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MNpepgncnoBne

1 NMOATOTOBJ/IEH Accoyunayuneii cneuManncToB M opraHusaynii nabopaTopHoi cnyxbbl «depepaumns
na6opaTtopHoi MeauuuHbl» (Accoumnauna «dIM»), depgepanbHbiM roCygapCTBEHHbIM BHAXETHbBIM Yupex-
AeHneMm «Bcepoccuiicknii Hay4yHO-uccnefoBaTeNbCkUn U UCNbITATENbHbIA UHCTUTYT MEAULUHCKOW TeXHUKN»
dbepepancHoOil cnyx6bl N0 Hag3opy B cpepe 3gpaBooxpaHeHus (Prey «BHUMUNMT» PocsgpaBHagsopa) u
depepanbHbiM rocyAapCTBEHHBIM YHUTApPHbLIM npeanpuatTueM «Bcepoccuiickuii HayuyHo-nccnegoBaTenbCKuii
WHCTUTYT meTponorun mmenn 4.N. Mengeneesa» (Pryrn «BHUMNM um. MeHaeneesBa») Ha OCHOBE COGCTBEH-
HOrO NnepeBofa Ha PYCCKUIA A3blK aHIN0A3bIYHON BepcUM cTaHgapTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHu4yeckum komMuTteToM no ctaHgaptusauum TK 380 «KnuHuyeckme nabopaTopHble uc-
cnefoBaHNA U AnarHoctmyeckne TecT-CUCTEeMbl UH BUTPO»

3 YTBEPXAEH N BBEAEH B ,£I,EI7ICTBI/IE Mpukazom PenepanbHOro areHTCTBa MO TEXHUYECKOMY pe-
rynuposaHuto n metponorun ot 23 maa 2024 r. Ne 647-cT

4 HacTtoswui ctaHgapT MAEHTUYEH MexAyHapogHoMy cTaHgapTy MCO 18113-1:2022 «MepguumnHckne
n3fgenusa ana AnarHocTuky in vitro. MHopmauua, npegoctaBneHHas nsrotosutenem (Mapkumposka). Yactb 1.
TepMuHbl, onpegeneHna n obume TpeboBaHma» [ISO 18113-1:2022 «/n vitro diagnostic medical devices —
Information supplied by the manufacturer (labelling) — Part 1: Terms, definitions, and general requirements»,
IDT],

MexayHapoaHblli cTaHgapT paspaboTaH TexHuyeckum komutetom WMCO/TK 212 «KnuHuyeckne na-
6opaTopHble MUcCNefoBaHUA U AMArHOCTUYECKME TeCcT-CUCTeMbl in vitro» B cOTpyAHMYecTBe C TexXHUYEeCKUM
KomMmTeToM EBponeickoro komuTteta no ctaHgapTtusaumn (CEN) CEN/TC 140 «MeauunHckue usgenus gns
AVAarHocTuKK in vitro» B cooTBeTcTBUM € CornaweHmeM 0 TeXHUYeCKOM coTpyaHuuyecTBe mexay ISO n CEN
(BeHckoe cornaweHune).

Mpn NnpumMeHeHUN HacToALWero ctaHjapTa PeKOMeEHAYeTCA UCNO/b30BaTb BMECTO CChIJIOYHbIX MeXAyHa-
poAHbIX CTaHAApPTOB COOTBETCTBYKOLWMNE UM HaLMOHaIbHbIE U MEXrocyaapCTBEeHHble CTaHA4apTbl, CBEAEHUA 0
KOTOPbIX NPUBEAEHbI B AOMNOMHUTENILHOM NPUAoOXeHun OA.

[ononHWTeNnbHble CHOCKM B TeKCTe cTaHgapTa, Bblfe/leHHble KYpCWBOM, NpuBefeHbl 4719 NOSACHEeHUA
TekcTa opuruHana

5 BSBAMEH TOCT P NCO 18113-1—2015

MpaBuna NpUMEHEHUs HACTOSILLEero cTaHjapTa ycTaHOoB/eHbl B cTaTbe 26 ®defepanbHOro 3akoHa
oT 29 utoHa 2015 r. Ne 162-®3 «O cTaHgapTwusayunm B Poccuinckoin ®epepauynmn». NMHpopmayma ob ns-
MEHEHMNAX K HacTosAlWeMy CTaHgapTy Nnyb6/nMKyeTCca B eXerogHom (Mo COCTOSAHMI0 Ha 1AHBapsa TeKylwero
roga) MHPOpPMaLMOHHOM yKasaTene «HauuoHanbHble cTaHAapTbl», a oPULMaNbHbIA TEKCT U3MEHeHUN
M NonpaBOK — B €XEMeCAYHOM WH(POPMaALMOHHOM yKazaTene «HauuoHanbHble cTaHfapThi». B cnyvae
nepecmoTpa (3amMeHbl) WX OTMEHbl HACTOAWEro cTaHfjapTa cooTBeTCTBYylWee ygejoMneHne byaeT
ony6nuKkoBaHO B 6GauMXxalilleM BbINMYCKE €XEeMeCAYHOro MH(OopMaLWOHHOro ykasaTensi «HauumoHanbHble
cTaHgapThi». CooTBeTCTByWLWas nHpopmaumusa, yBejoMleHMe U TEKCThl pa3Mel,alo TCs TakXe B UH-
opMaunoHHOl cucTeme o6LLEr0 NONb30BaHNA — Ha opuumManbHOM caliTe deagepanbHOro areHTcTBa no
TEexHUYeCcKOMYy perysimpoBaHuo 1 MeTpPoornn B ceTun MIHTepHeT (Www.rst.gov.ru)

© IS0, 2022
© OdopmneHne. ®rbY «MNHCTUTYT cTaHpgapTusaunmn», 2024

HacTosiwuii ctaHgapT He MOXeT GbiTb MOMIHOCTHLIO MM YaCTUYHO BOCMPOM3BEEH, TUPAXUPOBAaH M pac-
NpocTpaHeH B KayecTBe ohULMaNbHOIO U3gaHus 6e3 paspeweHua defepasbHOro areHTCTBa No TEXHUYECKO-
My perysimpoBaHui 1 MeTpPosioruu
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BBepgeHne

N3roToBUTENN MEANLUHCKUX U3AeNUil ANnS guarHocTuky in vitro (MBJ) npepgocTtaBnsaloT nonb3oBaTensam
MHopmaumnio, obecneymBarmulyto 6e3onacHoe ncnosib3oBaHne n oxngaemytro adhekTUBHOCTL usgennii. Tpa-
OVUNOHHO 3Ty MHopMauntio nNpefocTaBnAlT B Buae 3TUKETOK, BkAagblled B ynakoBKY U PYKOBOACTB MNOJb-
3o0BaTensd, rge TUMN U YpOBEHb feTasnn3auun 3aBuUCAT OT NpegnonaraeMoro MCnosib3oBaHWA M HOPMAaTUBHBbIX
NpaBOBbIX akTOB KOHKPETHON CTpaHbl.

MexgayHapoaHblii hopym perynatopoB MeauunmHckux msgenuit (IMDRF) cnocob6cTByeT pasBuTUIO CU-
CTeM peryanpoBaHuWs MeaULUWHCKUX WU3Aenuin Ha rnobanbHoMm ypoBHe. Llenbio ABnsetca cHATue 6apbepos
B TOProB/ie C cOXpaHeHueM Mpu 3TOM NpasB yYaCTHUKOB pellaTb BOMPOCbl OXpaHbl 340P0OBbA HaceneHus no-
cCpeAcTBOM MPMMEHEHUA HOPMATUBHbLIX NPABOBbLIX aKTOB. EAMHbIEe TpeboBaHUA K MapKMpoBKe NpeaocTaBnsanT
3HauYMTeNbHble MpenmywecTsa AN WM3roToBMUTeneN, nonb3oBaTenei, NayneHToB W PETryNNpYyoLW X OpraHos.
YcTpaHeHue pasnnyunii Mexay perynsaTopHbIMU IOPUCANKLUAMM MOXET o6ecneyunTb naumeHTam 6osee paHHuUi
LOCTYN K HOBbIM TEXHO/IOTMAM W MeTo4aMm fleYeHnsa 3a cyeT coKpal,eHus BpemMeHu, Heob6XxoaMmMoro gns [o-
CTMXXEHNSA COOTBETCTBMUA 3aKOHOAATENIbHbLIM M HOPMATUBHbLIM TpeboBaHMAM. HacTosawmMin cTaHaapT npeacras-
naeTt coboi OCHOBY AN rapMoHu3auuy TpeboBaHUA K MapknpoBKe MeAWUUHCKUX u3genuii MBLA. CornacHo
NCO 20417 cTtaHgapthl NCO 18113 npeactaBnsAT co60li ceputo cTaHAapTOB, cogepxawux TpeboBaHusa K
MapKMpoOBKE MeaULMHCKMX n3genuii UBM n, cnepgoBaTesibHO, UMEKT NPUOPUTET B OTHOWEHUN TpeboBaHUA K
MapK1UpoBKe.

LleneBas rpynna no rnob6anbHoit rapmoHusauynm (GHTF), koTopyl B HacTosu,ee BpeMsa 3ameHun IMDRF
(cm. [52]), paspaboTana pykoBogslmne ykaszaHus, KOTOpble NPUMEHSAOT K MapKUPOBKE MeAULUHCKUX U3Lenni
N MeguUnHCKMX nsgenuini MBLA. 3T ykaszaHusa OblnvM BKAKYEHbI B ceputo cTaHgapToB MCO 18113. B yacT-
HocT, IMDRF pgonyckaeT, 4To Tpeb60oBaHUA OTAEe/IbHbIX CTPaH K cofepXaHuto, hopmynmposkam un popmarty
3TUKETOK WU MHCTPYKLMU/A NO MPUMEHEHU MEAULWHCKUX WU3LENNin AO/DKHbl OblTb CBEAEHbl K MUHUMYMY U CO
BpeMEHEM OTMEHEeHbl N0 Mepe Heo6XoaNMOCTH.

HacTtoawuii ctaHfapT COAEPXWUT McYepnbiBawLWMin nepevyeHb TEPMUHOB W onpepeneHuin, Heobxoau-
MbIX A8 pa3paboTkyn MapKMpoBKM MeAUUMHCKUX usgenunii UBA. CornacoBaHHble Ha MeXAYHapo4HOM ypOBHe
onpefeneHna BaxXHbIX NOHATUI CNOCOGCTBYHOT COraCOBAHHOCTM B 4acTuM U3N0XeEHUA nHopMaumnm o Meau-
unHCKknx msgenunax MB/. Llenbo HacTosiwero ctaHjapTa ABNAeTCcA cTaHgapTusaunusa TEPMUHOMOMNK, UCMNOSb-
3yemMoil B MapKupoBke mMeaunuuHckux nsgenunii B, ¢ yyueToM HauMOHaANbHOTO M PEerMoHasibHOro NPUMEHeHUs
TEPMUHOB MeAUULMHCKUMKU nabopaTtopusamu, nocTaBlwimkamu mMeauLUHCKUX YCAYr, NauneHTaMun u perynupyio-
WMMU opraHamu.

MpenaTcTBMEM A1 CBOEBPEMEHHOIO M AOCTYNHOrO NpuobGpeTeHnMs MeguuMHCKUX nsgenunii ABL B He-
KOTOpPbIX CTpaHax aBnseTca TpeboBaHne, 4YToO6bl MHPOpPMauna 6blna npeacrtaB/ieHa Ha HECKOJIbKUX SA3blKax.
IMDRF noppepxuBaeT WCNONb30BaHWe CTaHAapTU3NPOBAHHbIX, MPU3HAHHbIX Ha MEeXAYHapOAHOM YpOBHE
CMMBO/IOB Tam, rge 3To uLefnecoobpas3Ho, Npu ycnosuu, 4yTo 6es3onacHoe nNpuMeHeHue msgenua He 6yget no-
CTaB/IEHO Nofj Yrpo3y B CBAA3M C MOAB/IEHWEM PUCKA UX HEMPABWU/IbHOIO NMOHMMAaHWA nonb3osartenem. Hactos-
wunii ctaHgapT obecneymBaeT NOAAEPXKY MCNOMb30BAHUA CMMBONOB, COOTBETCTBYOWMX Uensm IMDRF.

IMDRF Takxe pekomeHAyeT M3roTOBMTENSAM MCNOMb30BaTb Hanbonee nogxoasdwme meTonbl npegocras-
neHusa nHopmauun. o HefaBHero BpeMeHun 60nblwan yacTb MHOpPMaLuM npegocTaBnsanach B Buge nedvat-
HbIX MaTepuanos, conpoBoXpawlwmnx MmeguunHckoe usgenve NBJ. CoBpeMeHHble TEXHO/IOTMW NO3BOAAKT
npegocTaBnsiTb WHCTPYKUUU NO NMPUMEHEHUI0O U TEXHUYECKY WHGOpMaLuio C ucnonb3oBaHnem 6onee ad-
heKTUBHbIX CpeAcTB npeAcTaBfeHna uHgpopmaynn. NHdpopmaumsa moxeTt 6biTb 3aKognpoBaHa B LMK POBOM
BUAE HA MarHUTHbIX UIM ONTUYECKUX HOCUTENAX, 0TO6paxaTbCa Ha aKpaHe, BCTpOeHa B YCTPOMNCTBO WM faxe
nepepfasatbcs yepes VIHTepHeT HeNnocpeaCTBEHHO MNPWU 3Kcnayatauuy MmeguLNHCKOro nsgenus. 3T focTuxe-
HUSA NpefoCcTaB/sAT NOMb30BATENSAIM BO3MOXHOCTb 60/1ee CBOEBPEMEHHOTO MOSTYYEHUSA KPUTUUYECKN BaXKHOW
MHopmaunm, Hanpumep 06 M3MEHEHUAX XapaKTepucTuUK, 1 NO3BOAAKT U3roToBUTENAM 60ee ah PeKTUBHbIE
cpefcTBa pacnpocTpaHeHusa MHopmauunm.

CrtaHpgapThl cepun NCO 18113 ycTaHaBnuBalT TpeboBaHna K nHopmMaLummn, npeaoctaBNeHHOl M3roto-
BUTENEeM MeaunuuHckux migenuin UBA. Cepusa ctaHgapToB COCTOUT U3 NATU YacTel, 4yTo no3sBonseT Hanbonee
NOJIHO Y4yuTbiBaTb crneundunyeckme noTpebHOCTN NpodeccroHanbHbIX Nosb3oBaTeneli n nonb3oBaTenen, 3a-
HMMaKLWNXca camognarHocTmkoli. Kpome Toro, mockosibky M3roToBUTENN NpefoCcTaBAAT pasfIMuHy MHgop-
Maunto o peareHTax, obopygosaHun VB ana camoTecTMpoBaHUs UM NpodeccuoHanbHOro UCNob30BaHus,
TO Tpeb6oBaHNA K HUM paccmaTpuBalTCa B OTAENbHbIX YacTax cepun MCO 18113.

HacTtoawuii ctaHfapT He npegHasHavyeH 4719 CaMOCTOATE/IbHOTO NPUMEHEHUA 6e3 OTAeNbHbIX YacTen
cepuun MCO 18113. OH cogepXWUT TEPMUHbI, ONpefeneHns n obwmne NpUHLUNbI, KOTOPble NPUMEHUMbI KO BCEM

\Y
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yactam cepun MCO 18113. HecMoTps Ha TO, YTO TEPMUHbI 1 ONpefeneHns, NpuBefeHHble B MeXAYHapoaHbIX
cTaHgaprax, ABAAKTCA NPeAnoYTUTENbHbIMU, TpeboBaHWA K TEPMUHAM W ONMpPefesieHNnAM, UCNONb3yeMbIM
ONS N3M10XeHUsa MHdopmaunmn, npeaocTaBNeHHOW N3rotoBuTeneMm MeguumnHckoro nsgenua VB, AOMXHbI cO-
oTBeTcTBOBaTh 4.6.2. Tam, rae npuBefeHbl CUHOHWMbI, MOXHO MCNONb30BaTb N060I M3 TEPMUHOB, HO NepPBbIi
TEPMUH npeAnoyTuTesibHee. HekoTopble onpefesnieHns JO/MKHbI ObiTb U3MEHEHbI A1 COOTBETCTBUA MapKu-
poBKe MeauuUHCKUX usgenuii MUBL nnv gna cooTBeTCTBMA npaBuiam TepMuHonorun UCO. B Takmx cnyvasx
NPUBOAAT UCTOYHWUK W YKa3blBAKT, YTO onpepesieHne 6bi/10 n3MeHeHo. C UenNblo YyTOYHEHUA HEKOTOpPbIX Tep-
MWHOB MeAuuunHCcKoro nsgenna VUBJM npumevaHus K HUM OblNvM LOMNOSTHEHbI, N3MEHEHbI, a Takke yaaneHbl Te
npMMeyaHus, KOTOpble He OTHOCATCA K MeguunuHckum unsgenuam VBMA.

Kpome TOro, B npunoxeHun A npuBefeHbl pekoMeHgauuu, onucbiBawline yHKLUOHANbHbIE Xapak-
TEPUCTUKN MefUUMHCKMX u3genuii MBLA. DTa MHoOpmauus He MNOBTOPsAeTCA B Nocnefywwmx 4yacTax, no-
9TOMY HacTOAWMWIA cTaHAapT Heo6xoAuMM AnA npumeHewums MCO 18113-2, MCO 18113-3, NCO 18113-4 n
MCO 18113-5.

MCO 18113-2 yctaHaBnuBaeT TpebOOBaHUA K 3TUKETKAM M MHCTPYKLUSAM MO NPUMEHEeHWo, nocTaBnse-
MbIM C peareHTamu, kanmbpartopamu U KOHTPOJSIbHbIMU MaTepuanamun VB ons npodeccnoHanbHOro Ucnosb-
3oBaHua. MCO 18113-3 ycTaHaBnMBaeT TpeboBaHUA K 3TUKETKAM M WMHCTPYKUUAM MO NPUMEHEeHW, nocras-
naembim ¢ obopypoBaHuem WBJ ona npodeccnoHanbHOro mcnonb3osaHua. NCO 18113-4 yctaHaBiuBaeT
TpeboBaHMA K 3TUKETKAM W MHCTPYKUMAM NO NPUMEHEeHWo, NocTaB/fseMblM C peareHtamu, kanuépatopamu
N KOHTPONbHbIMU MaTepuanamu UBJL ana camoTtecTtupoBaHusa. NCO 18113-5 ycTtaHaBnuBaeT TpeboBaHUA K
3TUKeTKaM N MHCTPYKUMAM MO NPUMeEHeHUnto, noctaBnseMmbolm ¢ B/ o6bopygoBaHuem AN caMOTECTUPOBaHUA.

Hactoawwuii ctaHgapt, WCO 18113-2 u MCO 18113-3 npuMeHuMMbl AN MEeAULWNHCKUX W3Lenui
B[, npegHas3HayYeHHbIX AN MeAUUWHCKUX nabopatopuii u gpyroro npodeccruoHanbHOro NPUMEHEHUS;
MCO 18113-1, NICO 18113-4 n NCO 18113-5 npumMeHUMbl ANA MeLULMHCKUX n3gennin UBJL, npegHasHauvyeH-
HbIX AN camoTecTupoBaHua. OgHako, npu3HasBasi, 4HTO U3rOTOBUTE/IN YACTO MOCTaB/IAKT CUCTEMbI, BK/HOYal0-
wune m3genve n cneumnanbHble peareHTbl, 3T MeXAYyHapoAHble CTaHAapTbl NO3BOMAAKT MOKO NpefocTaBNATb
HeobxoauMylo MHopmMaumnio B Hanbonee noaxogsawem cdopmarte AAA npejnonaraemMblx nonb3oBaTeneil, Ha-
npuMep efuHOe PyKOBOACTBO onepaTtopa A1 UHTErpupoOBaHHON CUCTEMbI MeAUNUMHCKUX nsgenuini UBL.
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HALUWOHANbHbBIN CTAHAOAPT POCCUWCKOW SEALEPALUNMN

MeguuMHCKMe U3genus ans AMarHocTUKKM in vitro

NHPOPMALINSA, MPEAOCTAB/IEHHASA U3rOTOBUTENEM
(MAPKPOBKA)

Yactb 1
TepMuHbI, onpeaeneHns n obuwme TpeboBaHUs

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

Jarta BBefeHua — 2025—01—01

1 O6nacTb NpUMeHeHUs

HacToawunii ctaHgapT ycTaHaB/MBaeT TEPMUHbI M onpeAensieT OCHOBHble TpeboBaHWsa K MHGopmayuu,
npeaocTaB/eHHON M3rOTOBUTENEM MeAULWHCKUX U3gennii ans guarHoctuku in vitro (MBLA).

B HacToAwem cTaHfapTe He paccMaTpuBalTcsa TpeboBaHMA K A3blkaM npegocTaBneHns nHopmauum,
pernamMmeHTUpyeMblM HaLWOHa/IbHbIMW HOPMATUBHbLIMU aKTaMu.

HacTtoawunii ctaHaapT He pacnpocTpaHseTcs:

a) Ha meguuunHckue magenuna UBM Ansa oueHKM (DYHKUMOHANbHbIX XapakTepucTtuk (Hanpumep, TOJIbKO
ON18 MCNONb30BaHUA B HayYHO-UCCNefoBaTeNbCKMX Lensx);

b) ToBapoconpoBoAUTENbHble LOKYMEHTbI;

c) nacnopTa 6e3onacHocTU MaTepuanos/nacnopta 6e30NacHOCTH;

d) MapkeTuHrosyw MHdopmauuo (B COOTBETCTBUM C NPUMEHUMbIMU 3aKoHOLAaTe/lbHbIMWU TpeboBaHUA-
Mu).

2 HopMaTUBHbIE CCbISIKM

B HacTosdwWweM cTaHgapTe UCMNONb30BaHbl HOpPMAaTUBHbIE CCbIJIKM Ha cnejylolwme ctaHgapTbl [Ang aatu-
pPOBaHHbLIX CCbIJIOK MPUMEHSIIOT TO/IbKO yKa3aHHOe M3JaHWe CCbIZIOYHOro cTaHfapTa, AN HeJaTUPOBaHHbIX —
nocnegHee nsgaHue (Bkaw4vas Bce M3MeHeHUS)]:

ISO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes
(U3penua megnunHckne. CUCTeMbl MeHeaXXMeHTa KavyecTBa. TpebGoBaHuA ANs Leneil perynmpoBaHus)

ISO 14971, Medical devices — Application of risk management to medical devices (W3penna meanynH-
ckne. NMpuMmeHeHUe MeHe[)KMeHTa pucka K MeaAUUUHCKUM N3[esinsam)

ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and information
to be supplied — Part 1: General requirements (3genna meguunHckne. CUMBOSIbI, MPUMEHAEMblIe NPU MapPKn-
poBaHUN Ha MegULUUNHCKUX n3aennax, aTuketkax u B COI'IpOBO,EI,VITeJ'IbHOVI OOKyMeHTauun. YacTtb 1. OCHOBHblIE
Tpeb6oBaHuA)

IEC 62366-1, Medical devices — Part 1: Application of usability engineering to medical devices (U3genus
MeguunHckue. Yactb 1. NMpoekTupoBaHne MegnLUHCKUX U3LENNA C y4eTOM 3KcnayaTalMOHHON NPUrogHOCTH)

M3gaHne opuuynanbHoe
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3 TepmMuHbI 1 onpepeneHusa

B HacTosiLem cTaHfapTe NPUMEHEHbl cnefyllmne TEPMUHbI C COOTBETCTBYHLWMMN ONpeseeHns MN:
TepMuHonormyeckne 6asbl gaHHbix MCO u M3IK fOCTYNHbI NO cneAywWwuUM UHTEpPHeT-agpecam:

- nnatgopma oHnailiH-npocmoTtpa NCO no agpecy: http://www.iso.org/obp;

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

3.1 Obwme TeEpMUHBLI 1 onpeaeneHns MeauumHcknx nagenuin VB,

3.1.1 NnpnHaAexXHOCTb (accessory): 3aenue, cneynanbHo npegHasHavyeHHoe n3rorosunrTenem (3 .42)
ONA MCnonb30BaHUS COBMECTHO C MeguunHckum nsgenvnem NB/M (3.1.33):

- C Lenblo NpuMeHeHus meauynHckoro nagenua NBA (3.1.33) no Ha3HaYeHUO Uan

- ONSA pacWUpeHns Unnm yBesmyeHns BO3MOXHOCTel meguumHckoro nsgennsa UBA (3.1.33) npu ero npu-
MEHEHUN NO Ha3HAYEeHUIo.

Mpumevanne 1— ApgantuposaHo n3 IMDRF/UDI/WG/N7, FINAL:2013, nyHkT 5.

3.1.2 KOHCYNbTaTUBHOE coobuieHne (advisory notice): Coob6ujeHne, pasocnaHHoe opraHusauueii no-
cfie noctaBkym MeguumHckoro usgenua (3.1.53), copepxawee AONONHUTENbHY WHpOpMauno U/mnm peko-
MeHAauumnm o TOM, Kakme AeliCTBUSA AO0SIXHbl ObiTb NPeAnpPUHATLI:

- Npy NPUMEHEHUN MeagnunHCcKoro nsgenusa (3.1.53);

- Moaudmkauum meguumHckoro usgennsa (3.1.53);

- Bo3BpaTte meguunHckoro nagenus (3.1.53) nsrorosuTento (3.1.42);

- yTunusaumm meguuymnHckoro mnsgenusa (3.1.53).

MpumeuyaHune 1— Paccbika KOHCYNIbTATUBHOIO COO6LLEHUA HEOGX0AMMA AN COBMI0AEHUA NPUMEHVUMbIX Ha-
LMOHASIbHBIX UAN PEFMOHa/IbHBIX TpeGoBaHUiA.

[NMCO 13485:2016, 3.1, UISMEHEHO — «YyBEAOMJIEHNE» 3aMEHEHO Ha «COOOULeHNE», «UIN» 3aAMEHEHO Ha
«n/mnun», «Bo3sBpaTt MeAULUHCKOTO U3feNnnusa B opraHu3aLuio, kotopas ero nocrasusa» 3aMeHeHO Ha «BO3Bpar
MeAVNLMHCKOTOo U3fenns u3rotosmutento» [2]

3.1.3 BcnomoraresibHoe MmeguumnHckoe usgenuve MIB/ (aid to diagnotic IVD medical device): U3genue,
ncnonb3yemoe AN NOMYyYEeHUA OONONHUTENbHOU AMArHOCTUYECKON mHopmaumn gns onpegeneHus naum se-
puduKaLmun KIMHNYECKOro COCTOSAHUA nauuneHTa.

MpumevaHne 1— M3genve He ABASETCA €4UHCTBEHHbIM ONpeaensawmM (PakTopom.

[GHTF/SG5/N8:2012, Tabnunua 1 NpuNoXeHnUs, M3MEHEHO — «UCCMeA0BaHNA» 3aMEHEHO Ha «u3genme»
B onpejenieHnn n npumevaHun 1]
3.1.4 aHanuT (analyte): KOMNOHEHT, NnpeACTaBNEHHbII B HAMMEHOBAHUN U3MEPAEMON BESINYUHbI.

Mpumep — B onucaHnm BeNNMUYMHbI «Macca 6enka B 24-4acOBOW Moue» «6e/oK» ABMSeTCH aHaIMTOoM. B
«MOJIAPHOM KOHLeHTpauun rioKo3bl B Njia3Me KPOBU» «I/1H0KO3a» ABNAeTCH aHanMToM. B ob6ounx cnyvasx
ONVHHaA dopasa npegcTaBnsaeT™ cobon namepsaemyto BennunHy (3.1.45).

[MCO 17511:2020, 3.1]

3.1.5 yNno/IHOMOUEHHbIV NpeacTaBuTeNb (authorised representative): KO puguueckoe unu usndeckoe
nu1Lo, ynoHOMOYEeHHOEe B COOTBETCTBUU C JOBEPEHHOCTbID M3roToBuTens (3.1.42) MeauLNHCKOTO M3aenus,
NO/TY4eHHOro B COOTBETCTBUMN C 3aKOHOAAaTEe/IbCTBOM CTpPpaHbl NN pernoHa, npenctaBnAaATb €ro MHTepecbl U He-
CTW OTBETCTBEHHOCTb B YaCTW UCMNOJIHEHUS 064A3aTe/ibHbIX TpGGOBaHMVI, pernaMmeHTUpyemMblX 3aKoHoAaTe/lb-
CTBOM CTpaHbl o6paleHnss MeguLUHCKUX U3aenuii.

MpumeuvaHne 1— B OAunpektuse 98/79/EC [54] n PernameHte 2017/746/EU EBponeiickoro cow3a nNpuBegeHo
TpeboBaHue, 4Tobbl N3roToBNTE/Nb (3.1.42) HA3HAUYN «YMNOSTHOMOYEHHOTO NPEACTAaBUTENS», SABSAIOLWErocs pe3ngeHToM
EBponelickoro coobuiecTtsa, ecnm m3rorosnTens (3.1.42) He aBnseTcs pe3ngeHTom EBponeiickoro coobuiectsa.

[GHTF/SG1/N055:2009, 5.2, nsmeHeHo — po6aBfieHO npumedaHune 1]
3.1.6 aBTOMaTu4yeckas naeHTndukaumsa n céop gaHHbIX; AIDC (technology used to automatically
capture data; AIDC): TexHonorus, ucnonblyemas 418 aBToMaTuyeckoro cbopa faHHbIX.

MpumevyaHne 1— TexHonornn AIDC BKNOYAOT LUTPUXKOALI, MaTPULLbl AaHHbLIX U pagno4acTOTHYO NAEeHT -
¢mkaunto (RFID) (3.1.69).


https://meganorm.ru/mega_doc/fire/reshenie/8/reshenie_krasnodarskogo_kraevogo_suda_ot_30_03_2011_po_delu.html
https://meganorm.ru/mega_doc/fire/postanovlenie/33/postanovlenie_odinnadtsatogo_arbitrazhnogo_apellyatsionnogo_801.html
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[IMDRF/UDI WG/N7:2013, NyHKT 5, N”3MEHEHO — «CMapT-KapTbl, 6BUOMETPUSA» 3aMeHEeHbl Ha «maTpuua
OaHHbIX»]

3.1.7 napTua, not (batch, lot): OnpegeneHHoe KoONM4YecTBO MaTepuasna, OAHOPOLHOIO MO CBOUM CBOM-
cTBaM M Npou3BEeAEHHOro B X0fe OHOT0 npolecca UM psifa NpoLeccos.

MpumeuaHune 1— MaTepuan MOXET 6biTb UCXOAHLIM, MPOMEXYTOUHBIM MaTepUasioM WU TOTOBLIM NPOAYKTOM.

3.1.8 Kog/Homep naptuu, HoMep nota (batch code, batch number, lot number): Ha6op uudp nmnu
6yKB, KOTOpble OAHO3HAYHO UAEHTUPUUUPYIOT MeauunHckoe usgenue (3.1.53) nnm meguunmHckoe wmnsgenuve
MBA (3.1.33) n obecneynBatoT NPOC/AeXMBAaeMOCTb AaHHbIX O NPOU3BOACTBE, ynakoBke, mapkuposke (3.1.35)
M cBeAEeHUI A 0 pacnpocTpaHeHWn MocTaBoK.

MpumMmeyaHune 1— OTO MOXET Ha3blBaTbCA KOAOM 10Ta, KOAOM NapTuM Uam HOMepoM napTuu.

[[52], 3.20]

3.1.9 6uonornyecknin pedpepeHTHbI MHTepBas, pedepeHTHbI WHTepBan (biological reference
interval, reference interval): YcTaHOBNEHHbIN UHTEpBas pacnpefesieHnss 3HAYEeHW, NOJSIyYEHHbIX B GUONOTU-
yeckoli pethepeHTHON nonynayum (3.1.10).

Mpumep — 95 %-Hblii GUONOrnyYeckKnini pedpepeHTHbI MHTepBas A/1s1 3HAYEHUI KOHLEHT paLuum MOHOB Ha-
TpPUA B CbIBOPOTKE KPOBM OT MOMNYNALMN 340POBbIX B3POC/bIX MY>XUYUH U XEHLLMH cocTaBnseT oT 135 go
145 mmonb/n.

MpumeuvyaHne 1— PedepeHTHbIi MHTEpBan 0ObIYHO ONPEAENsAtT Kak LeHTpasbHbli 95 %-Hblii MHTEepBasl.
B oTAenbHbIX cyyasax 6onee nogxogAwmnm MoxXeT 6biTb APYrovi pasmep WM acUMMETPUYHOE pacnoioXeHne pedepeHT-
HOro MHTepBana.

MpumeyaHne 2 — PedepeHTHbII MHTEpPBaN MOXET 3aBUCETb OT TMna NepBUYHONM Npobbl, obpasua (3.1.65) u
MeToAMKM nccnegoBanus (3.1.21).

MpumeuaHue 33— B HEKOTOPbIX CAyyasx BaXeH TO/IbKO OAMH GUOMOrMYECKUn pedepeHTHbI npeden, Hanpu-
Mep BEPXHWI Mpeden «x»; TakuMm 06pasom, COOTBETCTBYHOLWMIA 6uonormyecknii peepeHTHbIn nHTepBan OyaeT MeHblue
NNnN paBeH «X».

MpumeuaHune 4— Takme TePMUHbI, KAK «HOPMasIbHbIN AManasoH», «HOPMasibHble 3HAUEHUS» U «KUHUYECKNI
AManasoH», ABNSATCS HEOAHO3HAYHLIMU 1 MO3TOMY HENPUEM/IEMBI.

[MCO 15189:2012, 3.4]

3.1.10 6uonornyeckas pecdhepeHTHas nonynauus, pedepeHTHas nonynaumsa (biological reference
population, reference population): OgHopogHaa nonynauna MHAWBUAYYMOB, HaXO4ALWMNXCA B YETKO pasgense-
MOM COCTOSIHUM 340POBbSA UM GOME3HMU.

MpumeuyaHne 1— Ecnm 6uonornyeckne pecepeHTHble nHTEpBasbl (3.1.9) npegocTaBieHbl N3roToBMTeE-
nem (3.1.42) B MHCTPYKLMKM MO NPUMEHEHUI0, nabopaTopumn, ncnonbayowme meguunHckue nsgenus MBLA (3.1.33), HecyT
OTBETCTBEHHOCTbL 3a Bepudukauuilo Toro, 4Yto Guonornyeckne pedpepeHTHble NonyasauMm COOTBETCTBYIOT 06nactu aes-
TeNbHOCTW nabopaTopuu.

MpumeuaHue 2— Buonoruyeckas pecepeHTHaa NoNynsALUs MOXET ObiTb ONpefeseHHOW OfHOPOAHON rpyn-
noi 340pOBbIX N0AEN AN NOLEN C ONpeAeNeHHbIM KTMHUYECKUM COCTOSIHMEM. 3Ta KOHLUenums No3BonseT cBa3aTb pede-
PEHTHbI MHTEpBaa C BO3pacToOM, NOIOM M 3THUYECKOW MPUHAL/IEXHOCTbIO K peddepeHTHON 6ronornyeckor nonynsaummn, B
3aBMCUMOCTW OT OBGCTOATE/NbLCTB.

3.1.11 kasinbpoBKa (calibration): Onepauus, B Xo4e KOTOPOi Npu 3afaHHbIX YC/I0BUSAX Ha NepBOM 3Tane
yCcTaHaBNMBAKT COOTHOWEHNE MeXAY 3HAYEHUAMU BESINUYUHBI C HeonpeAeNeHHOCTAMMN u3MepeHuin (3.1.46),
obecneuynBaeMbiMn 3TanoHamu (3.2.36) n cooTBeTCTBYOW MMM NokazaHnamm (3.2.31) ¢ Nnpucywummn um He-
onpegeneHHocTaAMu namepenunii (3.1.46), 1 Ha BTOPOM 3Tane Ha OCHOBaHWM 3TON MHOpMAaLMN ycTaHaB/MBa-
I0T COOTHOWEHMe, NO3BOIAKWeEEe NoNyYaTh pe3ynbTaT nameperHuns (3.1.51) Ha ocHOBe nokasaHWii.

MpumeuvyaHne 1— KannbpoBka NO3BOMSET MO0 NPUCBOUTL 3HAYEHUST n3MepsieMon BenuunHe (3.1.45) B co-
OTBETCTBMM C NoKasaHUsMW n3MmepeHunin (3.2.31) cpefcts namepeHuin, nM6o onpefennTb NONPaBkU K TakuM 3HAYEeHUAM.

MpumeuaHune 2 — KanubpoBKy He crnegyeT nyTaTb HU C PerynnpoBKOW M3mMepuTesnbHoin cucTemsbl (3.2.40),
KOTOPYIO 4acTo OWMOOYHO Ha3bIBaOT CaMOKa/IMGPOBKON, HM C Bepudunkaumein kanmbposkn (3.1.12).

[PykoBogctBo MCO/M3K 99:2007, 2.39, usmMeHeHo — npumedanHusa 1 n 3 UckayveHbl M 06aBNEHO HO-
BOe npumeyvaHue 1]
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3.1.12 Bepumkaunsa kannbpoBkK (calibration verification, verification of calibration): MoaTBepxaeHue
TOro, 4YTOo YCTaHOBJ/IEHHbIE TPE6OBAHNSA K TOYHOCTM U3MEPUTENbHOI cucTembl (3.2.40) UBJ AOCTUTHYTHI.

MpumevyaHne 1 — [ns Bepuukauum KannubpoBKM HEOGXOAMMO MPUMEHeHWe CTaHAapTHbIX 06pa3LoB
(3.1.71) c NnpUNMUcCaHHbIMM 3HAYEHWUSIMU KOHLEHTpaLMii, COOTBETCTBYIOLMX NpeanonaraeMoMy ucnonb3osanuto (3.1.37).

MpumevaHnne 2— Bepudumkaymo kanmbpoBku MHorga nytawT ¢ kKannbposkoin (3.1.11), NnpoBeEPKO NNHEHO-
ctn, Bepucumkaymeli (3.1.92) nam pyTMHHOW npoueaypoi koHTpons (3.1.16).

3.1.13 kanmbpartop (calibrator): 3TanoH (3.2.36), ucnonb3yemblit npu kanué6poske (3.1.11) nsgenus
nnu cuctemol NBA.

[PykoBogctBO MCO/MBK 99:2007, 5.12, n3aMeHeHO — «KannbpoBka» 3aMeHeHO Ha «KanmbpoBka u3ge-
nna mnu cuctemol MBA», a npumeyaHune 1 ypaneHo]

3.1.14 KOMMNOHEHT (component): YacTb rotoBOro, ynakoBaHHOro nu MapkMpoBaHHOIO MeAULUHCKOTO n3-
pgenvna NBMA {3A.33).

Mpumep — MaTepuan, BewlecTBO, YacThb, AeTa/lb, NpOorpaMmMHoe obecrneyeHne, BCTPOEHHass Nporpam-
Ma, MmapkmnpoBka (3.1.35) nnn céopka.

MpumeyaHne 1— TUNMYHbIE KOMNOHEHTLI Habopa peak TWBOB (3.1.38) Bk/KOUAKOT pacTBOpbl aHTUTEN, Bydep-
Hble pacTBopbl, kKannbpaTopsbl (3.1.13) n/nnn KOHTPO/IbHbIE MaTepuassbl.

[[59], €), n3ameHeHO — «u3genne» 3aMeHeHO Ha «mepauuyuHckoe magenve NBJ (3.1.33)» n gob6aBneHo
npumevyaHue 1]

3.1.15 KOHTPONbHbI MaTepnan (control material): BewecTso, matepuan uau nsgenue, npegHasHaueH-
Hble n3roTosuTenem (3.1.42) ona npuMMeHeHUa Npu npoBepke PYHKLUOHANbHbIX XapakTepucTuk (3.1.57)
meguumnHckoro nsgenuna UBJA (3.1.33).

3.1.16 npoueaypa KOHTponA (control procedure): Habop onepaunit, npegHasHavYeHHbIX 418 KOHTpPONA
(P yHKUMOHaNbHbIX XapakTepucTuk (3.1.57) meanyunHckoro mnsgenua MBLA (3.1.33) n cobnogeHna tpebosa-
HWIi K Ka4ecTBY, BbINO/IHAEMbIX NO MECTY €ro UCNoNb30BaHUA.

MpumevyaHnune 1— lpouedypbl KOHTPONSA MOTYT 6bITb NPefHa3HaYeHbl A1 MOHUTOPUHIA BCero npouecca VB[,
nccnegosanua (3.1.21) nam ero vyactu, ot B3ATUA Npoo6bl (3.1.77) [0 cooblieHna o pesynbtarax nccnegosanua (3.1.21).

MpumeyaHnne 2— ApgantuposBaHo n3 MICO 15198:2004, 3.5.

3.1.17 onpegeneHne n3nN0A0rM4eCcKoro coctosaHus (determination of physiological state): Uccnepo-
BaHWe, NpoBeeHHOEe C NMOMOLWbIO NPUMeHeHns MegnunHckoro mnagenuna MBA (3.1.33), pe3ynbTaTtbl KOTOPOro
MCNOMb3YIT ANA OUEeHKN (hM3NOSIOTNYECKOTrO COCTOAHUA MaumeHTa C Lenblo onpepeneHns nokasaTesnei co-
CTOSAHUA 340POBbA.

MpumeyaHune 1— OnpegeneHve U3NONOTMYECKOTO COCTOSIHUSA ABNSETCS OA4HON M3 06WWKX Leneli nabopa-
TOpHOro uccnegosanma (3.1.21) meguumHcknx usgenunin MBA (3.1.33).

MpumeuyaHue 2 — JlabopaTopHble UCCNELOBAHUS AN ONpeAeneHns hn3n0I0TMYEcKoro COCTOSHMS NpesHa-
3Ha4eHbl AN OLEHKU TEKYLLEro COCTOSIHUA nauueHTa.

MpumevyaHnne 33— AgantupoBaHo n3 GHTF/SG5/N8:2012 [46], npunoxeHune, Tabnuua 1.

3.1.18 ngeHTUdUKaTOpP N3[ENNSA, YHUKA/bHbIA naeHTU(UKaTop yCcTponcTBa — naeHTUdmkaTop
ycTpoincTBa; UDI-DI (device identifier, unique device identifier-device identifier; UDI-DI): YHukanbHblii umnd-
poBoit unu 6ykBeHHO-UMMDPOBOIK KoA, Mpucyuwnii mogenu meauuuHckoro usgenusa (3.1.53), KoTopblil Takxe
MCMNOJIb3YIOT B Ka4YecTBe «K/ua AOCTyna» K MHoOpMauuu, XpaHsauieinca Ha YHUKANbHOM uAeHTUdukatope
ycTpoiicTBa — ugeHTudukatope yctpoictea (UDI-DI).

Mpumep — BkntoyaeT GS1 GTIN (yHuBepcanbHbIli Kog ToBapa), HIBC-LIC (ngeH TuUdnKaunoHHbIN Kop,
M3roToBUTENSA).

[IMDRF/UDI WG/N7:2013, nyHKT 5 usmeHeH — ISBT 128-PPIC He BKk/Mt0OYEeH B CNUCOK NpUMepoB]

3.1.19* gnarHocTuyeckoe meguuuHckoe uspenune MNBJ (diagnostic IVD medical device): W3genue,
ucnonb3yemoe ANs onpejeneHus, Bepudurkaynum uam noaTBEPXKAEHUA KIMHUUYECKOTO COCTOSIHUA NnauueHTa B
KayecTBe e4UHCTBEHHOro onpejenswWwero gakropa.

Owmnbka opurnHana. IcTouHuk [46] NcknyeH, T. K. He oTHocuTcA K 3.1.19, — nosTop 3.1.33.
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MpumeuvyaHue 1— 3T0T BUA uccnepoBaHus (3.1.21) Takke BK/IOYAET eAUHCTBEHHbIE NOATBEPXAAlOLLINE aHa-
nn3bl (4ns Bepudmkauumy pesynbTaToB NpeablAyLlero UccnefoBaHns) U eAUHCTBEHHbIE WCKOYaloLWmne aHanusbl (4ns
NCK/TIOYEHNA onpeaesieHHoro coctosiHus). KoHTeliHepbl ANa B3ATUS 06pasLoB Takke CUuTarT MeANLUMHCKUMU U3LEeTNSMM
ONA ANarHocTUKKM in vitro.

3.1.20 gucTpmbbloTop (distributor): Mllo6oe ¢usmyeckoe Wan LpuUaUYEcKoe NULO B LENW NOCTABOK,
KOTOpoe fAelicTByeT OT CBOEro UMEHMW U OCYL,ecTBAAET Npojaxy MeaumunHckoro nsgenus (3.1.53) koHe4YHOMY
noTpeéutento.

MpumeuaHune 1— B Uenb NOCTABOK MOrYT GbITb BOB/IeYEHbI 60/1e€ OHOIO AUCTPUGLIOTOPA.

MpumeuyaHue 2 — Jlnya B LEenu NOCTABOK, BOB/IEYEHHbIE B AEeATE/IbHOCTb MO XPaHEHWID U TpaHCnopTupoBa-
HUIO OT uMeHn naroTosuTens (3.1.42), umnopTepa (3.1.31) unn auctpmbbloTopa, He SBNAKTCA AUCTPUObLIOTOPaMK CO-
rnacHo JaHHOMY onpejesieHnto.

[[47], 5.3]
3.1.21 wuccnepoBaHMe (examination): Habop onepauuii, Lenblo KOTOPbIX ABAAETCA onpefeneHne 3Ha-
YeHWs UIN XapaKTepucTuk cBOKCTBaA.

MpumeuyaHune 1— B HEKOTOPbIX AUCUMNANHAX (Hanpumep, B MUKpO6GWOIOrnM) uccnegoBaHne npeacrasnset
coboii 06yt AesaTeNbHOCTb, BKAOYaLWy B cebsi MHOrokpaTHble UCMbITaHns, HabnwaeHua uin namepenns (3.1.46).

MpumeuaHue 2 — JlabopaTopHble UCCNEA0BaHMUS, ONpeaensiolme 3HaueHne CBOCTB, Ha3blBalTCA Konuye-
CTBEHHbIMU UCCNELOBAHUAMM; UCCNELOBAHNSA, ONpeaensiolme XapakTepUCTUKA CBOMCTB, HA3bIBAKTCSH KauyeCTBEHHbLIMU
NCCNeoBaHNSIMU.

MpumeuaHune 3 — B KAUHMYECKOW XuMUKM nabopaTopHble MCCMeAoBaHWA Ha3blBATCH aHam3amu Wnm
Tectamu.

[NCO 15189:2012, 3.7]

3.1.22 cpoOK rogHocTu (expiry date, expiration date): BepxHuii npefen MHTepBasia BpeMeHU, B TeyeHue
KOTOPOro PyHKLMOHaNbHble XapakTepucTuku (3.1.57) maTepuana, xpaHsilerocss B onpeaeneHHbIX yC/0BU-
AX, MOTYT ObITb TapaHTMPOBAaHbI.

MpumeuyaHue 1— CpokM rOAHOCTW, NPUNMCAHHBbIE peareHTam AN AnarHocTuKK in vitro (3.1.34), kanubpa-
Topam (3.1.13), KOHTPpPONbHLIM MaTepuanam (3.1.15) n gpyrum komnoHeHTam (3.1.14) nsrorosmrTenem (3.1.42), ocHo-
BaHbl Ha 3KCNepVMEHTaNIbHO Onpe/esieHHbIX CBoNCcTBax cTabunbHocTy (3.1.85).

MpumeuaHue 2— PykoBoAsline ykazaHUs no onpegesnieHnio cTabunbHocTH (3.1.85) MefnLMHCKUX U3genui
MBA (3.1.33) npusepeHbl B NCO 23640:2011.

3.1.23 rpachuyeckuini cumBon (graphical symbol): BusyansHo BocnpuHumaemMas urypa c onpegesneH-
HbIM 3Ha4YeHMeM, uUcnosib3yemas A9 nepefayn MHPopmMaLuum He3aBUCUMO OT A3blKa.

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

3.1.24 Bpepg (harm): ®dunsnyeckan TpaBma unm yuwepb 340pOBbI0 YeNOoBeKa UK yuepb nMyLwecTBy nan
oKpyXxatkluieli cpege.

[PykoBogctBo MCO/M3K 63:2019, 3.1, nameHeHo — [o06aBeHO «u3nyeckasa» B KayecTBe MepBOro
cnosa B onpegenexHuu]

3.1.25 onacHocCTb (hazard): MoTeHunanbHbIi NCTOYHUK Bpeda (3.1.24).

[PykoBogctBo MCO/M3K 63:2019, 3.2]

3.1.26 onacHasaA cutyauusa (hazardous situation): O6¢cTOATENHLCTBO, NPUM KOTOPOM MHOAWN, UMYL,ECTBO
WAN OKpyXatwuwas cpega nogseprawTca O4HOW WM HECKONbKMM onacHocTaMm (3.1.25).

MpumevaHne 1— HenpaBunbHblie pesynbTatbl nccnegosanma (3.1.21) B/, moryT cnoco6¢cTBOBaTh BO3HUKHO-
BEHMIO ONacHoi cuTyauun ansa nauymeHta. Cm. MCO 14971, npunoxenue C.

[PykoBogctBo NCO/M3BK 63:2019, 3.3, uameHeHo — fobaBneHo npumMmeyaHue 1]
3.1.27 onacHble oTxoabl (hazardous waste): OTxoA4bl, KOTOpble NOTEHLMAaNbHO ONacHbl ANS 340P0BbA
HacefleHUs WU OKpyXarleil cpefabl.

Mpumep — Ncnonb30BaHHbIE NMOJIOCKU ANA peareHTOoB, 3arpsa3HeHHble YesloBeYeCcKomn KpPOBbHIO; pacTBOp
peareHToB, CO,D.ep)KaLLI,VIVI asng HaTpud; CnMCaHHble MaTepuasibl, cogepXxalne TdXenble MeTa/ibl.

MpumeyvyaHune 1— BknoyaeT 0TX0Abl, KOTOPbIE ABMAKTCA J/IETKOBOCN/IAMEHSAOLWMMNCA, TOploYMMK, BoCniame-
HALWWMNCA, KOppO3I/II7IHbIMI/I, TOKCUYHbIMU, peakKTUBHbIMW, BPeAHbIMU NN I/IHCbEKLU/IOHHbIMVI.
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[MCO 15190:2020, 3.14, n3meHeHO — «JlefKOBOCN/aMeHsaWmecs, roptoyme, BocniameHsawumnecs,
KOPPO3WOHHbIE, TOKCUYHbIE, peakTUBHble, BpeAHble UIN UHMEKUNOHHbIE» 3aMEHEHO Ha «onacHbl AN 3[40-
poBbsA yenoBeka», Aob6aBneHbl NpuMep u npumedvaHue 1]

3.1.28 MeauuMHCKNIA paboTHUK (health care provider): Mo, yno/IHOMOYE€HHOE OKa3blBaTb MeULLUH-
CKMe ycnyrun nauueHTy.

MpumMep — Bpay, meacecTpa, henbaliep CKOpoii MoOMOoLM, CTOMaTO/0r, BpaYy-3HA0KPUHOMNOT, MEANLVH-
CKMiA naGopaTOpPHbIN TEexXHVK, MOMOLLHWK Bpaya, MeAULMHCKNI paboTHUK, Bpay aHeECTe310/I0r-peaHuMaTosor.

3.1.29 yao6ountaembii nepeBog (human readable interpretation, HRI): MpegcTaBneHne gaHHbIX UK
nHopmaumm, 3akognpoBaHHbIX Ha HocuTene UDI (3.1.88), koTopble MOTyT 6bITb MPOYNTaHbl HETOBEKOM.

[[50], pa3gen 5]

3.1.30 BHYTPEeHHAA ynakoBKa (immediate container, primary container): Ynakoska, 3aluuiatouias co-
JepXumMmoe OT 3arpA3HeHns v Apyrnx Bo3LelCTBUIA OKpyxatlein cpefbl.

MpuMep — FepMeTUYHO 3aKpblTas amnysia uin NakoH, nakeT u3 gonbrv, 3akpblThlil NakeT M3 Noau-
MepHOro maTepuana.

MpunmeyaHune 1— He BkyaeT BKNagbIWy ANA YNAKOBKN.

3.1.31 nmnopTep (importer): ®Pnu3nyeckoe wau LpuaM4yecKkoe nNLO, ABAAKOLLEECA NEPBbIM B LENN Mno-
CTaBOK, BbIBOAAWMM MeauuuHckoe usgenue (3.1.53), nponsBeeHHOE B UHOI CTpaHe UM B IOPUCAUKLUMK, Ha
PbIHOK CTpaHbl, r4e n3genue npegnosaraeTca K peanusauuu.

MpumeyaHune 1— 3akoHoZaTeNbCTBOM paga CTpaH MMMNopTepaM 3arnpelieHo nepeynakoBbiBaTb MeAWLMH-
CKMe M3aenns M N3MeHsITb UX ynakoBKy nav MapkmpoBky (3.1.35).

[[47], 5.4, n13smeHeHO — pob6aBneHo npumeyaHue 1J.

3.1.32 obopypoBaHue A9 ANarHOCTUKK in vitro (in vitro diagnostic instrument): O6opygoBaHne uamn
npn6op, npefHasHayYeHHble narorosmrTenem (3.1.42) ona MCNONb30BAHUA B KaYeCcTBe MeAULMHCKOro nsge-
nva NBA (3.1.33).

3.1.33 MeauUMHCKOe mnsgenue gnsa AuarHoCTUKM in vitro, meguumHckoe usgenune VB (in vitro
diagnostic medical device, IVD medical device): MeguunHckoe wmnsgenue (3.1.53), ncnonb3yemoe OTAE/NbHO
WAN B KOMOBMHAUWUN C APYTUMU MELULUHCKUMUK n3genvsamu, npegHasHavyeHHoe msrorosuTenem (3.1.42) gnsa
nccnegosaHusa (3.1.21) MBA nepBuyHoOli npob6bl, o6pa3ua (3.1.65) 6mMonormyeckoro martepuana naumeHTta
€AWHCTBEHHO WAN rNaBHbIM 06pa3oM ANA NONyyYeHUs MHopMaL MK, KOTopas MOXeT 6biTb UCNONb30BaHa ANs
uenei gMuarHoCTUkM, MOHUTOPUHIA UK OonNpeAesieHNs COBMECTUMOCTU TKaHei.

MpumevaHne 1— MeguunHckue nsgenns NBJ (3.1.33) BknwualT peareHTsl, kanmopaTopbl (3.1.13), KOH-
TponbHble MaTepuansl (3.1.15), KoHTeliHepbl AN B3ATUA MepBMYHONM Npobbl, obpasua (3.1.65), nporpammHoe obecne-
YyeHne u cBfi3aHHOEe C HMM obopyfosaHue, Npubopbl UK Apyrve U3genna 1 UCMoNb3ylT, Hanpumep, 44 OUarHoCTUKW,
[ONOMHUTENbHOM ANArHOCTUKKN, CKPMHWUHTA, MOHWTOPUWHIA, BbISIBIEHNA MpeApacnosiokeHHoCcT W K 3abonesaHuto (3.1.62),
NPOrHoO3npoBaHuio, onpeaenexHnto rM3nonornyeckoro cocTosHuns (3.1.17) nauymeHta.

MpumeyaHne 2 — B HeEKOTOPbIX HWPUCAUKLMAX OnpedenieHHble meauunHckue msgenva VB (3.1.33) moryt
nognagatb noj AeicTene Apyrnx HOPMaTUBHbIX 4OKYMEHTOB.

[[52], 3.18]

3.1.34 peareHT gna ANarHOCTUKM in vitro (in vitro diagnostic reagent): Xumunueckue, 6ronornyeckue
WAN MMMYHONOIMYecKMe KOMMOHEHTbI, pacTBOpbl WAM npenapaTbl, NpefHa3Ha4YeHHble M3roToBuTEeNemM AN
nNpMMEeHeHNa B KayecTBe meauyuHckoro nagenuna NBLA (3.1.33).

3.1.35 mHdopmauusa, npefocTtaB/ieHHas W3roToBuUTesieM, MapkupoBka (information supplied by
the manufacturer, labelling): 3TukeTka (3.1.39), MHCTpPYKYUUa no npumeHeHuno (3.1.36) n nwbas gpyras WH-
dopmaumna, oTHOCAWAaACA K MAEeHTUMMKaALUN, TEXHUYECKOMY ONUCaHWUIO, NpeAnosiaraemMoMy UCMNosib30BaHNIO
(3.1.37) n Hapgnexawemy NpUMMeHeHUt0 MeaunuuHckoro nsgenusa (3.1.53), ncknwyada ToBapoCONPOBOAUTESNb-
Hble JOKYMEHTbI.

MpuMep — STUKETKN, UHCTPYKLUN MO NPUMEHEHUIO, PYKOBOACTBO.

MpumeyvaHne 1 — MapkupoBka (3.1.35) MOXeT Takke HasblBaTbCA «MHAOpPMauus, npepocTaB/ieHHas
N3roToBUTENEM>.

MpumeyaHne 2— Mapkuposka (3.1.35) MOXeT 6bITb B NeYaTHOM WM 3N1EKTPOHHOM hopmaTe U MOXeT b0
conpoBoxgaTb MeguunHckoe mnagenue (3.1.53), n(n60 yBeaoMNATL Nonb3oBaTens o goctyne (Hanpumep, Yyepes Beb-canT)
K MapkupoBke (3.1.35) B COOTBETCTBMU C TPEOOBAHUSAMU CTpaHbl 06paLLeHNsS MESULUHCKOrO U3genus.

6
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MpumeuyaHne 33— BcraHgapTax M3K gOKyMeHTbl, NOCTaBAsseMble BMeCTe C MeguUnHCKMM nsgennem (3.1.53)
N cogepxalime BaxHyl MHoOpMauunio 418 nosb3oBartens, 0Co6eHHO B OTHOWeHMM 6e3onacHocTw (3.1.76), HasbiBaloT
«COMPOBOAMUTESIbHLIMY AOKYMEHTAMM».

MpumeyaHune 4 — Katanorn npogykuumn n nacnopta 6esonacHocTw (3.1.76) maTtepmasioB He cuntTaloTca map-
KknpoBkoii (3.1.35) meguunHckmx nsgenuin NBA (3.1.33).

[[52], 3.18, nameHeHo — pgobaBsieH TeEPMUH «MHpOpMaunsa, npefocTaB/eHHas U3roTosmTenem»; gobas-
NeHbl npumeyvannsa 3 un 4]

3.1.36 MHCTPYKUWUU MO NpuMeHeHUIo (instructions for use): O6was n TexHnyeckas nHpopmaums, npe-
pocTtaBneHHaa usrorosuTenem (3.1.42) ona nHpopmmposBaHusa nosb3oBatens o npegnonaraemMom UCNOSb-
30BaHun (3.1.37) 1 npaBUIbLHOM €ro NPUMEHEHMU, a Takxe O N6biX NPOTUBONOKA3AHUAX, NPeaynpexXaeHnax
(3.1.93) nnn mepax npeagocToOpoxXHocTK (3.1.64), KOTOpble HEOO6XOA4UMO NPEeANPUHATL.

MpumeuaHue 1— MNpepocTaBnseTtca narorosuTenem (3.1.42), Ans noaAepXKu 1 NOMOLLY MOMb30BATENSAM C
/b0 6e30MacHOro NPUMEHeHNss MeAULMHCKOrO U3Aenns No HasHaueHuto.

MpumeuvyaHne 2 — BkIOYaeT UHCTPYKUMK, NpefocTaB/ieHHble ndroTosuTenem (3.1.42), no npuMeHeHuto,
06CNyXMBaHMIO, YCTPAHEHWIO HencnpaBHOCTel 1 yTuamsauum MmeguumnHckoro nigenus BM, (3.1.33), a Takke npegynpex-
aexns (3.1.93) n mepbl npegocTopoxHocTK (3.1.64).

MpumeuaHune 3 — WHCTPYKUMM MO NPUMEHEHUIO TAKKE MOTYT Ha3blBaTbCA «BKNAAbILLIEM B YNAKOBKY» WM
«PYKOBOACTBOM MO 3KCM/lyaTaLum».

[[52], 3.15, n3ameHeHO — Ao06aBNeHO npumevaHue 2]

3.1.37 npuMeHeHne MNo Ha3HayeHuto, npegnosiaraemoe mcnosib3oBaHume (intended use, intended
purpose): HamepeHue narorosuTensa (3.1.42) megnuyuHckoro ngenus WBM B OTHOWEHUN ero NPpUMeEHeHus,
npouecca WAM ycnyru, u3noxeHHoe B cneundukaumax, MHCTPYKUMAX U nMHpopmaummn, npefocTaBeHHbIX U3-
rorosuTenem (3.1.42) meguuunHckoro nsgenna NBMA.

MpumeyaHne 1— VHhopmauua o npegnosaraeMoM UCNO/b30BaHMKM, 3asBfieHHas Ha mapkuposke (3.1.35)
MeauumMHeKoro nsgenva B, moxeT BKAO4YaTb ABa KOMNOHEHTa: onucaHne (PYHKUUOHANIbHbIX BO3MOXHOCTEN MefnLuH-
ckoro u3sgenuns NBA (3.1.33) [Hanpumep, MMMyHOXMMUYeckaa MeToanka namepenns (3.1.50) gns obHapyxeHus aHanu-
Ta (3.1.4) «x» B CbIBOPOTKE WM Njia3Me] U NpUMEHeHne pesynbTatoB uccnegosanns (3.1.21).

MpumeuaHue 2— lMpegnonaraemMoe UCNO/b30BaHNE MOXET BK/OUYATbL NOKa3aHUsi K MPUMEHEHWIO.

[[48], 4.0, nN3MEHEHO — «U3rOTOBUTE/NIb» 3aMEHEHO Ha «M3roToBUTENb MeauuumHcKoro magenuna NBLO»,
a «npefocTaBNeHHble U3TOTOBUTENEM» 3aMEHEHO Ha «MNpPeAoCTaB/ieHHble W3roTOBUTENEM MeAULUHCKOIo 13-
nenna NBAO»]

3.1.38 Habop peakTuBOB (kit): Ha6op KOMMNOHEHTOB, yNakoBaHHbIX BMECTE W MpefHa3Ha4YeHHbIX AnA
nposeneHns kKoHkpetHoro VB/MA nccnepgosaHus (3.1.21) nnm ero yactu.

MpumeuaHune 1— KoMNOHEHTbI Ha6opa MOryT BKOYaTb peareHTbl (Hanpumep, aHTuTena, pepMenTbl, Gydep
1 pa36aBuTenn), KanmbpaTopbl, KOHTPOJ/IbHLIE MaTepuasbl U Apyrue nNpeameTbl U MaTepuasb.

[[54], cTaTbs 2, N13MeHeHO — A06aBfieHO npumevaHue 1]
3.1.39 aTuKeTKa (label): MucbmeHHas, neyaTHaa mnu rpauyeckas nHpopmayns, pasMmel,eHHas Heno-
CpeACTBEHHO Ha M3Aefniun, UKW Ha ynakoBKe KaxXAoro u3fenus, UM Ha ynakoBKe HEeCKONbKUX U3Lenunii.

MpumeuvyaHne 1— DTUKETKY, NOCTOSAHHO MPUKPENIEHHYIO K n3genunio B/, cuntaioT Hagnucsto (3.1.43).

[[54], cTaTba 2, UI3SMEeHeHO — gob6aBneHO NnpumevaHue]

3.1.40 HenpodeccnoHan, HenpodieccmoHasbHbIN Nonb3oBaTesnb (lay person, lay user): Jluyo, He
nMerwluiee npouabLHOro o6pasoBaHMsa B COOTBeTCTBYylOLWeN o6nacTu 34paBoOOXpPaHEHUS UNM MeLULUHCKOM
OVCLUNNHBI.

Mpumep — YenoBek, KOTOpPbIi nNpoBoauT camoTecTwupoBaHue (3.1.79), He uMess MeAMUUHCKOTrO
ob6pa3oBaHuA.

MpumeuaHue 1— lMoaxon AnsA onpeneneHNss HenpodeccMoHasbHbIX MOMb30BaTENEN MOXHO Takxe npume-
HATb K caMoTecTupoBaHuio (3.1.79) ans meguumHckoro nagenusa MBA (3.1.33).

MpumeyaHune 2 — Jlnyo, npumeHsWee meguumHckoe nsgenne UBA (3.1.33), npegHasHavyeHHoe AN camo-
CTOATE/IbHOro B3ATUA 06pasLoB Win camoTecTunposaHns (3.1.79), saBnseTca HenpogeccnoHaibHbIM M0JIb30BaTeNeM.
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[[52], 3.21, nameHeHo — pgobaBneHa pa3a «B COOTBETCTBYKLW,EN 06N1acTu 34paBOOXpaHeHNa uam me-
OVUMHCKON AUCUMNAUHbI», fo06aBieH NpuMep, U3MEHEHO MpuMeyaHue 1 M npuMeyaHue 2 3aMEHEHO HOBbIM
npumevaHunem 2]

3.1.41 orpaHuyeHune meToamku (limitation of the procedure): OnpegeneHHas cutyauns, B KOTOPOR Me-
Toauka nccnepgosanunsa (3.1.21) UBA He moxeT 6biTb NpoBeAeHa AO/HKHbIM 06pa3om.

MpumevaHnne 1— dakTopbl, BAUSAKOLME Ha NpoBeAeHNe MeToaukn uccnegosanns (3.1.21) NBA, moryT 6biTb
Kak hM3M0NOrMYeCcKUMm, Tak 1 aHaNNTUYECKUMU.

3.1.42 n3rotoBuUTENIb (Mmanufacturer): ®usnyeckoe uan puUanM4yeckoe NULO, OTBETCTBEHHOE 3a NMpPOekK-
TMpoBaHue n/unm NPpou3BOACTBO MeAuunHckoro nsgenunsa (3.1.53) ¢ uenblo Bbinycka B obpalw,eHne MmeguLmnH-
ckoro n3genus (3.1.53) nop ero co6CTBEHHbIM MMEHEM, HE3aBUCUMO OT TOro, CMPOEKTMPOBAHO W/MNK MPOU3-
BEEHO NN 3TO MeaununHckoe nsgenne (3.1.53) opraHuzaymnein nnm no ee NOPyYeHU APYruMm nuuom (Auuyamm).

MpumeuvuaHne 1— TONOXEHNA HAUMOHANBHbLIX UIN PErMOHasIbHbIX HOPMATUBHBLIX aKTOB MOTYT NMPUMEHATLCSA
K onpeaeneHnio n3rotoBnTend.

MpumeuyaHune 2 — lMpoekTMpoBaHue U/MnM NPOM3BOACTBO, Kak ykasaHO B NPUBEAEHHOM Bhllle onpeaesieHunu,
MOXeT Bk/o4YaTb pa3paboTky crneundurkalymm, npomM3BoaCcTBO, CO0pKy, 06paboTKy, ynakoBKy, nepeynakoBky, MapKupOBKY
(3.1.35), nepemapkupoBKy, CTepuUIn3aunio, YyCTaHOBKY WM NOBTOPHOE MPOU3BOACTBO MeAuuMHCKoro magenusa (3.1.53);
WAn BbINycK Habopa MeauuMHckoro usgenua VIBA 1, BO3MOXHO, ApYroro npoAykta Ansi MeguunHCKUX Lenei.

MpumeyaHue 3 — YNOSHOMOYEHHbIV NpeAcTaBUTENb, AUCTPUOLIOTOP WX MMMIOPTEP, KOTOPbIA TOMLKO A0-
6aBnsieT cBO COBCTBEHHbLIN afpec M KOHTaKTHble JaHHble K MeAULMHCKOMY U3AENUN0 UKW yrnakoBKe, He BCKpbiBas U He
M3MEHSIA CYLLECTBYIOLLYI MapKMPOBKY, HE CUATAETCH W3rOTOBUTENEM.

MpumevyaHune 4— Jllo6oe ML, KOTOPOE COBMPAET UK aaanTupyeT MeauLMHCKOe U3fenue, yxxe NocTaB/eH-
HOEe APYrUM /IMLIOM N5 OTAE/bHOTO NalMeHTa, B COOTBETCTBUM C UHCTPYKLMSIMU N0 NMPUMEHEHMIO, He SBNSIeTCS U3roTOBU-
Tenem, Npu YCI0BWU, YTO COOPKA WM aganTauus He N3MeHsieT NpeanonaraeMoe UCrnosib30BaHne MeanLUHCKOTO N3aenusi.

MpumevyaHne 5 — B TOli CTENEHN, B KOTOPON NPUHAANEXHOCTb K MEAULMHCKOMY M34envio nognagaeT nog
HOpMaTuBHblE TPeboBaHUA K MmeguunHckomy mnsgenuio B/ (3.1.33), nMuo, OTBETCTBEHHOE 3a pa3paboTky W/nam npouns-
BO/CTBO 3TOW NPUHAANEXHOCTU, CUMTAKOT U3FOTOBUTESEM.

[MCO 13485:2016, 3.10, n”3MEHEHO — ONpefesieHNne U3MeHeHo, npumeyannsa 1,2 n 5 yganeHsl, fo6as-
NIeHO HoBOe npumMmevaHue 1J.

3.1.43 Hagnucb (marking): Hagnucb B nMUCbMeHHO! (opme wuAM B Buae rpaduyeckoro cumseona
(3.1.23), NOCTOAHHO NpuUKpenaeHHasa K MeguuuHCKOMY nsgennto (3.1.53).

MpumeuyaHne 1— Haanucb — 370 3TUKeTKa (3.1.39), NOCTOSAHHO NpUKpPensieHHas K 060pyAoBaHuUio Ans gna-
rHOCTWUKM in vitro (3.1.32).

3.1.44 nacnopT 6e30nacHOCTM MaTepuanoB (material safety data sheet, MSDS): loKyMeHT, Mogro-
TOB/IEHHbLI B COOTBETCTBUM C HOPMATUBHLIMW TPe6GOBaHMAMMW MPOMbIWNEHHOW 6e3onacHocTwu (3.1.76), co-
Jepxalwunin getanbHyl MHoOpMaLu 06 OoNacHOM XMMWYECKOM BelLecTBe.

MpumevaHne 1— O6bLIYHO oNMUCbIBAIOT PM3nMyeckme cBoicTBa onacHocTu (3.1.25) gns 340p0Bbs, TOKCUY-
HOCTb, NMOXapoONacHOCTb U peakLMOHHbIe CBOWCTBA, a Takke NPMBOASAT Mepbl NpefocTOopPoXHOCTK (3.1.64) npu xpaHe-
HUM 1 obpalLleHnn.

MpumeyaHune 2 — [lacnopta 6e30nacHOCTX MaTepuasioB He cyMTalTCs YacTbio MapkumpoBku (3.1.35) meau-
umHckoro nsgenus MB/A (3.1.33).

Mpumep 1— B EBpone gaHHble 0 6e30NacHOCTU MaTepuana U3BeCcTHbI Kak nacnopT 6e30MacHOCTU B
COOTBETCTBUM C pernameHToM EBponeiickoro cotoza «REACH» 2006/1907 (c nonpaBkamu).

Mpumep 2— B CLIA nacnopT 6e3onacHocTK (SDS) cocTaBnsAloT B MMCbMEHHOW UK NnevyaTHON chopme n
0hopMISAIlT B COOTBETCTBUU C ONpeAesieHHbIMN TpeboBaHNSAMMU.

[OSHA Hazard Communication 1910.1200, nsmeHeHo — pgobassieHa dpasa «LOKYMEHT, NOATOTOB/EH-
HbIi B COOTBETCTBUU C HOPMATUBHbLIMU TpeboBaHUAMU», Ao6aBNeHbl NpuMedaHns 1 u 2]
3.1.45 namepsiemasi BenMymnHa (measurand): BennunHa, nognexaiw,as namepeHuto.

MpumevyaHne 1— [eTanbHoe onucaHne M3MepPsieMoii BEIMUMHBI B NabopaTopHoii MeanuvHe TpebyeT 3HaHUs
pofa BenuuMHbl (HanpuMep, MaccoBoli KOHLEHTpaLun), onucaHusi MaTpuLbl, KOTOPOI NpucyLla 3Ta BennunHa (Hanpumep,
nnasmbl KPOBM), N COOTBETCTBYIOLLUX XMUMUYECKUX COEAUHEHWIA, HanpuMep aHanuTa (3.1.4).
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MpumeuvyaHne 2— MN3mepssiemoli BEANYNHON MOXET 6bITb 6GMONOrMYeckas akTMBHOCTb.
MpumevyaHne 33— Cwm. 3.1.4 ansa apyrmux npumepoB obopyposaHus VB[,

MpumeuyaHue 4— BXUMUN gNS «<U3MEPSEMON BENNYMHBI» MHOTAA UCMONb3YIOT TEPMUH «aHanuT» (3.1.4) nam
HaMMeHOoBaHuWe BellecTBa Uy coeguHeHus. Takoe cnoBoynoTpebieHne aBaseTcs ownboYHbIM, NOTOMY YTO 3TV TEPMUHbI
He MMEeIOT OTHOLLEHNA K Be/iMynHam.

[PykoBogctBo MCO/M3IK 99:2007, 2.3, ”3MEHEHO — MNpuUMeYaHns 2 n 3 NCKAYEeHbl 1 J06aBNEHO HOBOE
npumevyaHune 1]

3.1.46 namepeHmne (measurement): MNMpouyecc aKCNepMmeHTasibHOro MOJIy4eHUa O4HOro unm 6onee 3Ha-
YeHW BeNNUYMHbI, KOTOPble MOTyT 6bITb 060CHOBAHHO NpUNUcaHbl BeNYNHE.

MpumeuaHue 1— M3mepeHne nogpasyMeBaeT CpaBHEHWE BEMUYMH UK BKIOYAET NOACYET O6HEKTOB.

MpumeuyaHune 2 — V3mepeHue npegycmatpuBaeT onncaHue BEIMUMHbI B COOTBETCTBUM C MHCTpPYKLUMEl Mo
npumMmeHeHunio (3.1.36) pesynbTaTa nsmepenus (3.1.51), meTognky nusmepenus (3.1.50) n kanmbpoBaHHYHO U3MepUTeENb-
Hyto cucTemy (3.2.40), PYHKLMOHUPYIOLLYHO B COOTBETCTBUM C pPeriaMeHTUPOBaHHOW MEeTOAMKON U3MEPEHWIA U C yYeToM
YCNOBUIA N3MEPEHWIA.

MpumeuvyaHne 33— Onepaunum MOryT 6bITb BbINOSIHEHLI aBTOMATUYECKN.

[PykoBogctBo MCO/M3K 99:2007, 2.1, nameHeHo — npumevyaHue 1 ucknw4vyeHo n fob6aB/eHO HOBOEe
npumevyaHue 3]

3.1.47 meTon n3mMepeHna (measurement method): Ob6uiee onncaHme NOrMyeckoil nocnefoBaTesibHO-
CcTn onepauyuii npn namepeHun (3.1.46).

MpumeuvyaHne 1— MeTog N3MEPEHUS NCMOMb3YIOT B ONPeAesIEHHON MeToguke nsmepexus (3.1.50).

MpumeyaHne 2— MeTogbl U3MEPEHUA MOTYT ObITb pasfefieHbl Ha pas/inyHble BUAbI, TaKNe Kak METOL NPAMbIX
N3MEpPEHUn N MeTof KOCBEHHbIX N3MepeHuin. lononHuTenbHaa nHdopmaynsa npmeegeHa B M3OK 60050-300.

[PykoBogctBo MCO/M3K 99:2007, 2.5, nameHeHO — npumeyvaHue 1 ncknwyeHo u gobaBneHbl npume-
yaHusa 1u 2]

3.1.48 mMogesib U3MeEpPEHU (measurement model): MaremaTuyeckas CBsisb MeXAy BCEMMW BefMunHa-
MW, O KOTOPbIX U3BECTHO, YTO OHM y4yacTBYKT B namepeHumn (3.1.46).

Mpumep — YeTbipexnapaMmeTpuyeckas forncrunyeckas yHKLUMS ANA NOATOHKM CUTMOUAaNbHbIX NOKa-
3aHUN n3mepeHnii (3.2.31) KoHUeHTpaynii kannbpaTopa (3.1.13) B UMMYHOXUMUYECKNX MeTOAMKAX N3MepeHni
(3.1.50).

MpumeuyaHne 1— O6wWen hopmoint mogenu nsmepenus aensetca ypasHenme h(Y, Xv K, Xn) =0, rae Y, Bbl-
xoaHasa usmepsiemas BennunHa (3.1.45) B mofgenu naMepeHus, 3HayeHue KOTOPOi [O/HKHO OblTb MOSIYYEHO UCXOAA W3
MHpopMaLMn 0 BXOAHbLIX BEINYMHAX B MOAeNn namepenma X- K, Xn.

MpumeyaHune 2—B 60nee CroXHbIX cny4yasx, Korga nMmerwTca ase Unmn 6onee BbIXOAHbIX BE/INYNHbI, MOAENDb
n3mMepeHna cocTonT 13 6onee uem OHOIo ypaBHEHUA.

MpumMmeuyaHne 3 — B KIMHWYECKON XUMUM MOAENVN M3MEPEHUI TakkKe HasbiBAKT MOAENAMU A5 KaIMOPOBKU
(3.1.11).

[PykoBogctBo WCO/M3OK 99:2007, 2.48, n3aMmeHeHO — Ao06aBneHbl NnpumMmep U npumedaHue 3]
3.1.49 npuHUUN n3mMepeHnsa (measurement principle, principle of measurement): ABneHue, nexauee
B OCHOBe uM3MepeHus (3.1.46).

Mpumep:

- NOHOCENEeKTUBHbI 3N1eKT PO, NPUMMeHseMblii Ana nameperHus (3.1.46) ak TUBHOCT U HAT pUs;

- aMHHOCTb aHTUTeE/, NPUMEHAEMbIX A1 n3mepeHuns (3.1.46) KOHUEHTpaLn TUPEeoOTPONHOIro CTUMY-
nnpyrowero ropmoHa (TSH);

- XUAKOCTHasa xpomaTorpadus, npumeHaemasa ona namepeHums (3.1.46) KOHUeHTpaun ANroKCcuHa,

MpumeuaHue 1— FABneHNe MOXET GblTb (DU3UUYECKON, XMMUUYECKOW UM BUOSIOFMYECKOI NpUpoabI.

[PykoBoactBo MCO/M3IK 99:2007, 2.4, n3aMeHeHO — npumepbl 1, 2 n 3 NCKAOYEHbI U o6aB/eH HOBbIN
npumep]

3.1.50 meToguKa namepeHunii (measurement procedure): JetanbHoe onucaHue namepenus (3.1.46) B
COOTBETCTBUM C OAHUM Unn 6onee NpUHUMNOM nsmepeHuii (3.1.49) n faHHbIM MeTOAOM usmepeHus (3.1.47),
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KOTOpOe OCHOBAHO Ha mMojenu namepeHuit (3.1.48) u BkAwYaeT Nob6Gble BbIYUCIEHUS, HEOGX0AUMbIE ANS MO-
nyyeHus pesynbrTaTa nsmepenus (3.1.51).

MpumevyaHne 1— MeToauKy U3MEPEHUI 06bIYHO AOKYMEHTUPYIOT AO0CTATOUYHO MOAPOGHO, YTOGLI MOMb30Ba-
TeNb MO BbINOMHUTL U3MepeHue (3.1.46).

MpumeuyaHne 2— MeToauka U3MEpPEHUA MOXET BK/IOUYATL MHDOPMALMIO OTHOCUTENBHO LeNeBoil Heonpege-
NeHHOCT N nsmepeHus (3.2.38).

[PykoBogctBo MCO/M3K 99:2007, 2.6, USMEHEHO — «AN15 NOYYEHNSA» 3aMEeHEHO Ha «Heob6XxoaAnmo ANs
nosyyeHus», a npumeyaHue 3 UCKAOYEHO]

3.1.51 pe3ynbTaT U3MepeHna (measurement result): Habop 3HauyeHWin BEANYNHBI, NPUNNCbIBAEMbIX W3-
mepsiemoi BennynHe (3.1.45), BmecTe ¢ Nt060A ApYyroin A4OCTYNHON M Cyw,ecTBEHHOI nHdopMaynei.

MpumeyaHune 1— Bo MHOrMX 061acTax METPONIOrMK pesynbTaT N3MepeHus BblpaxKatoT B BUAEe OA4HOro M3Mme-
PEHHOr0 3HauYeHunst BennymnHel (3.2.52) n HeonpegeneHHocTN namepenHns (3.2.38). B nabopaTopHoli MeanunHe pesynbTa-
Tbl U3MEPEHUIA 06bIYHO BblpaXXalT OAHUM M3MEPEHHbIM 3HAYEHUEM BeNUUMHbI (3.2.52).

MpumevyaHne 2 — OO6GLIYHO pe3ynbTaT usMepeHus (3.1.46) cofepXuT CyLeCTBEHHYI WHMOpMaLulo O Ha-
60pe 3HauYeHWn Be/IMUUHDBI, NMPUYEM HEKOTOPble M3 3TUX 3HaYeHWit 6onee penpeseHTaTUBHbI 419 U3MEPSEMON BEIMUNHBI
(3.1.45), yem gpyrue. 3T0 MOXHO Bblpa3uTb NIOTHOCTLIO pacrnpefenieHnss BepoSTHOCTEN.

MpumeyaHune 3— B HayuyHoli NnuTepaTtype 1 B Npeabigyliem msgaHmn PykoBoacTtea 99 pesynbTaT M3MepeHus
6bln1 onpejeneH Kak 3HauyeHue, npunucaHHoe namepsemoi BenmurHe (3.1.45), ¢ nosiCHeEHMeM, 03HavaeT /in 3TO nokasaHue
namepeHns (3.2.31), uan HeucnpasieHHbI pe3ynbTaT, Wn UCNpaBfEeHHbIA pesynbTar, WM cpefHee HEeCKOsbKUX 3Have-
HWIA, B 3aBMCMMOCTW OT KOHTEKCTA.

[PykoBogctBo MCO/M3IK 99:2007, 2.9, NI3MEHEHO — MPMUMEYaAHUSA U3MEHEHDI]

3.1.52 uHTepBan mamepeHuii (measuring interval): MHOXeCTBO 3Ha4YeHWii BEMYUH OAHOMO pPoAa, KO-
TOpble MOTyT 6biTb M3MeEpeHbl AaHHbIM CpPeACTBOM W3MeEpeHuii unm maMepuTenbHoi cucTemoin (3.2.40) c
YCTAHOB/IEHHON WHCTPYMEHTaNIbHOW Heonpefe/ieHHOCTbIO NPU onpefesieHHbIX YC/0BUSX.

MpumevyaHne 1— VIHTepBan U3MEpPEHUin, B Npegenax KoToporo oyHKUMOHaNbHble XapakTepucTukmn (3.1.57)
MeguumnHckoro mnsgenva NBMA (3.1.33) 66111 NoaTBEPXKAEHDbI, HA3bIBAKT ANaNna3OHOM M3MepeHUs.

MpumevyaHne 2 — HwkHWIA npegen nHTepsana usmepenns (3.1.46) He cnepyeTt nyTatb C Npejenom obHapy-
xeHnsa (3.2.16). Cm. A.2.8 Ans [ONONHUTENbHOW MHDOopMaunn.

MpumevyaHne 3— O6bACHEHVE pPa3HULbI MEXay UHTEpPBa/IOM U Anana3oHoM npuBeaeHo BA.2.11.

[PykoBogctBOo MCO/M3BK 99:2007, 4.7, n3aMeHeHO — npumeyaHue 1 ucknw4yeHo, fobaBieHbl HOBble
npumedaHusa 1 un 3]

3.1.53 MeguuuHckoe mspgenue (medical device): Jllo6ol MHCTpyMeHT, annapat, npubop, mMexaHusm,
npucnocobneHne, mmnaaHtart, peareHT VB[, nporpammHoe obecneyeHue, mMatepuan WUanm nMHoe nNofo6HOoe
WAN CBA3AHHOE C HUM u3genue, npefgHasHauvyeHHble u3rorosuTenem (3.1.42) ona NPpUMEHEHUA K YeNOBeKy
no OTAENbHOCTU UAU B KOMOBUHALUN:

- ANarHoCTUKK, NpodUAAKTUKN, MOHUTOPUHTA, NeYeHUs NN obneryeHns TeyeHna 60N1€3HU;

- ANarHOCTWKM, MOHUTOPUHra, NevyeHns, oberyeHnsa UM KOMNeHcauMn NnocnencTBUin TpaBMbl;

- uccnepoBaHuA, 3aMeleHnsa UM U3MEHeHUsS aHaTOMMWYEeCKOro CTPOeHUA MM U3noornyeckux npo-
L,eccos;

- XU3HeobecneyeHUa MAN NOALEPXAHNA XUIHEHHbIX PYHKUUR;

- ynpaBfieHus 3avatuem;

- Ae3UHMeKunn MeaNLNHCKUX n3genuii;

- npepocTaBNeHns MHGPoOpPMaLMN B MeANLUHCKMX Lensx nocpeactsBom mccnegosarvmna (3.1.21) UBA nep-
BMYHOM Npobbl, ob6pasya (3.1.65), B3ATbIX M3 OpraHM3mMa 4enoBeka;

- W He gocTuraeT CBOEro MepBMYHOro npegHa3HayeHHOro BO3AENCTBMSA Ha OpraHM3m YesioBeka 3a cyeT
hapMakonormyeckmx, UMMyHOIOTUYECKUX NN MeTaboNnyecknx cCpencTB, HO PYHKLUU KOTOPbIX MOTYT MOA-
AepXunBaTbCA Takumu cpeacTBamu.

MpumeyaHue 1— V3genus B OTAE/bHbIX PUCANKLMAX MOTYT paccmaTpmBaTbCa Kak MeAWULMHCKME, HO B UX
OTHOLUEHMM eLle He BbipaboTaH eauHbIn NOAXOA:

- [e3nHuumnpyowmne BewecTsa;

- BCromorartesibHble cpeAcTBa ANS UL, C OrpaHUYEHHbIMU BO3MOXHOCTSAMU;

- U3henus, BKAKYaoLWmMe TKaHW XMBOTHbIX W/WIN YenoBeka;
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- U3genunsa AN 9KCTpakopnopasbHOro OnA040TBOPEHNS WKW BCNOMOraTesibHbIX PeNPOAYKTUBHbIX TEXHOMOIUA.
MpumeyaHne 2— TepMUH «MegMLMHCKOE n3genme» BKNYaeT meguumnHckue nsgenusa MBL (3.1.33)*.

[[52], FINAL 2019, usmeHeHo — pob6aBsieHbl npumedaHus 2 un 3).

3.1.54 meTpoJsiornyeckasa npocsiexXmBaeMoCTb (metrological traceability): CeolicTBO pe3ynbTaTa 13-
mepeHuit (3.1.51), B COOTBETCTBUN C KOTOPbIM pe3ynbTar MOXeT 6biTb CBSA3aH C OCHOBOW A/19 CPaBHEHMUS 4e-
pe3 4OKYMEHTUPOBAHHY HENpepbiBHYK Lenb kKannbpoeok (3.1.11), kaxgasa U3 KOTOpPbIX BHOCUT CBOW BkNag B
HeonpeaeneHHOCTb u3MepeHnii (3.2.38).

MpumeuaHue 1— B 3Tom onpefgeneHun OCHOBOW ANS CPaBHEHUS MOXeT ObiTb OnpefeneHve efuHuubl U3-
mepeHus (3.2.39) yepes ee NpakTUYECKY peanunsauno, nam meToanka namepenuin (3.1.50), BkawvawLwas eguHuly ns-
MepeHus (3.2.39) ansa BeNIMUUH, OT/IMYHBLIX OT NOPSAAKOBbIX, UK 3TanoH (3.2.36).

MpumeyaHne 2 — MeTponornyeckas NPOC/EXMBAEMOCTb TpPebyeT HanMuusa yCTaHOB/IEHHOW nepapxum kKa-
nnéposok (3.1.11). MocnepoBatenbHOCTL 3TanoHoB (3.2.36) u kannbposok (3.1.11), KOTOpyd WUCNOML3YIOT ANS CBA3N
pesynbTaTa nsmepenms (3.1.51) c OCHOBOI ANS CpaBHEHUS, Ha3bIBAKT LENOYKON npocnexnsaemocTtun. Lienoyka meTpo-
NIOTMYEeCcKo NPoCAexnBaemMocTu, Ucnosblyemas A1 yCTaHOB/IEHUSA MEeTPOsI0rMYEeCcKoin NPoCnexXnBaemMocTn pesynbraTa
n3mepeHwnii (3.1.51), BkaoYaeT 3HaveHns kanmbpaTopa (3.1.13). Cm. NCO 17511:2020 v npumepbl LEenoYek Npocaexu-
BaeMOCTW, OTHOCALUUXCA K MeguumHcKum nsgenuam NBLA (3.1.33).

MpumeyaHne 33— OnucaHne OCHOBbI A/1 CPaBHEHUA OOJ/DKHbI BK/OYaTh Bpems, Korga oHa 6blna Mcnosnb3o-
BaHa B aHHOIN nepapxmm KanmbpoBKW, HapsAy € /1060 apyroli CyuecTBEHHON MEeTPOosIorMyeckoi nHdopmaymeid, Hanpu-
mep, korga 6blna BbinosHeHa nepsas kannbposka (3.1.11) B nepapxum KanmbpoBKku.

MpumevyaHne 4 — Ona unsmepennii (3.1.46) c 6onee YeM OAHON BXOLHOW BENNYMHON B MOAENN M3MEPEHWUA
(3.1.48) kaxaoe u3 3HAYEHMNI BXOAHbIX BEMIMYMH AO/HKHO ObiTb METPOIOTMYECKN MPOCAEXMBAEMbIM, a nepapxus Kanambpo-
BOK (3.1.11) MOXeT nMeTb (DOPMY pa3BETB/IEHHON CTPYKTYpbl UK CETU. YCUNUS, CBSI3aHHble C YCTaHOB/IEHWEM METPOJIO-
TMYECKOW NPOCeXMBAEMOCTY A5 KaXAOro 3HAYEHWUS BXOAHOW Be/IMYMHBI, AO/DKHbI 6biTb COM3MEPUMbI C €€ OTHOCUTESTb-
HbIM BKNaZoM B pe3ynbTaT udMmepeHuns (3.1.51).

MpumeuyaHnune 5 — CanyeHne mexagy AByMs aTanoHamu (3.2.36) MOXeT paccmaTpmBaTbCs Kak KaimbpoBka
(3.1.11), ecnu cnmyeHne UCNob3yoT ANSA NPOBEPKU W, ECNIN HEO6XOANMO, KOPPEKTUPOBKN 3HAYEHWNS BE/IMYMHBI U HEOMNpe-
AeNneHHoCTu nsmepeHuii (3.2.38), npunucbiBaembix 04HOMY U3 3T asnoHoB (3.2.36).

MpumeuyaHue 6— CoKpaLEHHbI TEPMUH «MPOC/IEXMBAEMOCTb» MHOTAA NPUMEHSIOT 4151 0603HAYEHNST «Me-
TPOMOTNYECKOW MPOC/EXMBAEMOCTM», a Takke APYIMX NOHATUN, TakMX Kak «MpoCnexXuBaemMocTb obpasLa», Uin «npocse-
XWBAEMOCTb [OKYMEHTa», WK «MPOC/eXUBaeMocTb 060pyA0BaHNS», U «NPOC/IEXMBAEMOCTL MaTepuana», yunToiBas
CMbIC/I0BOE 3HAUYEHWE KOpHS croBa «cned». Mo3aTomy, ecny CylecTByeT BEepOsiTHOCTb MNyTaHWubl, NpeanoyTutesbHee
MCNO/Ib30BaTh MOJIHbIA TEPMUH «METPO/IOTMYEecKas NPOC/IEXNBAEMOCTb>.

[PykoBogctBo MCO/M3IK 99:2007, 2.41, N3BMEHEHO — MWCKMNKOYEHbI NpuMedyaHna 5 n 7 n gobasBneHo no-
ACHEeHNe K npumedaHuto 2]

3.1.55 MOHUTOPUHIoBoe MeauunHcKoe nsagenve VIBA (monitoring in vitro diagnostic medical device):
M3penue, ncnonb3dyemoe ANA nocnepoBaTefibHbiX M3mepeHuin (3.1.46) ypoBHein aHannTa (3.1.4) (nsmepse-
Mol BennumnHbl) (3.1.45) c LEeNblo KOPPEKTUPOBKN NedyeHuss/BMellaTenbCTBa.

MpunmeyaHne 1— MOHMTOPUHIOBbIE MEeAMLMHCKNE U3AENNA BKIOYAIOT:

- nccnefoBaHusl, KOTOpble MCNONbL3YIOT AN NPOBEPKM TOrO, YTO cofepxaHue aHannTa (3.1.4) HaxoauTcs B npeje-
nax M3nonornyecknx ypoBHeit nnu B npegenax ycTaHOB/IEHHOrO TepaneBTUYECKOro Anana3oHa IeKapCTBEHHbIX npena-
paTtoB. TN BUAbI MOHUTOPWUHIOBbLIX UCCNEAOBaHWU NpefHa3HaueHbl 4719 OLEHKN TEKYLLEro COCTOSIHUS NauueHTa,;

- nccnepoBaHusl, UCnonb3yemMble A1s nocnefoBaTesibHbiX n3mepeHuii (3.1.46), NpoBOAMMbBIX B TeUYeHMe onpeje-
JIEHHOTO BpeMeHW. MccnefoBaHms 06bIYHO MCMNOMb3YOT AN 06HAPYXEHUA/OUEHKN pasBuTusi/perpeccmm 3abonieBaHus,
peunavBa 3aboneBaHnsi, MUHUMabHOM OCTATOYHOW 60/1e3HN, OTBETA/Pe3UCTEHTHOCTUN K Tepanun w/wnn HebnaronpusaT-
HbIX 3P PEKTOB, BbI3BaHHbIX Tepanueii. 3T BUAbI UCCNefoBaHWli NpeAHa3HauYeHbl 47151 OLLEHKN U3MEHEHWIA UHAMBUAYaSIb-
HOro0 COCTOSIHUSI NauueHTa.

MpumeuyaHune 2— WccnepoBaHua npegHasHaveHbl AN OLEHKU U3MEHEHWI B COCTOAHUM NauMeHTa.

[[46], npunoxeHune, Tabnuua 1, N3AMEHEHO — «U3MEpPEHME» 3aMEHEHO Ha «MnocsegoBaTesibHOe u3mMepe-
HUe»|

3.1.56 BHeWHAA ynakoBKa (outer container, sales packaging): MaTtepuan, ncnonb3yemblii gnsa yna-
KOBKMW, 3alunTbl, o6palw,eHns, A0CTaBKW, XpaHeHWs, TPaAHCNOPTUPOBAHUA W MNpeACTaBAEHUS MeAULUHCKUX

Owwn6Ka opuruHana. NpumedaHve 3 UCKIOUYEHO B CBA3N C AyGNMPOBAHMEM NpUMeYaHns 2.
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n3fenuii, ot coipbs A0 06paboTaHHbIX U3AENNIA, OT N3TOTOBUTENSA A0 NOMb30BaTeNs UAW NOTPpebuTens, BKO-
yasa nepepaboTunka, céopwmka wan Apyroro nocpegHuka.

3.1.57 (PpyHKUMOHa/IbHasA XapakKTepucTmka, MeTposiormiyeckas xapakrepucTtumka (performance char-
acteristic, metrological property): OauH “3 napaMeTpoB, UCNONb3YEMbIX AN ONpeAesieHNns aHasiMTUYecKom
n/imnn KNnHnyeckol adhpekTUBHOCTN MeguumnHckoro nagenua NBA (3.1.33).

Mpumep — [AinarHocTUYECKass YyBCTBUTENIBHOCTb, AMarHOCTMUYeckasa cneuntuyHoCcTb, MPOrHOCTU-
Yeckue 3HaYeHUsl, TOYHOCTb M3MepeHuns (3.2.27), BOCNPOM3BOAMMOCTb naMepeHuii (3.2.34), NOBTOPSAEMOCTb
n3mepeHunin (3.2.33), cTabunbHocTb (3.1.85), npegenbl o6HapyxeHUs n nsmepeHunsa (3.1.46), gmanasoH, camoe
paHHee KNMHn4Yeckoe obHapy)XeHne B CpaBHEHUN C UCCNeoBaHUAMM OCHOBbI A/19 cpaBHeHUA (cMm. [54]).

MpumeyaHne 1 — [pn oueHKe NPUIoAHOCTM MefuumHCKoro usgenuns B (3.1.33) gna npegnonaraemoro
MeAMLMHCKOTO UCMoMb30BaHMs 06bIYHO MPUMEHSAIOT UHAOpPMaLuo 0 60/1ee YeM OfHON XapaKTepuUcTUKe.

3.1.58 3aAB/ieHHas PYHKUMOHa/IbHasA XapakTtepucTuka (performance claim): Cneuudukayus yHk-
LMOHaNbHbIX XapakTepucTuk (3.1.57) meanyuHckoro nsgennsa B (3.1.33), goKyMmeHTMpoBaHHasa B MHdop-
Mauun, npefocTaBNeHHONl narorTosuTenem (3.1.35).

MpumevyaHne 1— IT0 MOXET 6blTb OCHOBAHO Ha pe3ynbTarax MepcrnekTUBHbLIX UCCNeaoBaHuii adydhekTmBs-
HOCTU, UMEKLMXCS AAHHbIX O (PYHKLMOHA/bHLIX XapakTepUCcTMKax WM UCCMefoBaHusIX, ONy6/MKOBaHHbLIX B Hayu4HO
nuTeparype.

[[55], 2.7, nameHeHO — fo06aBNEHO «XapaKTEPUCTUKN», CNOBO «U3MOXEHO» U3MEHEHO Ha «AO0KYMEHTK-
poBaHO» M fo6aBneHo npumeyaHue 1]

3.1.59 oueHKa PYHKUMNOHa/IbHbIX XapaKTepucTuk (performance evaluation): OueHka U aHanu3 gaH-
HbIX AN YCTAHOBMEHUA UAN Bepudukauum HayyHoil 060CHOBAHHOCTMW, aHAUTUUYECKOW W, ecnm NPpUMEHUMO,
KTNHNYECKOW 3(h PEKTUBHOCTM MeanunHCKoro nsgennsa MBA (3.1.33).

Mpumep — 3TO0 MOXeT BK/IOYATb aHaTNTNYECKY0 3pPEKTUBHOCTb U, MNPV HEO6XOAMMOCT U, KINHNYe-
CKYI0 3(pheKTUBHOCTb.

[[51], n3ameHeHO — pob6aBneH npumep]
3.1.60 nccnepoBaHMe No MeCTy HaxoXaeHusa nauueHTta (point of care testing, near-patient testing):
WccneposaHne, KOTOpoe NPOBOASAT NO MECTY HAXOXAEHUS naunmeHTa BHE MeAULUHCKUX nabopaTopuil.

MpumeyaHne 1— OTO He OTHOCUTCH K Mpouegypam B3ATUA Npobbl (3.1.77).

MpumevyaHne 2— BHEKOTOPbIX PEryisTOPHbIX IOPUCAUKLMSAX 3TO TaKKe Ha3blBAOT TECTUPOBAHUEM UCC/efo-
BaHWS B MECTe OKasaHus MeAMLMHCKON NoMOLLM.

[[51], 3.27, n3smeHeHo — npumeyaHune 1 NCkKAYeHO]

3.1.61 npeguktnBHoe meauumHckoe mnsgenve VB[ (prediction in vitro diagnostic medical devices):
MeaunynHckoe nsgenue, NCNonb3yemoe 418 yCTaHOBNEHUS (DaKTOPOB, ONpeAenatoWnx BEPOATHOCTb peakynm
nayneHTa unm nob6OYHbIX peakuuii Ha KOHKPeTHY Tepanwuio.

MpumeuyaHune 1— MccnegoBaHus npeaHasHaudeHbl A1 OLEHKM COCTOAHMS MauueHTa B GyayLiem.

[[46], npunoxeHue, Tabnuuya 1, NI3AMEHEHO — BTOpPOE NPEA/IOKEHNE UNCKNYEHO]

3.1.62 mMeguumHckne wmnsgenua VIBA Aana BbiABNeHUA NpeapacrnosioXXeHHOCTU (predisposition in
vitro diagnostic device): M3pgenune, ncnonb3lyemoe ANSA OnpefeneHNsa BEpPOATHOCTM Havyasna 3aboneBaHus
[r. e. oueHka pucka (3.1.74) pa3sutna 3abonesaHns B 6yayuem] y 6€CCMMNTOMHbIX NayueHTOB.

MpumevyaHne 1— [na nayneHToB C JOCTATOYHbIM puckom (3.1.74) 3abonesaHns (onpefeneHHbIM No pesysb-
TaTam aHasiM30B) MOTYT ObITb NPUHATBLI NPOdUIaKTUYeckme mepbl.

MpumeuyaHune 2— lMccneaoBaHus npeaHasHaueHbl 418 OUEHKN ByAyLIero COCTOSHNUA NaumeHTa.

[[46], npunoxeHue, Tabnuua 1]

3.1.63 NporHocTuyeckoe MmeguunHckoe nsgenve VIBA (prognosis in vitro diagnostic medical device):
MefuunMHCKOEe MU3genve, Ncnosibayemoe A5 yCTaHOBMEeHUS (PakToOpoB, CBA3AHHbLIX C KIMHUYECKMM WCXOLOM,
He3aBMCMMO OT Jle4eHus.

MpumeuvyaHnne 1— WccnegoBaHns MOTYT 6bITb MCMONb30BaHbI A48 OLEHKU eCTeCTBEHHOro passButusa 3abone-
BaHMA (T. . ucxofa B OTCYTCTBME SIEYEHUSA) WU AN ONpefesieHNss BepPOATHOCTU KMHUYECKOro UCXoda He3aBUCUMO OT
TepaneBTUYECKOro BMeLlaTenbCcTBa.

MpumeuyaHune 2— VccnepoBaHus npegHasHauyeHbl A8 OLEHKM COCTOSHUS mauveHTa B GyayLuem.
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[[46], npunoxeHune, Tabnuuya 1]

3.1.64 Mepbl NPeaoCTOPOXHOCTU (precaution): MHopmaumnsa o NobblXx 0CO6bIX Mepax NPefoCcToOpPOoX-
HOCTW, KOTOpble AOJDKHbI NMpeanpuHuMaTb Mnosb3oBaTenn AnA 6e30macHOro M 3 MEKTUBHOINO NPUMEHEHUs
MeguumHckoro nagenuna NB/A (3.1.33) nan gna npefoTBpalleHns NOBpeXAeHnsa meanuuHckoro nsgennsa B
(3.1.33), KOTOpOE MOXET NPOU30INTN B pe3ysibTaTe ero UCNonb30BaHusA, BKIOYas HENPaBUIbHOE NPUMEHEHNE.

MpumeuaHue 1— Pasnnume Mexay npeaynpexpaeHusmu (3.1.93) n mepamu NpefoCTOPOXHOCTAMU COCTOUT B
CTeneHn BeposiTHOCTU MOSIB/IEHUSA U TSHXXECTU pucka (3.1.74*). Cm. onpegenexune npeaynpexaenus (3.1.93).

[IMDRF GRRP WG/N52 FINAL 2019, MpuHUMNbl MapKUPOBKN MEAULUHCKUX M3LEeNNA N MeLULUHCKUX
nsgenunii B, 3.29, NI3MEHEHO — «YCTPONCTBO» WCK/KYEHO N fo6aBNeHO npumevaHue 1]

3.1.65 nepBu4yHada npoba, obpasel (primary sample, specimen): OTaenbHas nopuua GMONOrMYECcKoii
XUAKOCTW WAW TKaHW, B3ATas ANS MUCCNefOoBaHWSA, U3YYeHWUS WAW aHanusa O4HON WUAM HEeCKONbKMX BEeUNYUH
UNN XapakTepucTuk ANnA onpefesieHns xapakrepa Lenoro.

MpumeyaHne 1— GHTF ucnonb3yet TepMuH «obpaseu» B rapMOHU3NPOBAHHBLIX PYKOBOASALLMX AOKYMeEHTax
4N 0603HayYeHnsa nNpo6bl (3.1.77) 6UONOTMYECKOTO NPOUNCXOXAEHNSA, NpeaHa3Ha4YeHHoW ansa nccnegosanns (3.1.21) B me-
OVLMHCKON nabopatopuu.

[MCO 15189:2012, 3.16, M3MEeHEHO — NpUMeydYaHusa 2 N 3 UCKNYEHbI]

3.1.66 usgenue ansa B3ATUSA NepBUYHON Npobbl, n3genve ansa B3ATUS ob6pasya (primary sample
collection device, specimen collection device): N3genue, cneynanbHo npegHadHavyeHHOEe WU3rOTOBUTENEM
(3.1.42) meguunHckoro nagenua VB onsa nonyyeHus, copepXaHusa v XpaHeHus XWUAKOCTU WX TKaHW nauym-
eHTa gns npoBefeHunsa unccneposanua (3.1.21) NBA.

MpumeuvyaHne 1— BkawyaeT nsgenus, npegHasHavyeHHble A1 XpaHeHMs NepBUYHON Npobbl, obpasua (3.1.65)
ONa npoBefeHns nccnegosanms (3.1.21).

MprumMmeuaHne 2 — BKIOYAET Kak BakKyyMHble, TaK W HEBaKyyMHble W3enusi ANs B3ATUS MEePBUYHBIX NpPo6,
06pasLoB.

MpumeuaHue 3— B EBpone ugenve ans B3siTus o6pasLloB MOXET HasblBaTbCs «KOHTeHep Ans obpasuax»
[cm. [54], cTtaTtbsa 2 (3)].

[[54], ctaTba 2, (3), U3BMEHEHO — CJ/lI0OBa «YCTPOWCTBO, OyAb TO BakKyyMHOro Tuna WamMm HeT» 3aMeHeHbl Ha
«n3genme», a cqoBa «ero U3roToBUTenemM A8 NEePBUYHOTO yAepXaHusa M coxpaHeHus obpasyoB nayneHTa c
Lenblo» 3aMeHeHbl Ha «M3roTOBUTENEM MefuuuHcKoro usgenua VB Ans nonyyeHus, cOgepxaHus u xpaHe-
HUSA XUAKOCTU WU TKaHW NauueHTa ANs»]

3.1.67 naeHTUUKaTop MegNUMHCKOro N3aenuns, YHUKalbHbll naeHTUunKaTop nsgenms, npous-
BOACTBEHHbIN naeHTudukartop; UDI-PI (production identifier, unique device identifier-production identifier;
UDI-PI): UndgpoBoit nnn 6ykBeHHO-LU(POBO/ KOA, MAEHTUDULNPYOWNIA eguHuLy N3roTOBIEHHOIO M3aenns
B YHUKaNbHOM naeHTudunkatope unsgenus.

MpumeuvyaHune 1— Mpumepbl pa3nimyHbix TUINOB UDI-PI BktOYalOT cepuiiHbiii HOMep, KoA napTuu, BEPCUKO Npo-
rpamMmHoro obecneyeHuns, gaty nponsBoAcTBa W/WAnM CPoK rogHOCTU.

[[50], pa3gen 5, M3MeHEeHO — «NPOW3BOACTBO U34eNIMA» 3aMEHEeHO Ha «U3roTOBJIeHWEe U3LeNns B YHU-
KallbHOM MAeHTUdUKaTope n3fenusa», a «Bepcus NporpammHoOro obecnevyeHnsa kKak MegULUHCKOTO un3fenuns
(SaMD)» 3aMeHeHO Ha «BepcuUsi NporpaMmMHOro obecnevyeHus»|

3.1.68 npodreccroHasibHOe Ucnosib3oBaHue (professional use): YkazaHue Toro, 4YTo MEAULUHCKOE N3-
penve NBA (3.1.33) npefHa3Ha4YeHo AN MeLUUMHCKUX paboTHMKOB, MMewLWmnx npounbHoe obpasoBaHue u
npowegwunx obyyeHme (3.1.86) gna npoBefeHMsa MeauULUMHCKMX NabopaTopHbIX nccnegoBarvmin (3.1.21).

3.1.69 paguoyacTtoTHas unaeHTudukauna; RFID (radio frequency identification; RFID): ®opma 6ec-
NpoOBOAHON CBA3KW, BKAKYalLWas WUCNOMb30BaHWE 3IMIEKTPOMArHUTHOW WAM 3neKTpocTaTU4ecKkol CBA3WN B
pagnoyvyacToOTHON YacTh 3/1EKTPOMArHUTHOIO crnekTpa A8 YHUKabHON naeHTudukaunm obbekta, XUBOTHOIO
Wan Yyenoseka.

3.1.70 peaKTUBHbI peareHT (reactive ingredient): KOMMNOHEHT, y4acTBYOLWUA B XUMUYECKON peakuuu,
npefHasHayYeHHbll ANA 06HapPYXeHUs UNU U3MepeHUs Kakon-nmbo BeNNYUHbI.

Mpumep — AHTUTeENa, cneyuduyeckme nocnefoBaTeNbHOCTU HYKNeOTWUAOB BUPYCOB, Cy6CTpaThl
¢hepmMeHTOB.

B opurnHane owmnb04HO yKasaHa ccbika Ha 3.1.43.
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MpumeuyaHune 1— Takue cocTaBnsoWme, Kak 6ydepbl, KOHCEPBaHTLI N CTAGUNN3ATOPbI, KOTOPLIE HE y4acTBy-
10T B XUMWUYECKOW peakuun, He CUMTaloT PeakTUBHbIMU peareHTamm.

3.1.71 CTaHOapTHbIN obpa3sely, (reference material): MaTepuan, AOCTATOYHO OAHOPOAHbLIN U CTAGU/b-
Hblli B OTHOLWEHUN OLHOTO UM HECKOJIbKUX ONpefesieHHbIX CBOWCTB, A8 TOro, 4To6bl MCNONb30BaTbL €ro nNpu
namepeHunn (3.1.46) unu nccnegosaHum (3.1.21) kauecTBEHHbIX CBOWCTB B COOTBETCTBUM C nNpeAnonaraemMbiM
ncnonb3oBaHuem (3.1.37).

MpumeuvaHne 1— CraHgapTHble o6pasLbl C MPUNMUCAHHLIMU 3HAYEHUAMU BESIMYUH WU 63 HUX MOTYT 6bITb
MCMNO/b30BaHbl A1 KOHTPOSI MPeLUu3noHHOCT M usMepeHuii (3.2.32), Torga kak ans kanméposku (3.1.11) nam KOHTpons
NPaBUIbLHOCT U N3MepeHnii (3.2.37) — ToNbKO cTaHgap THble 06pasubl (3.1.71) ¢ NPUAMCAHHBIMU 3HAYEHUAMUN BENNUNHDI.

MpumeyaHnne 2 — lMpu gaHHoM n3MepeHun (3.1.46) NpUMeHEHHbIi cTaHAAapTHbI obpasel, MOXeT 6biTb UC-
Mo/Ib30BaH TOJIbKO ANA KanMbpoBku (3.1.11) unm ANs OLEHKM KadvecTsa.

MpumevyaHune 3— lMoHATUE «CTaHAAPTHLI obpasel» BK/UYAET B ceba mMaTepuasbl, BOMoWaloLmMe Kak Be-
JINUMHBI, TaK U KAYeCTBEHHbIE CBOICTBA.

MpumevaHne 4 — lMNpumepbl cTaHAAPTHLIX 06pa3L0B, BOMNIOWAKLWMX BE/IMUYNHBI, BKOYAOT BOAY YCTAaHOB-
NIEHHOI YNCTOTbI, AMHAMUYECKYI BA3KOCTb KOTOPOM WMCMOMb3YT A8 KannbpoBKM BUCKO3MMETPOB; Nia3my KpoBuW, CO-
Jepxallyo yCTaHOB/IEHHYIO MacCOBYHO [0J110 [/0KO3bl, UCNOMb3YyeMYI0 B KayecTBe kanmbpaTopa (3.1.13), 1 CbIBOPOTKY
KpOBY YesioBeka 6e3 yCTaHOB/IEHHOTO 3HAYEHUA BeJINUMHbI KOHLEHTpauMm COOCTBEHHOIO XO/IeCTepuHa, UCMNOJb3yeMyto
TO/IbKO B KAYeCTBE KOHTPOJIbHOTO MaTepuasna NpPeunsnoHHOCTN n3MepenHnii (3.2.32).

MpumeuyaHune 5 — lpumepbl CTaHAapPTHLIX 06pPa3L0OB, BOM/OWALWNX KAYECTBEHHbIE CBOCTBA, BK/OUYAOT
LiBETHYIO AvarpammMy, kotopasl nokasbiBaeT ofuH Unu 6osee KOHKPETHbIX LBETOB, CTPYKTypy AHK, cogepxallyto onpege-
JIEHHYI0 NOCNEL0BATENLHOCTb HYK/TIEMHOBOW KMUC/IOThI, MOYY, COAepxXallyo 19-aHApPOCTEHEAMOH.

MpumevyaHne 6— CTaHgapTHbIA oGpasel, MHOr4a BKAKOYAKT B cOCTaB MeauumnHekoro usgenus B (3.1.33).
Mprymep 1— BelecTBO C M3BECTHOMW TPOMHOW TOUYKOW, BKIKOUEHHOE B SAUENKY C TPOMHON TOUKOMN.

MpumMep 2 — CTEKIO C M3BECTHON ONTUUYECKOM NNOTHOCTbLIO, BCTAB/IEHHOE B AepXaTe/b (puibTpa
nponyckaHus.

MpumMep 3— LLaprKy N3BECTHOrO pa3mepa, NoMeLleHHble Ha craig AN NpoBeAeHNs MUKPOCKOMMYECKOr o
nccnefoBaHus.

MpumeuyaHne 7 — CraHAapTHbIi o6pasel, CONPOBOXAaeMblii AOKYMeHTaLMel ynosHOMOYEHHOro opraHa u
CcofepXalLnii CCbINIKM Ha BasMAMPOBaHHbIE METOAMKN, NCMOIb30BaHHbIE A4/15 MOSTyYEHUS YCTAHOBIEHHOIO 3HAYEHNs CBOI-
CTBa C COOTBETCTBYHLMMN HEONPeAENEHHOCTAMU 1 NPOC/IEXUBAEMOCTbLIO, Ha3biBaeTCA CEPTUULMPOBAHHbLIM CTaHAapT-
HbIM 06pasLom.

Mpumep 4 — CbIBOPOTKA KPOBU YesiOBEKA C MPUMUCAHHbIM 3HAYeHNEM BeIMUYMHbI A1 KOHUEeH T payumn Xo-
NecTepvHa 1 COOTBETCTBYHOLULE HeONpeaeieHHOCT b0 U3MepeHus (3.2.38), ucnosb3lyemas B kKayecTBe Kau-
6paTopa (3.1.13) unm KOHTponbHOro maTepuana (3.1.15) agna onpegeneHnsi NpaBUIbHOCT U n3MmepeHuii (3.2.37).

MpumevyaHne 8 — HekoTopble cTaHAapTHble 06pasLbl MMEKT NPUNUCaHHble 3HAYEHWUS BESIMYUHBI, METPOsIO-
TMYeCckn npocriexmBaemblie K BHECUCTEMHOW eAnHuue naMepeHus (cm. 3.2.39). K Takmm o6pasuam OTHOCATCA 3T asoHbl
(3.2.36) 6M010rMYECKOr0 NPOUCXOXAEHUS, KOTOPbIM MexayHapoaHble eanHuubl (ME) npunuceiBaoTcs BcemupHoii opra-
HM3auuei 3apaBoOXpaHeHus.

MpumeuyaHne 9 — Cneuudmkauus Ha CTaHAAPTHbIA o6pasel, BKOYAET ero MaTepuasibHyl npocnexunsae-
MOCTb, KOTOpasi MoKa3biBaeT ero NpoucxoxaeHne n o6paboTky. Tpe6oBaHusA K cneundukalusam Ha cTaHaapTHble 06pasupbl
ANS MegmumHcknx magennin UBJ, (3.1.33) npuegeHsl B MICO 15194,

Mpumeuvyanune 10— Mcnonb3oBaHue cTaHfapTHbIX 06pa3LOB MOXET BkI4YaTh kannbposky (3.1.11) cuctemsl
n3mepennin (3.1.46), oueHky MeToaukn namepenuii (3.1.50), NnpucBoeHne 3Ha4YeHnin gpyruMm obpasyamM U KOHTPOSb Kade-
ctBa. CM. Takke atasnoH (3.2.36).

MpumevyaHne 11 — VccnegoBaHue (3.1.21) KaueCTBEHHbIX CBOCTB faeT 3HAa4YeHMe KayeCTBEHHOrO CBOWCTBa
1 CBAA3@HHYIO C HUM HeonpeaenieHHoCTb. 3Ta HeonpeAesieHHOCTb He ABNAeTCA Heonpeae/ieHHOCTbio n3MepeHus (3.2.38).

MpumevaHne 12— ISO/REMCO (KomuTeT no cTaHfgapTHbIM 06pa3uam) MMeeT aHanormyHoe onpegeneHue,
HO UCNonb3yeT TepMUH npouecc nameperns (3.1.46) gnsa o6o3HavyeHns uccnegosanns (3.1.21), 4Tobbl OXBaATUTbL Kak W3-
mepeHue (3.1.46), Tak n uccnegosarme (3.1.21) kaueCTBEHHbIX CBOWCTB.

MpumeyaHne 13— ApgantuposaHo u3 Pykosoactsa NCO/M3K 99:2007, 5.13.
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3.1.72 pechbepeHTHass meToAuKa namMepeHuin (reference measurement procedure): MeToauka name-
peHnii (3.1.50), AN KOTOPOW MNPUHATO, YTO OHa obGecneymBaeT NPUEMIEMOCTb pe3yNbTaTOB U3MEPEHWUNA
(3.1.51) , cooTBeTCTBYKOLWMX NpegnonaraemMomy mcnonb3zosaHuio (3.1.37) npyn oueHke NpaBUNbHOCTU U3Me-
peHunin (3.2.37) 3HayeHui BennunH (3.2.52), nonyyeHHbIX NO APYrMM mMeToaumkam nsmepeHuin (3.1.50) sBenu-
YMH TOro Xe popga, npu kanméposke (3.1.11) nnn npu onpefeseHNN XxapakTepucTUK cTaHhap THbiXx 06pa3LyoB
(3.1.71).

MpumeuvyaHne 1— TpeboBaHusA K pedpepeHTHbIM MeToaukam namepenuii (3.1.50) 4ns MeguuMHCKUX n3gennii
MBA (3.1.33) npueegeHbl B MCO 15193.

MpumeuaHue 2 — lpumepbl UCNOMb30BaHUS pedepeHTHbIX MeTOoAUK n3mepeHuid (3.1.50) Ana npMcBoeHus
3HauyeHuin kanubpaTopam (3.1.13) VB[, npueBegeHbl B MCO 17511:2020 n MCO 18153:2003.

MpumeuvyaHne 33— MeToanKy namepenuii (3.1.50), ucnonblyemyto s nonydyeHus pesyrbraTa N3MepeHus
(3.1.51) 6e3 cpaBHEHNst C 3TanoHOM (3.2.36) eAVHMLUbI BEMYMHBI TOFO Xe PoAa, HasblBalT MEPBUYHON pediepeHTHOM
MeToamkoin nsamepenus (cm. Pykosoactso MCO/M3K 99:2007, 2.8).

[PykoBogctBo MCO/M3BK 99:2007, 2.7, nsameHeHo — pobaBneHbl npumevanus 1— 3]
3.1.73 OoCTaTOYHbIN pUCK (residual risk): Puck (3.1.74), octawumniica nocne NPUHATUA Mep No ynpas-
neHuno puckamu (3.1.75).

MpumeuaHune 1— OcTaTouHble PUCKM NPEACTaB/EHbl B UHCTPYKUMAX MO NPUMEHEHWo ANs nosib3oBartenei.
Cwm. ISO/TR 24971.

[PykoBogctBo MCO/M3IK 51:2014, 3.8, usmeHeHo — pobaBneHo npumevaHue 1]

3.1.74 pucCK (risk): CoyeTaHne BepOATHOCTN HaHeceHus Bpefa (3.1.24) n TsaxecTn aToro spefga (3.1.24).

[PykoBogctBo WNCO/M3BK 51:2014, 3.9, n3amMeHeHO — npumeyaHue 1 UCKNOYEHO]

3.1.75 ynpasnieHne puckomMm (Mepa) (risk control (measure)): Mpouecc, B X04€e KOTOPOro MpUHUMAT
pelWweHns 1 BbINOMHAKT Mepbl, NOCPEACTBOM KOTOPbIX pUCKMN (3.1.74) cHUXaTCS 40 YCTAHOB/IEHHbLIX YPOBHEW
UAn nogfepxunsarwTcsa B npefenax 3ajaHHbiX YPOBHEN.

MpumedyaHne 1— Mepbl ynpaBneHus puckamm, oCHoBaHHble Ha MapkupoBke (3.1.35), B MICO 14971 Ha3biBa-
10T MHpopmaumeid no 6esonacHocTK (3.1.76) 1 cumTaloT HaMMeHee 3PGEKTUBHLIM BapnaHTOM YyNpaB/ieHUs puckamu B
nopsake NpUOpPUTETHOCTU ynpasrieHusa puckom (3.1.74). Mapkuposka (3.1.35), npegHasHauyeHHas B kayecTBe MHopma-
umn gns 6esonacHocTy (3.1.76), BK/OYaeT B cebs:

- WHCTpPYKUun no npumeHenunto (3.1.36),

- orpaHumyeHue meTogukm (3.1.41),

- Mepbl NnpegocTopoxHocTu (3.1.64),

- npeaynpexaeHns (3.1.93),

- TexHuky 6e3onacHocTwu (3.1.76).

MpumevyaHne 2 — O6Wee pPyKOBOACTBO MO MpefocTaBfieHnto MHopmauun no 6esonacHocTu (3.1.76) um3-
nenuns npueegeHo B ISO/TR 24971. O6Liee pyKoBOACTBO MO OLEHKe MHhopMaLlmm B OTHOLWEHUN 6e3onacHocTy (3.1.76)
NPYMEHEHUs U3genus, BKIKYas Mepbl NO yNpaB/ieHUI0 puckamu, B TOM YUC/Ne pacCMOTpeHune npegynpexgeHunii (3.1.93)
B UHCTPYKLMM MO NPUMEHEHMIO, NpuBeAeHo B ISO/TR 24971.

MpumeyaHne 3 — PyKoBOACTBO, KacatwLlieecs nHopmaumm no 6esonacHocTu (3.1.76) MeANLMHCKUX n3ae-
nnii UBA, (3.1.33), npueegeHo B ISO/TR 24971.

[MCO 14971, 3.2.1, n3ameHeHO — pgob6aBneHbl npumeyaHns 1— 3]

3.1.76 6e30nacHOCTb (safety): OTcyTcTBUE HegOonycTUMOro pucka (3.1.74).

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

3.1.77 npoba (sample): OaHa UM HECKONIbLKO penpe3eHTaTUBHbIX YacTell, B3ATbIX U3 CUCTEMbBI, KOTOpbIE
npefgHasHavyeHbl AN nNpegocTaBieHna nHopmalyum o cucteme.

Mpumep — Mopumsa CbIBOPOTKMK, B3ATas U3 NepBUYHON Npobbl, o6pa3ua (3.1.65) cBepHyBLUEACA KPOBU.

[MCO 15189:2012, 3.16, U3SMEHEHO — CJ/I0OBO «4aCTU» 3aMEHEHO Ha «penpe3eHTaTWBHble YacTu», a
CNnoBa «NepBUYHbIN 06pasey» 3aMeHEeHbl Ha «CUCTEMbI, KOTOpPble NpegHa3HayYeHbl ANA NpefoCTaB/E€HUSA WUH-
hopmayum o cucteme». NMpumep NCKNOYEH U fo6aBNeH HOBbIN Npumep]

3.1.78 CKpUHUHIoBoe mMeauumHckoe nsgenuve VIBL (screening in vitro diagnostic medical device): W3-
Aenue, ucnosnb3yemoe A1 onpefesieHns cocTosHUA 601e3HU, paccTpolicTBa WA APyroro M3nonornyeckoro
COCTOSAAHMA NPW OTCYTCTBUM CMMNTOMOB y nauueHTa.

15



FOCT P UCO 18113-1—2024

MpumeyaHune 1— lNpumepbl BKOYAKT UCCNef0BaHUA A1 TEHETUYECKOTO CKPUHUHIA PaHHEro BbisIBAIEHUSI
3aboneBaHunii, cCHWxeHna pucka (3.1.74) nepegaunm UHPEKLNOHHbIX 3ab601eBaHnin, HanpuMep, NpeHaTasbHbll CKPUHWUHT 1
CKPWHWHT JOHOPOB (NepenunBaHne KPoBW UAM TPaHCNaHTauns).

MpumeyaHue 2 — B 3aBMCMMOCTM OT xapakTepa 3a6oseBaHNs U pedepeHTHOW NonynauMM UHAWBUAYYMOB
CKPVHWHIOBbIE TECTbl MOFYT MCMO/b30BaTbCsA PEryfispHO WA MOTYT 6biTb OrpaHWuYeHbl MauMeHTaMu «rpynnbl puUcka»
(3.1.74).

MpumeyaHune 3— CKPUHUHTOBbIE UCCMIEA0BAHUS NPeaHa3HAUEHb! 4151 OLLEHKM TEKYLLEro COCTOSIHUAA NauyeHTa.

[[46], Ta6nuua 1 npuNoXeHus, U3MEHEHO — CJ/I0Ba «aHaNun3bl A58 TEHEeTUYECKOro CKPpUHUHIA, TecThbl ANs
h131M0NOrNYECKOro TUNNPOBAHUA» 3aMEHEHbl HA «TEHETUYECKOro CKPUHWHIa paHHero BbifAB/eHNA 3aboneBa-
HUil» B npumevyaHumn 1]

3.1.79 camoTecTupoBaHue (self-testing): Micnonb3oBaHune mMeguuuHckoro msgenus (3.1.53) unun me-
anuunckoro usgenusa MBJM (3.1.33) HenpodeccuoHanbHbiM nonb3oBaTenem (3.1.40), KoTopbIi OTBeyaeT 3a
c60p AaHHbIX UK B3sITME NEepPBUYHOI Npo6bl, o6pa3ya (3.1.65), camocToATeNIbHO U ANs cebs, B COOTBETCTBUMU
C WHCTpPYKUMEW, npefocTaB/ieHHOW usrorosnTenem (3.1.42).

MpunmeuvuaHne 1— CamoOTecTMpOBaHUE MOXET TakXke BK/l0oYaTb BbINOSIHEHWE UCCEef0BaHUA U MHTepnpeTa-
LM NONYyYEHHbIX pe3y/ibTaToOB CaMOCTOATE/IbHO N NPUMEHUTE/IbHO K NOJ/1b30BaTeslio.

MpuMmeuyaHune 2— CamMoTecTpOBAHME MOXET BK/OUATb YCYIM CTOPOHHETO N1LA, OCYLLECTBSIOWEro yXo.

MpumevyaHune 3 — [Ona Esponelickoro Coto3a 3TO onpeaesnieHne BKIKYaeT yCAyrm no uccnefoBaHuio, npea-
naraemble HenpodgyeccnoHanbHoOMy nosnb3oBaTento (3.1.40) nocpeacTBOM ycnyr TenemeanuunHel ([54], ctatbsa 2).

MpumeuyaHne 4 — OBGbIYHO BbIMOMHAKT BHE MEAWULMHCKOIO yupexaeHusi 6e3 KOHTPOsS CO CTOPOHbI MeULMH-
CKOro paboTHuka. [AAanTMpPoOBaHO U3 onNpefesieHnsa «yCTpoCcTBa ANs camoTecTupoBaHua» B [54], ctatbs 1,2(d)].

[[51], 3.40, nsameHeHo — po6aBNeHbl NpumevaHus 2—4]
3.1.80 NONYKOMIMYECTBEHHbIN aHan3 (semi-quantitative examination): Ha6op onepauuii, gaowux pe-
3ynbTaTbl B NPpUGAN3NTENBHOM AMana3oHe 3HayeHuit (Hanpumep, cCnefoBble YMEPEHHbIE KOMMYECTBA).

MpumeyaHune 1— MoAYKONNYECTBEHHbIE aHA/IM3bI MO CYTW ABMSOTCS Ka4eCTBEHHbIMU aHa/IM3aMmn ¢ LONOHN-
TeflbHOI onuumeli gmanasoHa peakunn (KoaduLUMeHT NO3UTUBHOCTM, pasBefeHne, A0 KOTOPOro NosyyeHbl NosoXuTe b-
Hble pe3y/bTaTbl, UM CPaBHEHWE C LIBETOBOI AuarpaMMoii).

[[43], usMeHeHO — nepBOHa4YanbHbIl TEPMUH ObI/T «MONYKONMYECTBEHHbIV»; fob6aBneHa gpasa «Habop
onepauuii» n npumevanHue 1]

3.1.81 cepwuiiHbIi HOMep (serial number): Homep MeAWLUHCKOTO U3Aenusa, coaepXaluin KoMmb6uHaLl o
6YKB MW undp, BbibpaHHyo nsrorosmTenem (3.1.42), npegHasHayYeHHYI0 419 KOHTPOSA KayecTBa U UAEHTH-
durkaummn ¢ Lenblo 0fHO3HAYHOIO OT/INYUA OTAENBHOrO MeAuuuHckoro nsgenusa (3.1.53) ot Apyrux meguLmnH-
cKMX nsgenuin (3.1.53) ¢ Tem xe KaTtasokXHbIM HOMEPOM WAIN HOMEPOM MOAenw.

[MCO 20417:2021, 3.22]

3.1.82 CpoOK xXpaHeHuAa (shelf-life): Mepuon BpemeHn [0 ncTeyeHus cpoka rogHocTu (3.1.22), B Teue-
HMe KOTOpOro peareHT ANS AMarHocTUKK in vitro (3.1.34) B opurnHanbHON ynakoBke coxpaHsieT CBOW CTa-
6unbHOCTb (3.1.85) Npy ycnoBuAX XpaHeHUs, ykasaHHbiX nsrorosmrenem (3.1.42).

MpumeyaHne 1— CTabunbHocTb (3.1.85) u cpok rogHocTH (3.1.22) ABAAIOTCA POACTBEHHLIMU NOHATUAMMU.

3.1.83 n3genve ansa ogHOKpPaTHOro npumMeHeHus (single-use device): MeguunHckoe nsgenune (3.1.53)
nnn mepuunHckoe usgenue MBLA (3.1.33), npumeHsemoe ANA uccnefoBaHuWs O4HOrO nNayueHtTa B TeyeHue
npoBeAeHNs O4HOI MegWLUHCKON npouefypbl ¢ nocrefyrwein ero ytnansaynei.

MpuMmeyaHune 1— V3genne He npefHasHa4yeHo Ansi nepepaboTky U MOBTOPHOMO NPUMEHEHUS.

[[52], 3.36]

3.1.84 3amacHasa 4yacTb (spare part): KOMNOHEHT, npeAHa3Ha4YeHHblli 3aMeHNTb UAEHTUYHbIA WMAKM no-
LO6GHbIA KOMMNOHEHT MEAULMHCKOIO n3genna 6e3 nameHeHMs MYHKLMOHANBHOCTH.

3.1.85 cTabWUIbHOCTb (stability): Cnoco6HoCTL MeanuuHcKoro nsgenusa B/ (3.1.33) coxpaHaTb (DYHK-
LMOHaNbHble XapakTepucTuk B npegenax, ykasaHHbiXx narorosuTenem (3.1.42).

MpumevyaHune 1— CTabWUIbHOCTb NPUMEHSIOT:
- KpeareHTam Ans gnarHocTuku in vitro (3.1.34), kanmbpaTopam (3.1.13) 1 KOHTPO/IbHLIM MaTepuanam npu xpa-
HEeHVKW, TPAHCNOPTUMPOBaHNM U NMPUMEHEHUN B YCNOBUAX, YKa3daHHbIX u3rorTosuTenem (3.1.42);
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- NMMoUNN3NPOBAHHLIM MaTepuasaM Nnocfe BOCCTAHOB/EHWs, pabouuMm pacTBopaM, MaTepuasnam Nnocre OTKPbI-
TUSI 3anevyaTaHHOW ynakoBKM B TOM C/ly4Yae, €Cny OHU MPUroTOB/IEHbI, UCMOMb30Ba/IMCL U XPaHWUINCL B COOTBETCTBUM C
WHCTPYKLUMSMWU N3rOTOBUTENS MO NPUMEHEHUIO;

- cpeacTtBaM U3MEpPEeHUn nnn naMepuTenbHbiM cucTemam (3.2.40) nocne kanubposkn (3.1.11).

MpumeuvyaHne 2— CTabunbHOCTb peareHTa A4nas AnarHocTukK in vitro (3.1.34) nnam nsamepuTeNbLHON cucTe-
Mbl (3.2.40) 06bI4YHO OLEHUBAIOT KOJIMYECTBEHHO MO OTHOLIEHUIO KO BPEMEHW C TOUYKM 3pEeHUs:

- NPOAO/MKNTENBHOCTM BPEMEHHOTO MHTEpBana, B TeYeHne KOTOPOro MeTposiorMyeckoe CBOWCTBO U3MEHSEeTCA Ha
yKa3aHHyl0 BE/IMUYNHY, UNn

- M3MEHEeHVs CBOWCTBa 3a onpefeseHHbIli NPOMEeXYTOK BPeMEeHM.

MpumeuaHune 3 — AganTuposaHo u3 Pykosogctea MICO/M3IK 99:2007, 4.19, uTtob6bl caenaTb onpefeneHune
NpUMEHUMbIM ANS MeguumHcKkoro nsgenusa VB B uenom, nommmo obopygosanus NBA.

3.1.86 0bOy4eHMe (training): MHCTpyKumMs, npeaHasHadyeHHas A8 KOHKPETHOro NpMMeHeHusl, Heo6xoau-
mMasa ana 6e3onacHOro v NpaBWIbHOTO UCNOMb30BaHUA MeguuuHckoro usgenusa MBJ (3.1.33), paccuutaHHas
Ana obydyeHna nonb3osBartens.

3.1.87 maTepuasnbl 4519 KOHTPONA NPaBUIbLHOCTU (trueness control material): CTaHgapTHbI ob6pa-
3ey (3.1.71), npuMeHsieMblA ANA OLEHKN CMeELWeHNa namepuTenbHol cucTemsbl (3.2.40).

[MCO 17511:2020, 3.46]

3.1.88 HocuTtesnb UDI, UDI (UDI carrier): CpeactBa nepegaum UDI (3.1.89) ¢ noMmouiblo aBToMaTnye-
CKOIM ngeHTudgukaynm n céopa gaHHoix (3.1.6) n, ecnn npumeHnmo, ygobounTaemblint nepesog (HRI) (3.1.29).

MpumeyaHne 1— Hocutenu MoryT BkIYaTb, Hanpumep, ID/nnHelHbI WTpUXkod, 20/MaTpuUYHbIiA WTPUXKOA,
RFID (3.1.69).

[[50], pa3pen 5]

3.1.89 yHUKa/IbHbIN naeHTudunkartop ycrtponcrtaea, UDI (unique device identifier, UDI: Cepusa ynudgpo-
BbIX MM OYKBEHHO-LN(POBbLIX CUMBOJIOB, CO3J4aHHasA Ha OCHOBE MPUHATOrNO BO BCEM MuUpe cTaHgapTa UAEeH-
Tuchmkaumm n KogupoBaHusa M3penunii.

MpumeyaHne 1— lMo3BoNSAET O4HO3HAYHO MAEHTUDUUNPOBATL KOHKPETHOE MeanumnHCKoe nsgenuve (3.1.53) B
npouecce ero obpaweHus.

MpumevyaHune 2— UDI coctomut n3 UDI-DI (3.1.18) n UDI-PI (3.1.67).

MpumeuyaHne 3— CrOBO «yHUKasbHbI» He NoapasymMeBaeT 0603HaUYEHNS CEPUN OTAENbHbIX NPON3BOACTBEH-
HbIX eauHuL,.

[[50], pa3gen 5]

3.1.90 owmMbKa NPUMEHEHUSA (use error): BbiNo/IHEHWE WU HEeBbINONIHEHWE AeNCTBUS NoNb3oBaTesieM
npu UCNosb30BaHUM MeauunHCcKoro msgenusa (3.1.53), npusBogAllee K pe3ynbTaty, oTavyalowemycsa oT npeg-
YCMOTPEHHOro nsrorosmTenem (3.1.42) nnn oxmngaemoro nonb3oBaTtesiem.

MpumeuyaHne 1— OwmnGKa NPUMEHEHUS BKIOYaeT B ce6s1 NpoMaxu, NPonycku 1 HenpasuibHOe NpUMEHEHUe
nosib30BaTesiem.

MpumeuvaHne 2— BIEC 62366:2015, npunoxeHue B n D.1.3, npeactaBneHbl NpMMepbl OWNO60K NPUMEHEHUS.

[M3K 62366-1:2015/AMD1:2020, 3.21]
3.1.91 Banmnpayua (validation): Bepudumkaumns (3.1.92), npu KOTOpPOi ycTaHOBNEHHble TpeboBaHUA CO-
OTBETCTBYIOT nNpegnosiaraemomMy ncnonbsosanuto (3.1.37).

Mpumep — MeToguka namepeHunsa (3.1.50) KOHUEHTpayUM KpeaTUHUHA B CbIBOPOTKE KPOBM nayneHTa
TaKkKe MOXeT 6blTb BanugupoBaHa Ans namepeHuin (3.1.46) KOHUeHTpaLummn KpeaTHUHA B MOYe NaumeHTa.

MpumeyaHue 1— MNCO 9000:2015, TepmuH 3.8.13, onpegenser Banujauuio Kkak noATBepXAeHUe nocpen-
CTBOM NpefocTaBfeHnss 06bEKTUBHbIX AOKa3aTeNbCTB TOro, YTo Tpeb6oBaHNA A1 KOHKPETHOro npejnonaraeMoro Ucnosb-
30BaHuA (3.1.37) unav NpuMeHeHns 6blav BbINOSIHEHDI.

[PykoBogctBo MCO/M3BK 99:2007, 2.45, n3MEHEHO — «NpuMep» Obl UCKAKYEH M go6aBNeHbl HOBbIN
npumep v npumevanune 1]

3.1.92 Bepudiukaumnsa (verification): NMpepocTtaBneHne 06bLEKTUBHbLIX A0KA3ATENbCTB TOMO, YTO AaHHbI
06BbEKT NOMTHOCTbI COOTBETCTBYET YCTAHOB/IEHHBIM TPpe6GOBAHUAM.
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Mpumep 1— MoaTBeEpPXAeHWEe TOro, YTO AaHHbIN CTaHfapTHbIN o6pa3sey, (3.1.71), Kak 3asiBNeHO, ABAS-
eTCcs 04HOPOAHbIM AN namepeHus (3.1.46) o6pasyoB ¢ maccoii 4o 10 MIr OTHOCUTENIbHO 3HAYEHUS BENNYUHbI
N MeToankn namepenus (3.1.50)

Mpumep 2 — MNoaTBepXAeHWe TOro, YTo paboune XxapakTePUCTUKMA UM 3aKOHOAATeNlbHble TpeboBa-
HUS K usmepuTenbHon cucreme (3.2.40) LOCTUTHY T bl.

Mpumep 3 — MogTBePXAEHME TOro, YTOo LeneBas HeonpeaesieHHOCTb n3MepeHuns (3.2.61) moxeT ObITb
OOCTUrHYyTa.

MpumeyvyaHne 1— O6GLEKTOM MOXET ObITb, HanpumMmep, npouecc, MeToanka namepeHunin (3.1.50), matepuan,
cMecb (coeguHeHune) nnu namepuTenbHasa cucrTema (3.2.40).

MpumeuyaHue 2 — YCTAHOB/IEHHbIMU TPEGOBAHUSIMU, HaNpUMep, MOryT 6biTb Te, YTO COOTBETCTBYIOT CreLuu-
thukayum n3roToBUTENSI.

MpumeyaHne 33— B wmeTponornn BepudmkaLma oTHocuTca kK nccnegosanmam (3.1.21) Hagnucwu (3.1.43) nivnmn
Bblaye CBMAETENbCTBA 0 Bepudukaumm (3.1.92) nameputenbHoi cUCTEMBI.

MpumevaHne 4 — Bepudumkauuio He cnegyeT nytatb ¢ Kanmbposkoi (3.1.11) wan Banngaunein (3.1.91).

MpumeyaHue 5— BxuMun Bepuukaumsa UAEHTUYHOCTN OGBEKTA UM PeakLUn TpebyeT ONUCaHUSI CTPYKTY-
pbl, WX CBOWCTB TAKOro 06bEKTa, UK peakuuu.

MpumevaHnne 6 — MNCO 9000:2015, 3.8.12, onpegenseT BepuduKauuio kak nogTBepxneHne nocpeacrtsom
npefocTaBneHns 06 bEKTUBHBIX AOKa3aTenbCTB TOro, YTO YCTAHOB/IEHHbIE TPEOGOBAHUSA ObIN BbINOSTHEHDI.

[PykoBogctBo WCO/M3BK 99:2007, 2.44, nsMeHeHo — npumeyaHue 1 ncknwyeHo, fobaBsieHbl HOBblE
npumeydaHnsa 1 un 6]

3.1.93 npeapynpexageHue (warning): CoobuweHne, npegynpexgatolwee nonb3oBaTesieil o cutyaynm, Ko-
Topas, ecsin ee He u3bexatb, MOXeT npuBecTun k onacHocTu (3.1.25) nnm gpyrum cepbesHbiM Hebnaronpwu-
SATHBIM NOCNEeACTBUAM OT NPUMEHeHNsa mMmeguuunHckoro migenusa MBL (3.1.33).

MpumevyaHune 1 — TlpegynpexaeHne o6 onacHocTu (3.1.25) oTHOCKUTCA K Hambonee 3HaAYUTENbHbIM
nocneacTBusiM.

MpumedyaHne 2— Pasnvune mexgy npegynpexgeHnemMm n mepamu npefaocTopoxHocTu (3.1.64) 3aBucuTt oT
CTEMNeHN puUcka, yuntbiBass BEPOATHOCTb U CEPbe3HOCTb onacHocTH (3.1.25).

MpumevyaHne 3 — lNpuMeHeHWe TepMUHA BKIOYAeT B cebs OWMOKM MCNOMb30BaHUSA U 060CHOBAHHO nNpea-
CcKka3yemoe Hernpasu/ibHOEe MpUMeHeHue MeguumnHckoro msgenusa. Cm. MCO 14971 v M3K 62366 OnA TPakTOBKM 3TUX
NOHATUA.

[[58], npunoxeHue E, N13MEHEHO — C/I0BO «4YUTaTesib» 3aMEHEHO Ha «M0oJib30BaTesiM», a c/loBa «CMepTb
WKW cepbe3Hble TPaBMbl» 3aMeHEeHbl Ha «0NacHOCTU UMK ApYyrue cepbe3Hble HeGNaronpuAaTHbIEe NOCAeCcTBUSA
OT NMPMMEHEeHNAa MegunuuHckoro nsgenusa VB/O»]

3.2 TepMmuHbI 1 onpeaeneHnss PyHKLMOHAIbHbIX XapakTepUCTUK

3.2.1 perynuposBka usgenusa NB[ (adjustment of an IVD instrument): CoBOKyNnHOCTb onepawywuii, npu-
MeHseMbiX K uzgenuto VB, gna Toro 4tob6bl 06ecneuntb Tpebyemble nokasaHus usmepeHuiin (3.1.46), coort-
BeTCTBYHOLWME 3a4aHHbIM 3HAYEHUAM BeSINYUHbI, NoANeXallen n3MepeHunto*.

MpumeyaHne 1— Buabl perynvpoBOK BKIOYAIOT PEryIMPOBKY HY/S, PerynvpoBKy CMeELLEeHNs U PeryinpoBKy
pasmaxa (MHOrga HasblBAEMYIO PerynnpoBKOW KoadhduumeHTa yecuneHus).

MpumevyaHune 2 — Perynuposky usgennsa MBI He cnepyeT nytatb C kanmbpoBkoli (3.1.11) usameputesnbHo
CUCTEMbI, KOTOpas ABASETCA NPeANOCLISIKOM ANS PErysimpoBKu.

MpumeyaHune 3— lNocne perynnpoBkn 06b6IYHO HeobXoAMMa NOBTOPHas kanubposka usgenus NBA,.
MpumevaHne 4 — AgantupoBaHo n3 Pykosoactsa MCO/M3K 99:2007, 3.11.

3.2.2 aHa/IMTUYecKasa MHTepdepeHunsa, nHTepgepeHUna (analytical interference, interference): Cu-
cTemaTuyeckoe BAMSAHME Ha usmepeHune (3.1.46), Bbi3BaHHOE BAMSAKWLWENW BE/IMYMHON, KOTOpas caMa He Bbl-

Owwnbka opurnHana. Mpumepsbl 11 2, npuBefeHHble B opurnHane 1ISO 18113-1:2022, He COOTBETCTBYIOT CO-
aepxaHuio nyHkTa. laHHble npumMmepbl NnpusefeHsl B 3.1.44.
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3blBaeT CUTHana B UaMepuTenbHoli cucTeme (3.2.40), HO Bbi3biBAET yCU/IEHUE UMW MNOJAaB/IeHWE 3HayeHus
nokasaHui.

MpumeuyaHue 1— VHTepdepeHLus ¢ pesynbTaTamMun n3MepeHuin (3.1.46) ceBsizaHa C MOHATMEM aHanMTuye-
ckoi cneymdmyHocTH (3.2.5). Yem 6onee cneundunyHa meTogmnka namepeHns (3.1.50) no OTHOWEHUIO K APYTMM KOMMO-
HeHTam npobbl, TEM MEeHee BOCNPUMMYMBA OHA K aHa/IMTMYECKO MHTepepeHLUn OT AaHHbIX KOMMNOHEHTOB.

[NCO 15193:2009, 3.10, M3BMEHEHO — C/IOBO «MHAWKALUSA» 3aMEHEHO Ha «CUTHas B M3MEpPUTEsIbHO
CUCTEME», a «KMHAUKALMA» 3aMEHEHO Ha «MofaB/ieHne 3HaYeHUs nokasaHuin»].

3.2.3 aHanunTnyeckas apdpekTnBHOCTL (analytical performance): Cnoco6HOCTb MEAULMHCKOTO M3ae-
nna NBA (3.1.33) o6HapyxuBaTb UAn n3mMepsaTb onpegeneHHbln aHannT (3.1.4).

[[44], 4.4.1]

3.2.4 aHa/ITNYecKasad 4YyBCTBUTE/IbHOCTb, YYBCTBUTE/IbHOCTb METOAUKN u3MepeHusa (analytical
sensitivity, sensitivity of a measurement procedure): OTHOWEHNE M3MEHEHUS NoKasaHuii namepeHusa (3.1.46)
K COOTBETCTBYIOL,EMY N3MEHEHUIO 3HAYEHUS NU3MEPAEMON BENUYUHBDI.

MpumeyaHne 1— YyBCTBUTE/IbHOCTb MeTOANKN n3mepeHuns (3.1.50) MOXeT 3aBMUCeTb OT 3HAYEHUS U3Meps-
€MOW BENNUYUHDI.

MpumeuyaHne 2 — M3MEHEHME 3HAYEHUSI U3MEPSEMOI BE/INYMHBI [OKHO 6biTb 6OMBLIMM MO CPABHEHUIO C
paspeLuatoLein cnoco6HOCTbLIO.

MpumeuvyaHne 33— AHanuTNYeckas YyBCTBUTENILHOCTb M3MeEpPUTENbHON cucTemsl (3.2.40) npeacraBnsieT co-
60 HaKMOH KasIMbpOBOYHOW KpPUBOIA.

MpumeuyaHne 4— TepMUH «aHanMTUYECKasa YyBCTBUMTENbHOCTb» He cnefyeT UCNo/b30BaTh AN 0603HaYeHNs
npegena obHapyxeHus (3.2.16) nan npegena KonmyecTBEHHOro onpegenenns (3.2.49) u He cnepyeT nyTaTb C AMarHo-
CTUYECKOW YyBCTBUTENbHOCTbIO (3.2.17).

[PykoBogctBo MCO/M3IK 99:2007, 4.12, nsMeHeHO — nepBOHayasibHbll TEPMWH «4YYBCTBUTE/IbHOCTb
N3MEepPUTENIbHON CUCTEMbI», C/0BA «B NOKa3aHUAX U3MEPUTENbHOW CUCTEMbI» 3aMeHeHbl Ha «nokKasaHusa n3-
MepeHnin», n gobaBneHbl npumMedaHmsa 3 n 4]

3.2.5 aHanmTnyeckas cneunm@uyHoCcTb, Wn36UpaTesIbHOCTb MEeTOAMKM u3MepeHus (analytical
specificity, selectivity of a measurement procedure): Cnoco6HOCTb U3MepuTenbHol cucremsbl (3.2.40), npu-
MEeHSLWeNn 3agaHHyl0 MeToauKy nsmeperHus (3.1.50), obecneunBaTb pe3ynbTaThl namepenuin (3.1.51) ans
oaHOW unn 6onee namepsemblx BennyunH (3.1.45), KoTopble He 3aBUCAT HU APYT OT Apyra, HW OT 06O gpyron
BE/IMYNHbI B CUCTEME, B KOTOPOI BbINONHAKT namepeHus (3.1.46).

Mpumep — CNoco6HOCTb U3MEPUTENIbHOW cucTeMmbl (3.2.40) n3MepssTb KOHUEHTpaUMO KpeaTUHNHA B
nnasme KpoBM MeTOAMKOW C NCMOMb30BaHMEM LLENOYHOIO NMKpaTa He3aBMCMMO OT KOHUEHTpauun roKosbl,
ypaToB, KETOHOB W GENKOB.

MpumevyaHne 1— OTCYTCTBME aHANUTUYECKON cneunuyHOCTU HasblBAT aHaIMTUYECKOW UHTepdepeH-
ymen (3.2.2).

MpumeyaHne 2— OTCYTCTBME @QHANIMTUYECKOWA CNELUPUUHOCTN UMMYHOXUMUYECKOA MeTOAUKN N3MepeHuit
(3.1.50) moxeT 6bITb BbI3BAHO NEPEKPEeCTHOW peak TUBHOCTbIO (3.2.14).

MpumevyaHne 33— CneynduUHOCTb MeTOANKN n3mepermns (3.1.50) He cneayeT nyTartb C AUArHOCTUYECKOM
cneuyndmnyHocThbio (3.2.18).

MpumeuvaHne 4 — B PykoBoactese MCO/M3BK 99:2007 ansa 3TOro NOHATUS UCMONb3YHOT TEPMUH «MU3bupaTenb-
HOCTb» BMECTO TePMUHA «CNeLUIUIUHOCTb.

MpumeyaHne 5— AgantuposaHo u3 Pykosoactea MCO/M3K 99:2007, 4.13.

3.2.6 nokaszaHue XOJiIocTo Npobbl (blank indication): MokasaHue ABNEeHUs, Tena MU BelecTBa, no-
[O6GHOro mogBepraemMomy McCrefoBaHNi0, HO AN KOTOPOro MCKOMas BenuyuMHa npegnosaraetca OTCYTCTBYHO-
el nAn He BHOcAWel BKkNaj B nokasaHue.

[PykoBogctBo MCO/M3DK 99:2007, 4.2]

3.2.7 KannbpoBoOYHasa KpuBas (calibration curve): BolpaxeHue OTHOLWEHUS MeXAy noka3aHueMm W cooT-
BETCTBYOLWNM 3HAYEHNEM U3MEPEHHOW BENNYUHDI.

Mpumevyanne 1— KanubpoBouHas KpuBas BblpaXaeT B3aMMHO OAHO3HA4YHOE COOTHOLUEHWe, YTO HepocTa-
TOYHO AN1A npefcTaBfeHns pesynbTaTa nsmeperus (3.1.51), Tak kak He HeceT MHOpPMaLUN O HeoNpeaeNeHHOCTHN U3-
MepeHus (3.2.38).

19



FOCT P UCO 18113-1—2024

[PykoBogctBo MCO/M3K 99:2007, 4.31]

3.2.8 vepapxus KanmbpoBKu (calibration hierarchy): MocnepgoBatenbHOCTb Kanu6poBok (3.1.11) Ha-
YynHas OT OCHOBbI A/19 CPAaBHEHMSA N 3aKaH4YMBass U3MepUTeNbHOW cucTemoli (3.2.40), rae pesynbTar Kaxgol
KanmbpoBkmu (3.1.11) 3aBUCKUT OT pe3ynbTata npegbiaywen kannbposkn (3.1.11).

MpumevaHne 1— HeonpegeneHHocTb usmepexns (3.2.38) HensbexHo BO3pacTaeT BMecCTe C MnocrefoBa-
TeNbHOCTbIO Kannbposok (3.1.11).

MpumedyaHne 2— JnemMeHTamMn nepapxmm KanmbpoBky ABNAOTCA O4MH Uy 6onee 3TanoHoB (3.2.36) (BKo-
yasi Kanmbpartopsbl) Y U3MepUTesIbHble CUCTEMbI, 3KCM/yaTMpyeMble B COOTBETCTBMM C MeTOoAMKaMU n3MepeHuii (3.1.50).

NMpumevyaHune 33— [Ina 4aHHOTO onpefefieHNs «OCHOBOW A1 CPABHEHUS» MOXET OblTb onpeAesieHne eanHu-
Lbl M3MEPEeHNa Yepes ee NpakTUYeckylo peanunsauuto, uav meToanka namepenuii (3.1.50), uam atanona (3.2.36).

MpumevaHne 4 — CnudeHne mexay ABYMA aTasioHamy (3.2.36) MOXHO paccmatpuBaTb Kak Kannbposky
(3.1.11), ecnu 3TO CNNYEHME UCMOMB3YIOT A/1A NMPOBEPKU W, NPU HEOO6XOAUMOCTH, ANA KOPPEKTUPOBKN 3HAYEHWNS BENUUYWHbI
1N HeonpeaeneHHoCTn namepeHuii (3.2.38), npunucbiBaemMbiX 04HOMY 13 aTasnoHoB (3.2.36).

[PykoBogctBo MCO/M3IK 99:2007, 2.40, u3aMeHeHO — B NpumevaHue 2 gobaBneHo «(Bkaw4asa kannbpa-
TOpbl)»]

3.2.9 nepeHocC (carryover): BHeceHMe maTepuana B peakLWOHHYI CMeCb, K KOTOPOA OH He npuHapg-
nexan.

Mpumep — YacTb o6pa3ua, peareHTa, pa3baBuTesis Ui NPOMbIBOYHOIO pacTBOPa, KOTOPYH NepeHo-
CAT U3 O4HOro KOHTeHepa Win U3 OAHOM PeakLNoHHON CMecu B APYrylo BO BPEMSI UCC/E40BaHUS.

3.2.10 KAnHn4Yeckasa apdpeKTMBHOCTb MeauumMHCKoro nsgenus VB[ (clinical performance of an IVD
medical device): CnocobHocTb MeguunHckoro nagenna MBA (3.1.33) BbigaBatb pe3ynbTaTbl, KOTOPble COOT-
HOCATCHA C KOHKPETHbIM KIWHWYECKUM COCTOSHMEM WAM PU3M0N0rMyeckum/naTonormyeckuMm npoueccom/co-
CTOSIHMEM B COOTBETCTBMU C MpeAnosaraeMbiM ucnosnb3oBaHuem (3.1.37).

MpumeuyaHune 1 — KnvHuuyeckaa 3(PeKTUBHOCTb MPU MPUMEHEHUU NO HasHauyeHuio (3.1.37) MOXeT BK/IO-
yaTb OXuAaemble 3HAYeHWsl, AMArHOCTUYECKY 4YyBCTBUTENbHOCTbL (3.2.17) M gnarHocTWYecKyl crneumdunyHocTb
(3.2.18) Ha OCHOBE W3BECTHOIO K/IMHWMYECKOTO COCTOAHMA uAn M3M00rMyeckoro/naTtonorMyeckoro npowecca/cocros-
HVS1 NauMeHTa, a Takke oTpuuaTesibHble U NOM0XNUTENbHbIE MPOrHOCTUYECKME 3HAYEHUSI HA OCHOBE PacnpoCTPaHEeHHOCTU
3aboneBaHus.

MpumeyaHne 2— AgantupoBaHo u3 [51]. Takxke yunTbiBaeT [54], cTatbsa 2.

3.2.11 KOMMYTaTMBHOCTb CTaHAapTHOro obpasua (commutability of a reference material): CBoiicTBo
cTaHgapTHOro o6bpasuya (3.1.71), oTpaxakwee 6/M30CTb COOTHOLWEHUS pe3yNbTaToB namepeHuin (3.1.51)
onpeAeneHHONn BeNuWYnHbl B faHHOM obpasue, KOTOpble NOJlyYeHbl B COOTBETCTBUM C ABYMSA AaHHbIMWU MeTO-
Ankamu namepeHuin (3.1.50), K COOTHOLWEHUIO pe3ynbTaToB U3mepeHunii (3.1.51) ana apyrux onpefeneHHblx
o6pasyos.

MpumevyaHne 1— CTaHgapTHbI obpasel (3.1.71), 0 KOTOPOM MAET peyb, 06bIYHO NPUMEHSIIOT ANA Kanu-
6poBkM (3.1.11), a gpyrue obpasubl cnyxar pyTuHHbIMU npobamu (3.1.77).

MpumevyaHne 2— MeToankn namepeHus (3.1.50), Ha KOTopble CCblNaeTcsl onpefesieHne, UMeT OTHOLIEeHne
K nepapxuv kanmbposku (3.2.8) 1 SBAAIOTCA NpeLecTByOLWel 1 nocneayLwein metogmkamm ans cTaHgapTHOro obpas-
ua (3.1.71) (kanubpaTtopa), 0 KOTOPOM MAeT peyb. JononHutensHas nHpopmauua npusegeHa B NCO 17511.

MpumeuyaHune 33— CTabUNLHOCTb KOMMYTATUBHOCTU CTaHAAPTHbLIX 06PA3LL0B PEry/ISPHO KOHTPOJIMPYIOT.

[PykoBogctBo MCO/M3K 99:2007, 5.15].
3.2.12 KOHUEeHTpauus, KOHUeHTpauua BewecTtBa (concentration, substance concentration): Yucno
Mofieii KOMNOHEHTa, AefeHHoe Ha 06beM CUCTEMBbI.

MpumeuyaHune 1— EcC/iM He ykazaHa MaccoBasi, 06beMHasi UM CUYETHAs KOHLIeHTpaums, npeanonaraeTcs, Yto
TEPMUH «KOHLIEHTpaLMs» 03HauYaeT KOHLUEHTpaLuio BellecTsa.

MpumevyaHne 2— EfUMHMLA U3MEPEHUSI «MOJIb Ha NIMTP» PEKOMEHAyeTCst ANt NPUMEHEHNUA B KIIMHUYECKON
XMMUKU. Mcnonb3oBaHne onpefeneHns «MoNsipHOCTb» A/1A 3TOW BeNNYMHbI HE PeKOMeHayeTcs.

MpnmevaHne 3 — TlIpMMeEHeHVEe TepMUHA «YpPOBEHb» B KayeCcTBe CUHOHWMAa KOHLEeHTpauuun AsBnseTca
ycTapeBLUUM.

MpumeyvaHue 4 — lpy onucaHNN BENUYMHBI KOHUEHTPaLUUa A0/HKHA YeTKO OT/IMYaTbCA OT cocTaBsa.
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MpumeuaHue 5 — KonmuyecTBo BellecTBa B o6pasue WM cucteme — 3T0 dU3MYeckasi BeMUMHA, Npomnop-
LUMOHaNbHAs KOIMUYECTBY NPUCYTCTBYIOLMX 3/IEMEHTAPHBIX YacCTUL,. DNEeMEHTapPHbIMK YacTuLamy MoryT 6biTb aTOMbl, MO-
NeKy/bl, NOHbI, 3/IEKTPOHBI UM YacTulbl, BbIGOP KOTOPbIX 3aBUCUT OT KOHTEKCTA U AO/KEH BbITb YCTAHOB/IEH.

MpumeuvaHne 6 — EguHnuein CA gns MONSAPHON KOHUEHTpauun SIBNASETCS MOJb, KOTOPbIA OnpefeneH Kak
KO/IMYECTBO BeLLECTBa, VMEILLEr0 YNCNO 3/IEMEHTapPHbIX CYLWHOCTeN, paBHoe uncny atomos B 0,012 kr (unm 12 r) yrne-
poga-12. 310 uncno ABnseTcsa noctosiHHol ABoragpo, NA, koTopast uMeeT 3HaveHune 6,022 141 79(30) « 1023 monb-1.

MpumeuyaHne 7 — YnUCNo onNpefesieHHbIX YacTuL, WK 3/1eMEHTapHbIX 06bEKTOB KOMIMOHEHTA B CUCTEME, fe-
NIEHHOEe Ha 06BbEM 3TOW CUCTEMbI, HA3bIBAKT CYETHON KOHLEHTpaLmeil.

3.2.13 NpuHATOE 3HauYeHue Bes/IMYMHbI (conventional quantity value, conventional value of a quantity):
3HayeHMe Be/UYUHBI, NO COrMalleHno NPUNNCaHHOe BEeJIYUHE ANA AaHHOW Lenu.

Mpumep — MNpUHATOE 3HaYeHne BeIMYNHbI 4183 aHHOro cTaHgapTa maccbl T = 100,003 47 r.

MpumevaHne 1— [na 3TOr0 NOHATUA MHOTAA MUCNONbL3YKOT TEPMUH «YC/IOBHOE WUCTUHHOE 3HayeHue Benuyu-
HbI», HO €ro Ucnosjib3oBaHNe He pekomMmeHayeTCcA.

MpumeyaHune 2— NHorga NpUHATOE 3HAYEHUE BeJIMUYUHbI ABNSETCA OLJ,GHKOVI NWCTUHHOIO 3Ha4YeHUA BeJSINYUHLI.

MpumeuvyaHne 3 — HeonpegeneHHoOCTb n3MepeHuii (3.2.38), cBsA3aHHast C NPUHATbLIM 3HAYEHMEM, 4acTo A4O-
cTaTtoyHa Mana u MOXeT 6blTb MPUHATA PABHOW HYMIO ANS KOHKPETHOW Lenw.

[PykoBogctBo WCO/M3IK 99:2007, 2.12, TEPMUH «YC/IOBHOE 3HAyYeHuUe» un npumepbl 1 1 2 661NN UCKIO-
YyeHbl]

3.2.14 nepekpecTHas pPeakTUBHOCTb (cross-reactivity): CTeneHb, ¢ KOTOPOW Bel,ecTBO, OT/IMYHOE OT
aHanuTa (3.1.4), KOHKYPEHTHO CBAA3blBAeTCHA C peareHToM npu NPoBeLEeHUN UMMYHOXUMUYECKOW MeT OAUNKMK
nsmepeHunin (3.1.50).

Mpumep — CBA3bIBaHMe aHTUTeEN ¢ MeTabonnTamum aHanuTa (3.1.4), CTPYKTYPHO CXO4HbIMU npena-
paTamu n T. 4.

MpumeuaHue 1— AHanuTuyeckasi cneymuUUHoCTb (3.2.5) SBNAeTCs CBA3AHHbLIM MOHSATUEM.

MpumeuvyaHne 2 — [lepekpecTHass pPeakTUBHOCTb MeTabo/IMTOB MOXET ObiTb MOSIE3HON NpU NPOBEAEeHUN He-
KOTOPbIX uccnegoBaHuii (3.1.21), Hanpumep, NpU CKPUHWHIE Ha Ha/MuMe 3anpeLyeHHbIX Npenapartos.

MpumeuaHune 3— BaxHO BbIYUCNATb NEPEKPECTHYIO PeakTMBHOCTb HA OCHOBE eAUHUL, Yucna Mosieil Ha nnTp.
PekomeHAauMmn No BbIYNCEHUIO NEPEKPECTHON peakTMBHOCTY MpuBefeHb! B [68].

3.2.15 npepgenibHoe 3HayeHne BesIMUYnHbI (cut-off value): 3HauyeHne BenIMUKNHBI, UCMOJSIb3yeMOE B Kaye-
CTBe npejena NPUHATUA pelleHns ana naeHtTudukaumm npob (3.1.77) Ha Hannume uam OTCYTCTBUE KOHKpeT-
HOro 3a6oneBaHNs, COCTOSHUA UKW n3mepsaemoi BennyunHbl (3.1.45).

MpumeuvyaHne 1— PesynbTatbl u3mepeHuii (3.1.46), npesbilakowme npegenbHoe 3Ha4YeHne BEIMYMHBI, cunTa-
10T NONOXNTENBHBIMU, HXE NpefelbHOro 3HaYeHUs BeNNUMHbI — oTpuLaTeIbHbIMU.

MpumeuaHune 2 — PesynbTaTbl u3Mepenus (3.1.46), 6nu3kue K npeAesibHOMY 3HAUYEHUI0 BeNMYMHbI, creayeT
cunTatb Hey6eanTeNbHbIMN.

MpumeuvyaHne 3 — Bbl6Op NpefenbHOrO 3HaAYeHUS BENWYUHBLI onpegenseT AMarHocTU4Yeckykl cneunduy-
HOCTb (3.2.18) 1 AMarHoCTUYECKYI0 YYBCTBUTENLHOCTL (3.2.17) uccnegoBaHums.

3.2.16 npegen obHapyxeHus (detection limit, limit of detection): Vi3mepeHHOe 3HauYeHWe BeNYUHbI,
nosy4eHHOEe B COOTBETCTBUM C AAaHHOW MeTOANKON namepeHuin (3.1.50), 4na KOTOPOro BEPOATHOCTb OWNBOY-
HOTO yTBEPXAEHNSA 06 OTCYTCTBMU KOMMOHEHTa B MaTepuasne paBHa p, Npu 3a4aHHON BepoOATHOCTM a ownbouy-
HOTO YTBEPXAEHUA O ero Halunyuu.

MpumeyaHune 1— IUPAC pekoMeHAyeT 3HAYEHUSA MO YMOMYaHUIO 419 aup npuHMMmath pasHbiMy 0,05.

MpumeyaHne 2— TepMUH «aHaIMTUYeCKasa YyBCTBUTENLHOCTb» (CM. 3.2.4) nHorga Mcnosnb3yT Ansa 060-
3HaveHuns npegena obHapy>XXeHus, HO Takoe NPUMEHeHne He pekoMeHayeTcs. [lononHutensHas nHopmaunsa npusegeHa
BA.2.7 nA.2.8.

MpumevyaHne 33— CMm. Takke npegen KoM4eCcTBEHHOro onpegenenus (3.2.49).

[PykoBogctBo MCO/M3K 99:2007, 4.18, namMeHeHO — npumeyvaHus 2 U 3 UCKIOYEHbI U 3aMEHEHbl HO-
BbIMW NpumeyvaHusamm 2 un 3]
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3.2.17 gnarHocTm4yeckass YyBCTBUTE/NIbHOCTb (diagnhostic sensitivity): Cnoco6HOCTb MEeTOAUKN uccne-
posaHua (3.1.21) B/ paBaTb NONOXMUTENbHbie pe3ynbTaTbl, CBA3aHHble C onpejesieHHbIM 3abosieBaHueMm
WN COCTOSAHUEM.

MpumeuvyaHnune 1— Takke onpefensioT Kak MPOLEHT NOSIOXUTE bHbIX 3Ha4YeHWUli B obpasuax, B KOTOpbIX W3-
BECTHO NPWCYTCTBME LEeneBoro Mapkepa. WHdopmaums 06 onncaHum AMarHOCTUYECKUX XapaKTepucTuK MeauLMHCKOro
n3genus in vitro (3.1.33)* npueegeHa B [60].

MpumeyaHune 2 — [MarHoCTUYECKYIO YyBCTBUTENbHOCTb BblpaXaloT B NPOLEHTax (4oNs uncna, yMHOXeHHas
Ha 100) n BbluMcAAOT kak 100 ¢ YNCAO0 UCTUHHO MOMOXUTENbHbIX 3HadyeHui (UMM), geneHHoe Ha CyMMy uyucna WUCTUHHO
NONOXNUTENbHbIX 3Ha4YeHun (VM) nac YMcno NoXHooTpuuatenbHblix 3HadeHuii (JIO), nwan 100 « UN/(AM + N10). AaHHoe
BblYMC/IEHNE OCHOBAHO Ha Takoi Cxeme uccnefoBaHus, NpyY KOTOPON Y KaXAoro cybbekta mnccnenosaHnsa 6epyT TONbKo
OAVWH obpasel,.

MpumevaHnne 3— LeneBoe cocTosAHMe (3.2.60) onpefensoT KpUTEpUsSMU, He 3aBUCALLMMN OT paccMmaTpusa-
emMoi meTogukn uccnegosanmsa (3.1.21).

3.2.18 gmnarHoctuyeckasa crneyndunyHoCcTb (diagnostic specificity): Cnoco6HOCTb MeTOAMKM Uccneno-
BaHua (3.1.21) VB[, naBatb oTpuuaTenbHble pe3ynbTaTbl, CBSA3aHHbIe C OTCYTCTBMEM onpeAeneHHoro sa6one-
BaHWS UMM COCTOSIHUS.

MpumeuvyaHne 1— Takke onpenenstoT Kak NPOLEHT oTpuuaTesibHbIX 3HA4YEeHUn B obpa3uax, B KOTOpbIX Lene-
BOW Mapkep 3aBefoMO OTCyTcTByeT. VIHopmMauus 0 AMarHOCTUUYECKMX XapakTepucTukax MeauumHckoro usgenust NBM,
(3.1.33) npusegeHa B [60].

MpumeyaHne 2— [AMarHoCTMYECKYHO CNELUPUYHOCTL BblpaXatoT B NPOLEHTax (40158 YMCia, YMHOXEHHaA Ha
100) v BblunCNAT Kak 100 ¢ YNCIO UCTMHHO OTpULATEsbHbIX 3HaYeHuli (MO), feneHHoe Ha CyMMY 4Mcria UCTUHHO OTpu-
LaTesibHbIX 3HAYEHWI NAKC YNCA0 NOXHONONOXUTENbHbIX (JIM) 3HaveHuin, nnn 100 « MO/(NO + NIM). JaHHOEe BblYMCAEHNE
OCHOBaHO Ha TakoW cxeme uccnefoBaHus, Npu KOTOPOI Y KaxAoro cybbekta uccnenoBaHmsa 6epyT TONbKO OANH obpasel.

MpumevaHne 3— LeneBoe cocTosHue (3.2.60) onpefensioT KpUTEPUSMU, He 3aBUCALLMMN OT paccMmaTpusa-
emMoi meTogukn uccnegosanma (3.1.21).

3.2.19 XyK athgoekT (high dose hook effect): OTpuuatenbHoe cmelieHVe B HEKOTOPbIX MeTOAUKAX W3-
mepeHus (3.1.50), HabnwgaeMmoe Npyu BbICOKUX KOHUEHTpaunsx.

Mpumep— OTpuyaTenbHOe CMeLLeHne B UMMYHOXUMUYECKO MeToanke namepeHus (3.1.50), BbiIaBaHHOE
HapylleHneM CBA3bIBaHUS aHTUreHa v aHTUTena, Korga KoHUeHTpauusa aHTureHa m3bblTOYHA NO OTHOLe-
HUIO K KOHLUEHTpauum aHTUTE/N UM KOrga KOHUEeHTpauna aHTuTen n3bbiToOYHA MO OTHOLUEHUIO K KOHLEH-
Tpauun aHTUreHa.

MpumeyaHne 1— MNHorga HasbiBaloT 3PEKTOM MPO3OHbI.

3.2.20 Baudawwan senndmHa (influence quantity): BenuunHa, kotopas npv npaMom nsmepeHun (3.1.46)
He B/INSAET Ha BENUYUHY, KOTOPYI (PhakTUYEeCKM M3MepSIT, HO BAMSAET Ha COOTHOLWEHWE MeXAy nokasaHuem u
pe3ynbTaToMm usmepeHusa (3.1.51).

Mpumep 1 — KoHueHTpauua 6unvpyouHa npm npaMmom namepeHun (3.1.46) KOHUEHTpauum remorsodbunHa
B Ns1a3me KpoBU naumneHTa.

Mpumep 2 — ®OHOBOE JaBfieHVe B UCTOYHUKE NOHOB Macc-CrekTpoMeTpa BO BpeMs usmepeHus (3.1.46)
MOJISAPHOW 40NM BelecTBa.

MpumeuyaHnune 1— KocBeHHoe usmepenuve (3.1.46) BkaoyaeT KOMOGUHALMIO NPSAMbIX 3MmepeHuii (3.1.46), Kax-
[l0€ 13 KOTOPbIX MOXET HaxoAWTbCS NOA BO3AEWCTBMEM BIMSIOWMUX BEINYUMH.

MpumevaHne 2— B GUM (PykoBoactBo NCO/M3K 98 3ameHeHo Ha PykoBoactBo MCO/M3K 98-3:2008) no-
HATUE «BNUAKOLAA BENNYMHA» ONpefeneHo Takxe, kak v B npegbigywem ngadmm VIM (Pykosogctso MCO/M3K 99:1993
3ameHeHo Ha PykoBogctBo MCO/M3K 99:2007), oxBaTbiBaeT HE TOJIbKO BE/IMUYUHBI, BAMSAIOWMNE HA U3MEPUTENIbHY0 CU-
cTemy (cM. 3.2.40), Kak OTMEYEHO BbILe, HO TaKXe W Te BeNIMUYMHbI, KOTOpble BAUAIOT HA (hakTUYeckn n3MepsieMble Besu-
4nHbl. Kpome TOro, B GUM 3TO MOHATUE He orpaHnymBaeTcs npsamMbiMn n3MmepeHusmm (3.1.46).

[PykoBogctBo MCO/M3K 99:2007, 2.52, usSMeHeHO — npuMepbl 1 n 3 NCKIYEHbI]
3.2.21 nHTepepupyowas BennymnHa, nHTepdepeHT (interfering quantity, interfered): BenuunHa, ko-
Topas He saBnsAeTcA usmepsaemMon sennunHon (3.1.45), HoO BAMAET Ha pe3dynbTat namepeHusa (3.1.46).

Owwnbka opurnuHana. Mcnpaenero c 3.1.32 Ha 3.1.33.
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Mpumep 1 — Bausinne 6Mnnpy6uHa, reMorno6uHa, nMNUA0B UM OKpalleHHbIX npenapaToB Ha onpege-
NleHHble KoNnopuMeTpuyeckme nsmeperHus (3.1.46).

Mprumep 2 — lMNepekpecTHO pearvpyowmne MeTabonmThbl B MMMYHOXMMUYECKON MeTOAUKE U3MepeHUs
(3.1.50). Cm. nepekpecTHas peak TUBHOCTb (3.2.14).

MpumeuvaHue 1— VHTepthepupyowas BeNYMHA MOXET ObiTb BAUAIOWENA BENNUYMHOW, HO ee B/IUSIHUE He
orpaHnyeHo npAmMbIMU n3mepeHnamm (3.1.46). CM. Takxke aHanMTuyeckas nHTepdepeHumna (3.2.2).

MpumeyaHne 2— YacTMyHO cnepyeT U3 onpenesieHns BAusoLWwein sennuntsl (cMm. 3.2.20).

3.2.22 npoMexyTo4dHas nMpeunu3noOHHOCTb WU3MEPEHU, MNPOMEXYTOYHasA MNpPeLM3MOHHOCTb
(intermediate measurement precision, intermediate precision): NMpPeyU3NOHHOCTb N3MEPEHMNIA B YC/TOBUSX W3-
mepeHuii (3.1.46), BkAOYAKOLWMNX NPUMEHEHNE OAHOW N TO Xe MeToankn namepenuin (3.1.50), ogHO ” TO xe
MecTopacnonioXeHne 1 NOBTOpHbie n3MmepeHus (3.1.46) Ha O4HOM U TOM Xe UM NoAo6HbIX 06bekTax 3a ANK-
TeNbHbIi Mepnoj BpeMeHMn, HO MOXEeT BK/oYaTb U Apyrne ycnoBus, KOTOpbie MOTYT NU3MEHATHLCA.

MpumeuyaHne 1— VI3MEHEHHble N HEU3MEHHbIE YCNIOBUSA AO/MKHbI 6bITb yKa3aHbl B NOIHOM 06beMe, B 0CO6eH-
HOCTU Takme nepemeHHble, kak kannbposku (3.1.11), napTum peareHToB, n3mepuTesbHble cucTembl (cM. 3.2.40), onepa-
TOPbI U YC/IOBUA OKpYXatolleli cpeapl.

MpumevyaHne 2 — Tlpu oueHke meguUMHCKUX n3gennii NUBL, (3.1.33) ycnoBusi NPOMEXYTOYHON NpeLn3noH-
HOCTW 06bIYHO COOTBETCTBYIOT peasibHbIM YCMOBUAM MPUMEHEHUA MefuumnHckoro mdgenua B/ (3.1.33) B TeueHne gnu-
Te/IbHOro Nepuoaa BpeMeHMU.

MpnmeyaHune 33— COOTBETCTBYKOLNE CTATUCTUYECKME TEPMUHBI NpuBeaeHbl B ICO 5725-3:1994.

MpumeyaHue 4— MpoMexyTouHasi NPeLN3NOHHOCTb MOXET BbiTh BbipaXeHa KOMIMUECTBEHHO B BUAE XapakTe-
PVCTUK AWCNEepCUN Pe3y/ibTaToB, TakMx Kak CTaHAapTHOE OTK/OHeHWe, Aucnepcus 1 KoadduumneHT Bapuaumu.

MpumevaHne 5— ApgantmpoBaHo n3 Pykosoactea MCO/M3K 99:2007, 2.22 n 2.23.

3.2.23 OTHOLWEHMe npaBaonofobus, KoapguumeHT BepoAaTHOCTU (likelihood ratio): OTHOWweHMe Be-
POSAITHOCTM MOJIyYEeHUS KOHKPETHOTo pe3ynbTata y nauueHTa C Haluyumem UuUeneBoro 3aboneBaHus unm cu-
310/10TNYECKOTr0 COCTOAHUA K BEPOSATHOCTM TOrO Xe pes3ynbTara y nauyueHta 6e3 gaHHoro 3abonesaHus unu
dn3M0M0rMYecKoro cCocToAHNA.

[[45], 7.2]

3.2.24 NINHENHOCTb, JINHEMHOCTb W3MEpPUTENbHOW cucTembl (linearity of a measuring system,
linearity): Cnoco6bHocTb (B Npegenax 3afaHHOro MHTepsana) gasatb pe3yibTaTbl, MPAMO NPONOPLUOHASIbHbIE
KOHUEeHTpaumm (Mnm KonmyecTtBy) namepsemon senmunHbl (3.1.45) B o6pasye (3.1.65).

MpumeyaHune 1— JINHENHOCTb OGLIYHO OTHOCAT K 06LLEMY OTK/IMKY CUCTEMbI (T. €. K OKOHYaTe/IbHOMY aHan-
TUYECKOMY OTBETY, a He K Heo6paboTaHHOMY BbIXOAHOMY CUrHany npnoopa).

MpumeyaHue 2 — JINHEWHOCTb CUCTEMbI U3MEPSAOT MyTEM TECTUPOBAHWUA YPOBHEN W3MepsieMoil BENUUMHbI
(3.1.45), KOTOpble U3BECTHbI MO COCTaBY WK U3BECTHbI OTHOCUTENBHO APYT Apyra (He 06513aTe/IbHO N3BECTHbI aGCOJTIOTHO).

MpumeuvyaHune 3 — [Na HEKOTOPbLIX MPUIOXEHUI MOSb30BATENL MOXET NPOBEPUTb JIMHEAHOCTL C NOMOLLbIO
JIMHEWHOro ypaBHEHUS, BK/THOUAIOLLErO BblpaXKeHWe A/ y-nepexBata. B 3TOM MeHee CTPOrom ciyyae SIMHERHOCTb — 3TO
CMOCOGHOCTb TECT-CUCTEMbI BblJaBaTb pe3y/bTaTthl, COOTBETCTBYOWME NPsSMOI MMHuM Buga Y -A X + B B 33@HHOM WH-
TepBane. CneayeT UCNO/b30BaTh AOMNOMHUTENLHYIO MHAOPMaLMIo (HanpuMep, pesynbTaTbl CAUYMTENIbHOMO Mcc/efoBa-
HUA MU BepudUKaLn KanubpoBkK), 4ToGbl MPOBEPUTL, G/IN3KO /1M 3HAUYEHUE MoKasaTens y-nepexasata K Hy/io.

MpumevyaHne 4 — HennHeNHOCTb BHOCUT CBOW BKIafj B CUCTEMATUYECKYH NOrPELHOCTb n3MepeHuii. He cy-
LecTByeT eANHON CTAaTUCTUKM, KOTopas Morna 6bl 0TPasvuTb NPUEMIEMYIO CTeNeHb HEIMHENHOCTMW.

[[36], 1.4.2, n3MEHEH — C/I0BO «TeCT» WUCK/I4YEHO, ob6aB/eHO npumeyaHune 4]

3.2.25 MmatepunanibHaa Mepa (material measure): CpeACcTBO U3MEpPEHWIA, KOTOPOEe BOCNPON3BOAUT U/Nnn
coxpaHseT NOCTOSAHHO B MpoLecce ero NCNoNb30BaHNA BeIMYNHbLI OLHOTO UM 60Nee AaHHbIX POAOB, KaXAYH
C NPUNUCaHHbIM €l 3HaYEeHUEeM.

Mpumep — CepTUdrUMPOBaHHbIN CTaH4ap THbIA obpasey, (3.1.71), aTasloOHHasa rups, Mepa BMecTUMO-
CcTWn (XpaHauwasi O4HO UM HECKO/IbKO 3HAYEHUI BEIMYUHbI, CO LLUKaIOM 3Ha4YeHN BETMYNHBLI NN 6e3 Hee).

MpnmeyaHune 1— 3HavyeHnem MaTepVIaﬂbHOVI Mepbl ABNAETCA npunncaHHoe el 3HaYeHne BEe/IMUMHBbI.

MpumevaHne 2— AgantupoBaHo n3 PykosBoactea MCO/M3K 99:2007, 3.6.
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3.2.26 N3MepeHHOe 3HauyeHue BeNNYUHbI, U3MepeHHoe 3HayeHue (measured quantity value,
measured value): 3HauyeHne BesIMUNHLI, NpeacTaBngalWee pe3ynbTaT usmepermnsa (3.1.51).

MpumevaHnne 1— Ona namepenus (3.1.46), BkoYatoLWero nokasaHma namepexuii (3.1.46), kaxpoe nokasa-
H/ME MOXHO MCMNOMb30BaTh, YTOGbI MOMYYNTb COOTBETCTBYIOLLEE U3MEPEHHOE 3HAYEHMEe BeSIMUYUHBI. Takyld COBOKYMHOCTb
OTAE/bHbIX N3MEPEHHbIX 3HAYEHW BENNUYUHBI MOXHO WCMO/Mb30BaTb AJ/15 BbIYUCNEHNUS PEe3yNbTUPYIOWEro N3MEPEHHOro
3HAYEHNS1 BE/IMYMHbI, TAKOTO Kak cpegHee apuMeTnyeckoe 1M MmeguaHa, 06bI4HO C MeHbLUE CBSA3aHHOW C HUM Heomnpe-
[eNeHHOCTbIo n3mepeHuii (3.2.38).

MpumeuyaHne 2— Ecnu ananasoH WCTUHHBLIX 3HAYEHWUI BENNUYUHLI, NPEACTaBAAIOWNX N3MEPSEMYIO BENNUNHY
(3.1.45) , man No cpaBHEHWIO C HeoNpeAeNeHHOCT b N3MepeHunin (3.2.38), N3MepeHHOe 3HaYeHne BeNYMHbI MOXHO pac-
cMaTpuBaTb Kak OLEeHKY MO CyL,ecTBY eAVHCTBEHHOIO UCTWHHOTO 3Ha4YeHWs BENWUMHbI, U OHO YacTo ABNSETCH CPefHVUM
apuMeTUYeCKUM WU MeAmaHol OTAEeNbHbIX M3MEPEHHbIX 3HAYEHWIA, KOTOPbIE MOJSyYeHbl NPU MOBTOPHbLIX U3MEPEHUX
(3.1.46) .

Mpumeuvyanune 33— Ecnu gnanasoH NCTUHHBLIX 3HAYEHWUI BENNYMHbI, NPEeACTaBAAIOWMNX N3MEPSAEMYIO BENNUYNHY
(3.1.45), Henb3a cunTaTh MasibiM MO CPABHEHMIO C HEOMPEAENEHHOCTbI n3MepeHunii (3.2.38), U3MepPEHHOE 3HaYeHne va-
CTO GyZeT OLEeHKOW cpeiHero apuMeTMUeckoro UM MeguaHbl Habopa UCTUHHBIX 3HAYEeHWI BeSTMUUHBI.

MpumevaHnne 4— BGUM (PykoBoagcteo MCO/M3K 98 3ameHeHO Ha PykoBoacteo MCO/M3K 98-3:2008) ans
NOHATUA «U3MEPEHHOE 3HaYeHVe BEINUYUHBI» UCMNOSb3YIOT TEPMUHBI «pe3ynbTaT namepeHusa (3.1.51)», «oueHka 3Have-
HUA N3MEPSEMON BEMNYUHBI» UM «OLEHKA U3MEPSEMOW BE/IMYMHBLI»: B N1abOpPaToOpHON MeauumnHe O6bIYHO MCNOMb3YHT
TEPMUH «pe3ynbTaT namepenuns (3.1.51)» nam npocTo «pesynbTar».

[PykoBopgctBo MCO/M3IK 99:2007, 2.10, NI3MEHEHO — WCK/IKYEH TEPMUH «3HA4YeHUe nM3mepsiemoil Be-
NINUYNHBI»]

3.2.27 TOYHOCTb MU3MepeHunsa, TOYHOCTb (measurement accuracy, accuracy): bansocte mexgy usme-
PEHHbIM 3HAYEeHUEeM Be/IMYMHbI U UCTUHHbIM 3HAYeHWeM n3MepseMoi BennunHbl (3.1.45).

MpumeyaHune 1— MOHATME «TOYHOCTb U3MEPEHUSI» HE SBNSETCS BEIMUYMHOM M MO3TOMY HE MOXET OblTb Bblpa-
XXEHO B BUJE YMCMEHHOIO 3HAYEHMS BE/IMUUHbLI. VI3MepeHue (3.1.46) aBnseTcss 60/1ee TOYHbIM, KOT4a OHO UMEET MEHbLLYIO
norpewHocTb nsmepenms (3.2.30).

MpumeyaHne 2— TepMUH «TOYHOCTb U3MEPEHWI» He cnedyeT MCNOoMb30BaTh AN 0603HaYeHUss NPaBUbHO-
cTKn nsmepexunii (3.2.37), a TEPMUH «NPELN3NOHHOCTb N3MepeHuin» (3.2.32) — ana 0603HaAYEHNSA TOYHOCTU U3MEPEHWUN,
XOTSl nocriegHee UMeeT CBSA3b C 060VMMMN 3TUMU MOHATUAMMU.

MpumeyaHune 3— lNog TOYHOCTLH U3MEPEHUIA MHOTAA MOHMMAKT 6M30CTb MEXAY U3MEPEHHbIMU 3HAYEHUSI-
MW BENIMUYUHBI, KOTOPbIE NMPUMUCLIBAT N3MEPSEMOit BennunHe (3.1.45).

MpumevaHne 4 — ApantupoBaHo n3 Pykosoactea MCO/M3K 99:2007, 2.13.

3.2.28 cmMeleHne n3MepeHus, cMmelleHne (measurement bias, bias): OueHka cMcTeMaTUYEeCKOR no-
rpewHocTun nsmeperHuns (3.2.59).

MpnmeuvaHne 1— CMmelleHMe HaxoanTca B OﬁpaTHbIX OTHOLWEHNAX C NPaBUNBbHOCTbLIO.

MpumeuyaHune 2— OUEHKOI CMeLLEHUs SIBNSIETCA CpefHee 3HaYeHne psifa U3MepeHuii 3a BbIYETOM OMOPHOro
3HauYeHus BenuunHbl (3.2.52).

[PykoBogctBo MCO/M3K 99:2007, 2.18, usmeHeHo — pob6aBsieHbl npumedaHusa 1 un 2]
3.2.29 KOpPpPEKTUpOoBKa N3MEPEHUA (measurement correction): KomneHcupoBaHWe OLLEHEHHOTO CUCTe-
MaTumyeckoro acpdekTa.

MpumeyaHnme 1 — Cm. PykoBoactso MCO/M3K 98 3:2008, 3.2.3, ANns pa3bsCHEHWS CUCTEMATUYECKOro

appekTa.

MpuMmeuyaHue 2— KOMMNEHCUMPOBAHWE MOXET UMETHL Pas3finuHble hOPMbI, TakMe Kak LOMOSIHUTENbHOE cnarae-
MOE UMM KOIULMEHT, NN MOXET HAX0AMTLCS Mo Tabnuue.

[PykoBopgctBo NCO/M3K 99:2007, 2.53, u3aMeHeHO — f06aB/fIeHO «U3MEPEHUA» K TEPMUHY: oTnvyaeTcs
OT UCTOYHMKA]

3.2.30 NMOrpewHoOCTb U3MepeHnd, NMOrpewHOCTb (measurement error): PasHOCTb MexXAy M3MepeHHbIM
3HayYeHneM BeNnunyuHbl (3.2.52) 1 ONOPHLIM 3HAYEHMEM BennuuHbl (3.2.52).

MpumeyaHne 1— MNOHATUE «MOTPELLIHOCTbL» MOXET UCMO/Ib30BaTLCA B ABYX C/y4YasX:
- Korja cyliecTByeT eAMHCTBEHHOE OMNOpHOe 3HayeHue BennuuHbl (3.2.52), ecnn kannbposka (3.1.11) nposBegeHa
nocpefcTsom aTasnoHa (3.2.36) ¢ nosiyyeHneM M3MepeHHOro 3Ha4YeHus BeNNUYUHbI, KOTOPOEe MMeeT NpeHebpexnMo mMasyto
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HeonpeaeNeHHOCTb U3MEePEHUs MU eCc/N AaHO MPUHSATOE 3HaueHue BennuuHbl (3.2.13), 1 B 3TOM C/ly4ae MorpeLiHocTb
N3MepeHns U3BecTHa,;

- ecnv npeanonaraeTcs, 4To M3MepsiemMasi BenuumHa (3.1.45) npeacrasneHa eMHCTBEHHbIM UCTUHHLIM 3HAUYEHUEM
BE/IMUMHBI UM HABOPOM UCTUHHBIX 3HAYEHUI BeNMUMHbI (3.2.52) B NpeHe6pexuMo MasioM AuanasoHe, ¥ B TakOM cryvae
MOrpPeLIHOCTb 3MEPEHNS HEU3BECTHA.

MpumeuvyaHue 2— lorpewHoOCTb U3IMEPEHNS HE CnefyeT nyTaTb C NOrPELIHOCTbI0 U3rOTOB/IEHUS WU OLLUNGKOIA.
MpumeuvyaHue 33— [lo/HKeH 6blITb OTMEYEH 3HAK pasHULibI.

[PykoBogctBo MCO/M3K 99:2007, 2.16, NI3SMEHEHO — TEPMWHbI UCKNOYEHbI N A06aBNEHO NnpumedaHune 3]
3.2.31 nokasaHune n3mMepeHus, nokasaHne (measurement indication, indication): 3HayeHne BesIMYUHbI
(3.2.52), nony4yeHHOe C NOMOLWbIO CpeAcTBa N3MEPEHUA AN N3MepuTenbHol cucTemoli (3.2.40).

MpumeuaHue 1— lMokasaHNe U3MEPEHUS MOXET 6biTb NMPEACTaBMEHO B BU3yasibHOl WM 3BYKOBOW (hopme
WM MOXeT 6biTb NepesaHo Ha Apyroe ycTpoicTBo. MokasaHue U3MEpEeHWs 4acTo MOXeT ObiTb MpPeAcTaB/ieHO B BUAE
no3nuun ykasaTensi Ha gucniee [/1s aHaforoBbIX BbIXOAO0B, OTO6PaXKEHHOTO WM HaneyaTaHHOro uncna Ana LuudgpoBbIX
BbIXOJ0B, KOJ0BOI KOM6UHALMENR ANsi KOAOBbLIX BbIXOAHbLIX CUTHA/IOB WM MPUNUCAHHOMO 3HAYEHUS BENNUMHBI (3.2.52) aAns
martepuasnbHbIX Mep.

MpumeuvyaHne 2— lMokasaHne UIMEPEHUS 1 COOTBETCTBYHLLEE 3HAYEHMEe BenuumHbl (3.2.51) He 06A3aTENLHO
ABNAKTCA 3HAYEHUAMU BE/IMYMH OLHOro poAa.

MpuMmeuaHune 3— 3HaueHWe, CUMTAHHOE C AUCM/ENA YCTPOINCTBA, HA3LIBAKOT NPSIMbIM MOKA3aHWEM; OHO MOXET
6bITb YMHOXEHO Ha KOHCTaHTY YCTPOIACTBa, 06€CNeynBatoLLy0 NoKa3aHUs U3MepeHusI.

MpumeuaHue 4 — BennunHa (3.2.51) moxeT 6bITb n3MepseMoin BennynHoi (3.1.45), nsmepuTenbHbIM CUrHa-
nom (3.2.35) wnau gpyroii BenunuuHoli (3.2.51), kotopas 6ygeT UCNO/b30BaTLCA MPU BbIYMCIEHUN pe3ynbTaTa N3MepeHus
(3.1.51).

[PykoBopgcTtBo MCO/M3K 99:2007, 4.1, usmeHeHo — pfob6aBneH TEPMUH «MNOKa3aHWe N3MepeHus», [0-
6aBneHbl npumevanunsa 3 u 4].

3.2.32 Mpeum3noHHOCTb U3MEPEHU, NPeLN3NOHHOCTbL (measurement precision, precision): Bnau-
30CTb MeXAy nokasaHuamMu namepennin (3.2.31) nam n3amMepeHHbIMN 3HAYEeHUAMU BenunuunHbl (3.2.52), Habnto-
AaeMbiMU NMPU NOBTOPHbIX M3MepeHuax (3.1.46) O4HOTO M TOrO Xe WUAN NOAO06HbIX 06BbEKTOB NMPU 3afaHHbIX
yCNnoBUAX.

MpunmeuyaHune 1 — MpPeyUU3NOHHOCTb M3MEPEHUI OObLIYHO BbIPaXalT YWC/IEHHO Yepes3 MokasaTenn Henpe-
LM3NOHHOCTY, Takne Kak CTaHAapTHOe OTK/IOHeHWe, gucnepcus uam koaduUUeHT Bapuauun npu 3agaHHbIX YCI0BUAX
nsmepeHwnii (3.1.46).

MpumeyaHue 2 — 3afaHHble YCNOBUA MOryT 6biTb, HaNpuUMep, YCNOBUSIMU MOBTOPSIEMOCTU WU3MEpPEHMii
(3.1.46) , ycnoBUsSIMU MPOMEXYTOUYHON MPELMNINOHHOCTU WU3MEPEHMWIA WM YCNOBUSMU BOCMPOM3BOAMMOCTU W3MEPEHWit
(3.1.46) (cM. UCO 5725 5:1998).

MpumeyaHune 3 — TpeLUM3NOHHOCTb U3MEPEHUIA WCMONL3YIOT AN ONpeAesieHUs CXOAMMOCTU U3MEepeHuit
(3.2.33), NpOMEXYTOYHOW MPELM3NOHHOCTU M3MEPEHUIA 1 BOCMPOU3BOANMOCT U n3MepeHuin (3.2.34).

MpumedyaHne 4— lNoBTopHble n3mepeHus {3A .46) o3HavaloT namepeHus (3.1.46), nonyyeHHble cnOCco6oM, Npn
KOTOPOM Ha AaHHbIA pe3ynbTaT He BAUSET npejliectyoliee nsmepeHue (3.1.46) Ha TOM Xe uayM aHanormyHom obpasLe.

[PykoBopgctBo MCO/M3IK 99:2007, 2.15, u3sSMeHeHO — npuMedyaHne 4 N3MeHeHo].

3.2.33 NOBTOPSAEMOCTb U3MEpPEeHUA, CXOANUMOCTb (measurement repeatability, repeatability): Mpeyn-
3MOHHOCTb U3MepeHnii (3.2.32) B ycnoBuax namepeHnii (3.1.46), BkaoYaloWmMx NpUMEHEHNE O4HON W TOIN Xe
MeTOoAnKN nsmepeHunii (3.1.50), yyactue Tex e onepaTtopoB, TO Xe UaMepuTencHoh cucrTemsl (3.2.40), Te
Xe paboune ycnoBus, TO Xe MeCTONO/IOXEHNE N BbINO/IHEHUE MOBTOPHbLIX n3MepeHuin (3.1.46) ogHUX 1 TEX Xe
unm nNofo6HbIX 06BLEKTOB 3a KOPOTKUI Nepuoj BPeMEHH.

MpumeuyaHune 1— B KIMHUYECKON XUMUM AN 0603HAUYEHUSI STOTO MOHATUSA MHOTAA UCMOMb3YHOT TEPMUH «Mpe-
LM3MOHHOCTb» B pamMKax WCCNef0BaHUS UK «BHYTPUCEPUIiHAS NPELU3NOHHOCTb».

MpumeyaHune 2— lMpuoueHke MeguunHckoro nsgenusa MBQ (3.1.33)* ycioBns NOBTOPAEMOCTN 06bIYHO BbIOU-
paloT Takum 06pa3omM, 4Tobbl NPefCcTaB/IATh CYLEeCTBEHHO HeU3MeHHble YCNoBus (Ha3blBaeMble YCN0BUAMY NOBTOPSAEMO-

Owwnbka opuruHana. MicnpasneHo ¢ 3.1.32 Ha 3.1.33.
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CTuW), NPMUBOAALLNE K MUHUMASIbHOW BapmabunbHOCTH pe3yibTaToB namepeHnii (3.1.51). MHdhopmaums o noBTopsieMocTy
MOXET OblTb MoMe3Ha 4718 Noucka U ycTpaHeHUsi HencnpaBHOCTENA.

MpunmeyaHne 33— CXoOMMOCTb MOXET ObITb BblpaXXeHa YNC/IEHHO Yepes rnokasaTenu 4ucnepcumn pesynbTaTos,
TakMe Kak ctaH4apTHOE OTK/IOHEHME MOBTOPSAEMOCTU, AUCMEPCUA MOBTOPAEMOCTN U KOIMPULNEHT BapraLun nostopse-
MocTu. COOTBETCTBYIOWMNE CTATUCTUYECKNE TepMUHbI npuBedeHbl B MCO 5725 2:2019.

MpumevaHne 4 — AgantupoBaHo n3 PykoBoactea MCO/M3K 99:2007, 2.20 n 2.21.

3.2.34 BOCNPOU3BOANMOCTb U3MEPEHUI, BOCMPON3BOANMOCTb (measurement reproducibility, repro-
ducibility): MpeynsnoHHOCTb M3MepeHuin (3.2.32) B ycnoBusax nsmepeHuin (3.1.46), Bk Yaw WX pasinyHblie
MeCTOMONOXEHUSA, pasHbiX ONepaTopoB, pas3Hble U3MepuTenbHble cucTembl (3.2.40) U NOBTOPHbIE M3Mepe-
HUA BennuuH (3.1.45) oAHNX 1 TeX Xe UIn Nofo6HbIX 06BEKTOB.

MpumevyaHne 1— B KAMHUYECKON XUMUM ANS 0603HAYEHMSI AAHHOTO MOHATMS MHOTAA WCMOMb3YHT TEPMUH
«MexnabopaTtopHasi NpeLusnoHHOCTb>.

MpumevaHne 2 — lMpu ouyeHke meanumHckoro magenusa MBA (3.1.33)* ycnosus BOCNPOM3BOAMMOCTN 06bIYHO
BbIGMpPalOT TakuM 06pa3om, YTO6bl NPeACTaBNATL MAaKCUMasibHO U3MEHEHHbIE YC0BUSA (HasblBaeMble YCI0BMAMU BOCMPO-
M3BOAMMOCTH), YTO MPUBOAUT K BapnabenbHOCTU pe3y/ibTaToB u3MepeHuii (3.1.51), koTopble MOryT ObITb NOJYYEHbI NPU
CpaBHEHMUN pe3yNbTaToB MexAay He3aBuCMMbIMKU nabopaTopusMu, HanpuMmep, B pamkax nporpamm MexsaabopaTopHbIX
CNYEHNIA (Hanpumep, OLEHKM KBa/MguKaLmm, BHELLHEW OLEHKN KayecTBa).

MpumeyaHne 3— Bocnpon3BogMMOCTbL MOXET ObITb BblpaXeHa YMC/IEHHO Yepes nokasarenun gucnepcuu pe-
3y/1bTaTOB, TakMe Kak CTaHAapTHOe OTK/IOHEHMEe BOCNPOWM3BOAUMOCTU, AMUCMEPCUS BOCMPOU3BOAMMOCTU U KOS ULMEHT
Bapuauumn socrnpoussoanmocTu. CooTBETCTBYHOLWME CTaTUCTUYECKUE TePMUHbI npuBeseHbl B MCO 5725 2:2019.

MpumevyaHne 4 — PasnuuHblie namepuTenbHble cucTembl (3.2.40) MOryT NCNoNb30BaTb pas/iMyHble MeTOo-
AVKn namepenus (3.1.50).

MpumeuyaHue 5— Bcneundukaumn SOMKHbI NPUBOSUTLCS BCE M3MEHSEMbIE U HEW3MEHSIEMbIE YC/IOBUS, Ha-
CKOJIbKO 3TO MPaKTUYECKU BO3MOXHO.

MpumevaHnne 6— AgantmpoBaHo n3 PykosBoactBa MCO/M3K 99:2007, 2.24 n 2.25.

3.2.35 n3mepuTenbHbI CUrHasa, curHan (measurement signal, signal): 3HadeHve, npeacTasnsouee
namepsemyto senndmHy (3.1.45) n pyHKLMOHANBbHO CBA3AaHHOE C Hel.

MpumeyaHne 1— V3amepuTesnbHblii CUTHAT MOXET ObiTb MOKasaHUeM namepeHus (cm. 3.2.31).
MpnmeuvaHune 2— Cwm. Pykosoactso NCO 30:2015.

3.2.36 3Ta/IOH (measurement standard): OnpegeneHne AaHHON BenUYUHbl (3.2.51) ¢ NpUAMCaHHbLIM
3HauYeHneM BennyunHbl (3.2.52) n cBSA3aHHON C HUM HeonpeLeneHHOCTbio u3MmepeHusa (3.2.38), ncnonblyemoe
B KaYyecTBe OCHOBbl A1 CpaBHEHUSA.

Mpumep 1 — 3TanoH macchbl 1 Kr CO CBA3aHHOW CTaHAapTHOW HeonpeaeneHHOCT b0 U3MEPEHUn 3 MKI
(A.3.38).

Mprumep 2 — BoAOPOAHbIA 31eKTPOA C NPUNNCAHHbIM 3Ha4YeHUEM BenYnHbl (3.2.52) 7,072 co cBsAA3aHHOM
cTaHgapTHO HeonpeaeneHHOCT b0 n3MepeHnii (3.2.38) 0,006.

Mpumep 3 — Habop pedepeHTHbIX PaCTBOPOB KOPTK30/a B CbIBOPOTKE KPOBU UYesIOBEKA, UMEHLLUX
cepTuuuMpoBaHHOe 3HauYeHMe BeNMUYMHbI (3.2.52) 1 cBAA3aHHble CO CTaHAapTHOM Heonpeae/ieHHOCThIO U3-
MepeHunii (3.2.38) AN Kaxxaoro pacTBeopa.

Mpumep 4 — CTaHgap THbIN o6pa3zey, (3.1.71*), obecneumBaroWnini 3Ha4eHNA BeAnUnHbI (3.2.52) c Heonpe-
OeneHHOCTAMUN namepeHunii (3.2.38) MaccoBOW KOHLLEHTpaLum Kaxaoro n3 10 pa3ninyHbIiX Genkos.

MpumeyaHne 1— DTa/lOH YACTO MUCNONb3YIOT Kak OCHOBY A/ YCTAHOBNEHUS U3MEPEHHbIX 3HaYeHuli Benu-
UMHbl (3.2.52) €O CBSA3@HHLIMU C HUMMW HEONpPEeAEeNeHHOCT AMU n3mepeHunin (3.2.38) ans apyrmux sennyunH (3.2.51) Toro xe
poga v, Takum 06pa3om, AN YyCTaHOBMEHUS METPOOrMYeckoii NpocnexnBaeMocTn Yyepes kannbposky (3.1.11%*) apyrux
3Ta/IOHOB, CPEACTB U3MEPEHUIA NN U3MEPUTENbHbIX cucTeMm (3.2.40).

Owwnbka opuruHana. Mcnpaenexo c 3.1.32 Ha 3.1.33.
Owwnbka opuruHana. MicnpaeneHo ¢ 3.1.70 Ha 3.1.71.
Owwnbka opurmHana. McnpaeneHo ¢ 3.1.10 Ha 3.1.11.
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MpumeuyaHue 2 — Peanusauus onpefeneHns AaHHol BenuuuHbl (3.2.51) MoxeT obecneumBatbcsi U3MepU-
TenbHoli cucTemoit (3.2.40), maTepuasbHOW MEpPon unn cTaHgapTHbIM obpasuom (3.1.71%).

MpumeyaHne 33— TepMuH «peanunisaLmsa» UCNosb3yeTcs 34ecb B Hanbonee oblem cmbicsie. OH 03HayvaeT Tpu
npouepypbl peanusaunn. MNepsasi COCTOMT B hu3nyecKoli peanusaunm egnHuubl nsmepexus (3.1.46), u3 ee onpegene-
HUA, 1 ABNSeTCsa peanu3auunein B 6ykBarbHOM CMbicne. BTopas, HasbiBaemMas «penpoayKuus», COCTOUT He B peanu3aunu
eanHuLbl n3mepenuns (3.1.46) n3 ee onpegeneHns, a B yCTaHOB/IEHUN BbICOKOCTAOWUIbHOIO 3TasioHa, OCHOBAHHOTO Ha (u-
31M4ecKoM ABfieHnn. TpeTbs npoueaypa COCTOMT B MPUHATMU MaTepuasibHON Mepbl B KayecTBe 3TasioHa, Kak, Hanpumep,
B c/lyyae aTanoHa 1.

NMpumeyvaHune 4 — CnoBO «BOMNJIOWEHNE» WHOrAA WUCMNOMNbL3YKT B aHININACKOM S13blke BMECTO C/loBa
«peannsauuna».

MpumeyaHne 5 — Vepapxusa 3Ta/IOHOB BK/IOYAET NEPBUYHbIE 3TASIOHbI, A1 KOTOPbLIX 3HAYEHUSA BESIMUYUH U
HeonpegeneHHoCTY n3MepeHuin (3.2.38) ycTaHOB/EHbI C MOMOLLbIO MEPBUYHbLIX MeT 0AUK n3mepeHnii (3.1.50) nnm cosga-
Hbl KaK apTedakT, Bbl6pPaHHbI N0 COrnalleHunio, 1 BTOPUYHbIE 3Ta/IOHbI, 3HAYEHUS BEIMYUH U HeonpefeneHHOCTN n3me-
peHwuii (3.2.38) KOTOPbLIX YCTAHOB/EHBI MyTEM Ka/MBGPOBKM N0 NEPBUYHOMY 3Ta/IOHY BE/IMUYMHBI TOTO Xe pofda. OTHOLEeHne
MOXeT ObITb YCTAHOB/IEHO HEMNOCPEACTBEHHO MeXAy MePBUYHLIM 3Ta/IOHOM W BTOPWUYHBLIM 3T&/IOHOM, WKW C MOMOLLLIO
NPOMEXYTOUHON N3MEPUTENbHON CUCTEMbI, OTKaSIMGPOBAHHON N0 NEePBUYHOMY 3TaSIOHY U NpUNUCHIBatOLLEN pe3ynbTaT
namepenns (3.1.51) BTopnyHomy atanoHy. Cm. PykoBoacteso MCO/M3K 99:2007, 5.4 n 5.5.

Mpumep 5 — MepBUUHbIA 3Ta/loH MOIAPHON KOHUEHTpauumn, NoiyyeHHbI Ny TeM pacTBOpPeEHUs, yCcTa-
HOB/IEHHOTO YMC/Ia MOJIE XMMUYECKOTo COeANHEHNSI B YKazaHHOM o6beme pacTBopa.

MpumeyaHne 6— DTanoOH, NPU3HAHHLIA BCEMMU rocyaapcTBamu, NoAnucaslLIMMU MeXAyHapoAHoe cornatle-
HVe, U npefjHa3HaYeHHbI 4719 BCEMUPHOrO NPYMEHEHUs, Ha3biBaeTCs MexXAyHapoAHbIM 3TasIOHOM, HampuMep, «XOpuo-
HUYeCcKWiAi roHagoTpoNuH, BecemupHas opraHusauns 3gpaBooxpaHenuns (BO3), 4-i1 mexayHapoaHblii ctaHgapt 1999 roga,
75/589, 650 mexayHapoAHbIX eAVHUL, HAa aMny/y». DTaNoH, NPU3HAaHHbIA HaLMOHaNbHbIMU OpraHaMu BfacTu ANs UCnosb-
30BaHNS B rocygapcTee, HasbiBaeTCsA HauMoHaslbHbIM 3TasioHom (cm. PykoBogctBo MCO/M3K 99:2007, 5.2).

MpumeyaHne 7 — OTanoH, nNpefHasHayeHHbI Ana kanubposku (3.1.11*%) paboumx 3TasIOHOB BENUNYWH
(3.2.51) gaHHOro poda B AaHHOI OpraHu3aLuu uan B AaHHOM MecTe, Ha3blBalT MCXOAHbIM 3TasloHOM (CM. PyKoBOACTBO
NCO/M3K 99:2007, 5.6). 3TanoH, KOTOPbIA MCNONL3YIOT A1 NOBCEAHEBHOW KanMOpPOBKN WM MOBEPKM CPEACcTB namepe-
HUIA N N3MepUTeENbHbIX cucTem (cM. 3.2.40), HasbiBaeTca pabouynmm atasioHom (cm. PykoBoactBo MCO/M3K 99:2007,
5.7). Pabounit 3Ta/IoH 06bIYHO KANIMOPYIOT MO UCXOAHOMY 3TasIOHY.

MpumeyaHne 8 — CraHgapTHas HeonpefesieHHOCTb M3MepeHuin (3.2.38), cBA3aHHasA C 3Ta/lOHOM, BCer-
Oa sBNsieTCA COCTaBAAWOLWEA CYMMapHOW CTaHA4apTHON HeonpefeneHHocTu m3mepeHun (3.2.38) (cm. PykoBogcTso
MCO/M3K 98 3:2008, 2.3.4), ansa pesynbTaTa namepenus (3.1.51), KOTOpbIA NoayyYeH ¢ UCNOMb30BaHWEM 3TasloHa. Ya-
CTO Takas cocTaBfswolas Mana no CpaBHEHWO C APYrMMU COCTaBMAOWMMU CYMMapHOi cTaHAapTHON HeonpegeneHHo-
CTwu usmepeHnii (3.2.38).

MpumedyaHne 9 — 3HavyeHne BeMUUHLI (3.2.52) 1 HeonpegeneHHOCTb n3mepeHuii (3.2.38) AoMKHbI onpeae-
NATbCA BO BPEMS UCNOJ/Ib30BAHUA 3Ta/IOHA.

[PykoBogctBo MCO/M3IK 99:2007, 5.1, usmeHeHo — TepMUH «etalon»*** pcknoyeH, a Nnpumepsl U Npu-
MeyaHUA N3MEHEHbI]

3.2.37 nNpaBW/1bHOCTb U3MeEpPeHWUs, MNMPaBU/IBHOCTb (measurement trueness, trueness): Bnn3ocTb
cpefHero apumeTmyeckoro 6eCKOHeYHO 60/bLIOro0 Yucaa MNOBTOPHO M3MEPEHHbIX 3HAYeHW BenNYUHbI
(3.2.52) K ONOPHOMY 3HA4YEHUO BeNNYUHbI (3.2.52).

MpumevyaHne 1— MpaBUILHOCTb U3MEPEHNUI HE ABMASETCS BEINMYMHON N MOITOMY HE MOXET ObiTb BblpaxeHa
YMCNIEHHO, O[JHAKO COOTBETCTBYIOLLNE NnokasaTenn npuseneHsl B MCO 5725 3:1994.

MpumeyaHune 2 — MNpaBUNLHOCTb U3MEPEHMWIA 06paTHa MO OTHOLIEHWIO K CUCTEeMaTUYecKol norpewHocTu
namepenuns (3.2.59), HO He MMEET CBSA3M CO C/y4YaiHOW NOrpPeLHOCT b0 n3MmepeHns (3.2.53).

MpumevyaHne 3— TepMUH «. TOYHOCTb N3MepeHus» (3.2.27) He cnefyeT NPUMEHSTb AN 0603HaYEHMsA «npa-
BU/IbLHOCTU M3MEPEeHUs», 1 HaobopoT.

* Owwnbka opurnHana. NcnpaenerHo ¢ 3.1.70 Ha 3.1.71
* QOwwnbka opurmnHana. Ncnpaeneno ¢ 3.1.10 Ha 3.1.11.

** B Pocculickoii Pegepaunv NPUMEHAIOT TEPMUH «3TaNI0H» B COOTBETCTBUN C PMIT29—2013 «[3cygapcTBeH-
Has cucTema obecnevyeHns eauHCcTBa M3MepeHuin. MeTponormsa. OCHOBHble TEePMUHbI 1 onpegeneHus» (cTaTbsa 8.1).
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[PykoBogctBo MCO/M3K 99:2007, 2.14, NI3SMEHEHO — TEPMWUH «NPaBU/IbHOCTb N3MEPEHUSA» 3aMEHEH Ha
«NPaBUNbHOCTb», @ B NpumeyaHnn 3 fo6aBneHO «/ HA060pPOT»]

3.2.38 HeonpeaeneHHOCTb N3MepeHnii (measurement uncertainty, uncertainty of measurement): He-
oTpuuaTenbHblli NapameTp, XxapakTepusylunii paccesHne 3HavyeHnin senununHbl (3.2.52), KOTopble NPUNNUCHI-
BalTCcsA namepsemon sennunHe (3.1.45) Ha ocHOBaHUKM UCNONbL3yeMOl UHGopmaumu.

MpunmevyaHne 1— HeonpeaeneHHOCTb U3MEPEHMS BK/OYAET CcOCTaBNAWLWMe, 0OYC/I0BNEHHbIE cucTemMaTnye-
CKUMN adpdhpeKkTamm, TakMe Kak CoCTaBNALL e, CBSA3aHHbIE C MONpaskamMmn v NpUNUCcaHHbIMU 3HaYeHUAMMN BennynH (3.2.52)
3TanoHbl (3.2.36), a Takxke feuUHULMaNbHYIO HeonpeaeseHHoCTb. IHorga He BBOAAT NOMNpPaBKM Ha OLEHEeHHble cucTema-
Tnyeckne adpdekTbl, @ BMECTO 3TOrO Noc/efHNe paccmaTprBaloT Kak COCTaBALWMNE HEONPeLeIEHHOCTN U3MEPEHNA.

MpuMmeuyaHne 2— lMNapameTp He MOXET GbiTb OTpULATENIbHLIM. MapamMeTpoM MOXET 6biTb, HanNpumep, CTaH-
[apTHOe OTK/IOHEeHWe, Ha3blBaemMoe CTaH4APTHON HeonpeaeneHHOCTbl uaMepeHuid (3.2.38) (WnM KpaTHoe emy 3Haue-
HME), UM NOMOBMHA LWMPUHLI MHTEPBAsIA C YCTAHOB/IEHHON BEPOSTHOCTLIO OXBaTa.

MpumevaHne 33— CTaHfgapTHY HeonpeaeneHHOCTb uamepeHuii (3.2.38), KOTOpyl MoayvatT 13 pesy/bTa-
ToB n3MepeHuii (3.1.51) BxogHbIx BenuuunH (3.2.51) B mogenun nsmeperuns (3.1.48), Ha3blBalOT CyMMapHOli cTaHAapTHOW
HeonpefeneHHOCTblo n3MepeHuii (3.2.38). Mpov3BegeHne CymMMapHOW CTaHAapTHOW HeonpeAeneHHOCTU U3MepeHuit
(3.2.38) 1 koachhuumeHTa oxeara, 60MbLIEro, YEM eAMHMLA, Ha3biBalOT pacLUMPEHHON HeonpeaeneHHOCTbI0 U3MepeHus
B PykoBogctBe NCO/M3K 99:2007, 2.35, nosiHOM HeonpegeneHHOCTbio B paboyein rpynne BIPM (MexayHapogHoe 6t0po
MEep M BECOB) MO BbIPaXEHUIO HEONpeaeIeHHOCTEN N NPOCTO HeoNpeAeeHHOCTbIO B AOKYyMeHTax M3K.

MpumevyaHne 4 — MuHUMANbHYIO HeONpeAeneHHOCTb W3MepeHuid (BO3HMKalWy un3-3a AeTanusa-
UMM B onpeaeneHnn WU3MepsemMoil BesIMUMHbI, Ha3blBalOT «AeUHULMANBHON HeonpeaeneHHoCTbio» B PykoBoACTBe
MCO/M3K 99:2007, 2.27. B GUM (Pykosoactso NCO/M3IK 98 3ameHeHo PykosogcteoMm NCO/M3K 98-3:2008) n B8 MOK
60359:2001 3TO MOHATME Ha3blBAKT BHYTPEHHEN HEONpenesieHHOCThIO.

MpumeyaHne 5 — HeonpegeneHHOCTb M3MepeHWl BKIOYaeT B cebsi, B 06LEM C/yyae, MHOTO COCTaB/IsO-
Lwmx. HekoTopble 13 3TUX COCTaB/AIOWMX MOTYT GbITb OLLEHEHbI MO TUNY A Heonpeae/IeHHOCTU N3MEPEHNI Ha OCHOBaHWK
CTaTUCTMYECKOro pacrnpefenieHns 3HaueHnin BeIMUMHbl U3 Cepun N3MepeHuidi 1 MOryT XxapakTepu3oBaTbCsl CTaHAAPTHbIMM
OTK/IOHEeHUsIMW. [lpyrne cocTaBnsiolMe, KOTopble MOTYT 6GbiTb OLeHeHbl No TNy B HeonpeaeneHHOCTN M3MEPEHWI, MOryT
Takke XapaKkTepm3oBaTbCs CTaHAAPTHbIMU OTK/IOHEHUSAMMU, OLEHVBAEMbIMU U3 PYHKLMIA NIOTHOCTU BEPOATHOCTEN Ha oc-
HOBaHWMM OnbITa WK Apyroin nHgopmayun (cM. Pykosogctso MCO/M3K 99:2007, 2.26, npumeyaHue 3).

MpumeyaHne 6— OTYET O HEOMPEAE/IEHHOCTU U3MEPEHWIA, O COCTaBASAIOWMX 3TO HeonpeaesIeHHOCTU U3Me-
peHUs, 0 UX BblYNCNEHUN N 0O6bEeAUHEHUN Ha3bIBAKOT OIOLKETOM HeonpeaeneHHoCcTU. bBlogxeT HeonpeaeneHHocT 06bly-
HO BK/lOYaEeT MOAeNb M3MEPEHUS, OLEHKN N HeonpefeneHHOCTU U3MepPEeHWiA, CBSA3aHHble C BeMYMHaMu, BXOAALMMUN B
MoZenb U3MepeHusi, KoBapuauuu, BuAabl NPUMEHSEMbIX (YHKLMUIA NAOTHOCTM BEPOATHOCTEN, YMcno cTeneHelt cBoboapl,
TN OUEHUBAHNA HeonpeaeneHHOCTN n3MepeHnii n KoagguymneHT oxeata (cM. Pykosogcteo MCO/M3K 99:2007, 2.33).

MpumeyaHne 7— Bobuwem, 4na gaHHoro Habopa nHgopmaunm NOHATHO, YTO HEoNpeAeIeHHOCTb N3MepeHni
CBSA13bIBAIOT C YCTAHOB/IEHHbLIM 3HA4YeHNeM BennyuHbl (3.2.52), npunucbiBaeMbiM namepsemoli sennynHe (3.1.45). N3meHe-
HVe 3TOro 3HauyeHus NPUBOAUT K U3MEHEHUIO CBA3AHHON C HUM HeonpeAeIeHHOCTH.

[PykoBogctBo MCO/MBK 99:2007, 2.26, nsmeHeHo — B npumeyaHue 2 gobaBneHo npegnoxeHune «Ma-
pamMmeTp He MOXeT 6blTb OTpULaTeIbHbIM» U A06aBNeHbl npuMeyaHnsa 3, 4 n 6]

3.2.39 eAHULA n3MepeHna (measurement unit, unit of measure): [leiicTBuTenbHas ckanspHas Benu-
YuHa, onpefesieHHas M NPUHATASA MO COrnaweHunto, C KOTOPO MOXHO CpaBHUBaTb NOGYI0 APYTYI0 BENUYUHY
(3.2.51) TOro xe poga, 4To6blI BbIpa3nTb OTHOWEHME ITUX ABYX BEMIMYUH B BUAE Yucna.

MpumeyaHune 1— EAVHULBI N3MEPEHUS HA3bIBAOT MPUCBOEHHLIMU UMK NO COrNalleHN0 HauMeHOBaHUAMMU U
0603HaYeHnsaAMN.

MpumeyaHnne 2— OnA gaHHol BennyuHbl (3.2.51) kpaTkuii TEPMUH «efMHMLA» YacTo coyeTarT C HaMMeHo-
BaHMeM BennuuHbl (3.2.51), Hanpumep, eanHMLa Macchbl.

MpumevyaHne 33— EguHnLaMun N3MepeHus Be/IMYMH C pa3MePHOCTbIO eAuHULA ABAAIOTCSA Yncna. B HEKOTOpbIX
c/yyaax TakvuMm efuHuLaM M3MepeHus faloT chneunasbHble HavMeHOBaHuA, Hanpumep, paguaH, ctepagvaH u geuuben,
WV BblpaxkaloT KaK 40NN, Hanpumep, MWIIMMO/b Ha Mofb paBeH 10-3, a MuKporpamMmm Ha kuiorpamm paseH 10-9.

[PykoBogctBo MCO/M3K 99:2007, 1.9, u3aMeHEHO — TEPMUH «eAUHULa» WCKAYEH, NpumevaHue 3a-
MEHEHO HOBbIM NMpUMeyaHuem 2, npumeyaHue 3 U3MEHEHO U NpuMeyvaHne 4 UCKIYEHO]

3.2.40 n3meputesnibHaa cucrtema (measuring system): Habop u3s ofgHoro unu 6osee cCpeacTs usmepe-
HWIA M 4acTo APYIMX YCTPOWCTB, BKAKYAKWUA Npu HEOOXOAUMOCTU peakTUBbl UKW UCTOYHUKM NUTaHUA, CO-
GpaHHbIi N NPUCNOCOGNEHHbIV ANS NONYyYEHUS UHPOPMaLUM 06 M3MEPEHHbIX 3HAYEHNAX BeNUYUuHbl (3.2.52)
B Npegenax yCTaHOB/EHHbIX MHTEPBA/IOB A1 BE/IMYMH YKa3aHHbIX POLOB.
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MpumeuyaHue 1— M3meputenbHasi cucTeMa MOXET COCTOSITb TO/IbKO U3 OAHOIO YCTPOICTBA, MCNO/b3YEMOro
[ANA BbINOSHEHMS U3MepeHuit (3.1.45), KOTOpoe MOXeT 6blTb IMG0 CPeACcTBOM WM3MEPEHUSI C OTCUETHbIM YCTPOKCTBOM,
nn6o MaTepuanbHOl Mepoil, 1 KOTOPOe MOXHO UCMO/Mb30BaTh OTAE/bHO MW B COYETAHWU C AONOMHUTENbHBIMU YCTPOA-
ctBamu (cm. Pykosoacteo MCO/M3K 99:2007, 3.1).

MpumeuyaHne 2— ApgantmpoBaHo n3 Pykosoactea MCO/M3K 99:2007, 3.2.

3.2.41 meTposornyeckad conocTaBMMOCTb pe3y/ibTaToB naMmepeHuii (metrological comparability of
measurement results): ConocTaBuMoCTb pe3ynbTaToB namepenunii (3.1.51) ons BenuunH gaHHoro poga, Ko-
TOpPble MEeTPONOrn4yecKn npocsiexmBarnTCca K 0,EI,HOI7I 1 TOW Xe OCHOBe ANA CpaBHEHUA.

Mpumep — Pe3ynbTaTbl namepeHuin (3.1.51) ¢ NOMOLLbIO ABYX Pa3/INUYHbIX KOMMEPYECKNX N3MEPUT Efb-
HbIX cucTem (3.2.40) KIMHNYECKOW XMMUN MET PO/IOTMYECKM COMOCTaBMMbl, €C/IM OHM 06€ MeTPOSIOrNYECKN
NPOCNEeXmnBarTCA K O4HON N TOW XXe NepBUYHON OCHOBE AN CPaBHEHUs, Hanpumep, cepTUuduuNpoBaHHOMY
cTaHAapTHOMY 06pasLy MacCoBOW KOHLLEHT paLumn raoKo3bl.

MpumeuvyaHne 1— [na AaHHOrO onpeAeneHns OCHOBOI ANS CPaBHEHUA MOXeT 6biTb onpeaeneHvne eanHuLb
nsmeperus (3.1.46) yepes ee npakTUYeCKyld peanusauunio, unm meToguka nsmepeHus (3.1.50), Bkawovawowas eguHuLy
nameperus (3.1.46) Ans BENUYMH, OT/INYHBIX OT NOPSAAKOBLIX, UK atasioHa (3.2.36).

MpumeuvyaHne 2— MeTponormyeckass conocTaBMMOCTb pe3y/ibTaToB naMepeHuin (3.1.51) He TpebyeT, 4TOOLI
CpaBH/MBaEMble N3MEPEHHbIE 3HAUYEHNSA BeNNUYMHbI (3.2.52) 1 cOOTBETCTBYIOLME HeonpeaeneHHOCT uameperuii (3.2.38)
6bl/IM OAHOrO Mopsiaka.

[PykoBogcTtBO MCO/M3IK 99:2007, 2.46, nameHeHO — npumep v npumedaHve 1 3ameHeHbl HOBbIM Mpu-
MepoM u npumeyaHnem 1]

3.2.42 meTposiormyeckas COBMeCTMMOCTb pe3y/ibTaTOB U3MepeHuil (metrological compatibility of
measurement results): CBoiicTBO MHOXecTBa pe3ynbTaToB namepeHnuii (3.1.51) ans onpepeneHHoin name-
psemoii Bennuunsl (3.1.45), Takoe, 4To a6CONOTHOE 3HAUYEHME PA3HOCTM N060I Napbl U3MEPEHHbIX 3HAYEHUN
BenuunHbl (3.2.52), n3 gBYX pasnuuHbix pe3ynbTaToB usaMepeHuii (3.1.51), meHblle, YeM HEKOTOpPOE Bbl-
6paHHOe KpaTHOe cTaHAapTHOI HeonpepeneHHocTW uamepeHuii (3.2.58) atoii pasHocTw.

MpumeuaHue 1— MeTposiornyeckas COBMECTUMOCTb pe3yNbTaToB M3MEPEHUli 3aMeHseT TpaAnuLMOHHOe Mno-
HSITUE «HaxXOXAEHUs1 B NpefAenax NorpewHoCcTU», T. K. OHa COAEPXMUT KpUTEpPUA oNsi pelleHusi, 0THOCATCA M Ba pe3y/ib-
TaTa nsmepeHnii (3.1.51) K ogHOIN U ToW xe nsmepsiemoit sennunte (3.1.45) nnn Het. Ecnm B cepun namepennii (3.1.46)
n3mepsiemoii BenmunHbl (3.1.45*%), koTopas npegnonaraeTca NOCTOSIHHOW, pe3ynbTaT nsmepexms (3.1.51) HecoBMecTuM ¢
OCTasIbHbIMU, TO 3TO O3HAYaeT, YTO UM usMepeHme (3.1.46) HEKOPPEKTHO [HanprMep, ero HeonpeaeneHHOCThb N3MepeHust
(3.2.38) 6bls1a OLEHeHa Kak C/IULIKOM Manas], Ui uamepsieMas Be/iMinHa U3MeHunach 3a NpoMexyTok BpeMeHu Mexay
n3mepeHunsamu (3.1.46).

MpumeyaHune 2— Koppenauyua mexay namepenmamu (3.1.46) BNnseT Ha MeTPO/IOrMYECKY0 CONOCTaBMMOCTb
pe3ynbTatoB usMepeHuii. Ecnn nsmepeHus (3.1.46) nNosIHOCTbIO HEKOpPPEeNWpPOBaHHbI, TO CTaHAapTHasa HeornpejeseH-
HOCTb u3MepeHuit (3.2.58) nx pasHocTM OyfeT paBHa KOPHIO M3 CYMMbl KBaApaToB WX CTaHAapTHbIX HeonpejesieH-
HocTeil nsmepeHunin (3.2.58), Nnpu 3TOM OHa MeHbLUE NPU MOMOKMUTENBHON KoBapuauum 1 60/blie Npu oTpuuaTenbHON
KoBapuaLuu.

[PykoBogctBo MCO/M3K 99:2007, 2.47]

3.2.43 KauecTBeHHOe CBOMNCTBO (nominal property): CBOCTBO ABMEHUA, Tefla UM BeliecTBa, KOTopoe
He nmeeT pasmepa.

Mpumep:

- UBeT KanesibHOWM NPo6bl B XUMUN;

- nocnefoBaTeNlbHOCTb aMUHOKUCNOT B nosivnenTuae.

MpumeyaHune 1— KayecTBEHHOE CBOICTBO MMEET 3HAUYEHWE, KOTOPOE MOXET ObITh BbIPaXKEHO C/l0BamMu, Gyk-
BEHHO-YMC/MOBLIM KOAOM WM APYFMM CMOCOGOM.

MpumeyaHne 2— 3HauYeHUe KAYECTBEHHOrO CBOICTBA He crefyeT MyTaTb C HOMUHA/IbHBIM 3HAYEHWEeM Benu-
ynHbl (3.2.44).

MpumevyaHne 3— lVccnenoBaHus, BbISBASAKOLME KAYECTBEHHbIE CBOMCTBA, Ha3bIBAOTCS Ka4yeCTBEHHbIMU UC-
cneposaHusMmin (3.2.48) B nabopaTopHOli MeauunHe.

Owwnbka opuruHana. MicnpasneHo ¢ 3.1.54 Ha 3.1.45.
29



FOCT P UCO 18113-1—2024

[PykoBogctBo MCO/M3IK 99:2007, 1.30, nsmeHeHo — npumepbl 1, 2 n 4 yganeHol, 4o6aB/eHO npume-
YyaHue 3]

3.2.44 HOMMWHa/IbHOE 3HayeHune Be/INUYMHbI, HOMUHa/IbHOE 3HayeHue (nominal quantity value,
nominal value): OkpyrneHHoe uan NpubAMKEHHOE 3HavyeHWe BEeSIMYMHbI, NPUNMUcaHHoe cpefcTBY U3MepeHus
WA namepuTenbHol cucteme (3.2.40), KOTOPbIM CneayeT PyKOBOACTBOBATLCSA MPU €ro NPUMEHEHUMN.

Mpumep

-0,1 mMONb/N KaKk HOMUHasIbHOE 3HaYeHne MONSAPHOM KOHLEeHTpauum B pacTBOPeE XJIOPUCTOro BOoAOpoaa,
HCI,

- 1000 M1 KaK HOMWHa/IbHOE 3Ha4YeHNe BENMYNHbBI, YKa3aHHOe Ha MepPHOI Konbe ¢ 04HOM OTMeTKO;

- MUHyc 20 °C Kak MakcMmMmalibHasa TemnepaTypa gNd XpaHeHus.

MpumevyaHne 1 — HOMWHaNbHOE 3HAYEHWE BENWYUHBLI HE CreAyeT nyTatb C KayeCTBEHHbIM CBONCTBOM
(3.2.43, npumeyaHune 1).

[PykoBogctBo MCO/M3BK 99:2007, 4.6, NI3MEHEHO — NpUMep 2* UCKIOYEH, a npuMmedyaHne 1 nameHeHo]

3.2.45 nporHocTnyeckoe 3HayeHue (predictive value): BepoATHOCTb TOro, YTO y naunmeHTa C NONOXU-
TeNbHbIM pe3ynbTaTOM WCCNef0BaHWA MMeeTCcsa AaHHOoe uccnepyemoe 3abonesaHne, UM 4YTO NaLUEHT C OT-
puuaTtenbHbIM pe3ynbTaTtom uccnegosanunsa (3.1.21) He nmeeT faHHoro 3abonesaHus.

MpumeyaHune 1— lpn CKPUHUHIOBBLIX UCCefoBaHnaXx (3.1.21) nporHocTuyeckoe 3HavyeHve onpegensanT gua-
FHOCTUYECKOM YYyBCTBUTENbHOCTI (3.2.17) 1 gnarHocTunyeckon cneyndumnyHocTbio (3.2.18) MeToANKM UccneaoBaHus
(3.1.21) , a Takxe pacnpoCTpaHEeHHOCTb 3abosieBaHus, 419 BbISABIEHUS KOTOPOro NPoBOAAT uccnegosaHue (3.1.21).

MpumeyaHne 2— PacnpocTpaHEHHOCTb O3HaYaeT YacTOTy M3y4aeMOoro COCTOSIHWSA, BbIPRXEHHYIO B NPOLEH-
Tax (gons ymcna, ymMHoXeHHas Ha 100) oT obuwiero yvicna nHAnMBMAOB (NMua c uenesbiM 3abonieBaHMeM nC nuua 6e3
LeneBoro 3aboneBaHuns) B Uccnegyemoli nonynsuuu.

MpumedyaHne 33— [NpoOrHocTMYECKOE 3HAYEHNE NOJTOXUTENbHbLIX pe3ynbTaToB uccneposanms (3.1.21) [PV(+)J
nokKasblBaeT, HacKO/IbKO 3WPEKTUBHO UCCefoBaHWe OTAenseT WCTUHHO MNOJIOXUTE IbHblE pe3ysbTaTbl WUCCNefoBaHuA
(3.1.21) OT NOXHONOMOXKUTE/IbHbLIX Pe3ynbTaTtoB uccneposaHna (3.1.21) gasa AaHHOro LeneBoro cocTosfHus (3.2.60) B
AaHHOI nonynauun.

MpumevaHne 4 — lporHocTMYeCKas LIEHHOCTb OTpuUaTeNbHbIX pe3ynbTaToB uccnegoBanus (3.1.21) [PV(-)]
nokasbiBaeT, HaCKO/IbKO 3hHEKTMBHO nccnegoBaHne (3.1.21) oTaensieT UCTUHHbIE OTpUuaTenbHble pesynbTaTbl uccrne-
poBaHma (3.1.21) oT noxHooTpuLaTesibHbIX pe3ynbTatoB uccnegosanusa (3.1.21) gns gaHHOro uenesoro 3abonesaHus
(3.2.60) B gaHHOW nonynsuum.

3.2.46 MONOXUTE/IbHOE NMPOrHOCTUYEeCKoe 3HadeHune (positive predictive value): Cnoco6HOCTb n3fe-
nna oTAENSATb UCTUHHO MOJIOXKMUTENbHbIE pe3ynbTaTbl OT JIOXKHOMNOMOXMUTENbHbIX ANA AAHHOTO LeneBoro co-
CTOSIHMS B AaHHOW monynsauunu.

[[45], 7.2]

3.2.47 oTpuuaTtesibHOe MNPOrHocTuyeckoe 3HadeHue (negative predictive value): Cnoco6HOCTb U3-
Jenua oTAenAaTb UCTUHHO oTpuuaTenbHble pe3ynbTaTbl OT NOXHOOTPULATENbHbIX pe3ynbTaToB A8 AAHHOTO
uenesoro 3abonesaHnsa B faHHOW monynayuu.

[[45], 7.2]

3.2.48 KaueCTBEHHOe nccnenoBaHue (qualitative examination): CoBOKynHOCTb onepauuii, B XoAe KOTO-
pbiX Bew,ecTBa NAEHTUPULUPYIOT AN KNAacCUUUMPYIOT HA OCHOBE UX XMMUYECKUX UK hn3n4eCcKux CBOICTB.

Mpumep — Xummnyeckasa peakymoHHas CNOCOBHOCTb, paCTBOPUMMOCT b, MOJIEKYIipHasa macca, Temnepa-
Typa nnasneHus, pagnauoHHble CBOMCTBa (MCNycKaHue, NoraoLWeHne), Mmacc-cnekTpbl, Nepuog nosypacnaga
aaep.

MpumevyaHne 1— AgantupoBaHo u3 [67].

3.2.49 npepgen KonnyecTtBeHHOro onpepgesnieHnsa (quantitation limit, limit of quantitation): HanmeHblwee
3HayeHne namepsemoin sennunHbl (3.1.45) B npo6e (3.1.77**), kKOTOpOe MOXeT 6bITb MU3MEPEHO C 3a4aHHOW He-
onpefeneHHoCcTbio nusmepeHus (3.2.38) B yCTaAHOBJ/IEHHbIX YCNOBUAX n3MepeHuin (3.1.46).

* Owmnbka opuruHana. VicnpaeneHo c npumep 3 Ha npumep 2.
*» Owunbka opurvHana. NcnpaeneHo ¢ 3.1.76 Ha 3.1.11.
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MpumeyaHne 1— B MapkmpoBke MegunUMHCKUX ngenuii B nHorga ncnonb3yT TEPMUHBLI «HMKHWIA npegen
onpeeneHuns», «HWKHUIA npefen KOMMYECTBEHHOro OnpefeneHnsa» UM «HWKHWIA npegen nsmepeHusi». PekomeHgauuu
cMm. BA.2.8.

MpumeuaHue 2— Mcnonb3oBaHNe TePMUHA «(PYHKLMOHAIbHAS YyBCTBUTENBHOCTb» A/1A AAHHOro onpegese-
HUA He pekoMeHAayeTcs. CM. A.2.8 ANa NonydYeHust AONOSHATENLHON MHGopMaLuK,

MpumeuyaHne 33— ApgantupoBaHo 13 [35] u [49].

3.2.50 KonnyecTBeHHoe nccnenoBaHne (quantitative examination): CoBOKYynHOCTb onepauuii, npu Ko-
TOPbIX KOIMYECTBO UAN KOHUEeHTpauuto aHannTa (3.1.4) u3mepsaoT 1 BbipaxalT B BUAE YNCOBOr0 3HAYEHUSA
BE/IMYNHbI B COOTBETCTBYHOLWNX eaguHMLax namepenns (3.1.46).

MpumeuaHue 1— KayecTBeHHoe uccnegoBaHue (3.2.48) MOXHO NMPOBOAUTL Ge3 KOMMUYECTBEHHOTO UCCNeo-
BaHWsi, HO KO/IMYECTBEHHOE UCC/lefoBaHWe TpebyeT naeHTudrKaumm aHanmTos (3.1.4), AN KOTOPbIX NPUBELEHbLI YNCIIO-
Bble 3HAUYeHus.

MpumeyaHne 2— ApganTupoBaHo 13 [67].

3.2.51 BenmnyuHa (quantity): CBoiiCTBO ABMEHWSA, Tena WUAW Bel,ecTBa, Korga 3ToO CBOWCTBO MMeeT pas-
Mep, KOTOPbIA MOXeT 6blTb BblpaXeH YMC/IOM C YKa3zaHUem OT/IMYUTESIbHOTO Npu3Haka.

MpumeuyaHue 1— OCHOBHOE MOHSAITUE «BEJSIMYMHA» MOXET OblTb pa3fefieHo Ha HEeCKO/IbKO YPOBHEN KOHKpeT-
HbIX MOHATWIA, Kak MokasaHo B crepylouweil Tabnvue. B neBoli konoHke Tabnuubl NokasaHbl KOHKPETHbIE MOHSATUS MOA
O6GLMM MOHATUEM «BENIMYMHA». DTN NOHATUA SBASIOTCA OGLMMMN 4N1S OTAENbHBIX BE/IMYUH B NPaBOii KOSTOHKE.

Mpumep 1

HanmeHoBaHue BennynHbl Bobuwem cnyyae HanmeHoBaHue BeNMYMHbI B HaCTHOM c/yyae

MonsipHasi KOHUEeHTpauus aTaHona B npo6e BuHa /, C

MonspHasa KoHueHTpauusa B, Cs (C2H50H)

CueTHasi KOHLEeH T pauusa apuTpounToB B Npobe kposu /, C
(Erys, Bj)

CyeTHasa KoHUueHTpauusa B, Cs

MpumeuvyaHne 2 — OTANUNTENbHBIM MPU3HAKOM MOXET OblTb eAnHMLA M3MEpEeHWs, MeTOoAuKa U3MepeHus
(3.1.50), cTaHgapTHbIA obpasel (3.1.71), nnn nx koMbUHaums.

MpumeuyaHne 3 — YCNoBHble 0603HAYEHNST AN BE/MYMH NpUBEAEHbI B cepun cTaHgaptoB MICO 80000 wu
M3K 80000 «BenuuvHbl 1 eguHunubl» [22]. YC/0BHble 0603HAYEHUA BEIMYUH NULIYT KypcuBoM. OfHO yCNoBHOE 0603Ha-
YyeHne mMoxeT 0603HavaTb pPasNNYHbIE BESTIMYMHDI.

MpumeuvyaHune 4 — MpegnoytutenbHbiM popmaTtom IUPAC-IFCC ana o603HavyeHns BeNUYMH B nabopaTopHOii
MeauunHe ABNAETCA — «CUCTEMAa-KOMMNOHEHT; poJ, BENMUYUHBI».

MpumMep 2 — Mna3mMa (KPOBb) — MOH HATPUS; MONSIPHAst KOHUEHTpaLus paBHa 143 MMoONb/N ons JaHHOTO
nayveHTa B faHHbI MOMEHT BpeMEHMU.

MpumeuaHue 5 — [loHaTHe BennunHa (3.2.51) MoxeT, B 06LWeM, OblTb pasfeneHo, Hanpumep, Ha MNOHATUSA
husnyeckas sennuuHa (3.2.51), xummnyeckasa sennuunHa (3.2.51) n 6uonornyeckan senuynHa (3.2.51), nim ocHoBHasA Be-
nnumHa (3.2.51) n npoussogHas senuynHa (3.2.51).

MpumeyaHne 6 — PasgeneHne MNOHATMA BenWuMHbl (3.2.51) B COOTBETCTBUM C pofoM BenmyuHbl (3.2.51)
ABNSIETCA B HEKOTOPOI/ CTeneHW NPOM3BOMbHBIM. B aHrMinCcKoM A3blke TEPMUH «BeSIMYMHA» 4acTo UCMOMb3yeTcs ANs
0603HavYeHusa BennuuH (3.2.51) ogHoro poga (Hanpumep, B OTHOLWEHUM B3aMMHO CpaBHUMbIX BeMYUH (CM. PyKOBOACTBO
NCO/M3K 99:2007, 1.2).

[PykoBogctBo MCO/M3IK 99:2007, 1.1, nameHeHo — Tabnuua 3aMmeHeHa HOBOW Tabnuueli B npumepe 1,
npuMmedyaHue 5 ucknwyeHo n gobaBneHo npumeyaHue 6]

3.2.52 3HayeHne Be/INYMHBbI, 3HayeHune (quantity value, value): YMcno U OTAMYUTENbHbIA NPU3HAaK,
BMECTE Bblpaxarline 4yncnoBoii pasmep BennyunHbl (3.2.51).

Mpumep 1— Macca gaHHoro Tena: 0,152 kr unn 152 r.
Mpumep 2 — MaccoBas gonsi 6eTa-rnobynnHoB B JaHHOM obpasue cbiBopoTku: 0,100 r/r nnan 0,100.

Mpumep 3 — MONAPHOCTb FNOKO3bl B AaHHOM 06pa3ue KpoBu: 5,50 MMonb/Kr.
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Mpumep 4 — YCcNoBHaa MOMSApPHas KOHLEeHTpauusa I TEeNHU3NPYIOLWEero ropMmoHa B AaHHOM o6pasue
naasmbl KpoBu (MexXAyHapoAHbli cTaHaapT BcemupHoi opraHmsauyun 3gpaBooxpaHeHunst (BO3) 80/552 [53]):
5,0 MexxayHapoaHbIX eanHULY/.

Mpumep 5— Bpemsa cBepTbiBaHUA o6pas3ua KpoBU B cTaHgap TuU3MpoBaHHON BO3 meToauMKe namepeHus
(3.1.50) , BblpakeHHOE NO OTHOLIEHNIO K CpegHeMY MokKa3aTento B HopMasibHoW nonynauun: INR 2.2,

MpumeyaHne 1— B 3aBUCMMOCTU OT OT/IMYUTE/ILHOTO MPU3HaKa 3HAYEHWe BeNYMHbI ByaeT:

- Npou3BeAeHMEM YNCNa U efuHNLbI n3mepeHns (cM. npumepsbl 1, 2, 3 n 4); ana 6e3pasMepHbIX BENMYUH eAUHULY
N3MepEeHUs1 «OAWH», Kak NPaBuio, He yKkasbliBalT (CM. npumep 2)* nim

- YMCNOM U yKa3aHMeM cTaHAapTHOro obpasua (cM. npumep 4%), unm

- YUC/IOM W yKasaHMeM meToaukn namepenns (3.1.50) (cm. npumep 5%).

MpumedyaHne 2— Ynucno MOXET ObITb KOMMIEKCHLIM.
MpumeyvyaHne 33— 3HayeHMe BeNNYMHbI MOXET ObiTb MPeAcTaBNeHO B pas/INYHbIX eAuHuLax U3MepeHuns.

[PykoBogctBo MCO/M3K 99:2007, 1.19, N3MEHEHO — TEPMWH «3HA4YeHUe KoNmnyecTBa BESINYUHbI» 3a-
MEHEH Ha «3HayeHue», NpuMepbl N3MEHEeHbl, NpuMeyvaHune 4 yaaneHo]

3.2.53 cnyvaiiHas NorpewHoCcTb n3MepeHuns (random measurement error): CocTtaBnsiolLas norpew-
HOCTMUK usmepexuns (3.2.30), koTopas nNpuM NOBTOPHbIX M3MepeHusax (3.1.45) nameHsaeTca Henpenckasyemo.

MpumeuyaHne 1— ONOPHbIM 3HAYEHWEM BeNNUMHbI (3.2.52) Ans cny4vaiiHO NOrpelHoCcT N3MepeHns sBNS-
eTcsa cpegHee apumeTnyeckoe, KOTOpPoe MOXET ObiTb NOJSTYYEHO B pe3y/ibTate 6€CKOHeYHO GObLUOIo YMcaa NOBTOPHbIX
N3MEPEHUI OLHOW 1 TOl Xe N3MEepPSEMOl BENNUNHDI.

MpumeyaHune 2 — CayyaiiHble NOrPEHOCTU U3MEPEHWi TPYNMbl NOBTOPHbIX M3MepeHuin (3.1.45) obpasytoT
pacnpefieneHme, KOTopoe MOXeT BbITb OMMCaHO Yepes ero MaTeMatuyeckoe oxuaaHue, KOTopoe B 06Lem cnyyae npef-
nonaraeTcsi pasHbIM HY/0, U ero Aucrnepcueii.

MpumevyaHune 3— CnyyaiiHas NOrPELLIHOCTb M3MEPEHNS paBHa Pas3HOCTU NOFpPeLHOCT U nsmepexmns (3.2.30)
N CMCTEMaTMNYECKON NOrpeLwHocTn namepenus (3.2.59).

[PykoBogctBo MCO/M3K 99:2007, 2.19, nameHeHO — TEpPMUH «Ccny4yaliHas owunbka namepeHus» yaa-
nex]

3.2.54 BOCCTaHOBJIeHUe (recovery): Lona konuyectBa aHanuTa (3.1.4), npeAcTaBNeHHOro B npobe
(3.1.77**) nnn pob6aB/eHHOro B Hee, KoTopasa obHapyxXeHa npu namepeHnn (3.1.46***).

MpumevyaHne 1— OO6GbLIYMHO BbIpaXalT B NpoLeHTax OT KosimyecTBa fobasneHHoro aHanuTa (3.1.4).

3.2.55 onopHoe 3HayeHne Be/INYNHbI, ONOpHOe 3HaueHue (reference quantity value, reference value):
3HayeHne BennyuHbl (3.2.52), ncnosb3yemoe B KayecTBe OCHOBbl A/ CPpaBHEHUSA CO 3HAYEHUAMU BEJSINYUH
(3.2.51) Toro xe poga.

MpumeyaHne 1— ONOpHOe 3HAYEHME BENNYMHbI MOXET 6biTb UCTUHHBIM 3HayeHuem (3.2.52) namepsemoi
Be/IYKHbI (3.1.45), B 3TOM C/nyyae OHO HEWU3BECTHO, WM MPUHATbIM 3HaYeHneM BesimynHbl (3.2.13), B 3TOM cnyyae OHO
N3BECTHO.

MpumeyaHne 2 — OMNOpPHOE 3HAYEHUE BENNYMHbLI CO CBSI3@HHOIM HeonpeAeneHHOCTb M3mepeHuin (3.2.38)
06bIYHO NMpefoCcTaBAT ANA:

a) MaTepuana, Hanpumep, aTTeCTOBaHHOro ctaHAapTHOro obpasua,;

b) ycTpolicTBa, Hanpumep, cTabnan3MpoBaHHOro nasepa,;

C) pedhepeHTHOW MeTOANKN n3MepeHunii (3.1.724%);

d) cnnueHns c atasnioHom (3.2.36).

[PykoBogctBo MCO/M3K 99:2007, 5.18]

3.2.56 paspellarowiast Cnocob6HOCTb N3MEPUTESIbHOW CUCTEMBI (resolution of a measuring system):
HanmeHblee n3MeHeHne namepsemoin BennunHbl (3.2.51), KoTopoe ABAAETCA NMPUUYMHOL 3aMETHOro U3MeHe-
HWS B COOTBETCTBYHLULEM NOKaszaHun usamepenusa (3.2.31).

Ownbka opurnHana. McnpaBneHo «cMm. npumep 3» Ha «CM. MPUMEP 2», «CM. Npumep 5» Ha «CM. npumep 4»,
«CM. MpUMep 6» Ha «CMm. npumep 5».

Owwnbka opurnuHana. McnpasneHo ¢ 3.1.76 Ha 3.1.77.
Owwnbka opurnHana. McnpaeneHo c 3.1.45 Ha 3.1.46.
4* Owunbka opurnHana. MicnpasneHo ¢ 3.1.71 Ha 3.1.72.
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MpumeuaHue 1— Paspelwatolas Cnoco6HOCTbL MOXET 3aBUCETb, Hanpumep, OT wWyma (CO6CTBEHHOMO WM
BHELUHEro) uam TpeHusi. OHO Takke MOXEeT 3aBUCEeTb OT 3HAUYEHUs U3MepsieMoit BennunHsbl (3.2.51).

[PykoBoactBo MCO/M3K 99:2007, 4.14, nameHeHO — TeEPMUH N3MEHEH C «pa3pelleHne» Ha «paspelwa-
Iowas CnocoOOGHOCTb M3MEPUTENIbHOW CUCTEMbI», «4TO» 3aMEHEHO Ha «KOTOpOoe», a «Mnoka3aHue» 3aMeHeHOo
Ha «nokasaHune M3MepeHuns»]

3.2.57 cpeagHee KBagpaTtnyeckoe OTK/IOHeHUe (standard deviation): MoM0XUTeNbHbIA KBaAPaATHbIA KO-
peHb U3 gucnepcun.

MpumeuvyaHne 1— MoxeT 6biTb BbipaxeH B Buge koachduumeHta Bapnaunm (CV), KOTOpbIA BbIYMCASIOT Kak
100-kpaTHOe cTaHAapTHOE OTK/IOHEHWE, AENIEHHOE Ha cpefHee 3HayYeHWe, U BbipaXalT B MPOLEHTax.

MpumeuvyaHne 2 — PaHee NPUMEHSABLUMIACA TEPMUH «OTHOCUTESIbHOE CTaHAApPTHOE OTK/IOHEHMEe» 3aMeHeH
TEPMUHOM «KO3IPPULMEHT Bapuauum».

[MCO 3534 1:2006, 2.37]

3.2.58 cTaHAapTHas HeonpeaesieHHOCTb M3MepeHnii (standard measurement uncertainty): Heonpe-
JeneHHoCTb n3mepeHnin (3.2.38), BblpaeHHas Kkak cTaH4apTHOE OTK/OHeHWue.

[PykoBogctBo MCO/M3K 99:2007, 2.30]

3.2.59 cucTtemaTnyeckasa MNOrpewHoOCTb M3MepeHus, cuctemaTndeckasa MNOrpelHocTb (systematic
measurement error, systematic error): CocTtaBnsatwasa norpewHocTmn nsmepeHus (3.2.30), kotopas npu no-
BTOPHbIX M3MepeHnsax (3.1.45) octaeTca NMOCTOSAHHON UAN M3MeHAeTCA npejAckasyemo.

MpumeyaHne 1— ONOPHbIM 3HAYEHMEM BENNYMHbI (3.2.55) Ans cuctemaTUyecko NOrpewwHoOCTN n3MepeHus
ABNAETCA UCTUHHOE 3HaYeHne BennuyuHbl (3.2.62), nnm nsmepeHHoe 3HadeHne BennyunHel (3.2.26) atanoHa (3.2.36) ¢ npe-
HebpexnmMo Manoi HeonpeneneHHOCTbI0 n3MepeHunii (3.2.38), U NPUHATOE 3HaYeHne BenuyuHbl (3.2.13).

MpumeuaHue 2— CucrtemaTmyeckas MOrpellHOCTb U3MEPEHUs U ee NPUUMHBLI MOTYT 6biTb W3BECTHLIMU WK
HEen3BECTHbIMU. [1NA KOMMEHcaLUn M3BECTHOW CcucTemaTUuyeckoll MOrpeliHoCT WM3MEpPEHUs MOXeT 6biTb NpPUMEHEeHa
ronpaska.

MpumeuaHune 33— CucrtemaTnyeckas NOrpeLIHOCTb M3MEPEHUA paBHa Pa3HOCTW MOTrPeLIHOCTU U3MepeHus
(3.2.30) 1 cnyuaiHoli NorpewHocTn n3mepermns (3.2.53).

MpumeuyaHue 4 — [INs OUEHKU CUCTEMATUYECKON MOrPELIHOCTU CPesCcTBa U3MEPEHMWIA CM. TEPMUH CMELLEeHNe
n3mepennin (3.2.28).

Mpumeuvanne 5— ApgantuposaHo n3 Pykosogactea MCO/M3K 99:2007, 2.17*.

3.2.60 ueneBoe (M3y4aemMoOe) COCTOsIHME (target condition, condition of interest): OnpegeneHHoe 3a-
6oneBaHue, ctaamsa 3abonesaHnsl, COCTOAHWE 340POBbA WAWN APYyroe naeHTuduuupyemoe coctosHue, cobbl-
TVe WU XapakTepucTuka nauueHTa, BkAYas onpegeneHue ctagumy yxe M3BeCcTHOW 60N€3HN WU COCTOAHUSA
30pOBbs, KOTOPblIE AO/MKHbI NOGYANUTHL K HaYany, U3MEHEHUIO WU NPeKpPaLLeHNI0 NeYeHN AN APYTUX KIUHW-
Yeckux AencTBuii.

MpumeyaHune 1— OnpegeneHHaa usmepsemas senvunHa (3.1.45) MOXeET CNYyXuUTb LenieBbIM Mapkepom, CBS-
3aHHbIM C LEeNeBbiM COCTOAHMEM. MOSICHEHUS 3TUX MOHATUIA NpuBeaeHsl B [60], [61].

MpumeyaHne 2— ApganTupoBaHo u3 [35].

3.2.61 uUeneBasd HeonpeaesieHHOCTb U3MepeHUs (target measurement uncertainty): Heonpepenex-
HOCTb usmepeHuii (3.2.38), 3apaHee ycTaHOBJ/IEHHAa Kak BEepPXHUW npefen v NpuHATas Mcxonas M3 npepnno-
naraeMoro Mcnosib30BaHUA pes3ynbTaToB namepenunii (3.1.51).

MpumedvaHne 1 — Kputepum ToyHOCTU 3hhekTMBHOCTU cucTembl B MCO 15197:2013 n MCO 17593:2007
OCHOB@Hbl Ha 3TOM MOHATUN.

MpnmevyaHne 2 — B nabopaTtopHOil MefuLMHE LIeNIEBYI0 HEOMPEAENEeHHOCTb U3MEpPEHMS HasblBalT 06LLei
[ONYyCTUMOM aHa/IMTUYECKON MOrpeLlHOCTbIO.

[PykoBogctBo MCO/M3K 99:2007, 2.34, U3SMEHEHO — TEPMWH «BapuaHT» yaaneH, gobaBneHbl npume-
yaHusa 1u 2]

3.2.62 NCTUHHOE 3Ha4YeHne BesINYUNHbI, ICTUHHOE 3HayeHue (true quantity value, true value): 3Hauve-
HMe BennumnHbl (3.2.52), KOTOpoe COOTBETCTBYET ONpefeneHnto BenmunHbl (3.2.51).

Owwnbka opurnHana. MicnpasneHo c 2.18 Ha 2.17.
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MpumeyaHune 1— B KOHUENUUN «NOrPELLHOCTW» NPU onucaHuu namepenus (3.1.46) UCTUHHOE 3HAUYEHWEe Be-
JINUMHBI PACCMOTPEHO KakK eJMHCTBEHHOE W Ha NpakTUKe Herno3HaBaemoe. KoHuenuusi HeonpeaeneHHoCT NpUsHaeT, uyTo
B 4eiCTBUTENBHOCTU MO NPUYMHE HEMOIHOTO ONMCaHWs BenuynHbl (3.2.51) cywecTByeT He eAVHCTBEHHOE UCTUHHOE 3Ha-
YyeHne BESIMUMHBI, & CKOpee Habop UCTUHHbLIX 3HAYEHUI BENMUMHBI, COrnacyLlmiicst ¢ onpegenenmeM. OfHako aToT HaGop
3HAYEHWII B MPUHUMINE U HA NPAKTUKe SBMSIETCH HEMOCTMXMMbIM. [pyrne noaxoAbl Boo6LLe n36eraT NOHATUS UCTUHHOTO
3HAUYEHWS BENMUYMHbLI M ONUPAKDTCS HA MOHATUE METPOJSIOTMYECKOi COBMECTUMOCTU pe3ynbTaToB usMepenuii (3.1.51) ana
OLIEeHVBAHVSA 1X [LOCTOBEPHOCTH.

MpumevyaHne 2 — B yacTHOM cfiyyae (pyHAAMEHTasbHbIX KOHCTAHT BenunuuHy (3.2.51) paccmaTpuBaloT Kak
MMeEoLLYI0 eMHCTBEHHOE UCTUHHOE 3HaUYeHne BeMUMHbI.

MpumevyaHune 3 — Ecnu geuHuumnanbHas HeonpefesieHHOCTb U3MepsemMon BenunuuHbl (3.1.45) cumTaetcs
He3Ha4MTeNIbHOW MO OTHOLUEHUID K APYTMM COCTaBASKLWMM HeonpeaeneHHOCTU namepeHunin (3.2.38), To mamepsieMyto
BeNNUYUHY (3.1.45) MOXHO paccMaTpuBaTth Kak MMEILLY MO CyWecTBY eAMHCTBEHHOE UCTUHHOE 3HauYeHune. Takoil Noaxop,
npuHAT B GUM (PykoBogctBo NCO/M3K 98 3ameHeHo PykoBogctBoM MCO/MBK 98-3:2008) 1 cBA3aHHbIX C HAM 40KYMEH-
Tax, rAe CMI0BO «UCTUHHbIA» CUATAIOT M3OLITOUHLIM.

MpumevyaHne 4 — HeonpeaeneHHblli apTuUk/b «a», BMECTO OMPEAENEHHOro apTukia «the» MCnonb3yT B
couyeTaHWM C UCTUHHBIM 3HAYeHVEeM, NOCKObKY MOXET CyLLeCTBOBaTb MHOXECTBO 3HAaYE€HWil, COOTBETCTBYIOLLMNX onpeje-
NEHNI0 AaHHOW KOHKPETHOW BeNUMHbI (3.2.51).

MpumevyaHne 5— CM. Takke NPUHATOE 3HAYEeHNe BeNUUMHbI (3.2.13).

[PykoBogctBo MCO/M3K 99:2007, 2.11, U3BMEHEHO — TEPMUH «UCTUHHOE 3HAYEHWE BeJSINYUHbI»* UCKNI0-
yeH n fob6asneHbl npumedvyaHus 4 un 5]

4 O6uwwme TpeboBaHUs K MHpopmMauun, NnpeaocTaBEHHON N3roTOBUTENEM

4.1 O6wme TpeboBaHMA

4.1.1 &opmaT, cofepxaHue, pacnosioXeHue U [JOCTYNHOCTb MWHOpMauuu, NpenocTaB/iEHHON U3-
roTOBUTENIEM, AO/IKHbI COOTBETCTBOBATb KOHKPETHOMY M3AefIni0, ero Ha3HauyeHut, a Takke 06YyYEeHU Wan
NoATrOTOBKE MpeanosiaraemMbiX nosb3oBaTtesieii. B 4acTHOCTU, NMPWM HanNUCAHWW WHCTPYKLUM NO NPUMEHEHWUIO
HE06X0AMMO NMPUMEHSATbL TEPMUHbLI, MOHSATHbIE NpeAnosiaraemMoMy nosib3oBaTesto, U, Npu Heo6X04NUMOCTK, [,0-
NOSIHEHHbIE YyepTexamu U cxemamu. NMPUrogHOCTb MHPOpPMaLMK, NpesoCcTaB/IeHHOW WM3roTOBUTENEM, OLEHU-
BalT KaK yacTb Banugauum MeauUUHCKOTo n3genus.

MpumeyaHne — MeguunHckne nsgenus VIBL moryT cofepxatb oTAe/bHYH0 MHopMauuio ana cneunanucra
1 HenpogeccMoHaIbHOro Nosb3oBartess.

4.1.2 VilHdopmMaumna Ha 3aTUKeTKax M B MHCTPYKLUAX NO NPpUMEHeHUt0 fo/mKHa 6biTb pa3bopunBoil B Teye-
Hue npefnosiaraeMoro cpoka cayx6bl MeAULWUHCKOro u3genus, npuHafniexHoCcTu, KOMnaeKkTa uim KOMNOHEeH-
Ta. YUutaemocTb MHOPMALUM Ha 3TUKETKAX U B MHCTPYKLMAX MO NPUMEHEHUIO OLEeHUBAIOT B pamkax Bepugu-
Kauuy MefuLuMHCKOro nsgenus.

MpumeyaHune — CNOocOGHOCTb NErKO NPOYMTaTh MHGOPMALMIO 3aBUCUT OT KauyecTBa meyatu, Tuna wpudTa,
pasmepa 3HaKoB W T. M.

4.1.3 NHpopmayusa, npefoctaBqeHHasas U3roToBUTesieM, AOJ/XKHA BKAYaTb npegynpexaeHne uam cum-
BOJ, yKa3biBaloWmMii Ha HEOH6XO04UMOCTb ANA NOJIb30BAaTENSA BHUMATE/IbHO MPOYUTaTbh MHCTPYKLUIO NO Npume-
HEHUIO, NMpexae YeM UCNonb3oBaTb Ulgenue.

MpumeuvaHne — 3710 ABNAeTCA 06s3aTeNbHbIM Tpe6OBaHI/IeM B AnoHun.

4.1.4 Ecnun B HacToAlWwem cTaHgaprte, 8 NCO 18113-2, MCO 18113-3, NCO 18113-4 n/wnn NCO 18113-5
yKasaHo Tpe6oBaHue, TO ero NPUMEHSIOT, eC/IM TO/IbKO U3rOTOBUTE/Nb HEe O06OCHYEeT U JOKYMEHTalbHO He Nofj-
TBEPAMT, UTO AaHHOe TpeboBaHue He NOAXOAUT ANa MeguunHckoro usgenus NBJL. O6ocHoBaHMe MOXeT ObiTb
OCHOBAHO Ha aHanu3e PUCKOB, OLEHKe YesioBeyeckoro hakrtopa, TEXHUYECKON OoueHKe WAW JOKyMeHTauuum o
TOM, 4TO TpeboBaHMe He NPUMEHUMO

4.1.5 Nucopmaumna, npeactaBneHHas M3rotoButenem, A0/XHA 6biTb KOHTponupyemas (fo/kHa ObiTb
yKa3aHa Bepcua OOKyMeHTa).

* VICKNoYeH OAMH U3 Tpex CUHOHMMUYHBLIX BapMaHTOB TepMuHa — «true value of a quantity», nepeeogumMoro Ha
PYCCKUA f13bIK KaK «MCTUHHOE 3HAUEHWE BENUYMHBI».
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4.1.6 NHopmauua, npeactaBieHHas M3rotoBuTeneM, He A0JIXHaA codepxaTb DOPMY/IMPOBKKU, Kacato-
umMecs OTBETCTBEHHOCTWN U3rOTOBUTENA B C/iyvae yuiepba uam TpasMbl, BO3HUKIINX B pe3ynbTare NpuMeHeHuns
MeOUNLUHCKOTO U3fenina rno HasHayeHuto UaM ero HeucnpaBHOCTU, KOTOpPble NPOTUBOpPeYaT 3aKkoHamM WU HOp-
MaTMBHbIM akTaM B CTpaHe obpaleHns MeLULUHCKOro nsaenus.

4.1.7 NHbopmauuna, npegctaBneHHas M3roToBUTENIEM, He AOJIXHA cOofepXaTb OTKa30B OT OTBETCTBEH-
HOCTM B OTHOLWEHUN 6e30nacHOCTU M 3PP EKTUBHOCTN MEAULMUHCKOTO U3Aesnina Npu ero NpUMMEHEHUN No Ha-
3HAYEHMNI0, KOTOPble HECOBMECTUMbI C 3aKOHAMW UMW HOPMAaTUBHbIMW akTaMu B cTpaHe obpal,eHns MeguLmnH-
CKOro nsgenusa, nnam o6asatenbCTB M3roToBUTENA NO pa3paboTke v NPou3BOACTBY U3LeINA, KOTOpOe AB/AeTCA
6e30MacHbIM ¥ MPUMEHAETCH MO Ha3HaYeHU B TeYEeHUe BCEro 3afAB/IEHHOTO CPOKa CYXO6bl.

4.2 A3blK

4.2.1 WHhopmaumna, npepoctaB/ieHHas uU3rotosutenem, pAo/mkHa ObITb HanucaHa Ha fA3blike(ax),
TpebyeMom(blX) B COOTBETCTBMMN C TpebGOBaHWAMU CTpaHbl, B KOTOPbIX obpaliaeTtca MeauuuHcKoe usgenve
nBAa.

4.2.2 HanmeHoBaHue u3gennsa, HaumeHoBaHMe U ajpec U3rotoButensa He TpebyeTcsa npeacTaBnATb Ha
MHOTUX A3blKax.

4.3 CuMBO/bl U UOEHTUPUKALNOHHBbIE LBeTa

4.3.1 Tam, rge 3T0 YMECTHO, AO/DKHbI MCNOMb30BaThCA rpauyeckne CUMBObI.

4.3.2 CumBONbl N aEeHTUUKALNOHHbIE LBeTa LO/DKHbl COOTBETCTBOBATb MeXAYHapoAHbIM cTaHpap-
Tam (npu Hanuuum). Mpy Mcnonb30BaHUM CUMBONOB NPUMEHAT TpeboBaHna NCO 15223-1.

4.3.3 Ecnm cMmBON He ykasaH B CTaHfapTe win cywecTByeT BEpOATHOCTb TOro, YTO CUMBOS He byaeT
NOHATEH NpegnosiaraeMoMy NoJib30BaTesiio, CUMBOJIbl U NAEHTUPUKALUOHHBbIE LBeTa AO/KHbl ObiTb ONUCAHbI
B MH(bopmauuun, npegocTaB/eHHON M3roTOBUTENEM.

4.4 3HavyeHUsa U HOMeEHKNartypa

4.4.1 Yncnosble 3HAYEHNS [0/XHbI ObiTb MpeAcTaB/eHbl B eAMHMLAX, 06WEeNpn3HaHHbIX Nnpegnonarae-
MbIMW MONb30BaTensmMmun, ¢ yuetom tpebosaHuii MCO 80000-1:2009.

Mpumep — Yuncna, KOHUEHTpaUnn, cogepxaHne, o6bembl, pe3ybTaThbl, pedpepeHTHbie MHTepBabl, Na-
pamMeTpbl OKpyXatoLei cpeapl.

4.4.2 MeToAMKN uccnefoBaHusa M aHaauTbl OO/XHbI O6blTb Ha3BaHbl C UCMNO/Ib30BAHWEM TEPMWHOB, 00-
W enpu3HaHHbIX nNpegnonaraeMbiMy NOJsb30BaTeENAMU, NPEANOUYTUTENIBHO B COOTBETCTBUM C MeXAYHaApPOLHO
NPU3HAHHBIMW UCTOYHUKAMMN.

4.5 MNKpOBUNOIOrMYecknii ctaTyc

Mpu HEOGXOAUMOCTU AO/KEH GblTb YKaszaH MUKPO6MONOrMyeckuii cTatyc.

Mpumep — CTepuibHO, MUKPOBUONOrnyeckunii cTaTyc Nos KOHTPosieMm.

4.6 NHCTPYKUUN MO NMPUMEHEHUIO

4.6.1 VIHCTPYKLUM NO NPUMEHEHUI0 AOJ/DKHbI OblTb NpeAocTaB/ieHbl, €C/IM U3rOTOBUTE/b HE AOKaXeT ny-
TeM aHanusa pucka, YTo MeauunHckoe nsgenue VB moxeT 6e30nMacHO MCNONb30BaThCA MO Ha3HavyeHuo 6e3
HMX. [lnsg npoBefAeHMsA aHanusa pucka NpumeHsaT TpeboBaHna MC014971.

MpumeuyaHne — HaunoHaNbHblE NN PErMOHasbHbIE Npasuia MoryT TpeboBaTb Hamume MHCTPYKUWA No npu-
MEHEHMWI0 AN1A BCEX MeAULMHCKUX nsgenuin NBA.

4.6.2 NHCTPYKUUM NO NPUMEHEHWUI AOJKHbl 6biTb HaMMCaHbl C UCMNO/b30OBAHMEM TEPMWHOB, KOTOpPble
OO/DKHBI O6bITb NOHATHBLI A1A NpegnonaraeMoro nosib3oBaTtens.

4.6.3 Mopsapok nHopmMaumn, NnpeacTaBeHHON B MHCTPYKLMN NO NMPUMEHEHUIO, A0/IXEH OonNpenenatbcs
M3roTOBUTENIEM C yYeTOM npejnosiaraeMoro nosab3oBaTens.

4.6.4 VNTHCTPYKLMA MO NPUMEHEHUIO A0/DKHA OblTb MAEHTUMLMPOBAaHA, coAepXaTb CBeAEeHUA 0 faTe Bbl-
nycka wau nocsefHero nepecmorpa, B c/yyae ee nepecMmoTrpa, ykasbiBalT AaTy BbiNycka, HOMep pefakuuu
nivnn naeHTUPKaLMOHHbIN HOMEpP NOCNefHero nepecMoTpa C YeTKUM yKa3aHWem BHECEHHbIX U3MEHEHWI.

4.6.5 NHCTPYKUMS NO NPUMEHEHUI0 MOXET OblTb BIOXKEHA B YNakKOBKY, HAHECEHa Ha HapyXHOli ynakoBke,
npegcrassieHa B PYKOBOZLCTBE NOMb30BaTENA WUAW UHCTPYKUMUU NO 3Kcnayartauuy o6opynoBaHuUsA, peareHTos.
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4.6.6 NHCTPYKLMIO NO NPUMEHEHUI0, B BYMaXHOM uUnu HebymaxHom dopmaTte, Heo6xoaMMo nNpeaocTas-
NSATb BMECTE C MeAULUHCKUM usgenvem VB unv oTaenbHO OT U3Aenus Apyrumu cpeactBamu, noaxoasmmMmiu
ANS npeanonaraemMblX nonb3oBateneii. Nlob6bie 06HOBAEHWUS WHCTPYKLWIA MO MPUMEHEHWIO AO/KHbLI GbiTb NPO-
cnexumBaembl B 6YMaXHOM U 31eKTPOHHOM dhopmaTax.

MpnmeyaHne — Tpe6OBava MOTYyT OT/IM4aTbCA B 3aBUCUMOCTU OT CTPaHbl Ui pernoHa.

4.6.7 PacnpocTpaHeHne MHCTPYKLUW MO MPUMEHEHUIO APYTMMU CcpeacTBaMu LOJIXKHO COOTBETCTBOBATH
npeanosiaraemomMmy nosib3osaTento. [lpyrme cpegcrtsa pacnpocTpaHeHus MOryT Bka4YaTb cnejylouiee:

a) opraHusayum no obcnyxuBaHut/npogaxam/nognepxke;

b) WHTEpHEeT-caWT;

C) 3NEeKTPOHHbIN BaHK AaHHbIX;

d) kogupoBaHHbI hopmaTt, 06bACHEHHbI B PYKOBOACTBE;

e) Mob6unbHOE NpunoxeHue.

Mpumep — LT puxkoa,.

4.6.8 ECnu MHCTPYKLMIO MO MPUMEHEHUD He npunarawT K usgennio B 6yMaxHOM BUAEe, M3FOTOBUTENb
JonxeH obecneunTb, 4TO6bLI NOb30BaTeNb MMEN cneayloliee:

a) VHCTPYKUWM O TOM, KakK MOoNyyYnTb MHOpMaLMIO;

b) AOCTYNn K NpaBU/bHOW BEPCUU MHCTPYKLUU NO MPUMEHEHMWIO;

C) Kak MMHUMYM, MHOpMaunto o 6e3onacHoM obpalleHun U XpaHeHUn 40 ero NCnoab30BaHUS.

4.7 N3meHeHna B MeauumnHCKoM mnsgenun VB,

4.7.1 N3roToBUTENb A0/MKEH 06paTUTb BHUMaHWe Nonb3oBaTens Ha Nwbble M3MEeHeHNA B npegnonarae-
MOM MCMNONb30BaHUN MeguuuHckoro nsgenus VB wnu Ha nwobble N3MeHeHUs B MHOpMaunm, Heo6xoaMMoni
AN NpaBUNbHOTO M 6€30NacHOro NPYMMEeHEeHns U3[enus, a Takke Ha TO, rAe MOXHO HalTu COOTBETCTBYIOLLYIO
MHopmauuio.

4.7.2 KoHcynbTaTuBHble COOOLWEHNA MOTYT OblTb BbINyLWEHbl U3rOTOBUTENIEM ANS NpefoCcTaB/ieHns [o-
NONHUTENBHOW MHGOpPMaLUM nocse NocTtaBku MeduuMHCKoro usgenus VUBA w/vinn ana ykasaHusa, kakue gew-
CTBUA cnepyeT NpeanpuHATbL B OTHOLWEHWN MCNONb30BaHMA, MoaudurkaLmm, Bo3spara uan ytuamsaumm meanu-
uuHckoro nsgenua MB/A. MpumeHatT TpeboBaHna NCO 13485.

MpumeyaHne — HaunoHaNbHblE UMK PervoHasbHbIE NMPaBuaa MOTYT MPUMEHSITLCA K BbIMYCKY KOHCY/bTaTWB-
HOro yBeAoM/IeHus.

4.8 PackpblTne nHgopmaumm o6 octatouHbIX puckax

4.8.1 MNMonb3oBaTenn J0XHbl 6bITb NPONHG(p OpPpMUPOBaHbI 06 M3BECTHbLIX Yrpo3ax 6e3onacHoOCTN U ocTa-
TOYHbIX puckax. NMpumeHatT TpebosaHna MCO 14971 n M3OK 62366-1.

Mpumep — MpeaynpexaeHns n Mepbl NPefoCcTOPOXHOCTU, OrpaHNYeHUs MeTO4MKN.

4.8.2 Takxe A0/XKHbI 6bITb ONpeAeneHbl onacHble CUTyauun, KOToOpble MOTYT BO3HWKHYTb B pe3y/nbTaTe
OWNGOK NP NPUMEHEHUUN, PA3yMHO MpPeACcKa3yemMoro HenpaBW/IbHOTO UCMNO/Ib30BaHUSA M NPUMEHEHUS He No
HasHa4yeHuto.

4.8.3 MNpeaynpexaeHna u mepbl NPeA0CTOPOXHOCTU MOTyT UMeTb (DOPMY CUMBOJIOB.

4.9 NgeHTUdmrKaunsa KOMMNOHEHTOB

4.9.1 HammeHOBaHWA KOMMNOHEHTOB [OJ/IXHbl ObliTb MOCNefOBaTENbHO YKa3aHbl B MHCTPYKUUW MO MNpu-
MEHEHW0, Ha BHELIHelW ynakoBke W, ecin MPUMEHUMO, HEMOCPeACTBEHHO Ha KOHTeliHepe.

4.9.2 B cnyyae Habopa peareHTOB KaXAblil KOMMNOHEHT fO/MKEH 6bITb NAEHTUNLNPOBAH HAUMEHOBAHN-
em, 6ykBOW, HOMEPOM, CUMBOJIOM, LBETOM WAN rpahmnuyeckmm mM3obpaxeHnem OAUHAKOBbIM 06pa3om BO BCEi
nHcopmaumm, NnpefocTaBieHHON N3roToBUTENEM.

4.10 MNoppepxka

Monb30BaTeNO0 AO/KHbI 6biTh MPEAOCTAB/EHbl MHCTPYKLUM O TOM, Kak MOAYy4YuTb NOMOUWb. Takme WH-
CTPYKLUMUM MOTYT cofepxaTb Heo6XxoAuMble CBeAEHWs [ANA Nonb30oBaTesnsi, Hanpumep, cnucok/katanor Tene-
(hOoHHbIX HOMepOB, Be6-caliT KOMNaHuU WU APYroi nNofo6HbI pecypc, rae MOXHO NoJyyYuTb MHoOpPMaLuio o
[OCTyne K noMoLLK.
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MpunoxeHve A
(cnpaBo4HOE)

XapakTepncTukn apPEeKTUBHOCTN MeanUMHCKNX nsgennin B/

A.1 O6lpme NonoxeHnst

A.1.1 CoBpeMeHHble TEHOEHUMN B METPO/IOrn

PykosBoactBo MCO/M3K 99:1993 [MexayHapoaHbIi CnoBapb OCHOBHbIX U 06LWMX TEPMUHOB No MeTposiorun (VIM)]
NnofBepriocb CepbLe3HOMY MepecMoTpy, OTMEHEHO N 3ameHeHo Ha PykosoacTBo MCO/M3IK 99:2007. MeTponorusa, Hayka
06 M3MepeHnax 1 Ux NpYMeHeHun, BKAOYaeT N3MepeHns B NabopaTtopHOil MeguurHe 1 cMexHbix obnactax. VIM (Pyko-
BoacTBO NCO/M3IK 99) 6bin paclimpeH Ans pacCMOTPEHUS U3MEPEHUI B 3TUX 06/1acTAX, a Takke ANS BKIOYEHNUS MOHSA-
TUIA, OTHOCALLNXCA K METPONOTMYECKOW NPOCIEXNBAEMOCTUN, HEoNpeAeIeHHOCTN N3MEPEHNUIi U Ka4eCTBEHHbIM CBOMCTBaM
(NpegmeT MEeTOAMK KaYeCTBEHHbIX UCCNenoBaHNi).

Pykosoacteo MCO/M3K 99:2007 oTpaxaeT pa3BuTMe NoAxoAa K U3MepeHuaM OT «noaxoda norpewHocTu» (Takke
Ha3blBAEMOro «NoAX0A0M WCTMHHOMO 3HAYEHUN»), TPAAULUOHHO UCNOb3YyeMOro B KNIMHUYECKOW XMMUK, K COBPEMEHHOMY
noaxofly, OCHOBaHHOMY Ha HeonpeAesIeHHOCTU pe3ynbTaToB U3MepeHuid. Huxe npreefeHa nHgopmauns M3 BBeAEHUs K
Pykosogctey WCO/M3K 99:2007.

Mpy «nogxode NOrpeLlHoCTU» n3Mepsemas BeiMunHa MoXeT OblTb onncaHa eAnHCTBEHHbIM UCTUHHBIM 3HAYEHUEM,
KOTOpOe COOTBETCTBYET ONpeaesieHNo N3MepsaemMoin BENNUUHBL. Lienblo n3mepeHus ABNAETCA HaxoXAeHWe OLEHKN UCTUH-
HOr0O 3HAYeHWsl, HACKO/TbKO BO3MOXHO 6/1IM3KOI K 3TOMY €AMHCTBEHHOMY UCTUHHOMY 3HauyeHuto. OTKIOHEHNe OT UCTUHHOTO
3HaYeHUs1 CKNaablBaeTCa U3 CUCTEMATUYECKUX U CryYaiiHbIX MOrpelHocTel. 3T ABa BMAA NOrPeLHOCTENR, KOTOpble, Kak
npeanonaraeTcs, BCerga MOXHO BblAeNNTb, AO/MKHbI 06pabdaTbiBaTbCA NO-pasHOMY. HEBO3MOXHO BbIBECTW Npasuia OTHO-
CUTENbHO TOro, Kak cnepyet 06beAUHATbL 3TU COCTaBAALWME ANA NOAYYEHUS CYMMapHOI NOrpeLlHocTy Ni6oro AaHHOro
pe3ynbTata n3mepeHus; 06bIYHO MOyYaloT TO/IbKO OLEHKY 3TOW norpeLwHocTy. Kak npaBuio, oLeHnBaloT BEPXHUI npeaen
abCo/THOr0 3HaYeHMs CyMMapHO NOrpeLHocTn, MHorga ownboyYHO HasbiBaeMblli «HeonpeaeieHHOCTbIo».

Mpu «nogxofe HeonpefesieHHOCTU» Lenblo U3MEePEHNUs He ABMSEeTCS Kak MOXHO 6onee TOYHOe onpefefnieHve uc-
TUHHOrO 3HayeHunA. Ckopee, nHoOpMaLma, NosyyeHHasa B pesysibTaTe U3MepeHus, No3BosseT TOMIbKO npunucaTe n3meps-
emoli Be/M4mMHe MHTepBas 060CHOBAaHHbIX 3HauYeHWii. [ononHUTeNbHasA CyLeCcTBEHHAs MHopMauma MOXeET YMEHbLUNTb
pasmepbl MHTepBana 3HaYeHwuli, KOTopble C 4OCTATOYHbIM OCHOBAHMEM MOXHO Npunucatb U3Mepsemoi BennunHe. Tem He
MeHee, fJaXe camoe TOYHOe U3MEepeHWe He MOXET YMEHbLUUTb 3TOT UHTepBan A0 eAUHCTBEHHOro 3HavyeHus BBuUAYy TOro,
4TO OonMMcaHne M3MepseMoll Be/IMYUHBLI BCErga orpaHuyeHo. PaccmartprBaeMblii MHTepBan MOXeT GbiTb NpeAcTaBneH of-
HUM ©3 CBOMX 3HAYEHWUI, Ha3blBAEMbIM «U3MEPEHHbIM 3HAYEHNEM BeJSIMYMHbBI».

Moaxon K HeonpegeneHHocTn noapobHo nsnoxeH B GUM (PykosoactBo MCO/M3K 98 3ameHeHo Ha PykoBogcTeo
MCO/M3K 98-3:2008), koTopoe (hOKycupyeTCsi Ha MaremMaTu4eckoi o6paboTke HeomnpeLesIeHHOCTU M3MepeHus yepes
noapo6HYI0 Mofenb M3MepeHus B NPeanosioKeHun, 4To n3MepsemMas BenundvHa MoxeT ObiTb OXapakTepusoBaHa, no cy-
LLeCTBY, YHUKaNbHbIM 3HavyeHneM. GUM coxpaHuno KOHUENUU «UCTUHHOTO 3HAYEHUS» A1 ONUCaHUA Lesn U3MepeHus,
XOTSl NpunaraTeflbHoe «UCTUHHbIW» cUMTaeTCst U3ObITOYHbIM. B JAaHHOM MPUMIOXEHUM NOHATWE U TEPMUH «UCTUHHOE 3Ha-
YyeHre» TaKKe COXpaHeHbl No NpuYMHe MX LWKMPOKOro nucnosiboBaHus. bonee toro, Pykosogcteso MCO/M3K 98-3:2008 co-
OEepXUT PYKOBOACTBO NO MOAXOAY K ONpPefesieHN0 HeonpeaesieHHOCTU B cilyyae efUHNYHOTO nokasaHua kasinbposBaHHOro
o6opyaoBaHMa — cuTyalms, YacTo BCTpeyalwlasca B nabopaTopHoli MeauumHe.

OpueHTaums Ha U3MepeHus C OAHOKPATHbIMU MOKa3aHUAMN OCOBGEHHO akTyasibHa ANns nabopaTopHOl MeAWLMWHBI,
MOCKOJ/IbKY MO3BOJISET UccnefoBaTb, U3MEHAOTCSA /I BENIMYNHBI BO BPEMEHU, f@MOHCTPUPYA COBMECTUMOCTbL Pe3y/bTartoB
nsmepeHuii. Pykooacteo MCO/M3IK 98-3:2008 paccmaTtpuBaeT Takxe c/lyyau, korga geuHuumnanbHble Heonpegenex-
HOCTW He SIBNAIOTCA NPeHebpexunmMo ManbiMu, YTO Takke BCTpeyaeTcsl Npu KanmbpoBke MeauuMHCKux migenuii MBA. Oo-
CTOBEPHOCTb Pe3y/bTaToB M3MepPEeHUit B 3HAUUTENIbHON CTEMNEHW 3aBUCUT OT METPOJIOrMYECKNX CBOMCTB npubopa, KoTopble
onpeAensioTca ero KanMbpoBKoi. HTepBan 3HauyeHuit, NpMNNCbIBaeMbIX U3MEPSEMON BENMYMHE, B 3TOM C/yyae ABnseT-
CA MHTEepBas/ilOM 3HA4YeHWIi 3TaSIOHOB, KOTOPble NPMBEN Obl K TEM Xe nokaszaHuam npuéopa.

Mpu o6HOBAEHMM VIM 6bl/1I0 NPUHATO 3a AAHHOCTb, YTO He cyllecTBYeT (PyHAaMEeHTa lbHbIX pas/iMiymili B OCHOB-
HbIX NPVHUMMNAaX U3MepeHuii, He3aBNCMMO OT TOro, MPOBOAAT NN U3MepeHusa B husnke, xumuu, nabopaTtopHoli MeauuuHe,
6uonormn nnm nHxeHepumn. Pykosopctso MCO/MOK 99 Takxke NbiTaeTcs yAOB/ETBOPUTL KOHLUENTyalbHble NoTpe6HOoCTH
N3MEPEHUI B Taknx 061acTsX, Kak BMoOXMMus, NuweBble TEXHOMNOMMW, KPUMUHANIUCTMKA U MOJIEKYISipHas 6uonorusa. XoTa
HeKoTopble MeTpPOo/IorMyeckne KOHLENUUU v TePMUHbI, UCMOMb3yeMble B 1abOpaTopHO MeauuvHe, HaXo4ATCA Ha nepe-
XOAHOM 3Tane, a pabouve xapakTepucTuku onpegenstoTcs 6oee 4eTKo M nocnegoBaTesnibHO, nNpeanonaraeTcs, YTo Noj-
XO[, K OLleHKe crcTeMaTUyeckoi U criyyaliHoi norpelHocTy 6yaeT cocyllecTBoBaTb ¢ 60/iee HOBbIM MOAXOA0M K Heonpe-
Le/IeHHOCTU B TeYeHne HEKOToporo BpemMeHn. Cm. NCO 14971.

A.1.2 PykoBOACTBO MO MapKnpoBke MeguuUMHCKNX nagenvii B/,

N3meHeHnsa B moaxodax v TEPMUHOMNOTMM U3MEPEHUIA MOryT co3gatb AWIeMMY ONS U3roToBuTeneid MeamnLMHCKMX
n3genuii NBA. TpaAuuMOHHbIE TEPMUHbI U ONpefeneHns BCe elle WCMNOMb3YTCA MeAULUHCKMMKU nabopatopusammn BO
MHOTMX 4acTAX Mupa W gaxe MOryT ObiTb npegnucaHbl 3aKOHOM WM NOCTaHOBNEHWeM. Kpome Toro, ons mMeauuMHCKMX
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n3gennin B aona camoTecTMpOBaHUA TEXHUYECKME MPUHLUMbI AO/MKHbI OblTb 06BACHEHbI B U3BECTHbLIX TEPMUHAX, NOA-
XOAALWMX A4Na Henpod)eccnoHanoB..

MocKonbKy OCHOBHOW MPUHLMM MapKMpoBKW TpebyeT npefocTaBNeHns TEXHUYECKOW MHpopmaLmMn B TEPMUHAX, KO-
TOopble MOryT 6bITb NOHATHLI NpegnonaraeMblM NoMb30BaTENAM, UHAYCTPUSA MeAULMHCKUX n3genuin B He MoXeT B 04HO-
CTOPOHHEM NopsAKe NPUHUMATb HOBble TEPMUHbI U ONpPeAeneHnsa paan rapMoHu3aumm ¢ 4pyrumm otpacnamu. ameHeHus
TpebyloT KOHCEHCYCca He TONbKO Mexay nabopartopusamu, perynnpylowmMmn opraHaMmy v U3roToBUTeNsMy, HO 1 Bpadamu,
KOTOpble B KOHEYHOM UTOre MCNosnb3ylT pesynbtatbl VIBA-nccnenosaHuii. HoBble TEpMUHBI HEO6XOAMMO BBOAWUTbL OCTO-
POXHO M cucTeMaTUYeCKn, N B KOHEYHOM UTOre KaxAblil U3roTOBMTENb AO/KEH caM onpefesinTb COOTBETCTBYIOLLYIO Map-
KMPOBKY W MPUHATbL HEO6XOAMMble Mepbl 418 MUHUMU3ALMM PUCKOB, CONPOBOXAAKLNX ee u3MeHeHne. Ansa AoCTUXEHNS
MOSTHOTO KOHCEHCyca M BHeApeHUss MOXeT NoTpeboBaTbCA 3HAUNTENbHbIV NepexofHblii nepnos.

B HacToslWeM NPWUIOXEHUN BBOAATCA TEPMUHbI N MOHATUA U3 «NoAxofa HeonpefesieHHOCTU», a TePMUHbI U Mo-
HATUSA 13 TPAAULMOHHOIO «MNOAX0Aa MOrpPeLHOCTU» COXPAaHAKTCA, NOCKOMbKY NocnefHuii NoAxo[ BCe ele LMPOKO UC-
nonb3yeTtcsa B nabopatopHoii MeauumHe. Bo nsbexaHne nyTaHulbl HEKOTOPbIE M3BECTHbIE TEPMUHBI ObLIN UCKOYEHbI, U
nx fanbHelillee UCMONb30BaHNe B MapkMpoBKe MeauUMHCKUX n3genuii VIBLl He pekomeHayeTcs.

M3rotoButenn meguuuHCKMX usgenuin VB, ons caMoTecTMpoBaHUA CTaslkuBalTcsa ¢ 0c060i npobnemoi npu no-
NbITKE OnucaTb aHaIMTUYECKME XapaKTEPUCTUKN B TEPMUHAX, NMOHATHbIX HEKBANNM(ULMPOBAHHbLIM MO/b30BaTeNsAM. XOTH
npocheccuoHanbHbIM NOIb30BaTENAM MOXET NOTPeOOBATLCA MOHMMaHNEe METPOOTMYeCKUX KOHLENLMIA 1 OLeHKa SKChy-
aTalMOoHHbIX XapakTepucTuK, aTa uHdopMauus MeHee BaxHa A1 HenpodecCuoHanbHbIX Nonb3oBaTeneil, yem nHdop-
Mauus 0 ToM, YTO m3genue pabotaeT HenpaBwubHO. Vcnonb3oBaHWe YyNpoLweHHbIX TEPMUHOB AN1A UHPOPMUPOBAHUA He-
npoceccuoHasnbHbIX Nosib3oBaTenel 06 oxnaaemblx XxapakTepucTukax paboTbl N3Lenus NPUBETCTBYETCSH, HO KOHKPETHbIE
pekoMeHAaLumMmn BbIXOAAT 3a pamMKy AaHHOT0 MPUIOKEHUS.

MHdhopmauns B HacTosLLEM MPUNOXEHUU W onpegeneHvs B 3.2 npuBedeHbl AN TOro, Ytobbl MOMOYb W3rOTOBM-
TeNAM B ONUCAHUWM 3KCNyaTaUWOHHbIX XapakTepUCTUK UX MeguuUHCKMX usgenuii VB, ofHOBpPEMEHHO cnocob6CTByS
OOCTMXEHWIO Lennm rapmoHusauun uHdopmauum, npegocTaBneHHol usrotoButenem. WHdopmauus, ucnonb3lyemas
B AAHHOM MpWIOXeHUW, Bbblna nonydyeHa Ha OCHOBe criegyowmx AokymeHToB: (1) MCO 5725-1, koTopblii onucbiBaeT
e[IHYI0 KOHLEeNnuMi TOYHOCTM (NPaBWAbHOCTU W NPEeLM3VOHHOCTU) pe3ynbTaTtoB uamepeHuin; (2) NCO 3534-1:2006 wu
NCO 3534-2:2006, TepmuHOMOIMYECKME CTaHgapTbl CTATUCTMYECKON 06paboTkMm AaHHbiX; (3) PykoBoacTBa
NCO/M3K 99:2007, koTopoe npeacTaBnseT cob6oli KOHCEHCYC BeAYyLMX MEXAYHAPOAHbIX opraHu3aunii B 06/1actm MeTpo-
noruu, BKYasa nabopaTopHyo MeguumnHy; (4) MOK 60050 (Bce yactu), MexayHapoaHbli 31eKTPOTEXHNYECKNI cnoBaps,
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] u gpyrue tepmuHonornyeckne co6opHukn IUPAC, References [32], [52], [62], [67] n pa3-
NnyHble pykosogsalmne aokymeHTbl IMDRF 1 HopmaTtuBHble AOKYMeHTbI YyneHos IMDRF.

A.2 TexHUnYecKne XapakTepucTnkn

A.2.1 O6Lpe NoMoXeHus

B cnegyownx nyHKTax packpbiBaloTCA B3aMMOCBA3N MeXAy TEXHUYECKUMWU XapakTepucTukamu MefULUHCKUX W3-
Jenvii VIBA, n obcyxpaeTca BAUAHWE W3MEHEHW B MEeTPOSIorMYeckoli TePMUHOMNOMMM Ha MCNOJb30BaHNe KOHKPETHbIX
XapakTepucTuk atpeKTUBHOCTU B UHCTPYKLUMAX NO NMPUMEHeHu0. Hactosawwmii ctaHgapT npefHasHavyeH Ans Toro, YTtoobsl
NMOMOYb U3rOTOBUTENAM MeULUHCKUX u3genuini VIB pelumnTb, Kakvue TepMUHbI criefyeT NPUMEeHsTb Npu onucaHnm paboumx
XapaKTepucTuK n3genui.

A.2.2 MpaBW/IbHOCTb N3MEpPEeHii

MpaBnbHOCTL U3MEPEHUI i — 3TO XapakTepucTuka aMeKTMBHOCTH, NpejcTasaLwas coboii oTCyTCTBME CUCTe-
MaTUYecKol MOrpeLlHOCT M3MEPEHUs B Cepun pesynbTaToB U3MepPeHUi Ha Of4HOPOAHbIX o6pasuax. MNpasBuibHOCTL AB-
NAeTCsA KayeCTBEHHbIM MOHATWEM, HO CMeLleHne n3mepeHus (M3mepsieMas BennMumHa, obpaTHas K NpaBuU/IbHOCTU) MOXeET
ObITb OLEHEHO. 1A OLEHKM CMelleHus TpebyeTcs NoaxoAswniA cTaHOapTHbI obpasel, unm pediepeHTHas MeToauka
M3MepeHuns, koTopas MOXeT OblTb MCMO/b30BaHa ANs onpefeneHns ped)epeHTHOro (ONOpHOro) 3HaYeHUs U3Mepsemo
BEINYWHBI.

MeTponoruyeckas NpocnexnBaemMocTb 3HaYeHWI kanmbpaTopa K pepepeHTHOMY (ONOPHOMY) 3HAYEHMWIO BENNUYUHDI
ABNIAETCSA CBOWCTBOM, KOTOpoe obecrneynsaeT MeAULMHCKMM nabopaTopusiM yBepeHHOCTb B TOM, YTO MPaBU/IbHOCTb W3-
MepeHuii COOTBETCTBYET NMPUMEHEHUIO MO Ha3HauYeHuo. 3asaB/IeHUst 0 NPaBUIbHOCTU U3MEPEHWI [OKHBI CONPOBOXAATb-
CA OTYETOM, OMUCLIBAIOLLMM METPOSIOrMYECKYI0 NPOCAeXMBaeMOCTb 3HaYeHWn kanubpaTopa.

Cwm. [6] ana uHdopmauny o6 oueHke npaBuabHOCTU. CMm. [15], [48] n [64] ana nonyyeHus nHdopmauum o MeTposno-
rM4eckoii NpocnexmBaeMocTy B NabopaTopHO MeanuvHe.

A.2.3 MpeunsmoHHOCTb M3MEPEHWIA

MpeunsmoHHOCTb M3MEepPEHNs — 3TO xapakTepucTuka adPekTUBHOCTH, npeacTasnsowas coboin cnyyainHyo no-
rPeLHOCTb U3MEPEHNS B Cepumn pesysibTaToB U3MepPeHUii Ha 0fHOPOAHbIX obpasuax. MpeunsnoHHOCTbL — 3TO KayeCTBEH-
Hoe MoHATUE. [1A ee YNC/IEHHOTO BblpaXKeHNUs UCNOMb3YIT TEPMUH «HENPELM3MOHHOCTb», KOTOpasa npeacTasnseT coboi
paccesiHne pe3ynbTaToB M3MEpPeHUii, NolyYeHHbIX B YCTAHOB/IEHHbIX YCOBUAX W BbIpaXEHHY0 06bIYHO B BUAE CTaHapT-
HOro OTK/IOHEeHUs umnu koapduumneHTa sapuauyun. Cwm. [65].

BennunHa cTtaHfapTHOIO OTK/IOHEHUS pe3y/bTaToB U3MEPEeHWli 3aBUCUT OT TOro, Kakue hakTopbl AONycKaeTca u3-
MEHATb N TEeM CamblM BAUATL Ha M3MepeHus. MPeLunsnoHHOCTL MOXeT ObiTb onpejesieHa npu AByX YC0BUSAX: MOBTOPS-
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€MOCTb, KOra OCHOBHble KOHTpO/IMpyeMble )akTopbl OCTAKTCA NOCTOSHHbIMW, U BOCMPOU3BOAMMOCTb, KOra OCHOBHble
KOHTpOIMpyemble hakTopbl MOTYT U3MEHATLCS.

AHanutuk/onepaTtop, U3MepuTenbHblil NpMbop, METoA U3MepPEeHUsl, NapTusi peareHToB, KaMGpOBOYHbI MaTepuarn,
MeCTONOJIOXKEHNE, YC/I0BUSA OKpYyXatolleli cpelbl U BpeMs — 3T0 (hakTopbl, KOTOPble MOryT MEHATbCS U BHOCUTb BKNag B
HenpeLum3snoHHOCTb U3MEPEHUA.

Mpeun3noHHOCTb Mexay npefesibHbIMU CrlyYasiMn NOBTOPAEMOCTU M BOCMPOU3BOAMMOCTU Ha3blBAOT MPOMEXY-
TOYHOI NPeLM3NOHHOCTbIO N3MepeHuii. MNOoCKONbKY CTaHAAaPTHOe OTK/IOHEHWEe NPOMEXYTOUYHON NPeLn3NOHHOCTU 3aBUCUT
OT (pakTOpPOB W YCMOBUIA, BANAIOLWMUX HA pe3ynbTaTbl U3MEPEHUA, NPOMEXYTOYHAA NPEeLM3NOHHOCTb ABMSETCA 3HAYMMOW
XapakTepucTUKOI TOMbKO Toraa, Koraa Takue paktopbl Y YCNOBUA yKasaHbl.

3TV NOHATMA NPELM3NOHHOCTU He ABASITCA HOBbIMY AN MeAULMHCKMX NabopaTopuid. MoBTOpsieMOCTb 06bIYHO Ha-
3bIBAlOT MPELU3NOHHOCTBI0O B paMKax MccnefoBaHns WM BHYTPUCEPUIAHON NPeLn3VOoHHOCTbIO, a BOCNPOU3BOANMOCTb —
MeXnabopaTopHO BOCNPOU3BOAUMOCTbIO UM MeXnabopaTopHO NPeLM3NOHHOCTLIO. MPOMEeXYTOUHYI0 NPeLn3NOHHOCTb
OL,eHMBAIOT MO KOMIMOHEHTaM AWCMEPCUN C NOMOLLbI0 CTATUCTUYECKNX METOAOB, Takux kak aHanus gucnepcun (ANOVA).

WHdopmauma 06 oLeHke TOYHOCTU Mpoueaypbl npusegeHa B [67].

A.2.4 TOYHOCTb M3MepeHns

TOYHOCTb U3MEPEHUSA UCTOPUYECKU UCNONb30BaNachb B ABYX Pas3/IMUHbIX 3HAYEHUAX. DTO MOHATUE NPUMEHSN0CH
He TO/IbKO K OTAEeNIbHbIM pe3ysibTaTaM M3MEepeHwii, HO 1 K U3MepUTe/ibHbIM cucTeMaM. Takoe ABOWHOE UCMNosib30BaHue
co34aeT ABYCMbIC/IEHHOCTb W MyTaHWULy.

Mpy NepBOM UCMNO1b30BaHUN NOTPELUHOCTL U3MEPEHNS, CBA3aHHasA C OAHWUM pe3ynbTaToM U3MepeHus, npeacTasns-
eT coboli pasHuLy Mexay pesy/ibTaToM U3MEPEHUS U UCTUHHBIM 3HaYeHWEeM BEeNNUYUHbI, NPUCBOEHHbIM 0b6pasuy. MNorpewwu-
HOCTb M3MepeHUs BKIOYaEeT B CeO6S1 KOMMOHEHT CUCTeMaTUYeCKON MOrpeLlHOCT N3MEPEHNs, OLLeHNBAEMbI CMELLEeHNEM
N3MEPEHUSA, N KOMMOHEHT C/Iy4yainHOW MNOrpelHoCcT! U3MEpPEeHUs, OLeHMBAEMbIl CTaHAAPTHbIM OTK/IOHEHMEM. Takum 06-
pasom, TOYHOCTb pesynbTata U3mepeHus npeacraBnseT co60i KOMOMHAUMIO NPaBWUIbHOCTA W CAy4YailHOW NOrpeLHocTyr
N3MepPEeHUs, KoTopas BKNOYaeT B ce65 NpeLn3noHHOCTb.

Mpn BTOPOM WCMNO/Ib30BAHUMN MOFPELIHOCTb WM3MEpEeHUsl, CBA3aHHas C U3MepuTenbHoW CUCTeMoid, npedcTtaBnset
Cc0o60i pa3HOCTb MeXAy CPefHUM 3HavyeHuem 60MbLIOro Yucna pesynbTaToB U3MEepPeHUid OAHOro M TOro Xe O4HOPOAHOro
mMaTepuana n UCTUHHbIM 3HaYeHWeM, NPUNUMcaHHbIM MaTepuany. MorpewHocTb, CBA3aHHasa CoO CPefHUM pe3ynbTaToM U3-
MepeHusl, BKIOYAET TOIbKO KOMMOHEHT CUCTEMATMYeCKOl OWMn6KM (CMeLleHne), 1 Mo3TOMy OHa CBfi3aHa C TePMUHOM
«MNPaBUNBbHOCTbY.

YT06bl yCTpaHUTb 3TO HenocnegoBaTeslbHOe UCNOJfIb30BaHUe, TEPMUH «TOYHOCTb» AO/KEH ObiTb NpeaycMOTPEeH
ONA OTAeNbHbIX pe3ynbTartoB M3MepeHuil. TOYHOCTb — 3TO KauyeCTBEHHOEe MNOHATME, HO HEeTOYHOCTb pesynbTata usmepe-
HUS1 MOXET ObITb BblpaXeHa HeonpeAeIeHHOCTbI0 n3MepeHns. [lanbHeliwee 06CyxaeHne HeonpeaeneHHOCTU N3MepeHuil
npuseneHo B A.2.5.

B HEKOTOpbIX OrpaHWYeHHbIX YC/I0BUAX HEOO6XOAMMO OXapakTepusoBaTb TEXHUYECKME XapaKTepuUCTUKM usmepwu-
Te/IbHON CUCTEMbI C TOUKM 3peHMs ee 06LLeil cnocoO6HOCTU BbiAaBaTb TOYHbIE pe3ynbTaTbl. Hanpumep, nonb3oBaTensam
MeanUMHCKNX n3genuii VB[, npefHasHayeHHbIX A1 caMOTeCTMPOBaHMWSA, HyXHa NpocTas XapakTepuctuka adhdekTus-
HOCTW A1 CPABHEHUS MPUMEHUMOCTU MeAULMHCKUX udaenunii VB[, TepMUH «TOYHOCTb CUCTEMbI» Obll1 3aUMCTBOBaH U3
TOYHOCTK M3MepuTenbHoro npuéopa B PykoBoacteo MCO/M3IK (VIM:1993), 5.18, KoTOpbIi 6bl/1 ONpeAeneH kak «cnocob-
HOCTb M3MepuTesiIbHOro npubopa gasatb OTKAMKWA (MOKasaHus), 6/1n3KMe K UCTUHHOMY 3Ha4YyeHWo». TepMUH «TOYHOCTb
cuctembl» ucnosbdyetrca B MCO 15197:2013, 3.24, AnA OUEHKUM CUCTEM MOHUTOpPUHra r1oko3bl 1 B MCO 17593:2007,
3.38, 415 OLEHKN CUCTEM MOHUTOPUHIA OPasibHON aHTMKoarynsaumu, U npegHasHayeH ToMbKo ANA MEAULNHCKUX U34eNniA,
npefHasHa4yeHHbIX A1a camoTecTuposaHus. MeTog OLEHKM TOYHOCTU CUCTEMbl OCHOBaH Ha onpejeneHun HeonpepaeneH-
HOCTV pe3ynbTaToB U3MePEHWiA.

WNHdopmauma 06 oueHke TOYHOCTU CUCTEMbI CaMOTECTUPOBaHNA MeauuMHCKuX nigenuii UBL (cm. 3.32) npuBegeHa
B NCO 15197 n NCO 17593.

A.2.5 HeonpeaeneHHOCTb U3MepeHnia

CoBpeMeHHas TeHAeHuns cpeamn nabopartopuii aHaNIUTUHECKON XMMUKM 3akoyaeTcss B TOM, Y4TO6bl coobuatb 3Ha-
YEeHUSA WU3MEpPEHHbIX BE/IMYMH BMECTe C OLeHKamu WX HeonpeaenieHHOCTU M3MepeHus. XOTA OTYeT O HeonpepesieHHo-
CTV M3MepeHuii He ABNAEeTCA 0ObIYHON NMPaKTUKON B MeguuMHCKnX nabopatopusx, MCO 15189 TpebyeT oT nabopaTopuii
onpeaensitb N 4OKYMEHTMPOBATb HEOMpPEeAEe/IeHHOCTb pe3y/ibTaToB M3mepeHunii, a MCO 17511 TpebyeT OT U3roToBUTENE
MeANLMHCKMX n3genuini VB, onpeAenaTb COBOKYMHYIO HeOnpeneneHHOCTb 3HAYeHWn pe3ynbTaToB M3MepeHuii u npego-
CTaBNATb 3Ty UH(popMaLmio nonb3oBaTensaM Mo 3anpocy.

McTopryeckn CMOXWNOCb Tak, YTO HaAEXHOCTb MeToAMK M3MepeHuin B n1abopaTopHOil MeauuMHe B OCHOBHOM
XapakTepusoBasacb B TEpMUHAX C/ly4alHOW MOrPeLHOCTU U3MEPEHUss U CUCTeMaTUYeCKON OWwn6KM MOrpeLlHOCTM, Kak
Henpeum3noHHOCTb U CMeLLeHne, COOTBETCTBEHHO. peanockinka, nexauas B OCHOBE «noaxofa HeonpeaeneHHoCTU»,
3aknoyaeTcs B TOM, YTO TWUN MOTPELIHOCTU He BaxeH A1 NoNb3oBaTens pesynbrarta U3MepeHWs, MOCKOJSIbKY MMEHHO
CyMMapHbIil athheKT BCcex NorpeLlHocTell onpegenset HETOYHOCTb 3TOro pesyfbrara. ATy KOHLENUUo MOXHO MPUMEHATb
npy CpaBHEHUU Pe3yNbTaToB MCC/eA0BaHW NALMEHTOB C KIMHUYECKUMU PetepPEHTHbIMY 3HAYEHUsIMU, TakuMu Kak 6uo-
nornyeckne pedepeHTHble MHTEPBasIbl U FPaHUYHbIE 3HAYEHUA PUCKA, YCTAHOBMEHHbIE B KJIMHUYECKUX MUCCNEeAOoBaHUSX.
OfHako CywecTBYOT CuTyauuun, Korga cnydainHas norpelwHoCcTb BaXHee CUMCTeMaTU4ecKol, Hanpumep, Korga Tekyliee
3HayeHne CpaBHUBAIOT C NpPeAblAyLWUM 3HaYeHMEM Y TOro e nauueHTa, 0CO6eHHO Korga M3MepeHus BbINOSHAET oAHa
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1 Ta xe nabopartopus. OnA n3genuii, BKAYAOLWMX MOHUTOPUHT AMArHOCTUYECKOro Mapkepa Ha npeameT U3MeHEeHWi ¢
TeyeHMeM BPEMEeHW, MeaULMHCKMM nabopaTtopusm HeobXoAMMO 3HaTb TUMbl OLWMGOK, CBA3A@HHbLIX C UX MeToAMKamMun u3-
MepeHuii, 4To6bl NOHUMaTb, Korga HablgaeMoe N3MeHeHNe SBASETCA 3HAUYUTENTbHbIM.

HeonpegeneHHOCTb M3MEpPEHUA BK/KOYaeT BCe KOMMOHEHTbl Bapuauuu no BCeR Lienoyke npocnexnBaemMocTu, Ko-
TOpble MOryT MOBAUATb Ha M3MepeHue obpasla nauueHTa, HaunHas ¢ HeonpeaeneHHOCTU pedepPeHTHbIX 3HAYEeHW, 00-
6aBNsaa HeonpeAesneHHOCTH, MPUCYLLMe MPOLEecCy NPUNMCLIBAHWNA 3HaYeHWi kanubpaTtopamu, NOCTaBASEMbIMUA C Meau-
uuHCKUMn nsgenuavmu UBJA, n, B KOHEYHOM UTOre, BKIOYAs HeonpeneseHHOCTW, BHOCKMblE METOAMKON uccnefoBaHus B
MeaMLMHCKOW nabopatopun. 3Ta KOHLUENuus SBMASeTCA OTHOCUTENIbHO HOBOW B NnabopaTopHOW MeauuuHe, U ee MnosiHoe
BHeJpeHne BO BCEM MUpe, Kak OxupaeTcs, 3aimeT rofabl 1 noTpebyeT 3HauMTeNbHbIX 06pa3oBaTebHbIX YCUIWIA.

KoHuenumsa HeonpeAeneHHOCTU U3MepeHuin onucaHa B Pykoeoacteo MICO/M3K 98-3. Cwm. [56] 1 [60] a4ns pykoBoa-
CTBa MO BbIYUC/NEHMIO HEOMNPeAeneHHOCTV pe3ynbTaToB M3MepeHuil. B HacToswee BpeMs paspabaTbiBalOTCS PYKOBOA-
CTBa MO BbIYUC/IEHUIO HEoNpeneneHHOCTUN pe3ynbTaToB, MOJSyYEHHbIX MeAULMHCKUMU nabopaTtopusmun AN naluueHTOoB.
Cwm. [42].

A.2.6 AHasiMTnYeckas cneudnyHOCTb

B na6opatopHoil MeanuvHe TEPMUH «aHanuTuyeckas cneumdUYHOCTb» UCMO/b3YT A1 ONMCaHua CNoCO6HOCTU
MEeTOAMKA M3MepPeHUs OobHapyxusaTb UM OnpefensaTb TONbKO U3MEPAEMY BEIMUYUHY B MPUCYTCTBUN OPYIUX BESINYUH,
NpuCyYTCTBYOWMX B 06pa3ue. MosHbIA TePMUH «aHanTuyeckas cneuntmnyHOCTb» SABASETCA NPeAnoyTUTesbHbIM, YTOObI
nsbexarb nyTaHuLbl C ANArHOCTUYECKOW cneundunyHOCTbIO.

AHanuTnyecky cneunduyHoCcTb MeTOAMKA U3MEPEHUS 06bIYHO yCTaHaB/IMBAOT B COOTBETCTBMU C MepeyHeM no-
TeHUManbHO MHTePEePMpPYIOLLNX BESIMYWH, KOTOPble ObLIN OLEHEHbI, C yKa3aHueM CTeneHu Hab/iogaembiX aHanuTuye-
CKMX MHTepdepeHLMil Npu 3HAYeHWAX KOHLEHTpauuu, Mmelwmnx MeguuvHckoe 3HaveHue. HecmoTps Ha 1o, 4To B Py-
koBogctee MICO/M3K 99 TepMuH «CneuntMyHOCTb» 3aMEHEH Ha «CeNEeKTUBHOCTb», «aHanuTuyeckas cneungunyHocTb»
COXpaHeHa B HACTOsSWEeM CTaHAapTe Kak NpeanoyTUTeNbHbIA TePMUH 418 Mapkuposku VBA,.

MHopmauma 06 oueHke aHaNMTUYECKo cneundUuyHoCTU 1 onpefenieHnn BAWSHUSA MeLlualroLwmx KONN4ecTs npu-
BefieHa B [37].

A.2.7 AHannUTn4yeckasi 4yBCTBUTENIbHOCTb

B nabopaTopHOil MeguunHe «aHanuTuyeckass YyBCTBUTE/IbHOCTb» UCMNO/b3YeTCA B ABYX Pa3/INUHbIX, HO CBA3AHHbIX
mexagy coboii 3HaYeHuAX:

a) HaummeHbllas pasHuua B KOHLEHTpaLmu, KoTopas MOXeT ObiTb 06Hapy)eHa C [ 0CTOBEPHOCTLIO;

b) HaMMeHbLUee KO/IMYeCcTBO, KOTOPOE MOXET ObiTb 06HAPYXXEHO C onpeAesnieHHON A0CTOBEPHOCTLIO.

CyuiecTByeT MeXAyHapOoHbl/i KOHCEHCYC, YTO TEPMUH A0/KEH GbiTb OrpaHUYeH NepBbIM NPYMEHEHMEM, W YTO Npe-
Aen o6HapyXXeHNst AO/HKEH UCMO/b30BaThbCA /19 NOBTOPHOrO npumeHeHus. Cm. [27].

AHanuTnyeckass 4YyBCTBUTENbHOCTb, MNPV MEPBOM WCMONb30BaHUWN, HE SIBNSETCA PeneBaHTHOW XapakTepucTuKom
Ana 60/bWINHCTBA MeAUUMHCKUX n3genuii VIBA 1 No3TOMy ee BK/IHOYEHWE B UHCTPYKUMIO MO NMPUMEHEHUI0 He SBNsieTcs
HeobxoAuMbIM. YT06bI n3bexaTb nyTaHuubl, cnegyet nsberatb TepMUHA «aHanuTUyeckas YyBCTBUTENIbHOCTb» B MapKu-
poBKe MeauUUHCKMX n3genuin VIBA,

Ecnn B MapkupoBke MeauUMHCKMX u3genuin VIBM, ucnonb3yetcsa aHanutuyeckas YyBCTBUTENbHOCTb, OHAa [O/IXHA
CONpoBOXJaTbCA NOSICHEHMEM, YTO 3TO O3HA4yaeT CNOCOOGHOCTb METOAMKN U3MEPEHUs pas3nuuaTb ABe KOHLEeHTpauuu us-
Mepsemoro BellecTBa. AHanMTUYeckas YyBCTBUTEIbHOCTb MpefCcTaB/ieHa YrioM HaknoHa KannbpoBOYHOW KPUBOW B CO-
oTBETCTBMM C onpeaeneHnem IUPAC [65].

B HEKOTOPbIX HOPMATUBHbIX PUCAMKUUAX OO CUX NOP WUCMOMb3YT CTapyl TepMuHonoruio. Hanprumep, B 06LWmux
TexHnyecknx cneuymcukauusax (CTS) Esponeiickoro cotsa, onyb6/nMKOBaHHbIX B COOTBETCTBMM C JupekTnBoin 98/79/EC,
rOBOPUTCSH, YTO «aHanuTMyeckas YyBCTBUTE/IbHOCTb...» MOXET ObITb BblpaXeHa kak npefen obHapyXeHus: T. e. HaMMeHb-
Liee KO/IMYeCTBO LEeNeBOro Mapkepa, KOTOpoe MOXeT OblTb TOUHO O6HapyxeHo, cM. [65]. B gaHHOM cnyyae, NOCKOMbKY
aHanuTnyeckas 4yBCTBUTENbHOCTb W Npefen 06HapyXeHUss paccMaTpuBaloTCA Kak CUHOHWMbI, U3roTOBUTEIN MOTYT WUC-
nosb3oBaTb MNpegen obHapyXeHus B cBoeli mMapkupoBke. OnpepeneHve npegena obHapyxeHus B CTS cooTBeTcTByeT
onpegeneHvio npegena obHapyxenua B Pykosoactse MCO/M3K 99. Cnepyet o6patutb BHMMaHue, yto CTS 6yayT 3a-
MeHeHbl O6LWMMN TEXHUYECKMMI YCNOBUAMM EBpONEicKoro cotsa B COOTBETCTBMM € MocTaHoBNeHnem 2017/746/EU [54].

A.2.8 Mpeaen o6HapyXeHWst U Npeaen KOIMYeCTBEHHOMO OonpeaeieHms

TepMuH «npegen obHapyXeHus» WUCNOSMb3YyT 418 ONUCAHUSA HaUMEHbLUEro 3HaYeHUs U3MepsieMoi BeNnYMHbI C
MCMNO/Ib30BaHNEM METOAMKU U3MEPEHWIi ¢ onpeesieHHbIM YPOBHEM LOCTOBEPHOCTU. Ero Takke HasbiBalOT MUHUMASIbHOM
06GHapyXnBaeMoi KOHLEHTpaLMel.

TepMuH «npefesn KONMYeCTBEHHOro onpefesieHna» UCMoJb3yT AN ONMCaHUA HaMMeHbLUEero 3HayeHusa n3Meps-
€MOli Be/IMYUHbI, KOTOPOEe MOXHO WM3MEepWUTb C MOMOLLbI KOHKPETHOW MeTOAMKM UccrefoBaHus C 3afaHHON Heonpege-
NEeHHOCTbI0 M3mepeHus. Ero takxe HasblBAT HWKHUM NpefesioM OonpefeneHns, HWKHUM npegenom KoNM4ecTBEHHOro
onpeaeneHns, HMKHUM Npeaenom UsmMepeHnsa 1 OYHKLMOHaIbHON YyBCTBUTETbHOCTbIO.

TepMyH «(PyHKLMOHaIbHasA YyBCTBUTENbHOCTb» Obl1 NEpPBOHAYasIbHO BBEAEH A4/ ONUCaHUSA HAaUMEHbLUER KOHLUEH-
Tpaumm TUPEOTPONUHA, U3MEPEHHOI C TOYHOCTLIO, HEOGXOAMMOW AN ero MeANLMHCKOTO MCNob30BaHuUs, kotopas 6bina
ycTaHoBNeHa Ha ypoBHe 20 % (KoadpuumeHT Bapmnaumm). ITOT TEPMUH HE AAET HUKAKUX MPEUMYLLECTB MO CPaBHEHUIO
C npefesioM KO/IMYEeCTBEHHOIO onpefesieHns. MNMocKosibKy 3TOT TEPMUH MpPeACcTaBsAeT ycTapeBLllee WCMnosb30BaHne 4yB-
CTBUTE/IbHOCTU, €r0 He PeKOMEHAYIOT UCMNOo/Ib30BaTh B Mapkuposke VB,
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MHdopmauma o6 oueHke npefena obHapyXeHus 1 npefena KoAMYeCTBEHHOrO onpefeneHns npusegeHa B [40].

A.2.9 JINHEIAHOCTb N3MEPUTENIbHOW CUCTEMBI

Cwm. onpegeneHve B 3.2.24.

A.2.10 XapaKTepucTUKN guarHoctmyeckoi adhthekTMBHOCTM

MeToavku VB[ nccnegosaHus MOryT XapakTepnsoBaTbCs ANArHOCTUYECKOW cneungunyHOCTbIo, KoTopas nokasbiBa-
€T, HAaCKO/IbKO MpaBubHO NofgobpaHa rpynna nauveHToB ANS nccnefoBaHuii, He UMELLUX onpeseneHHoro 3abonesaHns
WU COCTOSAHWSA, U OMarHOCTUYECKON YyBCTBMTE/bHOCTbLIO, KOTOpas Moka3sbiBaeT HAaCKO/bKO 3(PhEeKTUBHO MCCrefoBaHne
B NpaBW/bHOW MAEHTUdMKaALMN NaLMeHTOB, UMEeKLWNX onpeaesieHHoe 3abosieBaHne Wan cocTosHue. JmarHoctudeckas
cneumdUYHOCTb M ANarHoCcTUYeckas YyBCTBUTENbHOCTb 3aBUCAT OT Bbibopa NpefenbHOro 3HaYeHWUs BESIMYMHbBI ANS UC-
crnefioBaHus.

MeTtogukn VB[, uccnefoBaHusa MOTYyT Takke XapakTepun3oBaTbCs WX MPOrHOCTUYECKUMU 3HaYeHUEeM (LeHHOCTbHO).
MonoxuTenbHas NPOrHOCTUYECKas LEHHOCTb yKasblBaeT Ha aP(PEKTUBHOCTb METOAUKN UCCNef0BaHUA B OTAENIEHUN nC-
TUHHO MOJIOXUTENbHBLIX Pe3y/ibTaToB UCC/Ief0BaHNUA OT SIOXHOMOJIOXUTESbHbIX 418 AaHHOro LEeneBoro COCTOAHUSA B aH-
HOW nonynsauun. OTpuuaTesnibHas NPOrHOCTMYEeCKass LeHHOCTb ykasblBaeT Ha 3P(HEeKTUBHOCTb METOAMKM WCCnefoBaHus
4N OTAeNeHns UCTUHHBbIX oTpuuaTeNbHbIX pe3y/bTaToB UCCNef0BaHUsA OT NIOXHbIX AN AaHHOro LeneBoro COCTOSAHUS B
AaHHOoI nonynauyun. MporHocTnyeckas LeHHOCTb 0ObIYHO 3aBUCUT OT pacnpocTpaHeHHOCTN 3a60sieBaHnsA UM COCTOSHUSA
B MHTepecytoLLeidl Nonynsuum.

JononHuTtenbHas nHopMayms 0 xapakTepucTukax AnarHocTuyeckon adhcpekTuBHOCT npuBegeHa B [64]. NHdop-
Mauus o0 Bbibope npeaesibHoro 3HaydeHnsl Be/IMUNHBI U oLeHKe 3dDeKkTUBHOCTY npuBegeHa B [39] u [41].

A.2.11 WHTepBan v ananasoH

TepMyHbI «MHTepBaN» N «amanasoH» UCMNOMb3YIT C KOHKPETHbIMY 3HavyeHnsaMu. Cnegylolmne npumepsl, BOCNPOU3-
BefeHHble u3 PykoBogctea MICO/M3K 99:2007, unnaoCcTpupyoT 3TU NOHATUSA.

TepMyH «MHTepBan» UCNosb3ylT BMECTE C CUMBOJIOM [a, b] ANns 0603HAYEHUA MHOXeCTBa AeNCTBUTENbHbIX YACEN
X, ANA KOTopbIX @ <X < b, rge a n b > a — pgeiictButenbHble yncna. TepMUH «MHTEpBan» UCNONb3YIOT AN 0603HaYeHNs
3aMKHYTOro nHTepsana. CuMBO/bl @ 1 b 0603HavalT KOHEeYHble TOYKM MHTepBana [a, b).

B npumepe 1 uHTepBan [-4, 2] MoXeT ObITb NPOUAIIOCTPUPOBAH cneayowmnum o6pa3om:

—
U —t+

a KoHeyHasa Touyka a =-4.
b KoHeuHas Touka b-2.

[Be KOHeYHble TO4YKM 2 U -4 nHTepBana [-4, 2] MOXHO BbIpasnTb Kak -1 *3; 0fHaKO 3TO BblpaxeHne He
0603HavaeT MHTepBan [-4, 2].

Onana3oH niTepsana [a, b] npeagcTaBnseT coboi pasHOCTb b — a n o6o3HavaeTcs r[a, b]. B npumepe 2
AVanas3oH r[-4, 2] = 2 - (-4) =6, Kak NoOKa3aHoO Huxe.

-5 -4 3 -2 -1 0 1 2 3 X
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MpunoxeHvne JA
(cnpaBo4YHOE)

CBefgeHNsI 0 COOTBETCTBMU CChIJIOYHbIX MEXAYHapoAHbIX CTaHAAPTOB
HaUMOHa/IbHbIM M MEXrocyfapCTBEHHbIM CTaHAapTaM

Tabnuuya [A1

OG60o3HaYeHNEe CCbIIOYHOTO CreneHb
MEeX/yHapoAHOTo CTaHaapTa  COOTBETCTBUS

O603HayYeHe N HaMMeHoBaHne
COOTBETCTBYHLLEro HaunoHabHOro, MexrocyaapCTtBeHHOro ctaHgapta

1ISO 13485 HoT [OCT ISO 13485—2017 «W3genua meguunHckme. CUCTeEMbl MeHeKMeEH-
Ta kayectBa. TpeboBaHuMA AN1A Uenein perynnpoBaHus»

1ISO 14971 HoT FOCT ISO 14971—2021 «WN3penusa mefuuuHckue. NpuMeHeHue meHep-
XMeHTa pucka K MeguuUHCKUM U3aennsam»

1ISO 15223-1 HoT FOCT P NCO 15223-1—2020 «N3penunsa mepuumHckme. CUMBONLI, npu-
MeHsieMble MPY MapKMpOBaHUW MEAWULMHCKUX M3AeNui, Ha 3TUKeTKax 1 B
conpoBoauTesnbHON AokymeHTaumn. Yactb 1. OCHOBHble TpeboBaHMA»

EC 62366-1 HoT FOCT P M3K 62366-1—2023 «W3penna meanuyunHckmne. Yacte 1. MNMpoek-
TMpOBaHWe MeAWLMHCKUX U3AeNuii C y4eTOM SKChyaTalWoHHOW npuroa-
HOCTU»

MpunmeyaHne — B HacTosiwel Tabnuue MCNOAb30BAHO criefyloliee YC/ioBHOe 0603HayeHue CcTeneHu

COOTBETCTBNA CTaHOapPTOB:
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