLI HE CREdyeT NyTaTk C Ka4YecmeeHHbIM C8OUCmBeoM
(3.2.43, npumeyuanve 1).

[PykoBoacTBo MCO/M3IK 99:2007, 4.6, nameHeHo — npumep 2° UCKMIoYeH, a npuMedaHue 1 uameHeHo)

3.2.45 nporHocTuyeckoe 3HavyeHue (predictive value): BepoaTHOCTE TOTO, 4TO ¥ NauMeHTa C NomnoXu-
TenbHbIM pe3ynsTaTtoM WCCefoBaHusA umMeeTcs AaHHoe uccnegyemoe 3aboneBaHme, unv 4To nauneHT ¢ oT-
puuaTtenbHbIM pesynbsTaTtom uccriedosanusd (3.1.21) He nMeeT gaHHoro 3aboneeaHus.

MpumedvyaHune 1—TpK CKPUHUHIOBLIX UccriedogaHusax (3.1.21) NporHocTUYEeCcKoe 3Ha4YeHne onpeaensarT dua-
2HocmuYecKkoU YyyecmeumernbsHocmeo (3.2.17) u duasHocmuyeckol crieyughuyHocmesio (3.2.18) MeToauKkK uccriedogaHus
(3.1.21), a Takke pacnpocTpaHeHHOCTLI0 3aboneBaHna, ANA BbIABMNEHWA KOTOPOro NpoBOAAT uccrnedosaHue (3.1.21).

MpumeyaHue 2 — PacnpocTpaHEHHOCTEL 03HAYAET YacTOTy U3YYAEMOro COCTOSHMSA, BLIPEXEHHYIO B NMPOLEH-
Tax (gona yncna, ymHoxeHHas Ha 100) ot obuwero yncna nHaMeMaoB (Nuua ¢ ueneebim 3aboneeaHnem nnkc nuua 6e3
uenesoro 3aboneeaHus) B UCCrenyemMoi Nonynsaunm.

Mpumevyannme 3 — [NporHoCcTUYECKOE 3HAYEHME NONOXKMTENBHBIX pe3yneTatoB uccnedosaHusa (3.1.21) [PV(+)]
MoKasbIiBaET, HACKOMNbKO 3hEeKTMBHO WCCreaoBaHWe OTAENSeT WCTWMHHO MOMOXUTENbHLIE pesynkTaTel uccredogaHust
(3.1.21) OT NOXHONOMNOXUTENLHBIX pe3ynsTaToR uccredoearus (3.1.21) ona gaHHoro yenegozo cocmosHusa (3.2.60) B
AaHHOW NonynAuuK.

Mpumevyanne 4 — [porHocTUYECKaa LEHHOCTL OTPULATENbHBIX pe3yneratoB uccriedosaHus (3.1.21) [PV(-)]
noKazbiBaeT, Hackonbko addhbekTnBHO uccredosarue (3.1.21) otgenaeT UCTMHHbIE OTpUUATeNbHble pe3yneTaThl UCCIe-
dosgaHus (3.1.21) oT noxHooTpUUATENBHLIX Pe3yneLTaToB uccriedosaHus (3.1.21) ana gaHHoro yenesozo 3aboreeaHus
(3.2.60) B gaHHO NoNynsiLuMn.

3.2.46 nonoxuTenbLHoe NporHocTU4YecKoe 3Ha4veHue (positive predictive value): CnocobHocTb nzge-
NS OTAENATb UCTUHHO MOMOXUTENBHbIE pe3ynbTaThl OT MOXHOMOMOXUTENbHBIX ANA AAaHHOTO LeneBoro co-
CTOSIHWSA B AaHHOWN MONyNsuMn.

[[45], 7.2]

3.2.47 oTpuuyatenbHoe nNporHocTuyeckoe 3Ha4veHue (negative predictive value): CnocobHocTe n3-
Aenua oTaensiTe UCTUHHO oTpuuartenbHble peaynsTaThl OT NOKHOOTPULATENbHBLIX Pe3ynbTaToB ANA OaHHOIo
Luenesoro 3abonesaHus B 4aHHOW NOMynaumn.

[[45], 7.2]

3.2.48 kauecTBeHHOe uccrnegoBaHue (qualitative examination): CoBokynHocTe onepauuii, B Xxoge KoTo-
pbIX BeWecTBa UAEHTUPUUNPYIOT UK KNaccuULMPYIOT Ha OCHOBE UX XUMWYECKUX NN (PU3NYECKUX CBOWCTB.

Mpumep — XumMuyeckas peakyuoHHasl crioco6HOCMb, PacineopuMocmb, MOMIeKYIAPHas Macca, memnepa-
mypa nnaenexus, paduayuoHHble ceolicmea (UcnyckaHue, nozroujeHue), Macc-crnekmpai, nepuod nonypacnada
s0ep.

MpumeyvyaHne 1 — AgantTvpoBaHo U3 [67].

3.2.49 npegen KkonuvyecTBeHHOro onpegenelus (quantitation limit, limit of quantitation): HanmeHnswee
3HaueHue uamepsiemoli senuquHbl (3.1.45) B npobe (3.1.77"), KOTOPOE MOXET BbITh M3MEPEHO C 3afaHHOI He-
onpedeneHHOCMbI0 UusMeperus (3.2.38) B yCTaHOBMNEHHbIX YCIOBUAX usmepeHul (3.1.46).

" Owubka opuzuHana. McrnpaeneHo ¢ npumep 3 Ha npumep 2.
" Ouwubka opuzaurana. Wcrnipaenero ¢ 3.1.76 Ha 3.1.77.
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MpumeyvyaHune 1— B mapkmpoBke MeanUMHCKUX nagenuii VB[ nHorga ncnonb3yoT TEpMUHBL «HUKHWIA Npeaen
OnNpeneneHnsy», «HWKHUA Npeaen KonuYeCcTBEHHOTO ONpeneneHnsa» UMN «HIKHWIA npegen uamepeHunsy. PekomeHgauum
cMm. BA.2.8.

MpumeyaHue 2— Wcnonb3oBaHue TepMUHA «DYHKUWOHANbLHAA YYBCTBUTENBHOCTLY A4S AaHHOIO onpenene-
HWA He pekomeHgyeTcda. CM. A.2.8 ansa nonyyeHUa ONONHWUTENBHOW MHopMauum.

Mpumevanne 3 — AgantuposaHo n3 [35] n [49].

3.2.50 konuyecTBeHHOe uccnegoBaHue (quantitative examination): CosokynHocTe onepaumii, npu Ko-
TOPbIX KONMYECTBO UM KOHLUEeHTpauu aHaauma (3.1.4) namepsitoT 1 BelpaxatloT B BUAE YMCIOBOI0 3Ha4YeHWs
BEMWYUHBLI B COOTBETCTBYHLLMX eAuHULAxX usmepeHusi (3.1.46).

MpumevaHne 1 — KayecmeeHHoe ucciiedogaHue (3.2.48) MOXHO NpoBoauTeL Be3 KonmydecTBEHHOro uccneao-
BaHWA, HO KONMYECTBEHHOe KccrnefoBaHne Tpebyet naeHTudmnkauum aHanumos (3.1.4), ons KoTopbIX NpUBe4eHbl Y1MCOo-
BblE 3HAYEHUS.

MpumevaHnne 2— AganTupoBaHo u3 [67].

3.2.51 BennumHa (quantity): CBOMCTBO sIBNEHWs, Tena WM BELLECTBa, KOorga 3TO CBOMCTBO MMEET pas-
Mep, KOTOPbIA MOXET BbiTh BbIPXEH YMCNOM C yKasaHWeM OTNUYMTENbHOMo NpuaHaka.

MpumevaHune 1— OCHOBHOE MOHATME «BENWYMHA» MOXET BblTb pazgeneHo Ha HECKOMbKO YPOBHEW KOHKpET-
HbIX MOHATWNA, KaK MokasaHo B criedylowen tabnuue. B nesoit konoHke Tabnuubl nokasaHbl KOHKPETHbIE MOHATWA Mo,
OBLMM MOHATUEM «BEMWYMHEY. 3TU NOHATUA ABNAKTCH OBLLMMK ANA OTAEMNbHLIX BEMNWYMH B NPABOIN KOMOHKE.

Mpumep 1

HaumeHogaHue senuvUHBl 8 OGM{EM cny4ae HaumeHosaHue genuyUHbLI 8 YACMHOM cny4ae

MonsapHas kKoHUeHmpayus amaHona e npobe suHa i, Cj

MonspHas koHuyenmpauyus B, Cg (C,H.OH)
25

C4emHas KOHUeHmMpayus apumpoyumoe e npobe Kpoeu i, C

CyemHasn KoHyenmpayus B, Cg (Erys, B;)
' =

MpumedaHue 2 — OTANYUTENBHBLIM MPU3HAKOM MOXET ObITb eQuHMLA M3MEPEHUsl, MemoduKka U3MEpEeHUs
(3.1.50), cmardapmHbil obpazey (3.1.71), UnK UX KoMBUHaLKWA.

MpumevaHne 3 — YcnoBHble 0603HAYEHMA ANSA BENUYMH NpMBedeHsl B cepun ctanHgaptoe MICO 80000 w
M3K 80000 «BenuumHel 1 eguHnubl» [22]. YcnoBHele 0603Ha4YeHUa BENWYMH NMWYT KypcuBoM. OgHO ycnoBHoe obosHa-
YeHue MOXKeT 0603Ha4YaTb PaznUYHble BENUYMHbI.

MpumeuvaHune 4— lpeanoytutensHeiM chopmatom IUPAC-IFCC ona obo3HavyeHus BenuyuH B nabopaTopHON
MeauUMHe ABNSETCH — «CUCTEMAa-KOMMOHEHT; poz BENUYMHBIY.

Mpumep 2 — Mna3ma (kpoek) — UOH HaMpPuUs; MONSIPHasi KOHUeHmMpauyusi pasHa 143 Mmmons/n dnsa daHHo20
nayueHma e daHHbI MOMEeHM epeMeHuU.

Mpumeuvanune 5 — lNoHatue senuyuHa (3.2.51) moxeT, B 0bwem, 6biTe pasgeneHo, HanpuMmep, Ha NOHATUA
dusnyeckan senuyuHa (3.2.51), xumnyeckana senuyuHa (3.2.51) n buonoruyeckan senuyuHa (3.2.51), unu ocHoBHas se-
nu4uHa (3.2.51) n nponaeoaHas eenudyuHa (3.2.51).

MpumeyaHune 6 — PasgeneHve NOHATWMA geruyuHbl (3.2.51) B COOTBETCTBUM C poaoM eernuyuHbl (3.2.51)
SBNSAETCA B HEKOTOPOW CTEMEHW NMPOW3BOMNbHLIM. B aHrMMWACKOM S3bike TEPMUH «BENWYMHA» YACTO MCMONb3YETCs ANA
obosHavenus senuyuH (3.2.51) ogHoro poga (HanpumMep, B OTHOLLEHWM B3aUMHO CPaBHMMbIX BENu4YMH (cM. PykoBoacTteo
NCO/M3K 99:2007, 1.2).

[PykoBogcteo MCO/M3BK 99:2007, 1.1, nameHeHo — Tabnuua 3aMmeHeHa HOBOW Tabnuuen B npumepe 1,
npuMeYaHne 5 cKMmYeHo n gobaBneHo npuMmedaHue 6]

3.2.52 3Ha4yeHue BeJNIMYMHbI, 3Ha4eHue (quantity value, value): Ynucrno n OTNMYUTENBHBIA NPU3HAK,
BMeCTe BblpaxatoLMe YACMNOBOi pasMmep gemuyuHsl (3.2.51).

Mpumep 1 — Macca daHHoz2o mena: 0,152 k2 unu 152 2.
Mpumep 2 — Maccosas dosia 6ema-2nobynuHoe e daHHOM obpasye cbieopomku: 0,100 2/2 unu 0,100.

Mpumep 3 — MonspHocmb 21H0KO3kL1 8 daHHOM o6pa3sue kpoeu: 5,50 MMonb/kea.
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Mpumep 4 — YcnoeHas MOsipHasaA KOHUeHMpayus JlomeuHusupyiouie2o 2opMoHa 8 daHHoM o6pasue
nnasmel Kpoeu (MexdyHapoOHbIll cmaHdapm BcemupHoli opzaHusayuu 30paeooxpaHeHus (BO3) 80/552 [53]):
5,0 MmexOyHapoOHbIX eGUHULY/T.

Mpumep 5 — Bpems ceepmeigaHusi o6pazua Kpoeu 8 cmaHdapmu3upoeaHHol BO3 memoduke uzmepeHus
(3.1.50), ebipaxeHHOe MO OMHOIUEHUIO K cpedHeMy rMokazamesio 8 HopMansHol nonynauuu: INR 2.2,

MpumevyaHne 1-— B 3aBUCUMOCTU OT OTNMYUTENBHOTO NPU3HaKa 3HAYEHWE BENUYWHbl BygeT:

- Npou3BedeHWeM Yynucna v eauHULbl aMepeHus (cM. npumMepsl 1, 2, 3 1 4); ansa 6eapasmepHbIX BEMUYUH eOUHULY
M3MepeHVa «oOWHY», Kak NpaBuno, He ykaabiBaioT (CM. npumep 2)° unu

- YWMCMOM U yKa3zaHUeM cTaHgapTHoro obpasua (cM. mpumep 4°), unu

- YMCIIOM W YKasaHuem memoduku usmeperus (3.1.50) (cm. npumep 5°).

MpumeyvyaHue 22— Yucno MOXET ObITb KOMMEKCHBIM.
MpumeyaHue 3 — 3Ha4yeHUe BENUYUHLI MOXET ObiTh NPeacTaBneHO B Pa3nUYHbIX EOUHULIAX U3MEDPEHNS.

[PykoeopgctBo WCO/M3K 99:2007, 1.19, u3aMEHEHO — TEPMUWH «3HAYEeHWEe KONMM4ecTBa BeNU4YWHbBI» 3a-
MEHEH Ha «3Ha4YeHue», NpUMepbl M3MEHEHbI, NpuMedaHue 4 yaaneHo]

3.2.53 cny4alHasa norpewHocTb uaMmepeHus (random measurement error): CocTaBnswlLas nozpeLu-
Hocmu usmeperus (3.2.30), koTopas Npu NOBTOPHbIX u3dMepeHusx (3.1.45) nameHaeTca Henpeackasyemo.

Mpumevanune 1 — OnNopHbIM 3HaYeHUeM senuyuHbl (3.2.52) ona cny4anHon NorpewHoCcT M3MepeHnst ABNs-
eTca cpedHee apuMeTU4eckoe, KOTOpoe MOXKET BbiTb NoMyyYeHo B pesynsrate BeckoHeyHo BoNbLIOro YMcna NOBTOPHBLIX
MU3MepeHuUid OQHOW U TON e U3MepsieMol BEMUYKHbI.

MMpumeyvyaHune 2 — CnyyanHble NOrpellHOCTA M3MEPEHWUIA rpynnbl NOBTOPHLIX u3MepeHuli (3.1.45) obpasyoT
pacnpegeneHune, KOTopoe MOXET BbiTb ONMCAHO Yepes ero MaTeMaTUYecKoe OXunaaHue, KoTopoe B obLLeM cryyae npea-
nonaraeTca paeHbIM HyMO, U ero gucnepcuei.

Mpumevyanune 3 — CnyyaiiHas NOrpPeELLHOCTL U3MEPEHNS paBHa PasHOCTW nogpewHocmu uamepenrus (3.2.30)
1 cucmemMamuyeckol rnozpewiHocmu umepeHus (3.2.59).

[PykoBogctBo WCO/M3K 99:2007, 2.19, naMeHeHO — TepMWH «CNyyanHasa ownbka namepeHusa» yaa-
neH]

3.2.54 BoccTtaHoBneHue (recovery): [lona konuyectea axanuma (3.1.4), npeacTaBneHHoro B npobe
(3.1.77"") unu pobasneHHoro B Hee, koTopasi obHapyxeHa npu uamepeHuu (3.1.46™).

MpumeyvyaHune 1— OBbIYHO BLIpaXaloT B NPOLEHTaX OT KonuyecTBa aobaenenHoro aHanuma (3.1.4).

3.2.55 onopHoe 3Ha4YeHne BeNM4YNHbI, ONOpHOe 3Ha4YeHue (reference quantity value, reference value):
3naveHue eenuyuHbl (3.2.52), ncnone3yeMoe B Ka4ecTBE OCHOBbI A4S CPABHEHUSA CO 3HAYeHUSAMW 8e/TUYUH
(3.2.51) Toro xe popga.

MpumeyvyaHue 1 — OnopHoe 3Ha4YeHUE BENUUKMHBLI MOXET OblTb MCTUHHBIM 3HavYeHueM (3.2.52) usmepsemou
genuyuHsl (3.1.45), B 9TOM cny4ae OHO HEW3BECTHO, UMW APUHAMbIM 3Ha4eHueM genu4dusi (3.2.13), B aTom cny4ae oHo
W3BECTHO.

MpumeyvyaHue 2 — OnopHoe 3Ha4YeHWe BENWYUHLI CO CBA3AHHOW HeorpedeneHHOCMbI0 usMepeHul (3.2.38)
00bI4HO NpefoCcTaBnAT Ans:

a) martepwana, Hanpumep, aTTeCTOBAHHOrO cTaHgapTHoro obpasua;

b) yctpoiictBa, HanpuMmep, cTabunManpoBaHHOro nasepa,

c) pechepenmHoli memoduku uamepenuli (3.1.72%4);

d) crnmyeHuna c atanoHom (3.2.36).

[PykoBogctBo MCO/M3BK 99:2007, 5.18]

3.2.56 paspeliarowan cnocoGHOCTbL M3MepUTENbHOW cucTeMbl (resolution of a measuring system):
HaumeHbluee MaMeHeHWE N3MepseMoin eenuyuHsl (3.2.51), koTopoe ABNSAETCA NPUYKUHON 3aMETHOTO U3MEeHe-
HWA B COOTBETCTBYHOLLEM ToKka3aHuu usmeperus (3.2.31).

" Owubka opueuHana. McnpaeneHo «cM. MpuMep 3» Ha «CM. puMep 2», «CM. puMep 5» Ha «cM. npumep 4»,
«cMm. npumep 6» Ha «cM. npumep 5x.

™ Owubka opuauHana. Mcnpasnero ¢ 3.1.76 Ha 3.1.77.

™" Owubka opueuHana. Mcnpasnero ¢ 3.1.45 Ha 3.1.46.

4" Qwubka opuaurana. Wcripaenero ¢ 3.1.71 Ha 3.1.72.
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MpumeyvyaHne 1 — Paspewatras cnocobHOCTb MOXET 3aBUCETb, HaNpuUMep, OT WymMa (COBCTBEHHOrO UK
BHELWHero) unv TpeHns. OHO Takke MOXET 3aBUCETb OT 3HAaYeHUa n3Mepaemon genuduHst (3.2.51).

[PykoBopgctBo MCO/M3K 99:2007, 4.14, U3MEHEHO — TEPMWH M3MEHEH C «pa3pelueHne» Ha «paspeLua-
owas cnocobHOCTb M3MEPUTENBHON CUCTEMbI», «4TO» 3aMEHEHO Ha «KOTOpOe», a «nokasaHuey» 3aMeHeHO
Ha «nokasaHue U3MepeHnsa»]

3.2.57 cpegHee KBagpaTu4eckoe oTKNoHeHue (standard deviation): MonoxuTenebHBIM KBAOPATHBLIW KO-
peHb 13 Oucnepcuu.

MpumedvaHune 1 — MoxeT BbITe BolpaxXeH B Buge koadduyneHta sapuauun (CV), KOTOPLIA BeIMUCAAIOT Kak
100-kpaTHOe cTaH4apTHOE OTKNOHEeHWe, AeMNeHHOoe Ha cpefHee 3Ha4yeHue, 1 BbipaxatoT B NpoLeHTax.

MpumeyaHue 2 — PaHee NpUMEHABLIWACA TEPMWH «OTHOCMTENMbHOE CTAHAAPTHOE OTKMOHEHME» 3aMeHeH
TEPMUHOM «KO3ChMULMEHT Bapraumn».

[MCO 3534 1:2006, 2.37]

3.2.58 ctaHpapTHan HeonpegeneHHOCTb U3MepeHun (standard measurement uncertainty): Heonpe-
deneHHocmb usmepeHul (3.2.38), BeipaxeHHas Kak cTaHgapTHOE OTKITOHEeHWe.

[PykoBogcteo MCO/M3K 99:2007, 2.30]

3.2.59 cucTemaTuyeckas MoOrpelwHocTbL U3MEpPeHUs, cucTeMaTuyeckasa norpewHocTsb (systematic
measurement error, systematic error): CoctaBnsiowas nogpewHocmu usmepeHus (3.2.30), koTopasa npu no-
BTOPHbIX u3dmMepeHusx (3.1.45) ocTaeTca NOCTOAHHOW UMK M3MEHAETCH NpeacKkasyeMo.

MpumevaHune 1 — ONopHbIM 3HaYeHUEM senuyuHsl (3.2.55) ona cuctemMaTtuyeckor NorpeLHOCTU M3MEPEHUS
SABNAETCA LUCMUHHOE 3HauyeHue eenuyuHbl (3.2.62), unu uamepeHHoe 3HaveHue senuduHbl (3.2.26) atanoHa (3.2.36) ¢ npe-
HeBpexuMo Manoi HeorpedeneHHOCMbI0 uaMepeHud (3.2.38), unun fNpuHsamoe 3HadeHue genuyvuHbi (3.2.13).

M punMedYyaHne 2 — CuctemaTnyeckasn norpewHoCTb N3MepeHna U ee NpuYvnHbl MOryT ObITb N3BECTHLIMW UK
HeMaBeCTHbIMW. [na KoOMMeHcauuKn WM3BECTHOW CUCTeMaTU4ecKon NMOrpeLwHoCT M3MepeHnsa MOXeT ObITb npuMeHeHa
nonpaska.

Mpumevanune 3 — Cuctematvyeckas NOrpellHOCTE M3AMEPEHUSA paBHA Pa3HOCTU MT02PELUHOCMU U3MEPEHUST
(3.2.30) w cnyyadHou rnozpettHocmu usmepeHus (3.2.53).

MpumeyaHue 4 — [INa OUEHKN CUCTEMATUHECKOW NOTPELLHOCTI CPEACcTBa M3MEPEHWI CM. TEPMUH CMelyeHue
uameperud (3.2.28).

MpumeuvaHne 5— AgantuposaHo U3 Pykoeogctea MCO/M3K 99:2007, 217,

3.2.60 uyeneBoe (u3yvaemoe) coctosHue (target condition, condition of interest): OnpegenexHoe 3a-
BonesaHwne, cTagus 3aboneeaHns, COCTOSHME 300POBbSA UK ApPYroe AeHTUPULNPYeMOoe COCTOSAHME, COBbI-
TWMEe UNK XapakTepucTuka NnauueHTa, BKMoYas onpegeneHue ctagum yxe n3BecTHon Bone3Hn unvm cocTosHUS
300pOBbSi, KOTOPbIEe AOMKHbEI NOBYAMTE K HAYany, U3MEeHEHWIO UMW NPeKpaLLeHWIo NeYeHUst UKW ApYrux KIMHU-
YeCcKUx OeNCTBUMA.

MpumedaHnne 1— OnpegeneHHas namepsaemasi genuyuHa (3.1.45) MOXeT CryXWTb LeneBbIM MapKkepoM, CBs-
3aHHbIM C UerneBbIM CoCTOAHUEM. [NOSICHEHWUS 3TUX NOHATUIA NpuBedeHb! B [60], [61].

MpumeyvyaHune 2— AgantupoBaHo 13 [35].

3.2.61 ueneBas HeonpegeneHHocTb U3MmepeHun (target measurement uncertainty): Heonpedener-
Hocmb usmepeHul (3.2.38), 3apaHee yCTaHOBNEHHas Kak BEPXHWIW NMPeaen u npuHATas ucxodsd U3 npeano-
naraemoro Mcrnonb3oBaHus pesynbmamos usmepeHud (3.1.51).

Mpumeuvanne 1 — Kputepun TouHoCTU adpbdekTMBHOCTM cucTeMbl B MCO 15197:2013 u MCO 17593:2007
OCHOBaHbl HA 3TOM NOHATUMN.

MpumedvaHne 2 — B nabopatopHol MedWUMHE LeneBy HeornpeaeneHHoCTb U3MEPEHUS Ha3biBaloT 0bLUen
OOMNYCTUMOI aHanWTUYECKOo NOrpeLUHOCTLIO.

[PykoBogcteo MCO/M3K 99:2007, 2.34, nameHeHO — TepPMUH «BapuaHT» yaaneH, obaBneHbl npumMe-
YaHua 1 n 2]

3.2.62 ucTMHHOE 3Ha4YeHWe BeNnn4uHbI, MICTUHHOEe 3HaveHue (frue quantity value, true value): SHaue-
Hue genuyuHel (3.2.52), kOToOpoe COOTBETCTBYET onpefeneHu genuyuHel (3.2.51).

" Owubka opuauHana. McnpaeneHo ¢ 2.18 Ha 2.17.
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MpumeyvyaHunme 1 — B KOHUENUMNA «NOrPELLUHOCTUY NPW OnNUcaHun usmepeHus (3.1.46) ICTUHHOE 3HaYeHue Be-
TNIMYUHBI PACCMOTPEHO KaK eAMHCTBEHHOE U Ha NpakTuke HenosHasaemoe. KoHuenums HeonpeaeneHHOCTU NPU3HAET, YTo
B AENCTBUTENBHOCTU MO NPUYUHE HENOMHOrO ONUCaHWA genuyuHbl (3.2.51) cylwecTByeT He eQUHCTBEHHOE UCTUHHOE 3Ha-
YeHVe BeNUYUHLI, a ckopee Habop UCTUHHLIX 3Ha4YEeHUI BENMYKMHLI, cornacyoLuiica ¢ onpegenenvem. OgHako aToT Habop
3Ha4YeHU B MPUHLAMNE W HAa MPaKTUKE ABNAETCHA HenocTuwkMMbIM. [Jpyrve nogxoaesl Boobue n3beratoT NOHATUA MCTUHHOTO
3Ha4YeHWs1 BENMWYMHBI M ONWPAINTCA HA NOHATUE METPONONMYECKON COBMECTUMOCTH pelyribmamos usmepeHud (3.1.51) ana
OLEHMBaHWA UX JOCTOBEPHOCTHU.

Mpumeyanune 2 — B yacTHoM cnyvae dyHOAMEHTanNbHbLIX KOHCTAHT genudyuHy (3.2.51) paccmartpuBaloT Kak
MMEHLLYIO AUHCTBEHHOE UCTUHHOE 3HaYeHue BEeMNWYMHBI.

Mpumevyanune 3 — Ecnm geduHnuymansHaa HeonpedeneHHocTb udmMepsemol eenuyuHsl (3.1.45) cuuTtaetca
HE3HaYMTENbBHOW MO OTHOLUEHWIO K OPYrMM COCTaBnsKWUM HeornpedeneHHocmu uameperut (3.2.38), To uamepsemyto
genuyuHy (3.1.45) MOHO paccMaTpyBaTh Kak MMEIOLLLYIO Mo CYLLeCcTBY eUHCTBEHHOE UCTMHHOE 3HavYeHwe. Takoh nogxon,
npuHaTt B GUM (Pykoeogcteo MCO/M3K 98 s3ameHeHo Pykoeogcteom MCO/M3K 98-3:2008) 1 cBA3aHHBIX C HUM OOKYMEH-
Tax, rae CroBO «UCTMHHBIAY CYUTAKT U3BLITOYHBIM.

MpumeyaHne 4 — HeonpegeneHHblid apTUKNb «a», BMECTO OnpederneHHoro aptukna «the» ucnonbayloT B
COYETAHUW C MCTUHHBLIM 3HAYEHUEeM, MOCKOMbKY MOXET CYLUeCTBOBaTb MHOXECTBO 3HAYEHWI, COOTBETCTBYIOLMX onpeae-
NeHU OaHHON KOHKPETHOW eenuduHe! (3.2.51).

Mpumevyanune 5— Cwm. Takke npuHamoe 3HadJeHue senuyursl (3.2.13).

[PykoBoacTBo MCO/M3K 99:2007, 2.11, U3MEHEHO — TEPMUH «UCTUHHOE 3HAYEHMEe BeNMYMHbI» UCKMHo-
yeH u gobaeneHsl npuMmedaHus 4 n 5]

4 O6wme TpeboBaHMsA K MHpoOpMaLUK, NpesoCTaBNeHHON U3rOTOBUTENEM

4.1 O6wme TpeboBaHuA

4.1.1 ®opmaT, cogepxaHue, pacnonoxeHwe W [OCTYMHOCTb WHGOPMauUW, NpPeaoCTaBlNeHHOW W3-
roTOBUTENEM, AOMKHbI COOTBETCTBOBATL KOHKPETHOMY W3OENUI0, ero Ha3HayeHww, a Tawke oby4yeHur nnu
noAroToBKe npegnonaraemMbix nonb3oBaTtenen. B 4yacTHOCTK, Npyv HanucaHUM WHCTPYKUMW MO MPUMEHEHWIO
HeobxoO4MMO NPUMEHATL TEPMUHbI, MOHSATHLIE NMpegnonaraemMomMy Nonb3oBaTento, U, Npu HeobxoaAnMoCTu, O0-
MOMHEHHbIE YepTexamm U cxemamu. [NpurogHocTb MHopMaLUK, NpeaocTaBNeHHOW U3rOTOBUTENEM, OLLeHU-
BaT Kak 4acTb Banugaunuym MeguumMHCKOro Uagenus.

MpumeyvyaHue — MeauunHckue usgenus MBI moryT cofepxathk oTAenbHY nHdopMauuio And cneumanucta
1 HenpodEeCCMOHANBHOMo NONL30BaTens.

4.1.2 IHdhopmaLma Ha 3TUKETKaX U B MHCTPYKLUMSX MO NPUMEHEHUKD JOIMKHA BbiTh pa3bopymBon B Teue-
HWe NpeanonaraeMoro cpoka cnyx6bl MeAULWHCKOIO U3AENWS, NPUHAATEXHOCTHU, KOMMMEKTa UMWY KOMMOHEH-
Ta. YntaeMocTb MHChOpMaL MK Ha 3TUKETKAX U B MHCTPYKUMSAX NO NPUMEHEHUIO OLEHMBAIOT B pamMKkax Bepudu-
Kaunm MeQULMHCKOrO U3genus.

M pupMeHaHne — CnocobHocTe nerko npoYnTaTh Mchopmau,mo 3aBUCUT OT Ka4ecCTBa nedatun, Tuna mpudnTa,
pasMepa 3HakoB U T. .

4.1.3 Indopmauuma, npefocTaBneHHas M3rotoBuTenem, J0KHA BKITHOYATL npegynpexnoeHue mnu cUM-
BOn, yKaSblBal-OLI.EVIIﬁ Ha HeoOXoOUMOCTL ANA Nonb3oBaTens BHMMATeNbHO npo4ynTaTtbk MHCTPYKUWIO NO nprMme-
HEHWIO, npexge 4emM UCNorb30BaTh N3gernue.

MpumeyvyaHune — 310 ABnAeTcA obazaTenbHbIM TpeboBaHUeM B ANOHUA.

4.1.4 Ecnn B HacTosAwem ctaHgapTe, B MCO 18113-2, MCO 18113-3, NCO 18113-4 n/unn MCO 18113-5
yKaszaHo TpeboBaHue, TO ero NpMMEHSRIOT, eCrW TONbKO U3rOTOBUTENE HEe 0OBOCHYET M [OKYMEHTanbHO He Noa-
TBEpOWT, YTO AaHHoe TpeboBaHne He noaxoauT Ansa MmeguumnHcekoro uagenus MBO. O6ocHoBaHne MoXeT BbiTh
OCHOBaHO Ha aHanu3e PUCKOB, OLEHKE YeNloBeYecKoro haktopa, TEXHMYECKOM OLEHKe UM JOKYMEHTaLMM O
TOM, 4TO TpeboBaHWe HE NPUMEHUMO

4.1.5 NHdopmauusa, npegctaBneHHasa M3rotoBuTenem, 4omkHa ObiTe KOHTponMpyemMas (gomxkHa ObiTb
yKa3aHa Bepcus JOKYMEHTa).

" MckrtoueH 00UH U3 MPeX CUHOHUMUYHBIX 8apuaHmos mepmuHa — «true value of a quantity», nepesodumozo Ha
PYCCKUL A3bIK KaK «UCMUHHOE 3HaYeHUe 8eNUYUHbL».
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4.1.6 MHchopmauua, npeactaBneHHas U3roToBUTeNeM, He JOrhKHa cogepxatb hopMynMpoBKY, Kacar-
LKMecs OTBETCTBEHHOCTU M3roTOBUTENSA B clyyae yulepba unuv TpaBMbl, BO3HUKLLWX B pe3ynbrare NpuMeHeHns
MeANUWMHCKOro N3genusi No HasHa4YeHWo MNu ero HeENCNpPaBHOCTK, KOTOpPLIE MPOTMBOpPEYaT 3aKoHaM MUKu Hop-
MaTUBHLIM akTam B cTpaHe obpalleHna MeanuMHCKoro nagenus.

4.1.7 WHbopmauums, npeactaBneHHas M3roToBUTENeM, He JOMkKHa COAep)KaTb OTKA30B OT OTBETCTREH-
HOCTW B OTHOLIEHMM 6e30nacHOCTU U 3PDEKTUBHOCTM MEOMNLMHCKOrO U3AENAUs NMpu ero NpUMeHeHun rno Ha-
3HaYeHWI0, KOTOPbIe HECOBMECTUMBbI C 3aKOHaMK U HOPMAaTUBHLIMUW akTaMu B cTpaHe obpalleHns MeguumH-
CKOTro nagenus, unv obs3aTtensCTB N3roToBUTENSA No pa3paboTke 1 NPON3BOACTBY M3AENUA, KOTOPOE ABMSETCS
©e30nacHbIM U NMPUMEHSETCA MO HAa3HAYEHUHO B TEYEHUE BCErO 3asBNEHHONO CPOKa CnyX0bl.

4.2 A3bIK

4.2.1 WMHdopmauusa, npegocTaBneHHas W3rotoBuTenem, pomkHa ObiTe HanucaHa Ha A3bike(ax),
TpebGyemMom(biX) B COOTBETCTBUM C TpeboBaHMSMK CTpaHbl, B KOTOpbIX obpallaeTcs MeduUMHCKoe uafenve
MBA.

4.2.2 HaumeHoBaHWe U3Oenusi, HAUMeHOBaHWe 1 agpec U3roTosuTens He TpebyeTca NpeacTaBnsaTh Ha
MHOTUX SI3bIKaX.

4.3 CumBOnbI U UAeHTUOUKALMOHHbIE LBeTa

4.3.1 Tam, rge aTo yMeCTHO, JOMKHbl MCNOMb30BaThCA rpadpuyeckme CUMBONbI.

4.3.2 CvmBOnbl U MaeHTUMMKALNOHHbIE LiBEeTa OOMKHbI COOTBETCTBOBATL MEXAYHAPO4HbIM CcTaHaap-
Tam (npv Hanu4uum). MNpu NcnonbL30BaHWKM CUMBOMOB NpUMeHsoT Tpebosanusa MCO 15223-1.

4.3.3 Ecnu cuMBON He yKa3aH B CTaHO4apTe WMNK CyLLecTBYeT BEPOSITHOCTL TOrO, YTO CMMBON He OyneT
MOHSITEH NpefnonaraeMomMy Nonb30BaTento, CUMBOMbLI U MOEHTUMUKALMOHHbIE LUBETA A0MKHbI BbITh OMMCaHbI
B MHdopMaLMK, NpeaoCTaBNEeHHOW N3roTOBUTENEM.

4.4 3Ha4yeHUA U HOMeHKnaTypa

4.4.1 Yucrnosble 3HaYeHUs1 4OMKHbI BbiTh NpeAcTaBneHbl B enHULax, obllenprUaHaHHbIX Npegnonarae-
MbIMK MONb30BaTENsMU, ¢ y4eToM TpebosaHuin MCO 80000-1:2009.

NMpumep — Yucna, koHyeHmpayuu, codepxkaHue, 06bLeMbi, pe3ynsmamabi, pegepeHmHsle UHMepaarkl, na-
paMempbi OKpyxarouweli cpedsbl.

4.4.2 MeToOMKN NccnegoBaHna M aHanuTbl JOTKHbI OblTe HAa3BaHblI C UCMNOSb30BAHWEM TEPMWNHOB, 06-
Wenpu3HaHHbIX npeanornaraeMmbiMi norb3oBatenAaMu, npeanovyTuTenbHO B COOTBETCTBUKM C MeXOAyHapoaHO
NPU3HaHHbIMW UCTOYHUKAMMW.

4.5 MuKkpobuonormyeckuin crtatyc

HDVI HeO6XO,E|I/IMOCTVI AO0IDKEH BbITb YKa3aH MMKpOGVIOJ'IOFW—IeCKVIIT‘I cratyc.

lMpumep — CmepunsHO, MUKpobuonozu4eckuli cmamyc nod KOHMponeM.

4.6 UHCTPYKUMKM NO NPUMEHEHUIO

4.6.1 VIHCTPYKUUKN NO NPUMEHEHWIO AOMKHLI ObITh NpeaoCcTaBneHsl, €Crn 3roTOBUTENb HE AOKaXeT my-
TEM aHanu3a pucka, Yto MeguunHckoe nsgenve VB moxet 6ezonacHo MCnonb3oBaThbes No HazHavyeHuo bes
Hux. [Ins npoBegeHWs aHanu3a pucka npumMeHsT TpeboeaHua MCO14971.

MpumeyaHne — HaunoHanbHbIe UMK perMoHanbHele Npaeuna MoryT TpeboBaTh HanuuMe MHCTPYKUMIA Mo Npu-
MEHEHUH AnA Bcex MmeguuuHckmx nagenuii MBM.

4.6.2 VIHCTpYKUMX NO NMPUMEHEHUI0 OOMKHbI BbiTb HANUCAHbLI C NCNOML30BaHUEM TEPMUHOB, KOTOpPbIE
O0MKHbI ObITh MOHATHBI 4Ns NpeanonaraeMoro Nonb3oBaTens.

4.6.3 MNopsagok nHgopMauumm, NnpencrasneHHon B MHCTPYKLUKW MO NMPUMEHEHUIO, OOIDKEH ONpeaensiTbes
M3roToBUTEINEM C YYeTOM NpednonaraeMoro nofb3osarens.

4.6.4 MIHCTpyKUMA NO NPUMEHEHWI0 JomKHa ObITe MAEHTU(VLMPOBaHa, COAepKaTb CBeAEHWs O AaTe Bbl-
nycka Mnu nocnegHero NnepecmMoTpa, B cnyyae ee NepecMoTpa, ykasblBakT AaTy BbiMycKa, HOMep pedakuun
n/Mnn noeHTUUKaALWOHHBIA HOMEP NOCIeAHero NepecMoTpa C YETKMM yKa3aHWeM BHECEHHbIX U3MEHEHUN.

4.6.5 VIHCTpYKUMA NO NPMMEHEHMWIO MOXKET ObiTb BNOXEHa B YNaKOBKY, HAHECEHA Ha Hapy»KHOWM ynakoBKe,
npedcTaBneHa B PyKOBOACTBE MONb30BaTENs UMW MHCTPYKLUK MO 3Kcnnyataunn obopyaoBaHusi, peareHTosB.
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4.6.6 MIHCTpYKUMIO MO NMpUMeHeHuo, B GymaxKHoM unu HeGymaxkHoM chbopmate, HeoBxoaMmMo npefocTas-
NATL BMEcTe ¢ MeauuuHckum nagenvem VB unu otgensbHO OT nagenus OpyriMy cpeacTBamm, NoAXOAALLIMMM
Ans NnpednonaraemMelx nons3osatenei. Jllo6bie 06HOBNEHWUA UHCTPYKLUIA MO NPUMEHEHUI0 OOIMKHbI BbITh MPO-
cnexuBaemMbl B GYMaXHOM W 3NEeKTPOHHOM hopMaTax.

I puMmevYyaHne — Tpe6OBaHMH MOTYT OTNUYaTbCA B 3aBUCUMMOCTK OT CTPaHbl UMK perMoHa.

4.6.7 PacnpocTpaHeHue WHCTPYKLIMM MO NMPUMEHEHWUIO OPYrMMU CPencTBaMN JOMKHO COOTBETCTBORATL
npegnonaraeMoMy nonb3oBaTtento. [pyrve cpeactsa pacnpocTpaHeHnss MOryT BKIOYaTh CrieayloLlee:

a) opraHuzauum no obcnyxueaHuo/npogaxam/nogaepxke;

b) uHTepHeT-canT;

C) 3MNEeKTPOHHLIN BaHK JaHHBIX;

d) kogmpoBaHHbIA dopMaT, 0OBACHEHHLIN B PYKOBOLACTREE;

€) MOOUnbHOEe NPUNoXKeHWe.

Mpumep — LWmpuxkod.

4.6.8 ECnun MHCTPYKUMIO MO NMPUMEHEHUMIO HE MPUNaralT K M3Aenuio B ByMaxHOM BWAOE, W3rOTOBUTEMb
JAormkeH obecneynTb, 4ToBbl NONb30BaTENb MMEN CReayloLlee:

a) MHCTPYKUMWKA O TOM, KaK Mony4YnTb MHGOPMALIMIO;

b) oocTyn K NpaBUNMbHOM BEPCUWN MHCTPYKLUMKW MO MPUMEHEHWHO;

C) Kak MUHUMYM, MHhopMauuio o BesonacHom o6palleHn U XpaHeHUn 40 ero UCnonb3oBaHus.

4.7 NameHeHnna B meguuMHcKom usgenvnu UBO

4.7.1 VI3roToBUTENb AOMKEH 06paTUTh BHUMaHWe Nonb3oBaTens Ha Nnobble naMmeHeHUs B npeanonarae-
MOM MCMNONb30BaHUK MeauumHckoro nagenusa VB unv Ha nobble U3MeHeHUs B MHopMauun, HeobxoaMmon
418 NpaBuibHOTO 1 6e30MacHOro NPUMEHEHMS U34enusl, a Takke Ha TO, F4e MOXHO HaWTW COOTBETCTBYIOLLYIO
MHOopMaLUI.

4.7.2 KoHcynbTaTuBHbIE COOBLLEHUST MOTYT BbITh BhIMYLLEHbI M3roTOBUTENEM AN NpeaocTaBneHus Oo-
NOMHUTENLHOW MHOPMALIMM MOCcNe NOCTaBKUA MeauumMHckoro nagenusa MBI w/unu ana ykasasus, kakue gei-
CTBUSA cregyeT NpefnpuHATL B OTHOLLEHWM UCMOMb30BaHWS, MogudukaLun, Bo3epara unm ytunusaumm megu-
umHckoro usgenua VIBM. MNpuMensaoT TpebosaHmua MCO 13485.

I pupMmeHaHne — HaLlMOHaJ'lebIE Mnn pernoHanbHble npaslna MOoryT nNpuMeHATbLCA K BblMYCKY KOHCYINbTaTUB-
HOro yBeaoMIeHunA.

4.8 PackpbiTue nHgopmMaumm 06 ocTaToOUYHbLIX PUCKaX

4.8.1 Monb3oBatenu 4oMKHbl OblTb NPOMH(OPMUPOBaHLI 06 M3BECTHBIX Yrpo3ax 6e30nacHOCTU U OCTa-
TOUYHbIX puckax. MNpumeHsoT Tpebosanna MCO 14971 n MOK 62366-1.

Mpumep — lMpedynpexdeHus U Mepbl NPeAOCMOPOXHOCMU, 02paHUYeHUs MemoouKu.

4.8.2 Takxke OorkHbl OblTe ONpefeneHsbl onacHble CUTyaLuKn, KOTOPbIE MOTYT BO3HUKHYTb B pesynbraTe
owmnBoK Npy NPUMEHEHUW, PA3YMHO NPEeAcKasyemMoro HenpaBUbBHOMO MCMOMb30BaHUA U NPMMEHEHWUS HE Mo
Ha3Ha4YeHuHo.

4.8.3 MNpegynpexaeHnsa 1 Mepbl NPeoCTOPOXHOCTA MOTYT UMeTbk (DOpMY CUMBOMOB.

4.9 NgeHTUMKALNA KOMMNOHEHTOB

4.9.1 HavMeHOBaHUA KOMMOHEHTOB AOMKHbI BbiTh NOCNEAoBaTENbHO YKa3aHbl B MHCTPYKLMMW MO Mpu-
MEHEHUIO, Ha BHELLHEW YNaKkoBKe WU, eCrnv NPUMEHUMO, HEMOCPEACTBEHHO Ha KOHTEeWHepe.

4.9.2 B cnyyae Habopa peareHTOB Kax bl KOMNOHEHT JOITKEH BbiTh MAEHTU(ULMPOBAH HAUMEHOBAHU-
eM, ByKBOI, HOMEpPOM, CMMBOIIOM, LIBETOM UMK rpadpmyecknmM nsobpaxeHueM oguHaKkoBbIM obpa3om BO BCcel
WHbOpMaL K, NpegoCTaBNeHHOW U3roToBUTENEM.

4.10 Noppepxka

Monb3oBaTento AoMKHLI BbiTb NPeaocTaBneHbl MHCTPYKLMM O TOM, Kak NMonyyYnTb MOMOLb. Takue WH-
CTPYKLUK MOTYT cofepxaTb HeobxoauMble CBeAeHUA ONA MoNb3oBaTens, HanpumMep, cnvcok/katanor Tene-
hOHHbIX HOMEPOB, BeB-calT KOMNaHMK UK Apyroi nogobHbIA pecypc, rae MoXHO Nony4YnTb MHopMauuio o
J0CTyne K NOMOLLN.
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MpunoxeHune A
(cnpaBo4Hoe)

XapakTepucTuku adhbeKTUBHOCTU MeaULMHCKUX nagenun UBL

A.1 O6wmre nonoxeHunA

A.1.1 CoBpeMeHHble TeHAEHLWN B METPONOrun

Pykosoacteo MCO/M3K 99:1993 [MexxayHapoaHbIA cnoBapb OCHOBHLIX M 0BLLUMX TepMUHOB no meTponoruum (VIM)]
NoABeprnock CEPLE3HOMY NEPecMOoTpy, OTMEHEHO U 3ameHeHo Ha Pykosogcteo MCO/M3K 99:2007. MeTponorus, Hayka
06 M3aMepeHnsx 1 UX NPUMEHEHNN, BKIKOYAET M3MepeHus B nabopaTopHOW MeauuuHe n cMmexHblx obnactax. VIM (Pyko-
sogcTBo MCO/M3K 99) 6bin paclumpeH ans pacCMOTPEHUA U3MepeHWid B 3TUX 00nacTax, a Takke ANs BKIIKOYEHWS NOHS-
TUIA, OTHOCHLLMXCH K METPONOrMYECKON NPOCNEXMBAEMOCTH, HEONPEAENEHHOCTU U3MEPEHUIA N KA4YECTBEHHBLIM CBOWCTBAM
(NpeoMeT MeToauK Ka4eCcTBEHHBIX UCCMNeaoBaHuUA).

Pykosogcteo MCO/M3K 99:2007 oTpaxaeT pasBuTMe nogxoaa K UsMepeHusaM OT «Moaxoda norpewHocTu» (Takke
Ha3bIBAEMOTO «MOAX0A0M NCTUHHOMO 3HAYEHWUSA» ), TPAAULMOHHO UCTONb3YEMOrO B KITMHUYECKOW XMMWK, K COBPEMEHHOMY
nogxody, OCHOBAHHOMY Ha HEOMNPeneneHHOCTH pe3ynLTaTtoB naMepeHuin. Huxke npusegeHa nHopmauma n3 BBEAEHNUS K
Pykosogctey MCO/M3K 99:2007.

Mpw «nogxoae NOrpeLUHOCTU» M3MepAeMas BeNUYMHA MOXET ObiTh ONMcaHa eQUHCTBEHHLIM MCTUHHBLIM 3HAYEHWEM,
KOTOpOE COOTBETCTBYET OMpeaeneHuio uamepaemoi BenndnHel. Liensio namepeHmns ABnseTcs HaxoKaeHWe OLUEHKW UCTUH-
HOTO 3HaYEHWUS, HACKOMLKO BO3MOXKHO BrM3KON K 3TOMY EAMHCTBEHHOMY UCTUHHOMY 3Ha4YeHuo. OTKNOHEHWEe OT UCTUHHOTO
3HAYEHWA CKNagbIBAeTCa M3 CUCTEMATUYECKMX M CryYaiHbIX NOrPELUHOCTENW. OTW ABa BUAA NOrpeLlHOCTEN, KOTopkle, Kak
npegnonaraeTcs, BCErAa MoXHO BbIAENUTh, A0MKHEI 06pabaTbiBaTbCA No-pasHoOMy. HEBO3MOXHO BLIBECTW NPaBuna 0THO-
CUTENLHO TOrO, KaK cneayeT 0bbeAnHATL 3TU COCTaBMNSAILLIME ANA NONyYeHUs CyMMapHO NOrpeLlHocT Niboro gaHHoro
pesynkrara uamepeHus; 0BbIYHO NONYyYaKT TONBKO OLEHKY 3TOW NorpellHocTy. Kak npaBvno, oLUeHWBaT BEPXHUIA Npeaen
abCconTHOro 3Ha4YeHUs CyMMapPHOIN MOrPeLUHOCTH, MHOTAA OWKMBOYHO HA3bIBAaeMbI «HEOMNpPeaeneHHOCTLION.

Mpwn «nogxone HEONPEOENEeHHOCTUY LIENbI0 M3MEPEHWUA HE ABMAETCA Kak MOXHO Bonee TOYHOE onpefeneHue uc-
TMHHOTO 3Ha4eHnda. Ckopee, MHOpMaUna, NoMyYeHHas B pesynstaTe M3BMEPEHWS, NO3BONSET TOMBKO NpUnMcaTe N3Meps-
€eMOI BENNYMHE MHTepBan 0B0CHOBaHHbLIX 3Ha4YeHW. [lononHUTEeNbHaA CyLLECTBEHHAA MHbopMaLMa MOXET YMEHbLUUTL
pasmepbl MHTepBarna 3Ha4eHWi, KoTopble C OCTATOMHBIM OCHOBaHWEM MOXHO NpUnMcaTh M3Mepaemon BenuyinHe. Tem He
MeHee, OaXe camoe TOYHOE U3MEPEHUE HE MOXKET YMEHLLUNTL 3TOT MHTEPBanN A0 eAWHCTBEHHOrO 3HAYeHUA BBUAOY TOrO,
YTO ONUCaHWE N3MEPSIEMOR BEMNWYMHBI BCErAa orpaHuyeHo. PaccmaTtprBaemMblil MHTEPBaN MoXeT ObITh NpeacTaBneH oa-
HUM M3 CBOMX 3HAYEHWUI, Ha3blBAEMbIM «U3MEPEHHbBIM 3HAYEHNEM BEMUYMHBI».

Moaxon k HeonpegeneHHocTy nogpobHo nanoxeH B GUM (Pykoeogcteo MCO/M3K 98 3ameHeHo Ha PykoBoacTBo
MCO/M3K 98-3:2008), koTopoe chokycupyeTca Ha MaTemMaTuyeckol obpaboTke HeonpedeneHHOCTU M3MepeHUs vepes
nogpobHyo Mogens U3MEpPEHUs B MPEANONOXKEHUMW, YTO M3MEPAEMAs BENMWYMHA MOXET DbITh 0XapakTepuaoBaHa, rno cy-
LLEeCTBY, YHUKaNbHbLIM 3HaveHneM. GUM coxpaHuno KOHUENUUI0 «MCTUHHOTO 3HaYeHUa» ANg onMcaHug Leny namepeHus,
XOTA npunaratesibHOe «MCTUHHBIA» cHMTaeTca M3bbIToMHbIM. B naHHOM NpUnoKeHun NoHATME U TEPMUH «UCTUHHOE 3Ha-
YeHue» TakKe CoXpaHeHbl No MPUYKUHE KX LWMPOKOro Mcnone3osaHua. bonee Toro, Pykosogcteo MCO/M3K 98-3:2008 co-
OEPXUT PYKOBOACTBO MO NOOX0AY K ONpeneneHuio HeonpeaeneHHoCTH B cryyae earMHUYHOro nokasaHus KannbpoBaHHoOro
obopyOoBaHns — cMTyalUus, 4acTo BCTpevatoLwasncs B nabopatopHoi MeguumHe.

OpueHTaums Ha U3MEPEHMSA C OOHOKPATHBEIMKW NOKa3aHusMKU ocobeHHo akTyanbHa ans nabopaTopHOW MEeaMUUWHE,
MOCKOMbLKY NMO3BOMNSAET UCCNEA0BaTh, UBMEHSIOTCS N1 BENWYMHBI BO BPEMEHW, EMOHCTPUPYS COBMECTUMOCTL Pe3yrsTaToB
uamepenuii. Pykosogcteo MCO/M3IK 98-3:2008 paccmaTtpuBaeT Takke crnydyau, koraa geduHiumaneHbele HeorpegeneH-
HOCTUW He ABMAKTCA NpeHebpexnMo ManbiMu, Y4TO TakKe BCTpeYaeTcs npy kannbposBke meauumHekmx uagenuin UBMO. Oo-
CTOBEPHOCTL Pe3yNsTaToB M3MEPEHUIA B 3HAYUTENBHOW CTEMNEHM 3aBMCUT OT METPONOTMYECKMX CBOMCTB Npubopa, KoTopsle
OnNpenensarTca ero KanubpoBKoW. VIHTepBan aHaYeHUi, NPUNUCLIBAEMbIX U3MEPSEMOI BENUYMHE, B 3TOM CMy4yae ABMAeT-
CSl MHTEPBanoM 3Ha4YeHWI ATanNoHOB, KOTOpbIe NpMBEnK Bkl K TEM Ke NnokaszaHusam npubopa.

Mpn obHoBneHun VIM BbiNo NpMHATO 3@ OAHHOCTL, YTO HE CYLWECTBYET (hyHOAAMEeHTanbHbIX pasnuynii B OCHOB-
HbIX NMPUHUMNAX M3MEPEHWIA, HE3ABMCKMMO OT TOTO, MPOBOAAT NN U3MEPEHNUSA B (DN3MKe, XMMUK, NabopaTtopHon MeguunHe,
Buonorun nnu nHxeHepun. Pykosoacteo NCO/M3K 99 Takke nblTaeTcs YOOBNETBOPUTL KOHUeNTyanbHble noTpebHocTH
W3MEPEHUI B TakMX 0bnacTax, Kak BUOXMMUSA, MULLEBBLIE TEXHONOMMW, KPUMUHANMCTUKA U MonekynsapHas buonorua. XoTa
HEKOTOpbIE METPOMOrMYeCcKMe KOHLEMLMN U TEPMUHLI, UCNOMNb3yemMble B N1ab0paTOpHOW MeauuMHe, HaXO4ATCA Ha nepe-
XoOHOM aTane, a pabouve xapakTepuUcTUKM onpedensaTca bonee YeTko M NocnefoBaTenksHO, NpennonaraeTcs, YTo nog-
XO[, K OLIEHKE CUCTEMATWMYECKOW 1 Cry4aiHoN norpeluHocTy ByeT cocyllecTBoBaTE ¢ Bonee HOBLIM NOAXOO0M K HEOMpe-
OEeneHHOCTW B Te4eHue HekoToporo Bpemenn. Cm. MCO 14971.

A.1.2 PykoBoAcTBO NO MapKUpoBKe MeguMUMHCKUX usgenun UBO

VameHeHusa B nogxodax v TEPMUHOMNOMMMA M3AMEPEHUIA MOTYT CO34aTk AUNEMMY AN U3roTOBUTENEN MeguLMHCKUX
nanenui VBM. TpaavWuMOHHBIE TEPMUHBLI U ONPEOEneHus BCE eLUe UCMOMb3YTCcs MEOVLMHCKMMK nabopaTopuaMi BO
MHOIMX 4acTax MyMpa WU gaxe MoryT ObiTb NpegnucaHbl 3aKkoHOM UINK nocTaHoBreHveM. Kpome Toro, Ans MeguuuHCKUX
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nagenuin B[l ans camoTecTMpoBaHWs TeXHWYECKWe NMPUHLMMBLI AOMKHBI ObiTb 0OBACHEHB! B M3BECTHLIX TEPMMHAX, MOa-
XoAAWMX AN HenpodeccoHanoB.

MockoneKy OCHOBHOW NPUHLIMN MapkUpoBKkK TpebyeT NnpefocTaBneHusa TeEXHNYECKOW MHOPMaLIMA B TEPMUHAX, KO-
Topble MOryT BbITk NOHATHEI MPeAnonaraeMbIM NoNb3oBaTenaM, MHOYCTPUS MeduUMHCKUX n3genui VB[ He MoXeT B 0gHO-
CTOpPOHHEM MopsaKke NPUHUMATh HOBbIe TEPMUHbBI U ONpedeneHnst paau rapMoHu3anmnm ¢ apyrumu otpacnamu. MameHexuns
TpebyloT KOHCEHCYCa He ToMbKo Mexay nabopatopusamMu, perynvpyrwyvMin opraHami M U3roTOBUTENSMK, HO W Bpadamu,
KOTOpble B KOHEYHOM WMTOre MCnonb3yloT pesynetatel MB-uccnegosaHuii. HoBble TeEpMUHBI HEOBXOAMMO BBOAWUTL OCTO-
POXKHO W CUCTEMATHUYECKM, N B KOHEYHOM UTOre KapkablA M3roToBUTENb AOMKEH caM OnpedenvTe COOTBETCTBYIOLLYIO Map-
KMPOBKY W NPUHATE HEOBX0ANMBIE MEPBI ANA MUHWMW3aLMKY PUCKOB, CONPOBOXAAIOWMX ee u3meHeHne. [ng AOCTMKEHUS
MOMHOrO KOHCEHCYCa M BHEAPEHUS MOxeT noTpeGoBaThcs 3HaYMTENBHLIA NEPEXOOHBIA NEPUOL.

B HacTodLweM NpunoxeHnn BBOOATCA TEPMUHBLI M MOHATUS W3 «MOAXOAA HEOMNpPeOeneHHOCTUY, a8 TEPMUHbI U MOo-
HATUA U3 TPaAMLUMOHHOMO «MNOAX0Aa MOrpeLlHOCT» COXPaHATCH, MOCKOMNbKY NOcnedHWIA NOAX0A BCe eLle LUMPOKO WC-
none3yetca B nabopatopHoi MeguuuHe. Bo nsbexaHne nyTaHWLbl HEKOTOPbIE U3BECTHbIE TEPMUHbLI BbINW UCKIOYEHbI, 1
WX AanbHelLlee UCNonNb30BaHWe B MapkMpoBke MeauumHckux uagennii B[ He pekomeHayeTcs.

WarotoButenu meguuuHckux usgenuin MBI ana camoTecTUpoBaHUA cTtankupatoTca ¢ ocoboi npobrieMon npu no-
MbITKE ONUCaTh aHaNMTUYECKUE XapakTepucTUKK B TEPMUHAEX, NMOHATHBIX HEeKBaNWMMUUNPOBaHHbBIM Nonb3oBaTensm. XoTs
npodeccnoHanbHbIM NoMb3oBaTENAM MOXET NoTpeboBaThCA MOHMMAaHNE METPONOrMYECKMX KOHUEMUMIA M OLeHKa 3KCMy-
aTauMoHHbBIX XapakTepuCTUK, 3Ta MHOPMaUWsa MeHee BaxHa ANA HenpodecCoHarnbHbIX Nonb3oeaTenei, 4yem MHdop-
Mauus o ToM, 4To uagenue paboTaeT HenpaBunbHO. Vcnonb3oBaHWe YyNpoLLeHHbIX TEPMUHOB AN MH(OPMUPOBAHUSA He-
npodeccnoHaneHeIX None3osatenei ob oxmaaeMblx XxapakTepucTukax paboTel U3Aenna NPUBETCTBYETCH, HO KOHKPETHBIE
pekoMeHAauun BeIXOOAT 3@ PaMKW AaHHOTO NPUNOKEHWs.

MHcbopmaums B HACTOALEM MPUNOXEHUA W onpedenerus B 3.2 npueedeHsl AnNA Toro, 4Tobbl NOMOYL M3rOTOBK-
TENAM B ONUCAHWW JKCMNyaTauWOHHbIX XapakTepucTUK MX MeguuuHCcKuX wuagenuin VIBI, ogHOBpeMeHHO crnocobcTeys
OOCTWXEHWIO Lenu rapMoHM3auun wHdopmauun, npedocTaBneHHoW warotoBuTenem. WMHdopmauus, wcnonesyemas
B AaHHOM NpUNoxeHwu, Beina nonydyeHa Ha ocHoBe crnefyrowux AokymeHtos: (1) MCO 5725-1, koTopeld onucbiBaeT
e0WHYI0 KOHLENUWUID TOYHOCTW (MpaBUNbHOCTM U MPELU3MOHHOCTK) pesynbTatoB uamepeHunt; (2) MCO 3534-1:2006 u
MCO 3534-2:2006, TepMuHOMNOrMYeckne CcTaHOapTel cTaTUcTudeckon obpabotkm pgadHbiX; (3) PykoBogcTtea
NCO/M3K 99:2007, koTopoe npenctaensaeT coboi KOHCEHCYC BEAYLLMX MEeXOyHAapOoO4HbIX OpraHn3auui B obnact MeTpo-
noruvn, Bknyaa nabopatopHyro meguunHy; (4) MOK 60050 (Bce YacTu), MexayHapogHbIA anekKTpoTeXHNYECKUIA crnoBapb,
IEV; (5) NCO 704; (6) NCO 1087-1; (7) NCO 10241-2; (8) IUPAC-IFCC Glossary of Terms in Quantities, Units and Symbols
used in Physical Chemistry [66] n apyriue TepmuHonorndeckmne cbopHukn IUPAC, References [32], [52], [62], [67] v pa3-
nuyHble pykoBoaswme aokymeHtel IMDRF 1 HopmaTtvBHble gokymeHThl uneHos IMDRF.

A.2 TexHU4YecKne xapakTepucTUKA

A.2.1 Obwume nonoxeHun

B crnegytowmx nyHKTax pacKkpbiBalTCA B3aUMOCBA3W MEXOY TEXHNYECKUMU XapaKTepUCTMKaMW MeOUMLUVHCKAX 13-
penui MBI v obcyxaaetca BNUAHWE W3MEHEHWA B METPOMOrMYecKOW TEPMWHOMNOIMW Ha WCMOMNb30BaHWE KOHKPETHbIX
XapakTepPUCTUK 3 PeKTMBHOCTM B MHCTPYKLMAX MO NPUMEHEHUI0. HacTosAWwMin cTanaapT npegHasHavyed ans Toro, 4tobel
MOMOYb M3rOTOBUTENAM MeaULMHCKUX n3genuii B[ pelunTtb, Kakue TepMUHBI crnegyeT NPUMEHATL NPU ONUCaHUKU paboymnx
XapakTepUCTUK U3Oennii.

A.2.2 NpaBUNbLHOCTL U3MEpPEHUN

[MpaBunbHOCTL U3MEPEHWIA — 3TO XapakTepucTvka 3dhekTUBHOCTM, NpeacTasnaLas coboll 0TCyTCTBUE cUcTe-
MaTU4eCKO NOrpeLlHOCTU U3MEepPEHNs B CeEpUX pe3ynbTaToB M3MepeHnii Ha oaHopoAHbIX obpa3suax. MNpaBUNbHOCTbL AB-
NAETCA KaYeCTBEHHbIM NOHATUEM, HO CMELLeHNe U3MepeHun (M3mMmepsaemas BenuynHa, obpaTHas K NpaBUNbHOCTA) MOXET
BbITe oueHeHo. [Ana oueHkM cMeleHus TpebyeTca noaxodawmin cTaHaapTHelA obpasel Unn pedepeHTHas MeToauka
VU3MepEHUs, KoTopasd MOXET BbITb MCNONbL30BaHa ANg onpeaeneHns pedyepeHTHOro (ONOpHOro) 3Ha4YeHUsa UaMepsaemMoi
BEMUYKHbI.

MeTponornyeckan npocneXMBaeMoCTb 3Ha4eHu kannbpaTopa K pedepeHTHOMY (ONOPHOMY) 3HaYEHWIO BEMWYMHBI
ABNAETCHA CBOWCTBOM, KOTOpoe obecnevymBaeT MEAUUMHCKMM nabopaTtopusaM yBEpPEHHOCTE B TOM, YTO NMPaBWsIbHOCTE 13-
MepeHUWIA COOTBETCTBYET NPUMEHEHMI0 MO HA3HaYeHW0. 3aABNeHUs O NPaBUNBHOCTM N3MEPEHWIA OOMKHbI CONPOBOXKAATL-
CSl OTYETOM, ONUCHLIBAKLLIMM METPOMOrMYECKY0 MPOCNEXMBAEMOCTb 3HaYeHUIA KanubpaTopa.

Cwm. [6] ons uHdpopmaumm 06 oueHke npaBuneHocT. Cm. [15], [48] v [64] ons nony4eHua nHGoOpMauun 0 MeETPONo-
rMYecKoi NpocneXuBaeMocTy B nabopaTopHoW MeauUMHe.

A.2.3 MNpeunznoHHOCTb U3MEepPeHUn

[Mpeum3noHHOCTE M3MepeHnss — 3TO XapakTepUCTUKa adeKTUBHOCTK, NpeacTaBnawwas cobon crny4yainHyw no-
rPELHOCTL U3MEPEHUS B CEPUN Pe3ynbTaToB M3MepeHnii Ha ogHOpoaHbLIX obpa3suax. [1peun3rMoHHOCTb — 3TO Ka4ecTBeH-
Hoe noHAaTKe. [N ee YNCNEHHOrO BhIPAXKEHWUA UCMONB3YHT TEPMUH «HEMPELIM3MOHHOCTLY, KOTOpas npeacTarnaeTt coboi
paccesiHne pesynsTaToB M3MEPEHUIA, MOMYYEHHbIX B YCTAHOBMEHHLIX YCMOBWAX U BRIPaXEHHYK 0DbIMHO B BMAE CTaHOapT-
HOro OTKNOHEHMA n/nnn KoadpduumenTa sapmauum. Cm. [65].

BenwumHa cTaHOapTHOrO OTKNOHEHWA PE3yNnbLTaToOB M3MEPEHWUIA 3aBMCUT OT TOrO, Kakve (hakTopbl OOMNYyCKaeTca ns-
MEHSATL M TEM CaMbIM BNUATL Ha M3MepeHUs. [peuUn3noHHOCTL MOXKET ObITh onpeaeneHa Npu ABYX YCMOBUAX: MOBTOPSA-
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rOCT P UCO 18113-1—2024

€MOCTb, KOIa OCHOBHbBIE KOHTpOSMpyeMble (DakTopbl OCTAlOTCA NMOCTOAHHBIMK, ¥ BOCTIPOW3BOAMMOCTb, KOTa OCHOBHLIE
KOHTpOnupyeMble pakTopbl MOTYT MU3MEHATLCH.

AHanuTuk/onepaTtop, U3MEPUTENLHLIA NPUBOP, METOA U3MEDPEHUS, MapTUS peareHToB, KanuMbpoBOYHLIM MaTepuan,
MECTOMNONMKEHME, YCIOBUA OKpYXKaloLlen cpeabl U Bpemsi — 3T0 (pakTopbl, KOTOpLIE MOTYT MEHATHCA U BHOCWUTL BKNa B
HEMNPELM3NOHHOCTb M3MEPEHUS.

[Mpeun3rMoHHOCTE MeXay NpefenbHbIMK CRy4asMiy NOBTOPAEMOCTWM W BOCMPOW3BOAUMOCTW HasblBaloT NMPOMENKY-
TOYHOW MPELM3NMOHHOCTLI0 M3MepeHUWIA. MOCKONbKY CTaHAAPTHOE OTKIOHEHWE MPOMEXYTOUHOW MPELM3NOHHOCTM 3aBUCUT
OT haKTOpPORB M YCNOBUM, BAWAIOLIMX HA pe3ynbTaThl M3MEepPEHWI, NPOMEXYTOYHaA NPELW3NOHHOCTL ABMAETCA 3HAYMMOW
XapakTEPUCTUKOW TONbLKO TOr4a, Koraa Takue akTopkl U YCNoBUS YKasaHsbl.

3TM NOHATUSA NPELM3NOHHOCTY HE SBMAKTCA HOBLIMY ANs MeOUUMHCKUX nabopaTopwii. MoBTopaemMocTs 06bI4HO Ha-
3bIBAOT NPELU3MOHHOCTLI0 B paMKax UCCNeaoBaHWs Uiy BHYTPUCEPUIAHOW NPELM3MOHHOCTLI0, 8 BOCMPOM3BOAUMOCTE —
mexnabopaTopHOil BOCMPOU3BOAUMOCTBLIO MK MexXnabopaTopHOWM NPeLU3MOHHOCTLH. [pOMEXYTOUHYIO NPELM3UOHHOCTD
OLEHMBAKT MO KOMMOHEHTaM OUCMEPCUM C MOMOLLLIO CTAaTUCTUYECKMX METOA0B, TAaKUX Kak aHanuns gucnepcumn (ANOVA).

WHdopmauua o6 oLeHke TOYHOCTU nNpoueaypbl npuesedeHa B [67].

A.2.4 ToyHOCTL U3MepeHus

ToOYHOCTb M3MEPEHMA UCTOPUYECKM MCMOMb30Banach B [ABYX PAa3MUYHbIX 3HAYEHMAX. DTO MOHATUME MPUMEHAINOCH
HE TONMbKO K OTAENbHbIM pesynsrataM M3MEPEHWA, HO U K N3MEepUTENbHbIM CUCTEMaM. Takoe ABOMHOE MCMONb3oBaHWe
c030aeT ABYCMBICTIEHHOCTL W MyTaHWLLy.

Mpw1 NepBOM MCNOMNb30BaHWUM MOMPELUHOCTE M3MEPEHUSA, CBA3aHHAA C O4HUM pe3ynsTaTtoM U3MePEeHUs, NpeacTaBns-
eT cobol pasHuLy Mexay pe3ynsratoM U3MEPEHUA U UCTUHHBIM 3HaYEHUEM BEMUYMHBI, MPUCBOEHHBLIM oBpasuy. MNorpewu-
HOCTb M3MEPEHUA BKMNYaeT B ceba KOMMOHEHT CUCTEMATUYECKON NOTPELLHOCTU N3MEPEHMS, OLIEHVBAEMBIN CMELLEHWEM
W3MEDEHUS, N KOMMOHEHT Cry4YaiiHOM NOrpeLuHOCT M3MEPEHUS, OLEHUBAEMBIN CTAHAAPTHLIM OTKNOHEHMEM. Takum ob-
pasoM, TOMHOCTb pesynbTata M3MepeHusa NpencTaBnaeT coboi KOMOUHALMID NPaBUBHOCTU W CIy4alHOM NOTrPEeLLHOCTU
W3MEpPEHUS, KOTOpas BKMKOYaeT B cebA NpeLM3noHHOCTb.

Mpy BTOPOM MCNONBL3OBAHUKU MOrPELLUHOCTL U3MEPEHUs, CBA3aHHAA C U3MEPUTENLHOW CUCTEMOW, NpeacTaBnaeT
coboi pazHOCTE MeXay CpedHUM 3HavyeHneM DOMbLIOro Yucna pesynsTaToB M3MEPEHUIA OLHOMo U TOrO e OQHOPOOHOro
marepuana v UCTMHHBIM 3HaYeHWEM, NPUNMCaHHbIM MaTtepuany. MorpelwHocTs, CBA3aHHaA CO CPEOHUM pPe3ynsTaTom n3-
MEPEHWUSA, BKMIOHAET TONMBKO KOMMOHEHT CUMCTEMAaTMYEeCKon oWunbKM (CMELLEHWE), ¥ MO3TOMY OHa CBA3aHa C TEPMWHOM
«MPaBUITBHOCTBY.

YToBbI YCTpaHWUTL 3TO HEMOCNedoBaTenbHOE WCMONb30BaHWe, TEPMMH «TOYHOCTL» [AOMKEH DbITb NpenycMOTpeH
ONS OTOENbHLIX Pe3ynsTatoB U3aMepeHnid. TOYHOCTb — 3TO Ka4yeCTBEHHOE MOHATWE, HO HETOYHOCTL pesynsrara uamepe-
HUA MOXET BbITh BblpaeHa HeornpeaeneHHoCTb naMmepeHns. JansHelwee o6eyxaeHne HeonpeaeneHHoCT U3MepeHnn
npveedeHo B A.2.5.

B HeKkoTOpbIX OrpaHMYeHHbIX YCNOBUAX HEODXOOUMO OXapaKTepu3oBaTb TEXHUYECKUE XapakTepUCTUKW M3Mepu-
TEMbHOM CUCTEMBI C TOYKM 3peHus ee obLLel cnocoBHOCTM BbiAaBaTh TOYHLIE pe3ynsTatel. Hanpumep, nonb3oBaTtensam
MeauUUHCKMX uagenuin MBL, npegHasHadeHHbIX NS CaMOTECTUPOBAHMWA, HYXKHA NMpocTas xapaktepuctuka adpeKkTme-
HOCTW ANS CPaBHEHWS MPUMEHUMOCTM MeAUMLMHCKMX nanenuin BL. TepMUH «TOYHOCTb CUCTEMBI» BbIN 3aMMCTBOBaH U3
TOYHOCTK M3amepuTensHoro npubopa B Pykosogcteo MCO/MBK (VIM:1993), 5.18, koTopkIl BbiN onpegeneH kak «cnocob-
HOCTb M3aMepuTensHoro npubopa gaBaTh OTKMUKM (NoKasaHus), BnyM3kMe K WCTMHHOMY 3Ha4YeHuio». TEpMWUH «TOYHOCTb
cuctembl» vcnoneayetca B MCO 15197:2013, 3.24, onAa ouEeHKM CUCTEM MOHWTOPWHIa rmoko3el 1 B MCO 17593:2007,
3.38, onA OUEHKM CUCTEM MOHMTOPWHIA OparbHOM aHTUKOArynauuu, U NpeaHaszHayveH TONMbKO ANA MeQULMHCKUX M3Oernuia,
npegHa3sHa4YeHHbIX 4MA camoTecTupoBaHusa. MeToa OLeHKM TOYHOCTU CUCTEMBI OCHOBaH Ha ONpeaeneHun Heonpeaernex-
HOCTW peaynsTaTtoB U3MEPEHUN.

WHdopmauma 06 oLeHKe TOYHOCTU CUCTEMbI CAMOTECTMPOBaHMA MeauumHeknx uzgenun VB (cm. 3.32) npuBeneHa
B MCO 15197 n UCO 17593.

A.2.5 HeonpegeneHHOCTbL U3MEPEHUIA

CoBpeMeHHaa TeHOeHUMSA cpean nabopaTopuii aHaNUTUYECKOW XUMMUW 3aKMoYaeTca B TOM, YTobel coobliaTs 3Ha-
YEHUA U3MEpPEHHLIX BEMUYUH BMECTE C OLEHKaAMWU WX HEOMPEAENeHHOCTU naMepeHus. XoTa OTYET O HeonpedeneHHo-
CTU MBMEPEHUI He ABNSeTCH OBbIYHOM MPaKTUKOW B MeduUuHcKux nadopaTtopuax, MCO 15189 tpebyeTt oT nabopaTtopui
onpefensTe U JOKYMEHTMPOBaTL HEONpeaeneHHOCTb pesyneTaTtoB naMmeperun, a MCO 17511 tpebyeT oT n3roToBUTENEN
mMeauunHCKMX nagenuni VIBL onpenenATs COBOKYMHYH HEONPEOAeneHHOCTE 3HaYeHMn pe3ynsTaToB N3MepeHuin 1 Npego-
CTaBnATb 3Ty MHOPMAaLMIO MOMbL30BATENAM MO 3anpocy.

VicTopuMYeckn CnoXUNOCh Tak, YTO HAAEXHOCTb METOOMK M3MepeHWid B nabopaTopHON MedWLMHE B OCHOBHOM
XapakTepusoBanack B TEPMUHAX CNy4aliHOW MOrpeLlHOCTA U3MEPEHUS M CUCTEMATUYECKOW OLUMOKM MOTPELUHOCTU, Kak
HEMPELM3NOHHOCTL U CMELLIEHWE, COOTBETCTBEHHO. [peanockinka, nexallasl B OCHOBE «MNogxoAa HeonpeaeneHHocTUY,
3aKMH4aEeTCA B TOM, YTO TUM MOrPELLUHOCTV HE BaXKeH ANA MOoNb30BaTens pesynsTata M3MepeHWs, NMOCKOINbKY MMEHHO
CyMMapHbIi 3hDeKT BCEX NMOrpeLllHOCTEN onpenenseT HETOYHOCTbL 3TOro pesyrnestara. 3Ty KOHLUENUMIO MOXHO NPUMEHSATH
npu CpaBHEHUW Pe3ynbTaTOB MCCNENOBaHUI MALMEHTOR C KITMHUYECKUMW pedepeHTHBIMM 3HAYEHUAMK, TAKMMK Kak Bro-
norudeckue pedepeHTHbIE MHTEPBANL! ¥ TPaHUYHbIE 3HAYEHUA PUCKA, YCTAHOBMEHHLIE B KMMHUYECKMX UCCIEed0BaHUAX.
OpHako CcyLlecTBYOT CUTYyaUMuW, Korga cryvaiHas NorpellHoCcTb BaXHee CUCTEMATUYECKON, HanpuMep, koraa Tekyllee
3Ha4YeHWe CPaBHMBAKOT C NPenblAyLUMM 3Ha4YEHUEM Y TOrO e nauWeHTa, ocobeHHO Korga M3MepeHus BhINOMHAET ogHa
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1 Ta xe nabopatopus. Ons usgenuii, BKIKOYaoLLMX MOHUTOPUHI OMarHOCTUYECKOrO MapKkepa Ha npegmeT W3MeHeHWiA ¢
TeYEHWEM BPEMEHW, MeguuMHckum nabopaTtopusim HeobxoouMMo 3HaTb TWUMblI OWWMBOK, CBA3AHHLIX C UX METOAMKAMW W3-
MepeHui, 4Tobkl NoOHWMAaTh, Koraa HabniogaeMoe U3MeHEHWE ABNAETCH 3HAYUTENBHEIM.

HeonpeneneHHOCTb U3MEPEHMS BKIIOYAET BCE KOMMOHEHThI BapuaLMu no BCel Lenoyke NpocnexvBaemMocTH, Ko-
TOpbIE MOMYT MOBNWUATL Ha U3MepeHWe 0bpa3ua nauneHTa, Ha4MHas ¢ HeonpeaeneHHoOCTH pehepeHTHbIX 3HavYeHWn, Jo-
HaBnaA HeonpeoeneHHOCTH, NPMCYLUNe MPOLECCY NMPUNUCLIBAHUA 3HAYEHUA KanubpaTtopamu, NOCTaBNAEMbIMW C Meau-
UMHCKMMK nagenuamun VB[, v, B KOHEYHOM UTOre, BKIOYas HeonpegeneHHOCTH, BHOCUMble METOAMKOW MCCredoBaHns B
MeAuUMHCKON nabopartopun. 3Ta KOHUEenuus SBnseTcs OTHOCUTENEBEHO HOBOW B nabopaTopHOW MeauuuvHe, W ee MonHoe
BHEAPEHWE BO BCEM MUPE, KaK OXWAAEeTCs, 3aiMeT roabl U noTpebyeT 3Ha4yuTenbHbIX 0Gpa3oBaTenbHbIX YCUMWIA.

KoHuenums HeonpegeneHHocTU nameperuii onucada B Pykosogcteo MCO/M3K 98-3. Cm. [56] 1 [60] ana pykosoa-
CTBa MO BbIYMCIIEHWUIO HEOMNpPEeOeneHHOCTW pesynsTatoB namepeHuii. B HacTosee BpeMs paspabaTbiBaloTCsa PyKoOBOA-
CTBa MO BbLIMWCMEHUIO HEeOoMNpPeaeneHHOCTU Pe3ynbTaToB, MOMyYeHHbIX MeauUMHCKUMK nabopaTopusamMu Ana nauueHToB.
Cwm. [42].

A.2.6 AHanuTu4yeckas cneyupU4HOCTbL

B nabopaTopHoi MeauuMHe TeEpMUH «aHanuTuyeckas cneundMyHoCTb» UCNOMb3YIT ANG 0nNMcaHusa crnocobHOCTM
METOAMKN M3MepeHus 0BHapyKMBaTk WK ONPEaenaTb TOMbKO N3MepPseMyto BEMUYUHY B NPUCYTCTBUKM APYrUX BEMUHMH,
NpUCyTCTBYIOLWMX B 0bpasue. [MonHbIn TEPMKUH «aHanMTUYecKas cneuuduyHOCTb» ABMAETCH NPeanoyTUTENnbHbIM, YToObI
nabexarkb NyTaHWLpbl ¢ AMarHOCTUYEeCKON cneundUYHOCTBHD.

AHanuTUYecky cneundU4HOCTE METOAUKN M3MepeHns 0DbIYHO YCTaHaBNUBAKT B COOTBETCTBMM C MEepeyHeM Mno-
TEHUNaNbHO UHTEPMEPUPYIOWLNX BEMUYUH, KOTOPLIE BBINKW OLEHEHB!, C YKazaHWeMm cTeneHu Habniogaemeslx aHanuTude-
CKUX UHTEPdEPEHLMIA NPU 3HAYEHMAX KOHLUEHTPaLWUW, UMEIOLMX MEAMUMHCKOE 3HadYeHue. HecmoTps Ha To, 4to B Py-
koBogctee MCO/M3K 99 tTepMuH «cneunduyHOCTE» 3aMEHEH Ha «CEMEKTUBHOCTLY, «aHanuTnyeckasa cneynudryHoCTb»
coXpaHeHa B HacTodLeM CTaHAapTe Kak NpeanodTUTeNnbHbIA TEPMUH ANa Mapkuposku MBL,.

MHopmaums o6 oueHke aHanNMTUHECKOW cneundUYHOCTU U ONpegeneHu BAUSHUA MeLLaloLWwmnX KONMYecTB npu-
BeneHa B [37].

A.2.7 AHanuTUYecKas YYBCTBUTENLHOCTL

B nabopatopHoii MeaMumHe «aHanuTuyeckas YyBCTBUTENbHOCTbY UCMOMb3YETCH B ABYX Pa3fMYHbIX, HO CBA3AHHbIX
Mexay cobol 3Ha4YeHnnAxX:

a) HaumeHbLUas pasHULA B KOHLEHTPpaLUuK, KOTopas MoXeT BbiTb 0BHapy»eHa ¢ 4OCTOBEPHOCTLIO;

b) HaumeHbLUee KoNMYecTBO, KOTOPOe MOXKET BbiTk 0BHapPYKeHO C onpeaeneHHoN JOCTOBEPHOCThIO.

CyLlecTByeT MeXayHapoaHbIA KOHCEHCYC, YTO TEPMUWH JOMKeH ObiTb OrpaHu4eH NepBbiM NPUMEHEHWEM, U YTO npe-
aen obHapy»XeHWA JOMKEH UCMONb30BaThCA ANA NOBTOPHOrO npumeHeHus. Cm. [27].

AHanuTUyeckas YyBCTBUTENBHOCTb, NPW MEPBOM WCMONB30BaHWW, HE ABMAETCH PENEBaHTHOW XapakTepUCTUMKON
Ans BonblMHCTBA MedWMUUHCKUX nagenuii VB[ v noaTomy ee BKMKYEHWE B MHCTPYKLUMIO MO NPUMEHEHUWIO He ABNSeTCA
HeobxoguMbIM. YToGEI M3bexate nyTaHWubl, cnedyeT nsberate TEpMUHA «aHaNUMTUYECKas YyBCTBUTENBHOCTLY B MapKu-
poBke MeAuUMHCKMX naaenuin B[,

Ecnv B mapknpoBke meguumHckux nagenuii MBI ucnone3yetca aHanuTM4eckas YyBCTBUTENBLHOCTb, OHA OOMKHA
COMPOBOXOAThCA NMOACHEHWEM, YTO 3TO 03HA4YaeT CNOCOBHOCTE METOAMKA U3MEPEHUS Pasnuyarth 4Be KOHLEeHTpauum 13-
MepAeMoro BellecTsa. AHanMTuyeckan YyBCTBUTENbHOCTL MPEACTaBMNeHa YrnoM HaknoHa kannbpoBO4HOW KPMBOW B CO-
oTBeTcTBMKM C onpeaeneHuem IUPAC [65].

B HekoTopbIX HOPMATUBHBIX HOPUCANKLMAX 4O CMX NMOP MCMOMb3yoT cTapylo TepmuHonoruo. Hanpumep, B obLmx
TexHu4eckux cneundukauusax (CTS) Eeponelickoro corosa, onybrnvMkoBaHHbIX B COOTBETCTBUM ¢ [dupekTusoin 98/79/EC,
rOBOPWUTCH, YTO «aHANUTUYECKasa YYBCTBUTENBHOCTL. .. » MOXKET BbiThb BblpaxeHa kak npefen oGHapyXeHus: T. €. HAUMEHb-
Lee KONMMYecTBO LIeNneBoro Mapkepa, koTopoe MoxeT ObiTe TO4HO oBHapykeHo, cM. [65]. B gaHHOM cnydae, nockonbky
aHanuTu4yeckas 4yBCTBUTENbHOCTL W Npefden obHapyXeHWs paccMaTpuBaloTCA Kak CUHOHWMMbI, M3rOTOBWUTENKM MOTYT WC-
nonb3oBaTh Npeden obHapyeHus B cBoeld Mapkuposke. OnpeneneHve npegena obHapyxeHua B CTS cooTBeTCTBYET
onpefeneHuio npeaena obHapyxenns B Pykosoactee MCO/M3K 99. Cnenyet obpatuTh BHUMaHWe, yto CTS ByayT 3a-
MeHeHbl OBLWUMU TexHUYecKkUMIM yernoBuamMim EBponeickoro coto3a B cooTBeTcTBUM ¢ MNMocTaHoBneHveM 2017/746/EU [54].

A.2.8 MNpepen obHapyXeHWA U Npegen KonWMYecTBeHHOro onpeaeneHns

TepMmuH «npegen oBHapyXeHWa» MCNonb3yloT AMs ONMCAaHUA HaWMEHbLUEro 3HaYeHWs W3MepsemMon BEMWHYMHBI C
MCMOMNb30BaHWeM METOAMKW M3MEePEHNIA C OnpedeneHHbiM YPOBHEM 4OCTOBEPHOCTK. Ero Takke HasblBaloT MUHUMaIbHON
oBHapyxMBaeMou KOHLEeHTpauuen.

TepMUH «Mpefen KonM4ecTBEHHOrO onpedeneHns» UCNoNb3yoT A8 ONMCAaHWSA HaUMEHbLLEro 3Ha4eHUs UaMeps-
EMOW BEMWYMHBI, KOTOPOE MOXHO M3MEPUTb C MOMOLLLI0 KOHKPETHON METOOWMKM MCCMNEedoBaHWs C 3adaHHOW Heonpeae-
MNEHHOCTBI0 M3MepeHus. Ero Takke HasbliBaOT HWXKHUM NPEOENoM OMPefeneHus, HUKHUM Npeaenom Konv4ecTBEHHOro
onpefeneHus, HUXHUM NpedenomM U3MepeHns i yHKLUMOHANbHOW YyBCTBUTENbHOCTbIO.

TepMuH «yHKUMOHANBHAsS YyBCTBUTENBLHOCTLY OblN NepBOHaYanbHO BBEAEH A8 ONMCaHUS HaUMeHbLUEW KOHLEeH-
Tpauun TUPEOTPONUHA, U3MEPEHHON C TOYHOCTBIO, HEeOBXOOMMOW ANs ero MeaULMHCKOro MCNornb30BaHus, KoTopas beina
ycTaHoBrneHa Ha ypoeHe 20 % (KoaddpmumeHT Bapuauum). 3TOT TEPMUH He AaeT HUKaKMX NpeMmyLLecTB Nno CPaBHEHWUIO
C NpeAenom KonmyecTBEHHOro onpedeneHus. MNockonsKy 3ToT TepMUH NpeacTaBnaeT ycTapeBLllee UCNoMb30BaHne YyB-
CTBMTENbHOCTH, Ero HE PEKOMEHOYIOT NCNoMb3oBaTk B Mapkuposke VB[,
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MHpopmaums o6 oueHKe npefena obHapyKeHWs 1 Npefena KonuYecTBEeHHOro onpedeneHns npueeneHa B [40].

A.2.9 luHeWHOCTEL U3MEpPUTENBLHOW CUCTEMEI

Cwm. onpeneneHue B 3.2.24.

A.2.10 XapaKTepuCTUKM OUarHoctuueckon appeKTMBHOCTH

Metoawmkv VB[] nccnegoBaHmsa MOryT xapakTepu3oBaTbCH AMarHOCTUHECKON cneundnYHOCTbIO, KOTOpas MoKa3biBa-
€T, HAacKoNbKO NpasunbHo nogobpaxa rpynna nauveHToB AN\ MccnegoBaHni, He MMEIoLLMX onpegeneHHoro 3abonesanns
WA COCTOAHWSA, U OUArHOCTUHECKOW YyBCTBMTENBHOCTLIO, KOTOpas MoKa3biBaeT HACKOMbKO I MEKTUBHO MCCrefoBaHe
B MPaBUMbHOW MAEHTUMKALMM NaUMEHTOB, MMEeOLKNX onpeaeneHHoe 3abonesaHue unu coctosiHue. [lnarHocTuyeckas
cneundUYHOCTE U OMarHoCTUYeCKas YyBCTBUTENBHOCTL 3aBUCAT OT Bblbopa npeaenbHoro 3HavyeHus BEMWHWHBI AN UC-
crefoBaHus.

MeTtoaumkv VB[ nccnegoBaHns MOryT TakKe XapakTepy3oBaTbCa MX NMPOTrHOCTUYECKUMU 3HaYeHWEM (LEeHHOCTBIO).
MonoxwuTeneHas NPOrHOCTUYeCKas LeHHOCTb yKasbliBaeT Ha 3PeKTMBHOCTL METOAMKM MUCCMedoBaHNs B OTAENEHUN WUC-
TWUHHO MOMOKUTENBHBIX PE3YNETaTOB MCCNeA0BaHNs OT NOXHONOMNOXWUTENBHbLIX AN AaHHOMO LeneBoro COCTOAHUA B OaH-
HoW nonynauun. OTpuuaTensHaa NPorHOCTUYECKas LEHHOCTb yKasblBaeT Ha aheKkTUBHOCTE METOAMKW UCCMEfOBAHWA
ONs oTAENeHUsa UCTUHHBIX OTpULATenbHBLIX pe3ynsTaToB UCCNeaoBaHus OT NOXHLIX NS JaHHOro LUeneBoro CoCTOSHUA B
AaHHOW nonynaumw. [NporHocTudeckasn LUeHHOCTh 0BbIMHO 3aBUCKUT OT PacnpocTpaHeHHOCTU 3aboneeaHnsa UnNu COCTOAHUSA
B MHTEPECYIOLUEen Nonynaunm.

JononHuTensHas NHQopMaLUUsa O XapakTepucTUKax AnarHoctTuieckon apdpeKTUBHOCTKU NpuBeaeHa B [64]. MHdop-
Mauus o Bblibope npefenbHOro 3HavyeHnst BenuymHbl U oleHke adpdeKkTMBHOCTH NpuBedeHa B [39] n [41].

A.2.11 WHTepBan u guana3soH

TepMWHbl «MHTEPBAMN» U «4MANa30H» UCNOMNL3YIOT C KOHKPETHBIMKW 3HaYeHnsMK. Cneayowme npuMepsl, BOCNpPoOn3-
BegeHHble 13 Pykosogctea MCO/M3K 99:2007, unniocTpUpyOT 3T NOHATUS.

TepMWH «MHTepBan» UCNonb3yrT BMECTe C CUMBOMOM [a, b] Ana 0b6o3Ha4eHns MHOXeCTBa AeNCTBUTENbHbIX YMcen
X, AN KoTopelx @ < X < b, rae a u b > a — gencTBATENbHbIE Yucna. TepMUH «MHTepBan» MCnone3ytoT Ana obo3HaveHns
3aMKHYTOro UHTepeana. CuMBonsl a U b 0603HaYaloT KOHEYHbIe TOUKW UHTepBana [a, b).

B npumepe 1 uHmepean [-4, 2] Moxem 6bImb NPOUNTIOCMPUPO8aH criedyrouiumM obpasom:

-7 T

-5 -4 -3 -2 -1 0 1 2 3 x
a b

a KoHeyHnass moyka a = —4.
b KoHeuHast mouka b = 2.

Hee koHeuyHble moyku 2 u -4 unmepeana [-4, 2] MoXHO eblpazume Kak —1 * 3; oOHaKko amo ebipaXeHue He
o6o3Havaem unmepsan [-4, 2].

Huanazon unmepeana [a, b] npedcmaeansem cobolil pazHocmb b — a u o6o3Havyaemcs rfa, b]. B npumepe 2
Auana3soH H—4, 2] = 2 — (-4) = 6, kak noka3aHO HUXe.

v

-5 -4 -3 -2 -1 0 1 2 3 X
r=6
141
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Mpunoxenue OA
(cnpaBo4Hoe)

CBe,quvm 0 COOTBETCTBMU CCLINOYHbLIX MeXOYHAapPOAHLIX CTaHOAPTOB
HalyWMoOHanbHbIM U MeXrocygapCcTteBeHHbIM CTaHOapTaM

Tabnuuya JA1

O603Ha4YeHWe CChINOYHOro CreneHb 0O603Ha4yeHe N HAUMEHOBaHWE

MeXAyHapoaHoro ctaHaapTa | COOTBETCTBUSA COOTBETCTBYIOLLErO HALWOHANBHOIO, MEXrocy4apCTBEHHOMO cTaHaapTa

ISO 13485 IDT [OCT ISO 13485—2017 «3penna meguuuHckie., CUCTEMbl MEHEMKMEH-
Ta kadecTea. TpeboraHna ANg Lenen perynMpoBaHug»

ISO 14971 IDT [OCT ISO 14971—2021 «W3penusa meguumHckue. MNpyMeHeHue MeHea-
KMEHTa pUcKa K MEOULIMHCKUM U30ENMsm»»

ISO 15223-1 IDT [OCT P NCO 15223-1—2020 «WMapgenua meguunHckme. CUMBONLI, Npu-
MEHSIEMbIE MPU MApKUPOBAHUM MeOUUMHCKUX U3OEnnid, Ha 3TUKETKax U B
COMpPOBOOUTENBHON A0KyMeHTauuun. YacTte 1. OcHoBHble TpeboBaHuA»

IEC 62366-1 IDT [OCT P M3K 62366-1—2023 «WM3penua meguumHckue. Yacte 1. MNpoek-

TUPOBaHWE MeOWUMHCKMX W3OerNMi C Y4eTOM 3KCnnyaTaluMoHHOW nNpuroa-
HOCTU»

COOTBETCTBUA CTAHOAPTOB!

- IDT — MOeHTU4YHblE CTaHOAPThI.

I puMmedyaHne — B HacTodAwen Tabnuue MCcnonb3oBaHoO crnegywulee ycnosHoe 0603Ha4YeHne cTeneHu
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YOK 61:006.354 OKC 11.100.10

Kniouesble cnosBa: MeaWUWHCKWE M3Oenus, AWardocTuka, in vitro, naroToBUTenu, MHdopMauns, MapKkupoBKa,
TepMWHbI, onpegeneHus, TpeboBaHus, nccnegoBaHve
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