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BBepeHve

N3rotoBuTENb MEAULUHCKUX N3LENW AN AMarHOCTUKM in vitro npefocTaBnseT nosb3oBaTesiM nHdop-
Maluuno. No3BONAWYI0 UM 6e30MacHO NPUMEHATb 3TN U3AENNA, 4OCTUraa OXnAaeMblX PYHKLNOHANbHbBIX Xa-
pakTepucTuk. TpagWLUMOHHO 3Ta MHoOpMauus npeaocTaBnsieTcs B (OpMe 3TUKETOK, BIOXEHWUA B ynakoBKY
1 pykoBoAcCcTBa ANA Nonb3oBaTesieil, TN U YypOBEHb feTanu3auun B KOTOPbIX BapbUpylOT B 3aBUCMMOCTU OT
npeanonaraeMoro NPUMEHeHUs U UMeloLW nXca B JaHHOW cTpaHe npasu.

Pab6ouas rpynna no rno6anbHOi rapmoHusauum noggepxveaeT c6MKEHNE W 3BOMIOLUIO CUCTEM pe-
TYyMpoBaHUA MeANLUUHCKUX M3aenunin Ha rno6anbHOM ypoOBHE C TeM, 4To6bl 06/1erynTb TOProB/tO, COXpaHsAs
npaBo Y/1€HOB-y4aCTHWKOB AeiicTBOBAaTb B 3aWMUTYy 0OLIEeCTBEHHOTO 340P0OBbA CpeAcCTBAMU peryiupoBaHus.
CornacoBaHHble 06uUieMUpoBbIe Tpeb6OoBaHNA K MapKMpOBKe NpefoCTaBAT CyW eCTBEHHbIe Bbir0Abl N3rOTOBU-
TeNsiM, Nonb3oBaTeNsAM, NnayneHTam u perynupyllmmM opraHamM. YcTpaHeHue pasnunyuii mexay perynupyto-
WHUMKN IOPUANYECKAMWU [OKYMEHTaMW [OJIKHO AaTb BO3MOXHOCTb NalLMeHTam paHblle BOCMNO/b30BaTbCA HO-
BbIMW TEXHONOTUAMMU U NeKapcTBamMmn 3a cHeT COKpalieHnsa BpeMeHn, He06X0A4MMOro Ha cornacoBaHue npasun
[36]. HacTosiwasa YacTb cTaHAapTa npeacTaBnsieT co60il OCHOBY ANS rapMOHM3aLunuy Tpe6oBaHuii K MapKkupoB-
Ke MeANLUHCKUX n3genunii ana anarHocTukmn in vitro.

Pabouas rpynna no rnob6anbHOi rapmMoHu3auun npegnoxuna pag pykoBoAAWMX NPUHLMNOB, OTHOCA-
LW MXCS K MApPKUPOBKEe MeAULMHCKUX n3fennin [36]. DT npuHLMNbLI NPUMEHEeHbl B HacTosiwem ctaHgaprte. Cne-
AyeT oco60 oTMeTuTb, 4To Paboyasa rpynna no rnob6anbHON rapmMoHnsaLuy pekoMmeHayeT, 4Tobbl cneyndmny-
Hble ANfA cTpaH Tpe6oBaHNA N0 cogepXaHuio, CTUN0, PopMaTy 3TUKETOK U MHCTPYKL WA MO NPUMEHeHUI0 6bln
cBefleHbl O MUHUMYMa U UCK/KOYEHbl CO BPEMEHEM N0 Mepe BO3MOXHOCTK.

HacToswuii ctaHAaapT cCoAepXUT O06WNPHbIA cnoBapb TEPMUHOB, HEOBGXOAUMBIX A4NA pa3paboTkn map-
KUPOBKN MeAULWHCKUX U3Aennii Ns AMardHocTuky in vitro. Hanuune mexgyHapogHOro corinacoBaHua onpe-
feneHnii BaXHbIX NOHATUI AO/MKHO cnoco6cTBOBATbL 60/blEl COracoBaHHOCTW MapKMPOBKN MeANLUHCKNX
n3genuii 4Na AMarHoCcTUKM in vitro. XoTa Lenblo ABNAETCA cTaHJapTu3auns A0 BO3MOXHON CTeNeHn TEPMUHO-
NOTUN. NPUMEHAEMOW NP MapKNpoOBKe MeAULUHCKAX n3fenunii ANa AUarHoCcTUKK in Vitro, NPU3HaHOo Takxe, 4To
MOXeT cobnogatbcs AelicTBylouiee HauMOHaNbHOE U pernoHasbHoe NpUMEeHeHne TEPMUHOB COTPYAHUKAMU
na6bopatopuii, paboTHUKaMK 34paBOOXpPaHeHNs, NnayneHTamn n npegcTaBuTeNsaMUN pPerympytoLnx opraHos.

OcTawuwmnmcsa NnpenaTcTBUEM 41S CBOEBPEMEHHOW N NpMeMAemMoil 4OCTYNHOCTN MegULUHCKUX U3Aennii
ANA AMarHOCTUKK in Vitro B HEKOTOPbIX CTpaHax NnpogosxaeTt 6bITb TpeboBaHne npefocTaBNATb NHOPMAL IO
Ha MHOTMUX A3blkax. Tam, rae aTo MoXeT 6bITb NpakTM4HO. Pabouyas rpynna no rno6anbHoOl rapMoHu3aLumum noa-
AepXuBaeT NpUMeHeHne MexAyHapoAHO MPU3HaHHbIX (T. €. cTaHA4apTU30BaHHbIX) CUMBOIOB, ecnu 6e3onac-
HOCTb W3AEeNuUs He yXyalwaeTcs HeAOCTaTOYHbIM MOHMMAHWEM CO CTOPOHbI Nosb3oBaTesieil NN NaLWeHToB.
HacToswunii ctaHgapT HanpasB/ieH Ha NoAAepXKy NPUMeHeHUAa CUMBOJIOB, COOTBETCTBYOLWNX Lensm Pabouei
rpynnbl Mo rno6anbHON rapMoHu3annu.

Pa6ouas rpynna no rno6anbHoli rapmMoHu3auum Takxe nojAepxuBaeT M3rotoBuTeneil B Ux ctpemne-
HUM Ncnonb3oBaTb Hanbonee COOTBETCTBYOLME e MeToAbl NpejcTaBneHna nipopmaynun. o nocnegHero
BpeMeHu Hanbonbliasa yacTb MHOPMaLun npegoctaBnsieTca B hopMe neyaTHbIX MaTepuanos, npunaraemMblx
K MeAULNHCKOMY U3Lenunto ANa AUAarHocTuku in vitro. CoBpeMeHHble TeEXHONOrMN NO3BONAT NpefocTaBnATh
WHCTPYKLWUWN NO MPUMEHEHWUI0O N TexHu4yeckyl MHpopmayuto 6onee adpekTuBHbIMKU cnocobamu. MHdopma-
uus MoxXeT 6bITb 3aKognpoBaHa B LU poBoii hopme Ha MarHUTHOM WAM ONTUYECKOM HOCuTene, npeacTas-
NleHa Ha 3KkpaHe, uMmelLwemMca B U3Jennn, Nnn gaxe nepegasatbca yepes VIHTepHeT BO BpeMsA NPUMeEHEHUSA
nsgenua. 9T JOCTUXEHWUS NpefocTaBAsAlT Nonb3oBaTesIaiM BO3MOXHOCTb 60/1ee CBOEBPEMEHHO Mony4vyaTb
MHoOpMaLmnio, UMeL Yy KpUuTuyeckoe 3HavyeHne, Hanpumep 06 N3MeHeHUAX MYHKLMOHaIbHbIX XapakTepu-
CTUK. a n3rotoButensam — 6onee ahpPekTMBHO pacnpocTpaHAaTb MHPOPMaLKIo.

HacToswunii ctaHgapT ny6aukyeTca B NATU YacTAX, 4To6bl COOTBETCTBOBATL cneyndnyeckum noTpe6-
HOCTAM npodeccuoHanbHbiX U HenpodeccnoHanbHbiX Nonb3oBaTeneil Hanbonee NOAXOAAWMNM CNOCO60OM.
Kpome TOro, noCKO/IbKY M3roTOBUTENWN NPEAOCTABASAIT UHPOPMALNIO Pa3NINYHOrO TUNa K UHCTPYMeHTam Ans
AVarHoCTUKKM in vitro n Kk peareHtam, Tpe6oBaHUsA K 3TUM Bugam WHGoOpmMauunm npuBeAeHbl B pasfIMyHbIX Ya-
cTaAX cTaHgapta MCO 18113.

YacTb 1 He npefjHa3HauyeHa AN OTAENbHOTO NpuMeHeHUs. OHa COAepXWUT TEPMUHbI, ONpefeneHns u
o6lWMne NPUHLWNLI, KOTOPble NPUMEHUMbI BO BCeX YacTsax cTaHgapTa. Kpome Toro, o6cyxaeHne pyHKLmno-
HaflbHbIX XapakTepucTuk MegULUHCKUX n3gennii NS ANArHoCTUKK in Vitro n ux onpejeneHns npuBefeHbl B
npunoxexHun A kyacTtu 1. laHHas uHdopmMmauna He NOBTOPSAETCHA B NOCNEAYHLWMUX YACTAX, M NO3TOMY YacTb 1
Heo6xoAuMa ana npumeHennsa NCO 18113-2, NCO 18113-3. NCO 18113-4. MCO 18113-5.

v



roOCT P NCO 18113-1—2015

MCO 18113-2 ycTtaHaB/inBaeT Tpeb60OBaHNA K MApPKMPOBKE N NMHCTPYKLUAM NO MPUMEHEHU0 n3genuii ons
AVNAarHoCcTUKK in vitro, noctaBnsieMblX C peareHTaMmu, Kanuéparopamu U KOHTPOJIbHbBIMW MaTepuanamun gns
npoceccmoHanbHOro npumeHenns. MCO 18113-3 ycTaHaBiuBaeT TpeboBaHUA K MapKkUPOBKE U MHCTPYKUMAM
no NPUMEHEeHN0 M3Jennin ANa ANarHoCTUKK in Vitro, nocTaBnsieMbiX C MHCTPyMeHTaMmn Ans npodeccmoHanb-
Horo npumeHeHunsa. NCO 18113-4 ycTaHaBnnBaeT Tpe60BaHNA K MAPKMPOBKE U UHCTPYKLMUAM MO NPUMEHEHUIO
n3genunii Ana AnarHoCTUKW in vitro, nocTaBNsieMblX C peareHTamu, kKanuépatopamMun U KOHTPOMbHbIMW MaTepu-
anamu gnsa camoTtectuposaHua. MCO 18113-5 yctaHaBnmBaeT TpebOBaHUA K MapKNPOBKE U MHCTPYKLUAM MO
npUMEeHeHUto n3genunii 4Na ANarHoCcTUKM in Vitro, NOCTaBASieMbIX C MHCTPYMEHTaMU AN CaMOTECTUPOBAHUA.
Yactn 1.2 n 3 NCO 18113 sBNsATCA cTaHAapTaMu, HEO6XOAUMbIMU NS MeAULUHCKUX U3AEeNUA ANa AnarHo-
CTUKW in vitro, npegHasHaYeHHbIX ANS9 MeANLNHCKNX nabopaTopuii n Apyrnx BMaoB npoeccmoHanbHOro npu-
MeHeHua. Yactn 1.4 n5 NCO 18113 — 3TO cTaHAapThl, HE06X0ANMbIe ANA MEeAULUHCKUX U3[ennii ana gua-
THOCTUKM in vitro, npeAgHasHa4YeHHbIX A4NA camoTecTupoBaHus. OAgHako, yunTbiBas, 4To U3roTOBUTENN 4acTo
npegnaratlT cCUCTEMbI, BKAOYaKlLle B ce655 MHCTPYMEHT C COOTBETCTBYOLW UMK peakTuBammu, 3T cTaHgapThbl
npefocTaBAAT BO3MOXHOCTb TMOGKOrO NpUMeHeHnsa Ans odhopMaeHns Heo6xoaumMoi nHdopmayumn B Hanbo-
Nee cooTBeTCcTByllWeM hopmaTte ANa npeagnonaraemMoro nosb3osaTens, Hanpumep ejuHoe pykoBOACTBO ANA
onepaTtopa MHTETPUPOBAHHOW CUCTEMbBI MEAULNHCKUX U3henunii 4Na ANAarHoCTUKN in vitro.
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HAULWOHA/NDbHGB N CTAHALAPT POCCUWMCKOMWN GELEPALUMN

MEAVWUWMHCKWE U3LENVNA ANA OWATHOCTUKW IN VITRO
NHpopmayus, npegoctaBnsieMmas U3rotosutenem (Mapkuposka)
YacTtb 1
TepMuHbI, onpefeneHns u o6wmne Tpe6oBaHNs

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

[ata BBegenns — 2016— 11—01

1 O6nactb NPUMEHeEHNA

HacTosAwmnii ctaHgapT onpegenseT KOHUeNuun, yctaHaBnansaeT o6ujme NpuHUUNbL U XapakTepusyeT cy-
uecTBeHHble TpeboBaHUA K MHopMaLun, NnpecTaBnseMoil N3roToBuTeNeM MeAULUHCKUX n3gennii gna gua-
THOCTUKM in Vitro.

HacTosAwmnii ctTaHaapT He CoaepXUT TpebGoBaHUS K A3blKy, NOCKO/IbKY BOMPOCHI A3blka ABNATCA Npepo-
raTMBON HauMOHaNbHbIX 32aKOHOB W NpaBu.

HacTtoAwwnin ctaHfapT He NpuMeHseTcs:

a) K MeguLUHCKUM U34eNnnsam ANA ANArHOCTUKKM in vitro, npegHa3HaYeHHbIM 419 OUEeHKN DYHKUMOHANb-
HbIX XapakTepucTuk (Hanpumep, ToNbKO A4NA UccnefoBaTenbCkux Lenei);

b) MapkupoBKe MHCTPYMEHTOB;

C) MHCTPYKUMsAM no 6e3onacHomy obpaleHuto ¢ MaTepmanom.

2 HopmaTuBHbIE CCbINKA

B HacToAlWeM cTaHgapTe UCNOMb30BaHbl HOPMATUBHbIE CCbIZIKW Ha CneAylolime MexayHapoaHble cTaH-
AapTbl U 4OKYMEHTbI (415 4aTUPOBaHHbIX CCbIZIOK CleayeT NCNONb30BaTb yKka3daHHOe u3gaHve, AN HejaTnupo-
BaHHbIX CCbI/IOK — MOCMefjHee usfaHne ykazaHHOro JOKyMeHTa, BK/lo4as BCe MONpaBKu K HEMY);

ISO 1000'* EguHuubl C 1 pekomeHAaLMM NO NPUMEHEHUIO KPaTHbIX U [OMbHbIX OT HUX U HEKOTOPbIX
apyrux eguuHuy (Sl units and recommendations for the use of their multiples and of certain other units)

ISO 13485 N3pgennsa meguunHckne. CucteMbl MeHeXXMeHTa kavyecTBa. CuctemHble TpeboBaHna gna ue-
nei perynuposaHusa (Medical devices — Quality managementsystems — Requirements for regulatory purposes)

ISO 14971 W3pgenua mepguuunHckme. NMpumeHeHne MeHegXMeHTa pucka K MeAUUUHCKUM n3feninam
(Medical devices — Application of risk management to medical devices)

ISO 15223-1 W3pgenus meguunHckne. CUMBObI, NTPUMEHSEMbIe NPU MapKUMPOBaHUN Ha MeAULUHCKNX
n3fenuax, aTuKkeTkax M B COMPOBOAMTENbHOW fJokymeHTaumu. Yactb 1. OcHOBHble Tpeb6oBaHua (Medical
devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1:
General requirements)

IEC 623662) 3genusa meanunHckue. NpoekTMpoBaHue MegULUHCKUX U3AENNIA C yYeTOM aKcnayaTaum-
oHHoOI npurogHoctn (Medical devices — Application of usability engineering to medical devices)

| 3ameHeH Ha ISO 80000-1:2009.
2) 3ameHeH Ha |IEC 62366-1:2015.

M3paHve oduymansHoe
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EN 980’ >I'padhnueckne CUMBO/bI, NCNOJSIb3YEMble NPU MapKUPOBKE MeAULNHCKNX yCcTpoincTB (Symbols
for use in the labelling of medical devices).

3 TepMuHbI 1 onpeaeneHns

B HacToAwem cTtaHfapTe yacTb 1 M B yactax 2-5 ctaHgapta NCO 18113 npumMeHeHbl crnegywwue Tep-
MWHbI U COOTBETCTBYOLWMNE UM ONpeaeeHus.

OpHako onpefeneHnsi, yCTaHOB/IEHHbIE HaLWOHANbHbLIMW W PernoHanbHbIMW NpaBuaamu, Mob3yT-
cs npeumywectBom. Kpome TOro, NOCKO/IbKYy TEPMUHbBI U ONpeAeNeHns, YCTaAHOBJ/IEHHbIEe MeXAYHapo4HbIMMN
cTaHgapTamu, NpefnoYTUTENbHbl, TEPMUHbBI U ONpeAeNieHns, UCNOoNb3yeMble B UH(hopMaL My, npegoctasnse-
MOV U3rOoTOBUTENAMU U3AeNUA ANA AUarHOCTUKW in Vitro, 4OMXHbI COOTBETCTBOBaTh TpeboBaHNAM 4.6.2.

B Tom cnydyae, ecnm npuBeAeHbl CUHOHMMbI, MOXeT 6biTb MCMONb30BaH N060I N3 AaHHbIX TEPMUHOB,
0f,HaKO MepBblii TEPMUH NpeanoYTUTENEH.

HekoTopble onpegeneHnsa 6blIN N3MEHEHbI AN NyYlIEro COOTBETCTBMA 3aAadyaM MapKupoBKU U3Aenni
ANA AUMArHOCTUKM in Vvitro nam gns cooTBeTCTBMUA npaBunam tepmuHonorum MCO. B Taknx cnyvasax B npume-
YaHWN OTMEYEeHO, 4To onpefeneHne 6bI10 afanTUPOBAHO U YKa3aH UCTOUYHMUK.

B HekoTOpbIX cAyyasx NnpuMevyaHus Uan U3MEeHeHWs CylL ecTBYWLWNX NpuMeyaHuil okasaamcb Heob6xo-
AVUMbI ANA TOro, 4To6bl MOACHUTL WCNONb30BaHUE W3AENUs NS ANATHOCTUKK in Vvitro, a NnpuMeyvaHus, He oT-
HocslWMeca K u3gennsam ANS AUarHoCcTUKKM in vitro, 6Gblan onyweHbl. MoAo6HbLIE CAyYan He paccmaTpuBanunch
Kak mogndukaumm n He nAEHTUULMPOBAaHbI Kak «agantaynsa».

K Taknum, He nmelwmnm onpefeneHnn NOHATUAM, Kak apparatus, device, constituent, equipment, evalu-
ation, instrument, magnitude, material, part, phenomenon, property, reaction, signal, substance, system npu-
MEHEeHbl onpefeneHns, 3auMMCcTBOBaHHbIe U3 06LLero cioBaps aHrNMncKoro sA3blka.

B npunoxeHun A npuBefeHbl 4ONONHUTENbHbIE TEPMUHbI C COOTBETCTBYHLWMUMNU UM OnpeaeneHnamu,
KOTOpble MOTYT 6blITb MCNOMb30BaHbl U3rOTOBUTENAMU U3AeNUA ANA AMArHOCTUKW in vitro Ans onucaHusa 3a-
ABMEHHbIMU UMN PYHKLMOHANBbHbBIX XapakTepucTuk.

3.1 npuHapgnexHocTb (accessory): lNpeameT, npefjHa3Ha4YeHHbIi W3roToBUTeNeM cneuuanbHo ANA
NpUMeHeHUs COBMECTHO C MeANLUHCKUM U3genvem AN ANarHoCTUKW in vitro:

- [Ns TOro, 4tTo6bl MO3BONUTL U3AENUNI0 BbINO/IHUTL €r0 NpegHasHaYeHue, Unn:

- ANSA TOro, 4To6bl YBENNYUTb AN PACWINPUTE BOZMOXHOCTU MEAULUHCKOTO N3fenna 4na AnarHoCTUKu
in vitro B BbINO/THEHUWN NpeAHa3HAYeHHOW eMy PYHKL UK.

NMpumeyaHne — ApganTupoBaHo 13[37]. nyHKT 5.0. npumeyaHune 3.

3.2 koHcynbTauun (advisory notice): CBepeHus, npefocTaBnsemble opraHusayneil, apnawuieiica no-
CTaBLWMWKOM MeAULMHCKOTO U3aenns, OTHOCUTENbHO AONOMHUTENbHON NHOpMaLM NaM CoOBETOB NO NoBOAY
necTBUIA, KOTOPbIE A0MXHbI GblTb NPEANPUHATLI B CBA3M CO CEAYIOLWNM:

- NMPUMEHeHUeM MeAWUWHCKOTo n3genus,

- MogudukKaumein MeguULNHCKOTO N3genus.

- BO3Bpal,eHWeM MeAULNHCKOTO n3gennsa ero M3roToBuTento.

- MONIOMKOW, YHUUTOXEHNEM MEAULUHCKOTO U3aenus.

MpumevyaHne — TllpefocTaB/eHNe KOHCYNbTaLUN [NOXET NOTPe6OBATLCA B COOTBETCTBUM C HALMOHANBHbIMU
VNN permoHasbHbIMU NpaBuiamu.

[NCO 13485. onpepgenenune 3.3)

3.3 aHanuT (analyte): KOMNOHEeHT Npo6bl C NU3MEPUMbIM CBOICTBOM.

Mpumep — B «macce 6enka B 24-4acoBoil MoYe» *6eN0K»ABAE T CA aHa/IMTOM. B «KOHLeHT pauumn BewjecTBa
rNoKO3bl B NaasMe» «rko3a» ABNseTCca aHannToM. B o6omnx cnyyasx Bcs hpa3a 0603HavaeT me3stopaHg (3.39).

[AgantuposaHo u3 NCO 17511, onpegenenune 3.2]

3.4 aBTOpuM30oBaHHbI NpeacTtaBuTens (authorised representative): ®nsnyeckoe unm rpugmyeckoe nnLo
nn6o opraHusaums, obpasoBaHHble B CTpaHe WM pernoHe, KOTOpble ACHO Ha3HayeHbl U3roToBMTeNeM AeiCcTBO-
BaTb OT UMEHU U3rOTOBUTENSI C COBMI0AEHNEM 3aKOHHbIX 0653aTe/IbCTB B OTHOLEHUN MPUMEHAEMbIX NpaBul.

MpumevyaHunsa

1 B EBponeiickom coto3e aupekTnsa 98/79/EC [38) TpebyeT OT U3roToBUTENS Ha3HAUYNTb aBTOPM30BAHHOIO Npej-
cTaBuTens. o6pasoBaHHOro e EBponeiickom coo6LecTse, eC/iM U3roTOBUTENb He HaxoauTcst B EBponelickom cooblyecTse.

2 ApganTupoBaHo u3 [39].

') 3ameHeH Ha ISO 15223-1:2012.
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3.5 cepus (batch, lot): OnpegeneHHoe KoNn4YecTBO MaTepuana, KOTopoe MMeeT OfMHaKOBble CBOCTBA
1 6bI10 NPOM3BEAEHO B O4HOM NPOLLECCe MU CeEpUMU NPOLLeCCOoB.

MpumevaHuns
1 MoxeT 6bITb UCXOAHBIM MaTepuasioM, MPOMEXYTOUHbIM U KOHEUYHbIM NPOAYKTOM.
2 AganTtupoBaHo u3 EH 375. onpegenenune 3.2 [29].

3.6 kopg cepumn, Homep nota (batch code, lot number): AcHo pasnuuumblii pag uudp nnmn 6yks, KOTOo-
pble cneunurueckn naeHTUgUMpyeT ceprio 1 NO3BOJAIT NPOCAEANTb NCTOPUIO ee NPON3BOACTBA, YNaKkoB-
K. MapKUpOBKU U pacnpefeneHuns.

MpumevyaHne — ApantmpoBaHo n3 EH 375:2001. onpegenenune 3.3 (29]; [40]. 820.3 (c) u [41]. pa3gen .

3.7 6uonornyeckunii pecpepeHTHbli MHTepBan (biological reference interval): OnpefeneHHbli MHTep-
Ba/n pacnpejenieHNs 3HayeHunii, NoNy4YeHHbIX 8 6uonornyeckoil pechepeHTHON nonynauum.

Mpumep — BMONOTrMYecKnii peepeHTHbI MHT epBan A1 3HAYeHU KOHLEeHT pauun noHa HaTpus B Chl-
BOPOTKEe U3 NONYNSiLUN 340POBbIX B3POC/bIX MYXUMH UIKEHLUH coCTasnseT oT 135 fo 145 Mmmonb/n.

NMpumeuvaHuns

1 PedhepeHTHbI NHTepBan 06bIYHO ONpPeaensaiT Kak LeHTpanbHblli 95%-Hblii MHTepBasn. B 0cobbix cayyasx MoxeT
60nee cOOTBETCTBOBATL PehepPeHTHbIV MHTEPBA/ UHOTO pasMepa UM acCUMMETPUYHONO PacMoOXeHus.

2 PedhepeHTHbI MHTEpBaa MOXeT 3aBUCETb OT Tuna 06pasLoB 1 UCMO/Ib30BAHHOW METOAVKN UCCNe0BaHns.

3 B HekoTOpbIX CAy4Yasx BaXEH TOMIbKO OfUH 61oNornyeckunii pedepeHTHblii npeaen, 06bI4HO BEPXHWIA, ax», 1 co-
OTBETCTBYIOLMIA B1MONOTNYECKNii pedhepeHTHbIV MHTepBan ByAeT MEeHbLUE WK PaBEH «X».

4 TepMuHbI aHOPMasIbHbIA PAAN NN «HOPMasibHbIE 3HAYEHUA», KAUHWYECKUA AManasoH» COMHUTEsIbHbl U no-
3TOMY HenpuemMIemsl.

5 AgantupoBaHo u3 [42]. [43]. [44] v [45].

3.8 6unonornveckan pedepenHtHas nonynauma (biological reference population): OgHopogHas nony-
NAUNS MHOAWBUAYYMOB, HAXOASLWMUXCSH B XOPOLIO ONPeAeNeHHOM COCTOSIHUM 3[40POBbS UMW GONE3HN.

MpumevaHunsa

1 B Tom cnyvae, ecnu 6uonornvecknii pedepeHTHbIl MHTepBan npeAocTaBneH W3roToBUTENeM B UHCTPYK-
UMM No nNpuMeHeHuto, nabopatopusa, ucnonb3ywuiana migenne ANA AUMArHOCTUKM in vitro, OTBETCTBEHHA 3a noj-
TBEpPX/JeHne TOoro, 4to 6uonornyeckas pedepeHTHass NonNynAauuMA COOTBETCTBYET MONynAauuu, 06CNYyXuWBaemoii
nabopatopueit.

2 MoxeT 6bITb OnNpegesieHHasn rpynna o4eBUAHO 340POBbIX UHAVBUAYYMOB WU MUL,. HAXOAALMXCA B onpefesneH-
HOM MeAMLIMHCKOM COCTOSHWMW. [OHATME NO3BONSET CBA3bIBATb pedepeHTHbIi UHTEpPBas C BO3PACTOM, MOJIOM W 3THUYe-
CKOli NPpUHaANeXHOCTbI0 pechepeHTHO nonynaumun, ecnu TpebyeTcs.

3 ApanTtupoBaHo u3 [42]. [43]. [44] v [45].

3.9 kanu6poska (calibration): Onepauunun, KoTopble B TOYHO ONpeAeseHHbIX YC/NOBUSAX, BO-MEPBbIX,
ycTaHaB/NBAIOT OTHOWEHNE MeX/Ay 3HAaYeHUAMU BeIMUYUHbI C HEONPeAeIeHHOCTAMMN U3MEPEHUs, BblJaHHbI-
MW cTaHgapTaMy M3MepeHus, u COOTBETCTBYIOLW UMW MOKA3aHUSIMW C CONYTCTBYIOLW UMW HEONpefeneHHOCTAMM
N3MepeHNs U. BO-BTOPbIX, NCNONb3YIOT 3Ty MHOPMaLWio ANA YyCTAHOBMEHUA OTHOWEHUA Npu NoayvyeHun pe-
3ynbTaTa N3MEepPeHns Ha OCHOBAHWW NokasaHwuii.

MpumeyaHns

1 PesynbTar KanubpoBKWM MO3BOASET WAM MNpUNMCATb 3HAYeHUs MeslpaHfa 3HauyeHVWsIM, BblAaHHbIM W3-
MepuUTeNbHbIM WHCTPYMEHTOM, WAW ONpefennTb KOPPEeKLUUI0 B OTHOWEHWW 3HAYeHWN, BblAaHHbIX U3MEPUTEsbHbIM
NHCTPYMEHTOM.

2 Kanu6poBKy MHOrAa nyTatoT C peryiMpoBKOi M3MepuTenbHON CUCTEMbI, HacTo OWNGOYHO UMEHYeMOoli caMokanu-
6poBKOW, nnu ¢ Bepudmnkaumeiin kanmoposku (3.10).

[MCO/M3K PykosoacTeo 99:2007, onpepeneHue 2.39J
3.10 nopTBepxaoHno kannbposku (calibration verification, verification of calibration): MogTBepxae-
HUe TOoro, YTo 3asiB/leHHas NPaBUIbHOCTb U3MEPUTENIbHON CUCTEMbI ANA AUATHOCTUKM in Vitro AOCTUTHYTA.

MpumevyaHuns

1 MoaTBeEpXAeHNe KanMbpoBku TpebyeT pedepeHTHbIX MaTtepuasioB ¢ NPUNUCaHHbIMU 3HAYEHUSIMU KOHLLEHTpa-
UWiA. COOTBETCTBYIOWMMY MpejnonaraeMomy nNprMeHeHNIo.

2 lMopTBepxaeHue kannbpoBkM nHorga nytatT ¢ kannbposkoii (3.9). NoATBEPXAEHNEM NMHERHOCTN MW PYTUHHBbI-
My npoLieAypamu KOHTPONS.
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3.11 kanu6patop (calibrator): CtaHfapT n3mepeHuUs, UCNOMb3yeMblli ANA KaIMOPOBKM MHCTPyMeHTa
WAKN cucTeMbl AN ANATHOCTUKK in vitro.

MpumeuvaHne — ApgantupoBaHo n3 MCO/M3KPykoBoacTB099:2007, 5.12 [28].

3.12 KOMNOHeHT (component): YacTb 3aBEePLIEHHOr0, yNakoBaHHOTO U MApPKMPOBAHHOTO MEAULMHCKOTO
n3penus.

MpuMep — MaTepuan cbipbs, BewecTBO, YacTuua, 4acTb, NporpaMMHoe obecneyeHue, BCTpPOeHHas
nporpamma, MapkupoBka uiu yses.

MpumeuvaHunsn

1 KOMNOHEeHTbl TUNUYHOTO Habopa peakTMBOB MOTYT BK/OYaTb B cebs pacTBOpbl aHTUTeN, 6ydepHblie pacTBopbI,
KannépaTtopbl UM KOHTPOJIbHbIE MaTepuansbl.

2 ApantupoBaHo u3 [40]. 820.3 (c).

3.13 KOHTpONbHbI MaTepuan (control material): BewectBo, maTtepuan uau npegmeT, NnpeAHasHayeH-
Hble UX N3rOTOBUTENEM AN NPUMEHEHUSA NpU NpoBepke PYHKLMNOHANbHbIX XapakTepUCTUK MegNLMHCKOTO 13-
nAenusa Ana ANarHocTukm in vitro.

[EH 375:2001. onpegenenune 3.5)

3.14 koHTponbHas npoueaypa (control procedure): CoOBOKYNHOCTb onepauuii, NPOM3BOANMbIX B Me-
cTe NPpUMEeHeHus n3fenusa, geTasbHO ONUCAHHbLIX, KOTOpPble NpeAgHasHavyeHbl MOHUTOPUPOBATb WYHKLMWO-
HanbHble XapakTepUCcTUKN MeLULMNHCKOTO U3genuna ANsS AUarHoCTUKK in Vitro n BbiNO/IHEeHWe TpeboBaHuii no
KavyecTBy.

MprumevaHusa

1 KOHTpOnbHble npoueaypbl MOryT GbiTb NpefHa3HayeHbl MOHUTOPMPOBATL BECh NPOLLECC ANArHOCTUYECKOro UC-
cnefoBaHna in vitro— ot c6opa nNpobbl A0 CO06LEeHNA pe3yibTata nccaefoBaHns Uan TONbKO ero 4acTb.

2 ApanTtuposaHo n3 NCO 15189:2007. onpegenexne 3.5 [14].

3.15 guctpubbloTop (distributor): ®usnyeckoe nnu LpuaNYeckoe NMLO, KOTOPOE NPOABUTaeT Ha pPbl-
HOK n/unn nepecbinaeTt u3genne ¢ mecta ero NnPpouM3BoACTBa A0 KOHEYHOro noTpebutensa 6e3 mogudukaynm
yCcTpoiicTBa, ero ynakoBku Uau ero MapkupoBKu.

MpumevaHne — ApanTtupoBaHo 13 [46], 803.3 ().

3.16 nccneposaHue (examination): Pag onepauunii, nmMe WX 06bEKTOM onpeAeneHne 3Ha4eHua unm
XapakTepucTuk cBoiicTBa.

MpumevaHusa

1 B HeKoTOopbIX AUCuMNANHAX (Hanpumep, B MUKPOGMONOrMKN) uccnefosaHve npegcrasnseT coboit obulyo fes-
TE/IbHOCTb. BK/IOYAOLWYI0 B Ce65 MHOTMe TecTbl, Ha6NI0AEHNSA NN N3MEepPeHus.

2 NabopaTopHble NCCef0BaHnsA, KOTOpble ONpeaensoT 3HauyeHne CBONCTBA, Ha3blBAOTCA KOMNYECTBEHHLIMU UC-
CnefoBaHNAMKW. a Te WUCCNefoBaHNsA, KOTOpble OnpeAensioT XapaKTepUCTUKW CBOWCTBA, Ha3blBAlOTCA KayeCTBEHHbIMU
nccneaoBaHuaMm.

3 B KknHuMYeckoi xumumn nabopaTopHble NCCeA0BaHNs Ha3blBalOT TeCTaMu.

[MCO 15189:2007. onpepeneHune 3.4] [9]

3.17 cpok rogHocTu (expiry date, expiration date): BepxHuii npegen nHtepsana BpemMeHu, B TeyeHne
KOTOpPOro (yHKUMOHANbHbIE XapakTepuUCcTUKW MaTepuana npu XpaHeHWW B ONpefesieHHbIX YCNOBUSX MOTyT
6bITb FapaHTUPOBaHbI.

MpumevyaHnsa

1 Cpoku rogHOCTH, MpUNUCaHHble peareHTam, Kanmbparopam, KOHTPObHBLIM MaTepyuanam u ApyruM KOMMOHeHTaMm,
OCHOBaHbl Ha CBOWCTBax CTabW/IbHOCTM, ONpeAesieHHbIX OMbITHBIM NyTem (cm. 3.68).

2 MpasBuna onpepeneHns cTabwWnbHOCTM MEeAWLMHCKAX W3Jenuidi ANs AWArHoCcTUKW in vitro o60CHOBaHbl B
EH 13640:2002 [34].

3 ApanTtupoBaHo 13 EH 375:2001. onpegenenue 3.6 [29].

3.18 rpaduyeckuin cumeon (graphical symbol): BusyansHo BocnpuHumaemas purypa, npumeHsemas
ANA nepefayun nHopmalumm He3aBUCUMO OT A3biKa.

[NCO/M3K 80416-1. onpepeneHue 3.1] [24]

3.19 Bpep (harm): ®usnyeckoe NoBpexAeHUEe WM HapylWeHWe 340POBbS NOAEN MU NOBpexAeHue
COGCTBEHHOCTMW, UIN HapylleHne CBONCTB OKpyXalolLl e cpeabl.

[NCO/M3K PykoBogcteo 51. onpegenenue 3.1]
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3.20 onacHocTb (hazard): NMoTeHuManbHbI NCTOYHUK Bpeaa.

[NMCO/M3K Pykosoacteo 51:1999. onpegeneHue 3.5]

3.21 onacHasa cutyaumsa (hazardous situation): O6cToATeNnbCcTBa, B KOTOPbIX NMt0AUN, COBCTBEHHOCTb
1NN okpyxawluan cpeja nogBepralwTca 0AHONW NN HECKOIbKUM ONACHOCTAM.

MpumeyaHune — HenpaBunbHbIA pesynbTaTt ANArHOCTUYECKOTO NcCnefoBaHmns in vilro MoXeT co3faTtb onacHyto
cuTyaumio ana naumeHta (cMm. MCO 14971. npunoxeHune H).
(MCO/M3IK PykoBogcTBo 51:1999. onpeaeneHue 3.6] [26]

3.22 onacHble oTxoabl (hazardous waste): OTXo4bl, KOTOpPble NOTEHLUMANbHO BPeAHbl ANA YenoBeka,
COGCTBEHHOCTU UMW OKpyXatLwei cpeabl.

Mpumep — Mcnonb3oBaHHble peareHTHbIE MOM0OCKU, COAEepXallne YenoBevyeckylo KpoBb; pacTBOp pea-
reHTa. cojepxalinit asug HaT pusi; CMMCaHHble UHCTPYMEHT b, cofepXaline TsxXenble MeTansbl.

MpumeuyaHus

1 Bk/toyas 0TXo4bl, ABMAAKOWMECS BOCN/IAMEHAEMbIMU, TOPHOYUMU, KOPPO3UBHBLIMU, TOKCMUYECKUMU, PEAKTUBHLIMU,
PaHALWMUMU NN UHDEKLNOHHBIMU.

2 AganTtmpoBaHo u3 MCO 15190:2003. onpegeneHue 3.13 [10].

3.23 megununHcknit pab6oTHuk (health care provider): /inuo, KOTOpOMYy pa3pelleHO OKa3biBaTb Meau-
LMHCKME YCNYyTn nayneHTy.

Mpumep — Bpau, MeanunHcKas cecTpa, pa6oTHUK ambynaTopuu, JaHTUCT, NabopaT opHbli TEexXHUK,
MEANLNHCKNI aCCUCTEHT, MeAULUHCKUI cneunanncT.

MpumeyaHne — ApantupoBaHo n3 (41].

3.24 BHyTpeHHAA ynakoBka (immediate container, primary container): ¥Ynakoska, kotopasa 3awuwaeT
coAepXxnumoe OT 3arpA3HeHnsa u Apyrux Bo3aeicTBuii okpyxatlL el cpeabl.

Mpumep — M'epMeTUYHO 3aKpblTas amnyna unn pnakoH, nakeT M3 ponbru, 3akpbl Thili NakeT U3 nna-
cTuKa.

MpumeuyaHne — He BkIOYaAET B cebs yNakoBOUYHYO NPOKIAAKY.
(EH 375:2001. onpegenenue 3.7] [29]

3.25 nmnopTep (importer): ®usnueckoe UAn LLpPUAMYECKOe NLO, KOTOPOe BBO3WUT TOBapbl UK OpraHu-
3yeT BBO3 TOBAPOB B CTPaHy M3 APYroii CTpaHbl.

MpumeuaHune

1 3akoHoAaTenbCTBOM psfa cTpaH, B ToM yucne EBponelickoro cotsa v clUA. umnopTepam 3anpeLieHo nepeyna-
KOBbIBaTb TOBapbl UM U3MEHSTb UX YNAKOBKY WM MapKUpOBKY.

2 ApanTtupoBaHo 13 [46]. 803.3 (T).

3.26 MHCTPYMEHT ANA AuarHocTuku /n Vitro {in vitro diagnostic instrument): O6opygoBaHue unu
npmuéop, npeAHasHa4YeHHbI N3rOTOBUTENEM A1 MPUMEHEHUS KaK MeauLuHCKoe usgenve Agns AUarHocTukn
in vitro.

MpumevaHne — AgantuposaHo n3 EH 591:2001. onpegenenue 3.5 [31].

3.27 MeAMUMHCKOe n3genue ANs guarHocTukum in Vitro {in vitro diagnostic medical device): Megu-
LMHCKOe n3genvie, npefHasHayeHHOe M3roTOBUTENEM ANS MPUMEHEHUA NpW MccaefoBaHMAX in vitro o6pas-
LOB. B3ATbIX U3 Tena YenoBeka eANHCTBEHHO WK rNaBHbIM 06pa3oM ANA NOAy4YeHUus uHdopmayumn, kotopas
MOXeT 6bITb UCNONb30BaHA A4NA Leneil ANarHocTUKW, MOHUTOPUHIA UK COBMECTUMOCTHU, BKloYatouiee B cebs
peareHTbl, KannbpaTopbl, KOHTPO/IbHbIE MaTepuasnbl, EMKOCTU AN c6opa n xpaHeHNsa NPob6 n oTHocAwMecs K
HUM WHCTPYMEHTbI UK NPUGOPbLI UNK APyTne NpefMeThl.

MpumevyaHne — [laHHOe onpegenexHve aganTmpoBaHo Paboueii rpynnoii no rnobanbHoON rapmonusaumum B [47].

3.28 peareHT gnsa guarHocTuku in vitro {in vitro diagnostic reagent): Xumuueckue, 6nonoruyeckne
UAN MMMYHONOTMYECKNE KOMMOHEHTbI, pacTBOpbl WAM npenapaTbl, NpeAgHasHa4YeHHble W3roToBUTENEM AN
NpUMeHeHNs B KayecTBe MeANLUHCKOTO U3Aenus ANa AUarHoCTUKK in vitro.

MpumevyaHne — ApgantupoBaHo n3 EH 375:2001.onpegenenune 3.9 [29].

3.29 uHpopmauusa, npeacrasnsemas unarotoeutenem, mapkumposka (information supplied by the
manufacturer, labelling): MncbMeHHOe, HaneyaTaHHoe UK rpadnyeckoe n3obpaxeHue:



FOCT P NCO 18113-1—2015

- 3aKkpensieHHoe Ha MeAWLWHCKOM U3LeNnn UK Ha ero ynakoske naum obeprtke; nam

- npepocTaB/ieHHOE AN NPUMEHEHUA C MEAULUHCKUM n3feninem;

- cBA3aHHOe c naeHTudukaynen, TeXHNYECKUM ONUCAHUEM U MPUMEHEHWEM MeAULWHCKOro M3genuns
ANA AUarHocTWKM in vitro, HO He BKOYatkluiee B ceb6s TPAHCNOPTHbIE JOKYMEHTHI.

MpuMmep — DTUKETKNU, UHCT PYKLUMN NO NPUMEHEHMIO.

MpumeuvaHune

1 B ctaHgapTtax M3K foKyMeHTbl, NnpeocTaBfeHHble C MeAULMHCKUM M3[ennem v cogepxalime BaxHy UHdop-
Maumio 415 OTBETCTBEHHON OpraHnM3aummn uam onepartopa, B YaCTHOCTU KacatLlinecs 6e30nacHOCTW, UMEHYIOTCA «COMpO-
BOXJaloLine JOKYMEHTbI».

2 Ans meaunuMHCKNX U3genuit 4na AUarHoCTUKK in Vitro katanory u matepuansl No 6e3onacHOCT He paccmartpu-
BalOTCA KakK MapKMpoBKa.

3 ApanTtuposaHo n3 NCO 13485. onpepgeneHune 3.6.

3.30 MHCTpPYyKUMA NOo NMpPMMEHEeHMWI0, BAOXeHUe B ynakoBKy (instructions for use. package insert);

MNHpopmaumsa, npegocTaBneHHas W3roToBUTENEM, Kacawlwasacs 6e30MacHOro v NPaBUIbHOTO MPUMEHEHUS
MeANLUHCKOTO U3genusa ansa AUarHocTukm in vitro.

MpumevyaHnsa

1 3ta nHpopmauusa BkIoYaeT B ceba ykasaHna No NPUMEHeHWI0, 06CNYXNBaHNIO, BbISIBIEHWUIO HeMcnpaBHOCTeN U
yAaneHunto, a Takke npeaynpexaeHust n npefocTepexeHns.

2 ApanTupoBaHo u3 EH 376:2002. onpegenenue 3.9 [30] n EH 591:2001. onpepenexune 3.3 [31].

3.31 npepHasHauvyeHHoe npumeHeHue (intended use. intended purpose): O6bekTUBHOE HamepeHue
N3roToBUTENS M3feNna ANsS AUArHoCTUKK in Vitro B OTHOLWEHWM NPUMEHEHNs NpoAykTa, npouecca uam ycnyrm,
oTpaXxeHHoe B crneuyndukaunax, MHCTPYKUUAX U UHpoOpmMaunmn, npefocTaB/eHHOlW U3roToBUTENEM M3Aenns
ONS AnarHoCcTUkuM in vitro.

MprumevaHusa

1 3assneHne o npejanosaraeMom NPUMEHEHUU AN MapKUPOBKN U3AeNnusa AN AUarHOCTUKM in Vitro MOXeT BK/o-
yaTb B ce6sl Ba KOMMOHEHTA: onnucaHne (PYHKLMOHaIbHOCTN MeANLMHCKOro u3fenua Ans AnarHocTuky in vitro (Hanpu-
Mep. MeToJMKa UMMYHOXUMUYEEKOTO U3MEPEHUSA 419 06HAPYXEHNA aHaNnTa «X» B CbIBOPOTKE WK Niasme) 1 3asasieHune
0 npegnosiiaraeMom MeuLMHCKOM NPUMEHEHUN pesynbTaTtoB UcCefoBaHNs.

2 [laHHoe onpepgeneHve aganTuposaHo Paboueii rpynnoii no rnobanbHoi rapmoHusauum B [36].

3.32 Hab6op peakTnBoB (kit); COBOKYNHOCTb KOMMNOHEHTOB, KOTOPbIE YNaKoBaHbl BMeCTe U npejHasHa-
YeHbl ANA BbINOSIHEHUSA cNeLMdUUYeckoro nccnefoBaHna AMarHocTuky in vitro.

MpumeuaHunsn

1 KoMnoHeHTbl Habopa peakTUBOB MOryT Bk/o4YaTb B ceba peakTusbl (aHTUTena, epmeHTbl, 6ydepHble pacTBo-
pbl. pas6asuTenu), kannbpaTopbl, KOHTPO/IbHbIE MaTepuanbl 1 Apyrue npearneTsl 1 Mmatepuansbl.

2 ApantupoaHo u3 EH 375:2001, onpegeneHue 3.10 [29].

3.33 aTukeTka (label); MeuaTHana, pykonucHas nnu rpaurnueckan nHopmayns, nomelw,eHHas Ha mMeau-
LWHCKOM M3aenun 4na ANarHoCTUKK in Vitro uamn Ha ero ynakoBske.

MpumeuvaHunsn

1 3TukeTKa, NOCTOAHHO 3aKpenieHHas Ha MegULIMHCKOM U3aenun, paccMarpusaeTca kak mapkuposka (cMm. 3.37).

2 ApanTtupoBaHo n3 EH 375:2001. onpegenenne 3.12 [29].

3.34 HenpodheccuoHan (lay person); /inyo, He nmetou,ee hopmanbHOro o6pas3oBaHNsa B COOTBETCTBY-
ower 061acTn AN gUCUUNINHE.

Mpumep — /lnyo 6e3 MefNLUHCKOTo o6pa3oBaHuna, BbIMOHAOL ee cCaMOTecTupoBaHue.

MpumevyaHne — ApgantuposaHo n3 EH 376:2001. onpegenenune 3.13 [30].

3.35 orpaHnuyeHne metopgukm (limitation of the procedure): Ocobasa cutyauyus, B KOTOPOlK mMeTofuKa
nccnefoBaHna 4Na AUarHOCTUKK in vitro He MoXeT 6biTb BbIMOSIHEHA, Kak Npegnonaranocs.

MpumevaHusn

1 dakTopbl, KOTOPbIE BAUAIOT Ha BbINOJIHEHVE METOAMKN UCCNeAoBaHnsa A8 ANArHOCTUKK in Vitro, MOryT ObITb Kak
hn3nonornyeckumu, Tak u aHanuTUYeCKuMm.

2 ApanTtupoBaHo u3 [48].

3.36 m3rotoBuTenb (manufacturer): ®u3nyeckoe WM PUAUYECKOE NMLO, OTBETCTBEHHOE 3a paspa-
60TKY. NPOU3BOACTBO, KOMMNAHOBKY, YNAKOBKY M MapKUPOBKY MEAMULMUHCKOTO M3Aenns, c60pKYy CUCTEMbI WK

6
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agjantTaynio MeagnunHCKOro usgenuna nepepg oro pasmMeweHmem Ha pblHKE Uauv BBOAOM B 3Kcnsyataywukw, He-
3aBMCUMO OT TOro, Npon3BOANNNCL NN 3TN onepaynn AaHHbIM NNLOM UNN OT ero UMeHNn TpeTbeI‘/‘I CTOpOHOﬁ.

MpumevyaHuns

1 K onpefenenunto n3rotoBuTeNs MoryT 6biTb NPUMEHEHbI HaLMOHaNbHbIe UM PerMoHasbHbie npasuna.

2 W3roToBUTENSIMU TakxXe SBAAIOTCS Te /LA, KOTOpble BbIMOHAIOT MO KOHTPAKTy (yHKUMU cTepunusaumm, ycra-
HOBKW. MepemapKkvpoBKU. NepeAesnikv, nepeynakoBku Unn pa3paboTku cneundukaymii n nepsoHavanbHble AUCTPUGLIOTO-
pbl MIHOCTPAHHbIX NPEANPUATUIA, BbINONHAOLME faHHbIE (DYHKLMN.

3 [apmMoOHM3MpoBaHHOe onpefeneHne NOHATUS «U3roTOBUTENb» pas3paboTaHo Pabouei rpynnoii no rno6anbHoi
rapmoHu3auuu.

[ISO 14971. onpepenenune 2.8]

3.37 mapkupoBka (marking): Hagnucb, 6ykBeHHas nnu rpadpuyeckas, NOCTOAHHO 3aKpensieHHasa Ha U3genumu.

MpumeyaHuns
1 MapKupoBKOIi ABNSIETCA 3TUKETKA, NOCTOSAAHHO 3aKpeneHHas Ha UHCTPYMEeHTe ANs AnarHoCTUKY in vitro.
2 ApantupoBaHo 13 M3K 61010-2-101:2002, onpegenexvie 3.106 [22].

3.38 nacnopt 6e3onacHocTu (material safety data sheet. MSDS): JOKyMeHT, NOATOTOBNEHHbI B CO-
0TBeTCTBMM C TpeboBaHMAMM NpaBuN No oxpaHe TpyAa, coaepxalymnii aeTanbHyl0 MHopmMaLuuio 06 onacHom
XUMNYECKOM BellecTBe.

MpumevyaHuns

1 OnucaHne TUNUYHbIX (PU3NYECKNX CBOWCTB, pucka ANA 340POBbS, TOKCUYHOCTW, CBOWCTB BOCM/IAMEHSEMOCTU U
peakTUBHOCTW, MHpOPMaLMA O NPeA0CTOPOXHOCTAX MPW XPaHEHUN 1 obpalLLeHnn.

2 MMacnopT 6e30MacHOCT He paccMaTpuBaeTCsi Kak YacTb MapkKUpPOBKW MEAWULMHCKOro U3Aenus ANs 4UarHoCTUKK
in vitro.

3 AganTtmpoBaHo 13 [49], 1910.1200 (c) u 1910.1200 (g).

3.39 n3amepsiemas BennuuHa (measurand): BennuuHa, KoTopyio npegnonaraioT U3MepPUTb.

MpumeyaHuns

1 XapakTepucTtuka meslopaHga B n1abopaTopHO MeanuuHe TpebyeT 3HaHWi O pofe BeNnuuHbl (Hanpumep, KOH-
LleHTpaunsa Macchl), ONUcaHna MaTpuLpl, B KOTOPOI COAEPXUTCA BennynHa (Hanpumep, nnasma Kposu), BXOASLLMX B Me-
310paHf, XMMUYecknx obbekTax.

2 Me3op3aHAOM MOXeT 6bITb 6Uonornyeckas akTMBHOCTb.

3 [Apyrve npyMepbl Me3lopaHaoB AMarHoCcTukM in vitro cm. 3.3.

4 B XMMUKN «aHaUT». U1K HaMMeHOBaHWe BellecTBa IN60 CoeNHEHUS, ABNAETCA NOHATUEM, NMPUMEHAEMbIM Kak
«me3lopaHA». Takoe NpMMeHeHne SiBNSeTCA OWMO0YHbIM, MOCKO/IbKY 3T NOHATUA HE OTHOCATCS K Be/IMYMHaM.

[MCO/M3K PykoBoacTBO 99:2007. onpefgeneHue 2.3]

3.40 nsmepeHne (measurement): Mpouecc ONbITHOrO NOJIyYEeHUA OAHOTO WAN HECKONbKUX 3HAYEHWN
BE/IMYNHbI, KOTOPblEe MOTYT 6GbITb 060CHOBAHHO NPUCYLLUN BETUYNHE.

MpumeuvaHunsa

1 B XUMUM «aHanuT». WA HauMeHoBaHWe BellecTBa N1M60 CoOefUHeHNs], ABNAETCA NOHATUEM, NPUMEHSAEMbIM Kak
«me3lopaHa». Takoe nNprMeHeHne ABASeTCA OWNO0YHbIM, NOCKO/bKY 3TU NOHATUAA HE OTHOCATCH K BE/IMYMHAM.

2 l3mepeHue nogpasymeBaeT CpaBHEHWE BE/IMYMH UM NOACHET 06bEKTOB.

3 V3mepeHve npegnonaraeT onucaHne Be/INUYMHBI, COPa3MepPHOe C npegnonaraeMbiM NprMeHeHnem pesynbrara
n3MepeHus, HenocpeCTBEHHO NpoLieaypy N3MEePEeHUs 1 NCNONb30BaHNe KanmbpoBaHHOV N3MepPUTENbHON cucTemsl, geii-
cTByloLeli B COOTBETCTBMMN CO CNELMMULMPOBAHHBIM N3MEPEHNEM.

4 Onepauun MoryT 6biTb BbINO/HEHbI aBTOMaTUYECKU.

[MCO/M3K Pykosogcteo 99:2007. onpefenexuve 2.1]

3.41 meTop u3mepeHunsa (measurement method): O6uiee onucaHue NOrM4yeckoi opraHusauum onepa-
LUUii, NpUMeEHAEMbIX NPU U3MEPEHUN.

MpumevyaHuns

1 MeToa n3mepeHus npuMmeHseTcs B cneundnyeckoii metoanke namepeHus (3.44).

2 MeToAbl U3MepeHns MoryT 6biTb KBaIMPULMPOBaHbI pa3MyHbIM 06pa3oM, HanpuMep Kak NpsiMoit meTod usme-
peHusi n Kak Henpsimoii metoa n3mepeHus. Cm. MK 60050-300 [80] onsi 6onee AeTanbHOW MHpopMaLmm.

3.42 mofenb nsmepeHuna (measurement model): MaTemaTuyeckoe OTHOWEHNE MeEXAY BCEMU N3BECT-
HbIMW BeSIMYMHAMU, BOB/IEYEHHBIMU B U3MEpPEHMeE.

Mpumep — YeThipexnapamMe TPoBas IOrMCTMYeckas YHKLUS 41 CATMOMAASbHO NOATOHKM NoKasaTe-
neii 13MepeHns KOHUEeHTpaumnii kannépaTopa B UMMYHOXUMUYECKUX MET OANKaX U3MepeHuit
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MpumevyaHnsa

1 O6uieii hopmoii Mmogenu nsmeperuns aensetca ypasHeHue h(Y. X,. K. Xn) = 0, rae Y, BennunHa Ha Bbixoge Mo-
[enun n3MepeHus, ABAsSeTCA Me3lopaHAoM, npejnonaraeMbiM Ha OCHOBe MHhopMaLMn O BeIMUMHAX Ha BXoAe B Mofesb
nsmepeHus X,, K. Xn

2 B 6onee CNoXHbIX cnyyasx, korga Ha Bbixofe uMmeloTcst ABe unm 6onee BEIMUUH, MOAESb U3MEPEHUS BKIIOYaEeT
B cebs 60nee 04HOr0 ypaBHeHUS.

3 B K/IMHWYECKO XUMWUN MOAENN U3MEPEHUS HA3bIBAIOT TaKke MoAeNsaMU KannbpoBKu.

(MCO/M3K PykoBoacTBo 99:2007. onpegenexune 2.48]

3.43 npuHunMn nsmepeHunsa (measurement principle): iBneHue, cnyxalyee oCHOBO N3MepeHUs.

Mpumepsbl

a) WOH-CeNneKTUBHbIA 3NeKT POoA, NPUMEHEHHbIV NPN N3MEPEeHUN aKTUBHOCT U HAT pUS;

b) adb(puHHOE AaHTWUTENOo, NPUMEHEHHOE NPU W3MEPEHUU KOHLUEHTpauunm TUPOUA-CTUMYIUPYOLLErO
ropmMoHa,;

C) XWAKOCTHasa xpomaTorpadua, npuMmeHeHHas npyu U3MepeHnn KOHLEeHT payun AUrokcuHa.

MpumeuyaHune — SBNEeHNE MOXET OblTb DU3NUECKON, XMMUYECKOW NI BUONOrMYecKol NPUPoAbI.
(MCO/M3K PykosoacTBo 99:2007, onpeaeneHne 2.4]

3.44 meToauka usmepeHus (measurement procedure): JleTanbHoe onucaHue W3MepeHuUs B COOTBET-
CTBUW C OJHWUM WU HECKONIbKUMU NPUHUUNAMKU U3MEPEHUSA W fAaHHBIM MEeTOAOM M3MEpeHUsi, OCHOBaHHOe Ha
MOAENN M3MEPEHUsl N COAEepXallee HEeKOTOpble pacuyeTsl, HEO6XOAUMbIE A/ MONYYEHUss pesynbTarta n3me-
peHus.

MpumevyaHnsa

1 MeToauka n3amepeHuns 06bIYHO AOKYMEHTUPOBAaHA C CYLeCTBEHHbIMY feTansiMu1, NO3BONAILMMU OnepaTopy Bbl-
NOSIHUTbL N3MEpPEHUe.

2 MeToaunka n3mepeHns MOXeT BK/loYaTh B cebs 3aAB/eHne, kacallleecs LieseBoii HeonpegeneHHOCTN U3MepeHus.

(MCO/M3K PykosoacTso 99:2007, onpefenexune 2.6]

3.45 pe3ynbTaT M3mMepeHns (measurement result): Pag 3HauyeHnii BENWYNHBI, MPUNMNCAHHbIX Me3l0paH-
AY BMecCTe C MHOW AOCTYNHOW nHopmMaunei, oTHocAWwenca Kk geny.

MpumeuvaHusn

1 Bo MHOrMx 061acTsiX MeTPonoruy pesynbTaT USMEPEHUsI BbipaXaloT Kak 0fMHOYHOE 3HauYeHue U3MepeHHol Be-
NINYMHBI N HeonpeAeneHHOCTb u3MepeHunsi. B nabopatopHoii MeauuuHe pesynbTaT U3MepeHns 06blYHO BblpaxatlT Kak
OfINHOYHOE 3HaYeHne N3MEPEHHON BeNYMHBI.

2 B pesynbTaTe nsmepeHus 06bI4HO NOyYalOT MHhOPMaLMI0 OTHOCUMTENIbHO pPAAa 3HaYeHW BENNYUHBI, Cpeaun Ko-
TOPbIX HEKOTOPble MOTyT GbiTb G0oNee penpe3eHTaTUBHbI ANA Me3lopaHaa. Yem Apyrue 3HavyeHus. STo MOXET 6biTb Bbl-
paxxeHo B )OpMe BEPOATHOCTU NAOTHOCTU hyHKUuiA (PDF).

3 B TpaguuuoHHOI nuTepaTtype v B npewecTsyowem mnsgadun VIM (81] pesynbTtaT namepeHust 6ol onpeseneH
KaK 3HaueHue, npunucaHHoe MeslpaHay C NOSICHEHNEM, O3HaYaeT N1 3TO nokasaHe U3MepeHNs, UM HeKOPPeKTUPOBaH-
HbI pe3ynbTaT, NN KOPPEeKTUPOBaHHbI pe3ynbTaT, COOTBETCTBEHHO KOHTEKCTY.

(MCO/M3K PykoBoacTBO 99. onpegeneHune 2.9]

3.46 gpnana3oH uamepeHus (measuring interval, reportable range): Psg 3HauyeHWit BENUYUH TOTO Xe
pofa KOoTopble MOTyT 6biTb U3MEPEHbl AaHHbIM W3MepUTeNbHbIM UHCTPYMEHTOM WAN U3MepUTEenbHO cucte-
MOI C 3afilaHHO HeonpefeneHHOCTbI0 N3MEPEHNS B ONpefesieHHbIX YCI0BUSAX.

MpumeuvaHunsn

1 ViHTepBan usmepeHusi, B npegenax KOToporo (yHKUMOHabHbIE XapakTepuUCcTUKN MeAWLMHCKOro u3genus Ans
ANarHocTukm in vitro 66111 NOATBEPXAEHDI, Ha3biBatoT reportable range.

2 HwxHWiAi npefen nHTepBana U3MepPEHUs He cneayeT nyratb ¢ npefenom o6HapyxeHus (A.3.14). Cm. A. 2.8 ansa
AeTanbHOW MHdopmMaumn.

3 O6cyxaeHne pasnuunii Mexay NoHATUAMU «UHTepBan» U «psig» cM. A.2.11.

(MCO."’M3K PykoBoacTBO 99. onpeaeneHue 4.7]

3.47 mepuunHckoe usgenune (medical device): MHCTpyMeHT, annapart, npubop, MexaHn3m, nNnpucnoco-
6neHne. UMNNaHT, KOMNbOTEPHaA Nporpamma, matepuan uUnu Apyroii Nofo6HbIN NM60 POACTBEHHbIN nNpeg-
MeT. NnpeAgHa3HavYeHHble U3r0OTOBUTENIEM A1 NPUMEHEHUA CaMOCTOSITE/IbHO UM B KOMGUHALWUWN B OTHOLIEHUN
YyenoBeka AN OLHON UNN HECKONbKUX Cleaylowmnx cneyndnyecknx sagau:

- AvarHocTuka, npeAynpexaeHne, MOHUTOPUHT, NeyeHne unun obneryeHne 6onesHu:

- AVAarHocTuKa, MOHUTOPUHT, le4yeHne Unm o6neryeHne UnM KOMMNEeHcaunsa paHeHus:
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- nccnepoBaHue, 3amellerHne, MoagUUKALUA UNW NOAAEPXKA AHATOMUYECKOTO NN PU3NON0TMYECKOTO
npouecca:

- noafepxka UM CoXpaHeHue XUsHu;

- KOHTpPO/Nb 3a4aTus:

- Ae3NH( eKLNa MeANLNHCKOTO U3Aenus:

- npepocTaBfeHne nHpopMaunn Ana MeaULUHCKUX Leneii c nomMoLlybio uccnefoBaHus in vitro o6pasyos,
B35ITbIX U3 T€Na YesioBeKa ¥ KOTOpPble He JOCTUTaloTCs Npu UX NEPBUYHOM LEeNCTBUMN, AN KOTOPOTO OHW NpefHa-
3HauYeHbl. B UKW Ha Tene YenoBeka hapMaKkoorMyeckMMu, UMMYHONOTMYECKUMU NN METABONNYECKUMMN CPEA-
CTBAMU. HO KOTOPbLIM MOTYT COAEACTBOBATL B BbINO/THEHUN NPeAHAa3HAYEHHOW UM (PYHKLUN TakumMmu cnocobamm.

[NCO 13485. onpepenexune 3.7]

MpumeyaHuns

1 TepMUH «MeJULMHCKOE n3fenve» BKYaeT B cebs MefuUMHCKMe n3genus Ansa AUarHocTukm in vitro.
2 [laHHOB onpegesneHne 66110 NPUHATO Paboueii rpynnoii no rno6anbHol rapmoHu3anmm cm. [37].

3 CM. NCO 13485. pa3gen 3 ana AONONHUTENbHbIX NPUMEPOB MeAULUHCKUX U3AENWIA.

3.48 meTponornyeckan npocnexmBaemocTb (metrological traceability): CBoiicTBO pe3ynbTata nsmepe-
HWS B TOM C/iyyae, eCnu 3TOT pe3ynbTaT MOXeT 6biTb CBA3aH C 3TaNOHOM (pecdhepeHCcoM) Yyepe3 JOKYMEHTUpPO-
BaHHYI0 HENpPEpPbIBHYIO Lenb KannbpoBOK, Kaxfas U3 KOTOPbIX BKIlOYaeT B ce6a HeonpefeneHHOCTb U3MepeHns.

MpumeuvaHunsa

1/[nqa aToro onpefenexHns «pedepeHc» MOXET 6biTb eNHNLEN N3MEpPEeHNs Yepes ee NpakTUYECKY0 peannsaumio,
NV MeTOAUKOW N3MepeHus, BKovawoLeli B ce6s eAVHNLY U3MEPEHUS ANA HEOPAMHANbHBIX BE/IMUUH, UK CTaHAAPTOM
n3mepeHus.

2 MeTposnoruyeckasi NpocnexnBaemMocTb TpebyeT yCTaHOBNEHHO nepapxumn kanmbpoBok. MocnepoBaTeslbHOCTb
CTaHJapToB M3MEpPEeHUs WU KanubpoBOK, KOTOPble UCMOMb3YIOT AN TOro, YTO6bl CONOCTaBUThL pesynbTaT U3MepPeHus ¢
pechepeHCcoM. HasbiBalT Lienbio MPoC/iexXnMBaeMocTu. Lienb MeTponornyeckoit NpocnexnBaeMocT UCNoNb3yT ANs
yCTaHOB/MIEHUA METPOIOTNYECKO MpoCcnexnBaemMocT pesynbTaTa U3MEpeHus, BKYas 3Ha4YeHUs KanmbpaTopos.
CMm. B MICO 17511 [16] n CO 18153 [18] npuMepsbl Leneil NpocnexmnBaeMocT, OTHOCSLLUXCS K MeAULMHCKAM U3aenu-
AM 4N ANArHOCTMKK in vitro.

3 Cneundpmkanmm yctaHOBNEHHOrO pechepeHca A0/MKHbI BKIoYaTh B ceba Bpems, B KOTopoe pedhepeHc 6bin nc-
Nnosb30BaH 4151 YCTaHOBNEHUSI nepapxuv kannbpoBok HapaAay ¢ Noboli Apyroli MeTponoruyeckoii nHpopmaumeli 0THOCK-
TenbHO pedyepeHca. Hanpumep, korga 6bl1a NponssefeHa nepeas KaimbpoBka B nepapaxum Kaamb6poBoK.

4 [inA nsmepeHunii ¢ BkNloUYeHem 60o51ee 0HO BENNUYMHBI B MOAE/b U3MEPEHUS KaX40€e 3HauYeHne BeNnUHbl camo
[O/MKHO GbITb METPONOrMYECKU NPOCNEXNBAEMbIM, U Mepapxus KannGpoBKU MOXET NMETb BETBUCTYI0 (popmMy unum opmy
ceTu. Ycunusa, npUMeHeHHble A/151 yCTaHOB/IEHNS METPOI0OrMYECcKOoi NPOCNEXMBAEMOCTN KaXA0ro BKIIOYEHHOTO 3HaYeHns
BE/INYNHBI, JO/KHbI GbITb COPA3MEPHbLIMU C UX OTHOCUTE/IbHLIM BKNAL0M B pe3y/ibTaT U3MepeHus.

5 CnnyeHne AByX CTaHAapPTOB M3MepeHNs MOXHO paccMaTpuBaTth Kak kanmbpoBKy, eciv canyeHne Ncnonb3yertcs
NS NPOBEPKN UN. eCNn HeOBXO0ANMO, AN KOPPEKTUPOBKU 3HAYEHUSI BE/IMUMHBI U COOTBETCTBYIOLE HeonpeaeneHHOCTH
M3MepeHuns, NPUNUCaHHON 0AHOMY 13 CTaHAapTOB U3MeEpPEHNUS.

6 CoKkpalleHHblli TEPMUH «MPOCEXNBAEMOCTb» MHOTAA NMPUMEHSIOT AN 0603HAYEHUA «MeTpPOsIorMYeckoin npo-
CNnexunBaemMocTu». a Takxe A8 pyrnx NOHATWNA, TakMX Kak «nMpociexunBaeMocTb Npo6bl», NAN «NPOCNEXNBAEMOCTb f0KY-
MEHTa». WU «NPOCNEXNBAEMOCTb MHCTPYMEHTa», NN «NPOC/eXMBAEMOCTb MaTepmana», B Tex ciyyasx, korga nmeetcs
B BUAY uctopus («cnepa») npegmeta. Moatomy ynotpebieHme NoaHOro TepMnHa «MeTposiornyeckas npocaexmBaemMmocTb»
ABNAETCS NPefnoYTUTENbHON B Tex cyyasx, Korga cywecTByeT onacHOCTb nepenyTaTtb NOHATUS.

[MCO/M3K PykoBoacTBo 99:2007. onpeaeneHue 2.41]

3.49 BHewHsA ynakoBka (outer container, sales packaging): Matepuan, npuMeHeHHbI ANA ynakoB-
KM BHYTpeHHell ynakoBKM WAW ynakoBOK MeAWLWHCKOro M3genna ANA AUAarHOCTUKMW in Vitro, KOTOPbIA MoXeT
COCTOATb M3 €UHCTBEHHOrO0 KOMMNOHEHTA, U3 HEeCKONIbKAX WA COBOKYMHOCTWM UAEHTUYHBIX WAN PasnnNyHbIX
KOMMOHEHTOB.

MpumevyaHne — ApantupoBaHo n3 EH 375. onpegenenne3.13 [29].

3.50 hyHKLMOHaNbHaAs XxapakTepucTtuka, MmeTponornyeckoe csoiictso (performance characteristic,
metrological property): OguH “3 napamMeTpoB, MCNONb3yeMbiX ANA (PYHKLMOHANBHOTO (METPOIOrNYEeCcKOro)
cBOWCTBA MEANLUHCKOTO U3AENna ANS ANArHOCTUKK in vitro.

Mpumep — Mpepen o6HapyXeHUs, NPeLN3NOHHOCT b, CNELUPUYHOCT b.
MpumeyaHne — VHdopmauns o 6oee Yem 04HOW PYHKLMOHANBHON XapakTepucTuke 0b6bIYHO TpebyeTca Ans

TOrO, YTOGbI OLEHUTL NMPUTOAHOCTL MEAULMHCKOTO U3AENNSA ANA AMATHOCTUKM in Vitro ANs NpejnonaraeMoro MeuLuMHCKo-
o NPUMeEHeHUs.
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3.51 3aABneHHas @yHKUMOHanNbHaa xapaktepucTtuka (performance claim): Cneundunkauna MyHKymn-
OHa/lbHOW XapakTepucTukn MeauLUHCKOro U3fenns ANsS AWarHocTUKM in vitro, koTopas AOKYMeHTUpoBaHa B
MHopmMaLuumn, npefocTaB/€HHO N3roToOBUTENEM.

MpumeyaHus

1 MoxeT 6bITb OCHOBaHa Ha UccrefoBaHUsiX (PYHKLMOHAbHBIX XapakTepuCcTHK, AOCTYMHbIX AAHHbIX O (OYHKLMO-
HanbHbIX XapakTepucTMKax uan uccnefoBaHnsx, ony6IMKOBaHHbIX B HAYYHOI nuTeparype.

2 ApantuposaHo 3 EH 13612:2002. onpegenexuve 2.7 [33].

3.52 oueHKka PyHKLMOHaNbHON xapakTepuctukm (performance evaluation): M3yyeHne MeaULNHCKO-
ro n3genna ANs AWArHoCTUKK in Vitro ¢ Lenblo YCTAHOB/EHNUS WU NMPOBEpKN 3asiBAIEHHOW (hYHKLNOHANbHOW
XapakTepucTuku.

MpumeyaHune— AgantupoBaHo 13 EH 13612:2002. onpegeneHue 2.8 [33].

3.53 npepocTepexeHune (precaution): 3asBneHue, KOTOpoe npejocTeperaeT Nonb3oBaTeNs B OTHO-
weHUn ocoboro BHUMaHWA UNN AeicTBUA, Heo6XxoAMMbIX AN 6e30MacHoro u 3P ekTUBHOTO NPUMEHEHUS
nsgenua n ansa Toro, 4To6bl M3bGexatb NOBpPEXAEHUA U3Aenus, KoTopoe MOXET NPOuU30iATM B pesynbTaTe ero
MCNONb30BAHMS, B TOM YNCNEe U HENPABUIbLHOTO NPUMEHEHUS.

MpumeuaHunsn

1 Pasnunuune mexay npegynpexaeHvem v npefocrepexxeHnem CoCTOUT B CTENEeHU BEPOSATHOCTU U Cepbe3HOCTU
pucka. Cm. onpegeneHvie npegynpexaeHus (3.74).

2 ApanTtuposaHo u3 (50).

3.54 nepBuuyHaa npoba, o6pasey (primary sample, specimen): OTaenbHas nopuus 6uonornyeckoii
XUAKOCTU MW TKaHW, B3ATas ANA UCCNeAO0BaHWUA, U3YYEHUA WUAKW aHanusa OLHON UM HEeCKONbKUX BENYUH
UNn xapakTepucTUK ANA onpefeneHnsa xapakrepa uenoro.

MpumeyaHus

1 Pa6oyas rpynna no rno6asbHON rapMoHMU3auny Ncnonb3yeT TePMUH «0bpaseL» B rapMOHU3MPOBAaHHbIX PYKOBO-
AALWNX AOKYMEeHTax Ana 0603HavyeHns npobbl (3.64) 6UONOrMYECKOro NMPOUCXOXAEHUS, NpefHasHauYeHHo ana nccnepmo-
BaHUS B MeAULIMHCKOW nabopatopuu.

2 ApantupoBaHo u3 [51].

3.55 usgenue gna B3ATMA NepBUYHON NpobblI, nsgenne Ana B3ATUA obpasua (primary sample
collection device, specimen collection device): AnnapaT, cneunanbHO NpegHa3Ha4YeHHbIA N3rOTOBUTENEM U3-
Aenua ANna AWarHocTWKWM in vitro ANA NONyYeHus, coaepXaHusa u XpaHeHUs 6MONOTMUYECKON XUAKOCTU Wan
TKaHW AN ANarHoCTUYeCKoro nccnepoBaHusa in vitro.

MpumeuvaHunsn

1 BknoyaeT B ceba usgenus, npefHasHavyeHHble 415 XpaHeHU NepBUYHON NPo6bI [0 UCCNeA0BaHNS.
2 BknouaeT B ce6s kak BakyyMHble, Tak U HEBaKyyMHble U3Aenuns ANs B3ATUA NepBUYHOI NPo6bl.

3 ApanTtupoBaHo u3 [38]. nyHKT 1.2 b).

3.56 npodeccnoHanbHoe npumeHeHune (professional use): NpumeHeHue npegHasHavyeHo ANs nep-
coHana. umeLwero kBanmukaLmio 4Na BbINONHEHNUS ANArHOCTUYECKNX uccnefoBaHuii in vitro B pesynbrate
cneynanbHoro o6pasoBaHna U 06yyYeHus.

MpumeyvyaHune— ApantuposaHo n3 EH 375:2001.onpegeneHue 3.14 (29).

3.57 peakTuBHbI NMHrpeamneHT (reactive ingredient): CocTaBHas yacTb, KOTOpas y4yacTByeT B peakuuu,
npefHasHayeHHoOW AN 06HAPYXEHUS NN N3MEPEHUSA BETNYUHbI.

Mpumep — AHTUTena, cneynduyeckme 4na Bupyca nociegosaTeNbHOCT U HYKTeOTUAOB, cy6CcTpaThl
hepmeHTa.

MprumevaHnsa

1 bydepHble pacTBOpPbI, KOHCEPBaHTLI U CTAbMUIN3ATOPbI, KOTOPbIE He Yy4acTBYIOT B peakuun, He paccMmaTpusaroT
KaK peaKkTUBHbIe MHIPeANEeHTbI.

2 ApanTtuposaHo EH 375:2001. onpegeneHue 3.1 [29].

3.58 pechepeHTHbIt MmaTepuan, o6pa3ey ansa cpaBHeHns (reference material): MaTtepuan, goctaTtou-
HO OAHOPO/AHbINA N CTABUMbHbIA B OTHOWEHUN OLHOTO UM HECKONTbKUX CNEeL M UYeCcKUX CBOMNCTB, AN KOTOPOTO
6bl1a yCTaHOB/M€eHA NPUTOAHOCTb ANS MPUMEHEHUs Mo CBOEMY npeAHasHayYeHuio AN U3MepeHuin unm onpe-
LeNneHnss KaYeCTBEHHbIX CBOWCTB.
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MpumeuvaHunsa

1 PedhepeHTHbI MaTepyan npyv HalM4YMM UAW B OTCYTCTBME NMPUMUCAHHBIX 3HAYEHWUI BeINMUYNHbI MOXEeT 6biTb 1C-
nosib30BaH A1 KOHTPONSA NPEeLU3NOHHOCTU U3MEPEHNs, TorAa Kak TO/IbKo pedepeHTHble MaTepuasbl C MPUNUCaHHBIMU
3HAYEeHNAMMN BENNUYNHBI MOXHO UCMNOMb30BaTh A5 KaNNGPOBKN N KOHTPO/A NPaBUIbHOCTU N3MEPEHUs.

2 B pgaHHOM U3MEpPEeHUU faHHblli pethepeHTHbI MaTtepuan MoXeT 6biTb MCMNO/Ib30BaH 60 TONbKO AN kKannbépos-
KW. TMB0 TONbKO A5 OLEHKN KayecTsa.

3 K pechepeHTHbIM MaTepuanam OTHOCATCA MaTepuasibl, BOnoLatoLme kak Be/IMUMHbI, Tak 1 HOMUHaIbHbIE CBOWCTBA.

Mpumepsbl pehepeHTHbIX MaTepuanos, BOMMOLW AL UX BENNYNHDI.

Mpumep 1 — BoAa ycTaHOBNEHHOW YACTOTbl U JUHAMUYECKOW BA3KOCTMW, KOTOPY UCMNONbL3YOT Ans
Kann6poBKM BUCKO3NMET POB.

Mpumep 2 — Mnasma KpoBU, cofepxallas yCTaHOBNEHHYI0 MacCOBYI0 [0/10 F1I0KO3bl, UCNONb3yeMas Kak
KanunépaTop.

Mpumep 3 — YenoBeyeckas CbIBOPOTKA 6€3 yCTAHOB/MIEHHOTO 3HAYEHNA BE/NUYUHBI ANA KOHLEHT paynm
X0necTepuHa, ucnonb3yemas TONbKO Kak KOHT POJibHbI/i MaTepnan Npeyn3noHHOCT U UBMEPEHUS.

Mpumepsbl pehepeHTHbIX MaTepnanos, BONJOLW AL WX CBONCTBA.

Mpumep 4 — LiBeTHaa Tabnuua, ykasbiBatolias ofHY U1K HECKONbKO Cneund nyHbIX OKpacok.

Mpumep 5— YacTb AHK, cogepxawan cneumdnyeckyto nocnefoBaTeNbHOCT b HYKNE€UHOBbIX KNCNOT.
Mpumep 6 — Moua, cogepxawasa 19-androstenedione.

4 PedbepeHTHbIl MaTepuan nHorga MHKOPNopupyoT B MeAULUHCKOe u3genve ANs ANarHocTuky in vrtro.
Mpumep 1— Bew,ecTBO C U3BECTHOI TPOWHOI TOUYKOW, BKIIOYEHHOE B iueilKy C TPONUHON TOYKONA.

Mpumep 2 — CTeKNO C N3BECTHOI ONTUYECKOW NAOTHOCTbIO, BCTaBNeHHOe B AgepxaTenb hunbTpa
nponyckaHma.

Mpumep 3— Wapukn n3BeCTHOro pasmepa, NOMelLeHHble Ha CTEeKN0 AN MUKPOCKONUMN.

5 PedhepeHTHbI MaTepuas, CONpoBOXAAEMbI fOKyMeHTaLuel, n3haHHOR YNoHOMOUYEHHBIM OPraHoM, OMUChIBa-
1oleii npouesypy NOATBEPXAEHWS, MTPUMEHEHHYIO A/1si NOYYeHNUs 0XapakTepu3oBaHHOrO 3HaYeHUs CBOMCTBA C COMyT-
CTBylOLLEN HEONPEAeNeHHOCTbIO U MPOCEXNBAEMOCTLIO, HA3bIBAETCA CTAaHAAPTHLIM 06pa3LoM

Mpumep — Yenoseueckas CbIBOPOTKA C MPUMNUCAHHBIM 3HAYEHWEM BENWNUYUHbI KOHLUEHT pauun xonecTe-
puHa 1 conyTCTBYylLULeli HEONPeLeNeHHOCT b0, UCMOb3yeMas Kak KanuépaTop UM KOHT PO/bHbI MaTepu-
an NnpaBWNbHOCT U U3MEPEHUS.

6 HekoTopble pediepeHTHble MaTepuasibl MUMEKT BeSYKHbI, KOTOPble METPOsSIOrMYeckn MNpoc/iexeHbl A0 eau-
HUL, N3MepeHns BHe MexAyHapoAHO! cucTeMbl eAuHWL,. Takne matepuasnbl BKAYAOT B cebsi cTaHjapTbl U3MepeHus
610/10TNYECKOro MPOUCXOXAEHNSA, KOTOPbIM MexAyHapoaHble eanHuubl (ME) npunucanbl BcemwupHoii opranusauueit
37paBoOXpaHeHuns.

7 XapakTepucTukum pedepeHTHbIX MaTepuasioB BK/OYaOT B cebs NPOCNeXnBaemMocTb X MaTepUasnos, ykasaHus
Ha nx npoucxoxpgeHue v o6paboTky. TpeboBaHua K cneundukaunam pedepeHTHbIX MaTepuanos 418 MeAULUHCKUX 13-
Aenuii gna amarHocTuky in vitro onucanbl B UCO 15194 [12).

8 lMpumeHeHNs pethepeHTHbIX MaTepuanosB MOTYT BK/1lOYaTb B Ce6a kannbpoBKy N3MEPUTENIbHON CUCTEMBI, OLEHKY
MEeTOAUKN U3MEPEHUS, MPUNUCBIBAHNE 3HAYEHWI APYTMM MaTepuanam v KOHTPosb kayecTBa. CM. Takke cTaHfapT M3me-
peHus (A. 3.33 npunoxenus A).

9 MccnepoBaHWe HOMWHA/ILHOTO CBOWCTBA AaeT 3Ha4YeHne HOMUHAIbHOTO CBOMCTBA M CONYTCTBYIOLLYI0 Heonpese-
NeHHOCTb. Takas HeonpeAesieHHOCTb He AB/SIeTCA HeonpeeeHHOCTbIO U3MepPeHNS.

10 NCO REMCO (KomuteT no pechepeHTHbIM MaTepuanam) MMeeT aHanormyHoe onpegesieHne, ogHako MCNosib-
3yeT TEPMUH Mpouecc usMepeHus ana obosHaueHnsa nccnegosaHusa (3.16). kOTOpbIi 0XBaTbiBaeT Kak U3MepeHue, Tak u
nccnepoBaHne HOMUHaIbHOTO CBOMCTBA.

[MCO/M3K PykoBogcTBo 99. onpegenenue 5.13].

3.59 meTonuka pedpepeHTHOro usmepenus (reference measurement procedure): MeToanka usmepeHus,
NPUHATAN Kak falouwas pe3ynbTaTsl U3MepeHuii, oTBeyaloUume Mx NPUMEeHeHno No npeAgHasHauYeHuio npu oL eH-
Ke NPaBU/IbHOCTU 3HAYEHN U3MEPEHHBIX BE/INYNH, MOJTYYEHHbIX APYTMMU METOAMKAMU U3MEPEHUS 41S BEJIUUUH
TOro Xe poja, Npu KanMGpoBKe WAW NPW XapakTepucTuke pedepeHTHbIX MaTepuanos (cTaHgapTHbIX 06pa3LoB).

MpnumevaHuns
1 Tpeb6oBaHua kK MeToANKaM peepeHTHbIX U3MepeHuii ANS MeAULMHCKUX N34eNnii ANna AnarHoCcTVKK in vitro onu-
caHbl B MICO 15193 [11].
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2 TMpumepbl NPUMEHEHUsT MeTOAUK peddepeHTHbIX U3MEPEHWIA AN NPUNUCbIBAHUA 3HAYEeHWI kanubpaTopam gua-
THOCTMYECKUX MccnenoBaHuii in vitro npueegeHsl B UCO 17511 [16) n MCO 18153 [18].
[MCO/M3K PykosoacTso 99. onpefenenune 2.7]

3.60 ocTtaTouHbln puck (residual risk): Puck, ocTalowuniica nocne NnpuMeHeHNs Mep KOHTPONA pucka.

[NCO/M3K PykosogcTeo 51:1999. onpepeneHune 3.9]

3.61 puck (risk): KombuHauma BepoATHOCTM NMPUYMHEHNS Bpeda U TAXECTU 3Toro Bpeja.

[MCO/M3IK PykoBogacTBo 51:1999. onpepeneHue 3.2]

3.62 mepa KoHTponsa pucka (nsk control measure): lelictBue, npegnpuHuMaemMoe NS CHUKEHUS UNKn
nogAepxaHWsa pUCKoB B Npefenax 3afaHHblX YPOBHEN.

MpumeuaHunsn

1 Mepbl KOHTPONS puUcKa, OCHOBaHHbIE Ha CONPOBOAWTENbHONM AoKyMeHTauun, B MCO 14971 HasbiBalOT «MHGOP-
Mauwueli gna 6e3onacHoCcTU» K paccMaTpuBaloT Kak HanMeHee 3athPeKkTUBHYIO Mepy KOHTPONS pucka B NOpsAKe Npuopwu-
TeTa MeHef)XMeHTa pucka. ConpoBoanTenbHas AOKyMeHTauus, npegHasHadeHHas B kayecTBe MHgopmauum o 6esonac-
HOCTK, BK/IKOYaeT B cebs:
WHCTPYKLMK N0 npuMeHeHuto (3.30);
orpaHunyeHuns metogmkm (3.35);
npegoctepexenus (3.53);
npegynpexgenus (3.74).

2 O6uiee pykoBOACTBO MO nNpejfocTaBfieHnio MHpopmauyum ana 6esonacHocTv npuseAeHo B MpunoxeHun J
MNCO 14971. O6uiee pyKOBOACTBO NO OLieHKe MHhopMaLum No 6e30NacHOCTN Kak Mepbl KOHTPOIS puUCKa, BKouas 0630p
npeaynpexaexuii n 063op onepatuBHbIX MHCTPYKUUIA, NnpuBegeHo B D.7 k UICO 14971,

3 PyKOBOACTBO MO MEHEXMEHTY CneLmdnyeckoro pucka, 0THOCALLeeCs K MapKupoBKe MeAULMHCKNX n3aenunii gns
ANarHocTuku in vitro, npuseeHo B npunoxenun H k UCO 14971.

4 ApanTtupoBaHo n3 NCO 14971. onpegenexune 2.19.

3.63 6e3onacHocTb (safety): CBo6ofa OT HENPUEMIEMOTO pucka.

[NCO/M3IK PykosoacTso 51:1999. onpegenenune 3.1] [26].

3.64 npo6a (sample): OgHa NN HECKOIbKO NpeAcTaBUTENbHbIX YacTell, B3ATbIX U3 CUCTEMbI U NpefHa-
3HAYEeHHbIX AN NOAyYeHUa nHopmaLmm o cucTeme.

Mpumep — Mopumns cbIBOPOTKU, B3ATas n3 obpasua (3.54) cBepHyBLIECS KPOBU.

MpumeuvaHne — ApganTupoBaHo n3 MICO 15189:2007. onpegenexve 3.16 [9].

3.65 camoTecTupoBaHue (self-testing): NccnepoBaHune, BbINOMTHEHHOE HENPOECCUOHANOM A8 OLEeH-
KN COCTOSAHUA CBOEro 3[0POBbSA.

MpumevaHuns

1 OO6bIYHO BbINOHAETCA B JOMALLHUX YC/IOBUSIX UMIN B iPYTUX YC/IOBUAX BHE MeAULIMHCKOrO yupexaeHus 6e3 Haj-
30pa MeJULMHCKOro cneymanncTa.
2 ApanTupoBaHO U3 onpeeneHna «usgenve Ana camotTecTupoBaHus» B [38].

3.66 cpok rogHocTu (shelf life): Mepnog BpeMeHn J0 NCTeUeHUA cpoka FOAHOCTH, B TEYEHNE KOTOPOTO
peareHT AN AMATHOCTUKM in Vitro coxpaHseT CBO cTabunbHOCTb B CBOEli NepBOHaYasbHO ynakoBke B yC/10-
BUSX XPAHEHUS, YCTAHOB/IEHHbIX U3TOTOBUTENEM.

MpumevyaHnsa
1 CtabunbHocTb (3.68) 1 cpok rogHocTm (3.17) ABNSAOTCSA CBA3AHHLIMU NOHATUAMMU.
2 ApanTtuposaHo n3 EH 375. onpegeneHue 3.16 [29].

3.67 3amacHasa 4yacTb (spare part): KOMNOHEHT, npejHa3Ha4YeHHblli 3aMeHUTb NAEHTUYHbLIA NN NoJo6-
Hbl/i KOMMOHEHT MHCTPYMEHTA UK Apyroro annapata 6e3 n3aMeHeHUss PyHKLMOHANBHOCTU.

3.68 ctabunbHoOCTb (stability): Cnoco6HOCTb MeANLUHCKOTO U34enusa ANa AUarHoCTuUKK in vitro coxpa-
HATb CBOW CBOICTBA B Npefjenax, 3afaHHblX U3rOTOBUTENEM.

MpumeyaHus

1 CTabuibHOCTb NPUMEHMMA:

- K peareHTam, kanmbparopam Wan KOHTPO/IbHbIM MaTepuanam B TOM C/lyyae, eC/in OHU XPaHATCSA, TPaHCMopTUpY-
10TCA UM UCMOMNb3YIOTCA B 3afaHHbIX YC/T0BUAX:

- NMMoUNN3NPOBaHHBLIM MaTepuanam nocsie BOCCTAHOBMEHWA, paboynm pacTBopamM, mMaTepuanam nocnie oTKpbl-
TVA 3anevyaTaHHOW ynakoBKW B TOK» C/lyyas, €C/IN OHW MPUTOTOB/IEHbI, NCMO/Ib30BAINCH U XPaHUINCh B COOTBETCTBUM C
VNHCTPYKLUMAMU N3rOTOBUTENS NO NPUMEHEHWIO;
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- M3MepuUTEeNbHbIM MHCTPYMEHTAM UK U3MepPUTENIbHBIM CUCTEMAaM Noc/ie KannbpoBKu.

2 CTtabunbHOCTb peareHTa Ans ANarHoCTUKK in Vitro nan nsmepuTenbHOl cucTembl 06bIYHO BbIYUCASAIOT MO OTHO-
LUEHNIO KO BPEMEHMU

- B TepMMHax NpoA0/KNTENbHOCTU MHTEepBaia BpeMeHH!, B Te4eHne KOTOPOro MeTpoIornyeckoe CBONCTBO N3MEHN-
N0Cb B YCTAHOB/IEHHOM pasmepe:

- B TepMUHax U3MEeHEeHUs CBONCTBA 3a yCTaHOB/EHHbI UHTEpPBas BPEMEHMN.

3 AZanTMpoBaHO M3 «CTAbUIbHOCTU N3MEPUTENLHOrO MHCTPYyMeHTa» M3 MCO/M3K PykoBogcteo 99:2007, onpe-
fenexve 4.19 [28].

3.69 obyuyeHue (training): OpueHTMpOBaAHHOE Ha onepartopa cneuuduruyeckoe ANA NPUMEHEHUA WH-
CTPyKTUpOBaHMe. HeobxoAanMMoe AN 6e30NacHOro M NPaBUbHOIO UCNONb30BAHUA MeAULMHCKOTO usgenus
ANS AMarHocTuKKM in vitro.

MpumevaHne — AgantupoBaHo 13 M3IK 60601-6:2006. 2.208 [21].

3.70 KOHTPONbHbLIA MaTepuan npaBunbHOCTU (trueness control material): PedepeHTHbIli maTepuan
(cTaHpapTHbI o6pasel), KOTOPbIA MPUMEHAT AN OLEHKN OTKIOHEHUA U3MEePUTENbHOW CUCTEMDbI.

[ISO 17511, onpeaenexune 3.32]

3.71 owwubka npumeHeHunsa (use error): leiicTBMe nnm oTcyTcTBMUE fEeCTBUS, KOTOPOE Bbi3biBaeT OTBET
MeULNHCKOTO n3fenns, oTanyalrlueecss oT Tex. KoTopble NpeAycMOTPeHbl U3roTOBUTENIEM WU OXUAanuch
onepaTtopom.

MpumeuyaHuns

1 Ownbka NpUMeHeHns BkIOYaeT B ce6s cABUrM, OWNGKM, NSANCYCbl M 0OOCHOBAHHO NpefckasyeMoe HenpaBu/ib-
HOe NnpuMeHeHue.

2 M3K 62366, npunoxeHns B n D.1.3 cogepxaT 06CyxeHne n npumepbl OLNO0K NPUMEHEHNS.

[M3K 62366. 2.12]

3.72 sanupgauuna (validation): MogTeBepxAaeHne TOro, 4TO yCTaHOB/IEHHble TpebOBaHMSA COOTBETCTBYIOT
npegnonaraeMomy nNpUMeHeHuto.

Mpumep — MeTofnKa N3MEPEHUs KOHLEHT pauuy KpeaTUHUHA B KPOBW YenoBeka MOXeT Takxe 6blTb
nogTBepXAeHa ANA UBMEPEHNSA KOHLEHT pauumn KpeaTUHUHA B MOYe YenoBeka.

MpumeuvaHne — WCO 9000. onpepenenve 3.8.5 [79]. onpepensieT Banuauuio Kak NOATBEPXKAEHNE NyTeM
npefocTaBieHns 06 bEKTUBHbIX A0Ka3aTenbCTB TOro, YTO TpeboBaHUa A4NA cneundyYeckoro npeanoaaraemoro MCnosb3o-
BaHWe Win NPUMEHEHNS Obl/IN BbIMOHEHDI.

[MCO/M3K PykoBoacTBo 99:2007, onpeaeneHue 2.45] [28]

3.73 Bepudukauusa (verification): MpepoctaBneHre 06bEKTUBHONO f0Ka3aTebCTBA, YTO AaHHbI 06b-
eKT cooTBeTCTBYyeT cneynduyeckum TpeboBaHNaM.

Mpumep 1— Mo TBeEPXAEHNE TOr0, YTO JaHHbI pedhepeHTHbIi MaTepuan, Kak 3asBNeHO, FTOMOTeHeH
B OTHOLWEHUN 3HAYEHNA BEIMYNHbBI U COOTBETCTBYLWER METOANKA N3MEPEHUS A0 U3MEPEHUS NOPLUN, UMe-
toweli maccy 10 mr.

Mpumep 2— MoATBEPXAEHNE TOro, 4TO (hYHKUMOHANbHbIE CBOCT Ba UK 3aKOHOAA T eNlbHble TpeboBa-
HWUA K U3MepUTenbHOW cucTeme yi0BneTBOPEHbI.

I'Ipvlmep 3— I'Io,qTBep)K,qume TOro, 4YTo uenesad HeonpepeneHHOCTb U3MEPEHNA MOXET 6bIThb [o-
CTUrHyTa.

MpumeyvaHunsa

1 O6bekToM MOXeT 6bITb, HaNpumep, NpoLecc, MeToAnka N3MepeHns, maTepuarn, BEWeCcTBO UM n3MepuTesnbHas
cucrtema.

2 CneumnduunpoBaHHble TpeboBaHus, Hanpumep, Te, 4TO 3aABASAN U3rOTOBUTENb UK cneyudukauum, MoryT 6biTb
YA,0BNETBOPEHbI.

3 B 3akoHoAaTenbHON MeTponorun Bepudurkaunsa MMeeT OTHOLIEHUE K UCCNef0BaHNI0, Mapkuposke n/wnun nsga-
HUIO cepTudpukaTa BepudukaLmm N3amMepuTenbHOro MHCTPYMeHTa.

4 Bepudukaumnio He cnegyeT nytaTb ¢ kanmbpoBkoli (3.9) unm Banugauueii (3.72).

5 B xumMuu Bepuukaymsa MAEHTUYHOCTM BeLLeCTBa UM akTUBHOCTW TpebyeT onucaHns CTpyKTypbl U CBOWCTB Be-
ecTea WAn aKTMBHOCTK.

6 MNCO 9000. onpepeneHne 3.8.4 [79]. onpegenseT Bepudukalmio Kkak npegoctaBneHne 06bekTUBHbIX AoKa3sa-
TeNbCTB TOrO, YTO cneynduunpoBaHHbie Tpe6oBaHNS YA0BNETBOPEHbI.

[MCO/M3K PykoBogacteo 99:2007, onpegenenuve 2.44]
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3.74 npegynpexpgeHune (warning): 3assneHune, npegynpexgatee noib3oBaresd OTHOCUTENbHO CU-
Tyauuu. Kotopas, ec/in ee He usbexaTb, MOXET NMPUBECTU K CEPbE3HbIM MOBGOYHLIM peakunsaM nU puUckKy Ans
6e30nNacHOCTN BCNeACTBUE MPUMEHEHUS U3fenus.

MpumeyvaHuns

1 HaumeHoBaHue npegynpexaeHns o pucke Kak «npegynpexaeHne» npegHasHavyeHo 4na Hanbonee CylecTBeH-
HbIX NOCNeACTBUA.

2 Pasnuuus mexay npegynpexaeHvem n npegoctepexeHnvem (3.53) cOCTONT B CTENEHN BEPOSATHOCTM U Cepbes-
HOCTK pucka (3.20).

3 lNpumeHeHne TepMuUHa Bk/touaeT B ceba owmnbky ncnonb3osaHus (3.71) n 060CHOBaHHO Npefckasyemoe Henpa-
BWUbHOE NpumeHeHne. CM. ICO 14971 n M3K 62366 ANns 06CyXAEHUA 3TUX NOHATUIA.

4 ApanTunpoaHo u3 [50].

4 O6uwue TpeboBaHUs K UHhopMaLnn, NpeaoCTaB/IIEMON N3rOTOBUTE/EM

4.1 O6WwMe NONOXeEHNNA

4.1.1 ®opmart, cofepxaHue, pacnosoxeHue U JOCTYNHOCTb MHOpPMaLWK, NpejocTaBAseMOl M3roTo-
BUTENIEM. JO/DKHbI COOTBETCTBOBATbL KOHKPETHOMY M3AE/INI0 M ero NpUMEHEHUID Mo npejHasHadeHuto. Mpu-
emMneMocTb MHpOpMaLuumu, NnpeaocTaB/isieMoil U3roTOBUTENeM, OLLEHUBAIOT Kak YacTb Banujauuum gusaiiva.

4.1.2 WHdopmaymsa Ha 3TUKETKE U B WHCTPYKLMM MO NMPUMEHEHUIO [OJIXKHA GbiTb fIerko YnTaemoii B npeg-
nonaraemblii Nepuos NpUMeHeHUs U3Lenus, NPUHaAIEXHOCTH, Habopa PeakTMBOB MM KOMNOHEHTa. UnTaeMocTb
MH(OPMaL MK Ha 3TUKETKE U B MHCTPYKLUM NO NPUMEHEHMWIO OLLEHMBAIOT Kak YacTb BepudukaLuum gusaiita.

MpumeyaHne — YuTaemoCTb 3aBUCMT OT KaYecTBa neyatu, Tuna WpudTa, pasmepa 3Hakos U T. .

4.1.3 WNHdopmauus, npegoctaBnsemMas W3rotoBuTenem, AOJ/KHaA cofepxaTb 3asB/ieHNe WaW CUMBON,
no6yxpaatume noTpe6UTENS BHUMATEIbHO NPOYECTb UHCTPYKLMIO NO NPUMEHEHUIO Mepes NONbITKON UCNob-
30BaThb U3genuve.

MpumeyaHne — 3TO ABNsSETCA 0653aTe/IbHbIM TpeboBaHeM B ANOHWK.

4.1.4 [laHHaa yacTb NCO 18113 He npegHasHavyeHa 415 UCNOMb30BaHUA oTAenbHO. OHa npegHasHa-
yeHa AN1A COBMECTHOro ucnonb3osaHna ¢ MCO 18113-2. MCO 18113-3. NCO 18113-4 un/unn NCO 18113-5.
COOTBETCTBEHHO M3fenuio.

4.1.5 B TOM cnyvae, ecnu gaHHas yactb MCO 18113. NCO 18113-2. NCO 18113-3. NCO 18113-4 u/
nnn NCO 18113-5 yctaHaB/uBaeT TpeboBaHue, faHHOe TpeboBaHMe NpumMeHsAeTCA A0 Tex Nop. moka M3ro-
TOBUTE/Nb OKYMEHTaNlbHO He fOKaXeT HEMPUMEHUMOCTb TpeboBaHNA A4NA MeAULWHCKOro n3genus agna gva-
FTHOCTUWKW in vitro.

OnpaBfaHve MoXeT 6bITb OCHOBAHO Ha aHa/n3e pucka, oleHke yenoBeyecknx hakTopos, TEXHNYECKOW
oueHKe UAN fOoKYMeHTauum o ToM. YTo Tpe6oBaHMe He NpUMeHseTcs.

4.2 A3blK

4.2.1 WHdopmauus, npeaoctasfisieMas U3rOTOBUTENIEM, [O/IKHA 6bITh HAMMCAHA HA A3blKe TeX CTpaH,
B KOTOPbIX MeAULUHCKOE n3fenve Ans AUArHOCTWKM in Vitro pacnpocTpaHsieTcs.

4.2.2 HanmeHoBaHuWe U3fenus, HauMeHoBaHWe U afipec N3roToBUTeNsA He TpebyeTcs NpefcTaBAATb Ha
MHOTUX s3blKaX.

4.3 CAMBONbI M OKpacKn Ana nageHTugnkaymm

4.3.1 Korga aTo npucylie u3fennto, 4O/KHbI 6biTb TPUMeEHEHbl rpanieckue CUMBOJIbI.

4.3.2 CUMBO/IbI N UAEHTUMDNKALNOHHBIE OKPACKN AO/DKHLI COOTBETCTBOBATL MMEHLWUMCH MEXAYHAPOA-
HbIM cTaHgapTtam. Mpu ncnonb3oBaHUM CUMBONOB NpuMeHstoT MCO 15223-1 u EH 980.

4.3.3 B cfiyyae OTCYTCTBUSI CTaHfapTa WM eC/i¥ CUMBOJST MOXET oka3aTbCsi HEMOHATHLIM NpeAnonara-
€MOMYy M0JIb30BaTe o, CUMBOJIbI M NAEHTU(PUKALNOHHBIE OKPACKN JOJ/DKHbI 6bITh ONMCAHbl B UH(OpMaLuK,
npefocTaBAAEMONi N3rOTOBUTESNEM.

4.4 3HauyeHUa M HOMeHKNaTypa

4.4.1 Yncnosble 3HAYEHNA AOKHbI 6bITb MPeAcTaB/ieHbl B e4uHNLAaxX, 06l enpr3HaHHblX noTpebutens-
MWU. NpeanoyYTUTeNnbLHO B cooTBeTcTBUM ¢ MCO 1000.
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MpumMepbl — Yuncna, KOHUEHT paLun, cogepxaHue, 06beMbl, pe3ynbTaThl, pepepeHTHble UHTEPBansbI,
napaMmeTpbl OKpyXxatuieili cpeasbl.

4.4.2 MeToAnKM nccnefoBaHUsa U aHaNUTbl [O/DKHbI UMETb HAVMMEHOBAHUA C UCMNOJIb30BaHUEM TeEpMU-
HOB. 06bIYHO NPUHATHLIX NpeanonaraemMmbiMy NoNb30BaTENAMMN, NPEANOYTUTENBHO B COOTBETCTBUMN C MEXAYHa-
POAHO NPU3HAHHbLIMU UCTOYHMUKAMU.

4.5 Mukpobuonornyeckuit ctatyc
Mukpo6unonoruyeckuit crtatyc gomkeH 6b6iTb 3a4aH, Korga aTo He06xoAnMO.

MpumMmepbl — CTEpPUIbLHO, MUKPOGUONOTNYECKNI CTaTYyC NOA KOHTPOJIEM.

4.6 WHCTPYKUUMN NO NPUMEHEHUIO

4.6.1 WHCTPYKLUU NO MPUMEHEHUIO JOJIKHbI 6bITb NPEACTaBAEHbI, 32 UCK/IIOYEHNEM TeX C/lyyaeB, Koraa
aHanu3 pucka U3roToBUTESNsl NoKasbiBaeT BO3MOXHOCTb 6€30MacHOro NpUMEHeHUs MEeAULUHCKOTo u3genus
AN AMATHOCTMKY in Vitro no npefHasHavyeHuto 6e3 MHCTPYKLuKU. MpumeHstoT Tpe6oBaHua MCO 14971,

NMpuMmeyaHue — HauuoHanbHbie UK PErnoHabHbIe NpaBuaa MoryT Tpe6oBaTb HANUUYMS UHCTPYKLMK MO Npu-
MEHEHMI0 AN1A BCEX MeAULMHCKUX U3aenunii Ana AuarHocTuky in vitro.

4.6.2 VHCTPYKUUM NO NPUMEHEHUI0 AO/MKHbI 6bITb HANMCaHbl C UCNONb30BAHWEM TEPMWHOB, KOTOpblE
[O/KHbI 6bITb MOHATHLI NpeAnonaraeMbiM NOMb30BaTENAM.

4.6.3 Mopsapok nHopmauun, npejcTaB/eHHOW B MHCTPYKLUN NO MPUMEHEHUI0, AOXEH O6blITb onpeje-
NleH n3roTosuTenemM, NpMHMMas BO BHUMaHWe npejnosaraeMoro nosb3oBaTens.

4.6.4 [onxHbl 6bITb yKa3aHbl gata n3faHusa nam nocnegHero nepecMmoTpa UHCTPYKLUA NO NPUMEHEHUIo
M B Cyyae Heo6xXxo4MMOCTN NMAEHTUM MKALNOHHBIA HOMEP.

4.6.5 VIHCTpPYKLMU NO NPUMEHEHUK MOTyT 6biTb NPUBEAEHbI BO B/IOXEHWUW B YNaKOBKY, Ha HapyXHOW
ynakoBKe N B PyKOBO/ACTBE 415 onepaTtopa WM COBMECTHO C MHCTPYKLMUAMU MO NPUMEHEHUI0 CBA3aHHOTO C
n3gennemMm UHCTPYMEHTa, peareHta uam CUCTeMbl.

4.6.6 VNHCTpyKUUM NO NPUMEHEHUI0 Ha Gymare unm Ha HebGymMaxXHOM HOcCuUTesne AO0MXHbl 6blTb Npeno-
cTaB/fieHbl C MEAULUHCKAM U3genmem ANa AUarHOCTUKW in Vitro nan oThenbHo oT U3genus ApyrumM cnocobom,
nogxo4AawWwmnm AN npefnosiaraemMoro nosib3osaTens.

4.6.7 PacnpocTpaHeHUe WHCTPYKLWIA NO NPUMEHEHWUD APYrMMU cnocobamMu JO/HKHO GblTb NPpUEMIEMO
ANna npeanonaraeMoro nosib3osatens. [jpyrne cnocobbl pacnpocTpaHeHns MOTyT BKOYaTb B cebs cneaylollee:

a) opraHmsaummn no o6cCcnyxnBaHuio, npogaxe:

b) Be6-cailT B UHTepHeTe;

c) Tenedakc;

d) 3N1eKTPOHHbIA 6aHK AaHHbIX;

e) KoAMpoBaHHbIi hopmaT, oNnMCcaHHbI B PyKOBOACTBE ANs onepaTtopa.

=

MpumMepbl — Bapkog, KOMNbIO T EPHbIA unn.

4.6.8 B TOM cnyyae, eCnv UHCTPYKLMSA MO NPUMEHEHNI0 He NpeAocTaBneHa ¢ U3fennem, n3roToeuTenb
[lONKEeH NpefoCTaBUTh NOMb30BAaTeNI0 caefyoLlee:

a) WHCTPYKuMmn o cnocobe nonyvyeHns nHopmawumnu;

b) AOCTYN K NpaBW/IbHOI BEPCUUN MHCTPYKLUI NO NPUMEHEHUIO;

C) Kak MMHUMYM UHOpMaLmnio 0 6e30MacHOM cofepXaHuM U XpaHeHUn n3fenmna 40 ero NpUMMeHeHus.

4.7 N3MeHeHUs B MEAWLWHCKOM M3AeNnu ANA LUATHOCTUKKM in Vitro

4.7.1 WN3roToBUTENb A0/XKEH NPUBMEYb BHMUMAaHWE NONb30BaTeNA K 1I06bIM U3MEHEHNUSAIM B Npejnonara-
eMOM NPUMEHEHNN MEeLULNHCKOTO U3genusa gns AUarHoCTUKKM in Vitro uamn K N0 6bIM M3MEHEHNAM B MHopma-
uun, Tpebyemolii anA npaBUbLHOTO 1 6€30NacHOro NPUMeHeHNA n3genus, n coobWnTb, rh4e MOXeT HaxoAUTbCA
cooTBeTCTBYyOLWaa nHopmayus.

4.7.2 N3rotoBuUTENb MOXET N3A4aTb KOHCY/IbTALUM U U3BELWEHUA, CogepXaline 4ONOHUTENbHYO NHDOpP-
MaLuuio. CONPoBOXAAlOLWY BblNYCK MeAULUHCKOTO U3fenns ANA AUAarHOCTUKK in Vitro, n/unu coBeTbl OTHOCK-
TeNbHO AelCTBUNA, KOTOpble AO/IKHbI OblITb NMPEANPUHATLI B OTHOWEHUN NPUMEHeHNs, moandkaunmn, sosspara
NN yTunmMsaunun MeguumnHCKoro ngenvs ANa guarHocTuky in vitro. NMpumeHsoT TpebosaHna NCO 13485.

NMpumeyaHue — MoryT NPUMEHATb HALMOHa/bHbIE UMW PErMOHasIbHbIE MpaBuia No W3faHul JoN0NHUTENb-
HOI MHCDOPMALMUN U KOHCY/TbTaLMWiA.
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4.8 Ob6HapyxeHUe OCTaTOUYHbIX PUCKOB

4.8.1 Monb3oBaTenn A0NXHblI 6bITb UH(POPMUPOBAHbLI 06 NAEHTUd MKALUN ONACHOCTU U OCTATOUYHbLIX PU-
ckoB. MpumeHsawT TpeboBauua NCO 14971 n M3K 62366.

MprmMmep — 3asnBNeHUs 0 NPefoCT epexeHun n NnpesynpexgeHnn, orpaHuieHns MeT OANKY.

4.8.2 OnacHble cuTyauuun, KOTopble MOryT ObiTb pe3ynbTaToM OWMWOGOK NPUMEHEHUss, 060CHOBAHHO
npejckasyeMoro HenpaBW/IbHOTO NPUMEHEHUS U HEPEKOMEHJ0BaHNOIO0 U3rOTOBUTENEM NPUMEHEHUNA, LOMIX-
Hbl 6bITb TaKXe NAeHTUDULNPOBaHbI.

4.8.3 MNpepocTepexeHusa n npeaynpexgeHns moryt uMmeTb (0OpMy CUMBO/IOB.

4.9 peHTUdMKaLMa KOMNOHEHTOB

4.9.1 HanMeHOBaHWNS KOMMOHEHTOB JO/KHbl 6bITb MPUBEEHbl NOCNEeA0BATE/IbHO B MHCTPYKLUY MO NpU-
MEHEHUI0, Ha BHELWHEN ynakoBKe W, eCIu NPUMEHUMO, HA BHYTPEHHEN ynakoBKe.

4.9.2 ina Habopa peareHTOB KaXAblii KOMMNOHEHT AOMKEH 6bITb UAEHTUMULUPOBAH HAUMEHOBaHUEM,
6yKBOIi, HOMEPOM, CUMBOJ/IOM, LLBETOM WN rpadhmyecknuMm n3o6paxeHneMm UAEHTUYHO HA BCEX BUAAX UHDOpP-
Mauuu. npeaocTaB/isieMoii U3rOTOBUTENIEM C U3LENNEM.

4.10 OkasaHue nomowun

Monb3oBaTesnb AOMKEH GbiTb 06ecneyeH MHCTPYKLMAMU OTHOCUTENbHO cnoco6a o6palyeHns 3a Nomo-
Wbto. Takue MHCTPYKLUN MOTYT PEKOMEHA0BaTh NOb30BaTEN0 06PaTUTLCS K CNUCKY HOMEPOB TenedoHOB, K
Be6-caiiTy KOMNaHuuM UKW K UHBIM NOJO0GHBIM NCTOYHUKAM UHOPMAaLMK, F4e MOTyT 6bITb MONYYEHbl CBEAEHUA
0 NOJlyYeHWy NOMOLLY HA MecTe.
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Mpunoxexne A
(cnpaBo4HOE)

CDyHKLI.VIOHaI'IbeIe XapakKTepuctukm MmeguynHCKnX VI3,qu'Il/II7I AnAa ANarHocTukun in vitro

A.1 BsepgeHune

A.1.1 O6uwue TeHAEHLUN B METPONOrnn

MexayHapoAHblii cnoBapb OCHOBHbIX TepMUHOB B MeTponorum (VIM) nogseprcs cylecTBeHHOMY nepecmoTpy (81].
MeTponorus, Hayka 06 M3MepeHUn N ero NMpUMEeHeHusx, BkI4vaeT B cebs uamepeHus B nabopaTopHOW mMeauuuHe 1
CBSI3aHHbIX C Heli obnacTax. Hoeblii VIM. Tenepb HasbiBaeMblli MCO/MIK PykoBoacTBo 99 (28], pacnpocTpaHun csoe
feiicTBMe Takke Ha M3MepeHus B 3TUX 06n1acTax, BKIOYasa Takne NOHATUSA, Kak MeTposiormyeckas npoc/iexwBaemMocTb,
MeTposiormyeckas HeonpeAeneHHOCTb U HOMUHA/IbHbIE CBOCTBA (NpejMeT MeTOANK KayeCTBEHHbIX NccneaoBaHuii).

MCO/M3K PykoBoacTBO 99 oTpaxaeT nsbaBneHne n3MepeHuin oT «noAxofa NorpeLHocT» (Ha3blBaeMoro Takke
«MOAXOAOM UCTUHHOTO 3HAYEHUN»), TPAAULNOHHO NPUMEHSBLUErOCS B K/IMHUYECKON XMMWUU, U Nepexof Ha COBPEeMEHHbI
noAxoA, OCHOBaHHbIV Ha HeonpeAeneHHOCTU pe3ynbTaTtoB u3MepeHuii. MpusedeHHOe HuXe 06CYXAeHne 3aumcTBOBaHO
13 BBefeHusa Kk NCO/M3K PykosoacTteo 99.

Mpu «noaxofe NOrpelwHoCcT» Me3lpaHi MoXeT 6biTb OnMcaH eAUHCTBEHHbIM UCTVHHBIM 3HAaYeHWeM, KoTopoe Co-
rnacoBaHo C onpegeneHvem MestopaHga. NpegMeToM M3MepeHus ABNsieTCs onpefesieHne OLEeHKN UCTUHHOIO 3HaYeHus
HaCTO/NbKO 6/1M3KO, HACKO/IbKO 3TO BO3MOXHO, K €JMHCTBEHHOMY UCTUHHOMY 3Ha4YeHW0. OTKTOHEHUA OT UCTUHHOTO 3Have-
HUA COCTaBASAOT C/yyaliHaa 1 cucTemartuyeckas norpewHocTy. [la poda norpewHocTeld, nogpasymeBaeMbix kak Bcerga
pasnuuumble, Apyr oT Apyra, o6pabatbiBaloT pasnnyHbIMK cnocobamun. He MoxeT 6biTb paspaboTaHo mpaBua OTHOCU-
TeNIbHO UX KOMOBMHaUWK ANa TOro, YTo6bl CPOopMUpPOBaThL 06LLYI0 NMOrpeLHOCTb NI060ro AaHHOro pesysibTata U3MepeHus,
06bIYHO MPUBOAUMOTO Kak oLeHka. O6bIYHO OLLEHNBAIOT TO/IbKO BEePXHUii Npefen obLieli NorpelwHocT, MHorAa oWwn6o4Ho
MMEHYeMblil HeonpeaeneHHOCTbIo.

Mpu «nogxofe HeonpefeneHHOCTU» NPeAMeTOM M3MepeHUs He ABMAETCS HACKo/bKo BO3MOXHO 6/13koe onpe-
[JeneHne UCTUHHOTO 3HavyeHus. Ckopee, MHGOpMaLUS U3 U3MEPEHNS NO3BONAET NpunucaTtb MHTepBas 060CHOBaHHbIX
3HauYeHuit mestopaHgy. JjononHMTeNbHasA conyTCcTByOLWAaa UHhopMaLya MOXeT COKPaTUTb pasmep MHTepBana 3HauyeHui,
KOTOpble MOryT 060CHOBAHHO MpUHaAexaTb Me3lopaHdy. HO flaxe Haubosiee TOHKOE U3MEPEHWe He MOXET COKpaTWUTb
MUHTEpBaN J0 efUHCTBEHHOTrO 3Ha4YeHWs BCMeACTBME OrPaHMYEHHOro KonuyecTsa AeTaneii B onpefeneHnn mesopaHaa.
Orta definitional HeonpeaeneHHOCTb ycTaHaBNMBaeT MUHMMabHbIA NpeAen HeonpeaeneHHoCTH M60oro nsmMepexmns. VH-
TepBan MoXeT 6blTb NPeAcTaB/IEH OAHUM U3 ero 3Ha4YeHuii, HasbiBaeMbIM U3MEPEHHbIM 3HaYeHNEM BEeINYNHbI.

Mopxop HeonpeAeneHHOCTN geTanbHo onncad B GUM [82]. B HacTosLwwee Bpems HasbiBaemom NCO/M3K Pykosoa-
cTBO 98-3 (27], KOTOPOE COAEPXUT MaTEMATUUECKYID 06pabOTKy HeONpeLeNeHHOCTY U3MEPEHUsI NyTEM NoAPO6HOW Moe-
NN M3MepeHns Npu AONYLIEeHUN, YTO Me3lopaH MOXeT 6biTb OXapakTepu3oBaH, NO CyLeCTBY, YHUKabHbIM 3HAaYeHNeM.
GUM coxpaHsieT NoHATNE «UCTUHHOE 3HauyeHue» NS OnucaHus npeameTa U3MepeHUsi, XOTs npunarateslbHoe «UCTUH-
HOe» MOANEXUT YyCTPaHeHNo. B HacToALWEM NPUMIOXEHUN MOHATUE U TEPMUH <UCTUHHOE 3HAYEHWe» TakKe COXPaHeHsbl,
NOCKO/IbKY OHU SIBNAKOTCA o6uieynoTpebutenbHbiMu. Kpome Toro. GUM, kak n gokymeHTbl M3K, cogepxuT ykasaHus no
«noAxofy HeonpeAeneHHOCTU» B Clyyas eUHCTBEHHOTO NoKa3aHna KannbpoBaHHOrO NHCTPYMEHTa, YTO 06bI4YHO Habto-
faeTcs B na6opaTopHOii MeanumnHe.

CocpefoToyeHe BHUIMAHUS Ha U3MEPEHUSAX C OAUHOYHBIMU NoKa3aHNAMKU 0CO6eHHO CBONCTBEHHO nabopaTopHOii
MeAuLMHe, MOCKO/IbKY 3TO NO3BOMAET UCCNefoBaTb, U3MEHAIOTCA /1M BEIMYMHBI BO BPEMEHU NPU NOATBEPXAEHMUMN TOrO,
4YTO pes3ynbTaTbl M3MepPeHuii conocTaBuMbl. Barnagsl MAK Takke gonyckatT HenpeHebpexumble (definitional) Heonpe-
[eNIeHHOCTN, YTO MOXeT MMeTb MeCcTO Npu KaimbpoBKe MeAULMHCKUX U3fenunii 4ns AnarHocTuKK in vitro. BanugHocTb
pe3ynbTaToB M3MEpPeHWi B BbICOKON CTEMNEHN 3aBUCUT OT METPOJIOrNYecKkuX CBOMCTB MHCTPYMEHTA, Kak NokasbiBaeT ero
Kanubposka. IHTepBan 3HaueHuin, npegnaraemMbix 4719 ONMCaHNa Me3lopaHaa. ABNSeTCA MHTepBasioM 3HaYeHun ctaHaap-
TOB M3MEPEHUSA, KOTOPbIE Aal0T Takme Xe nokasaHus.

Mpu nepepaboTke VIM ncxogunu n3 oTCyTCTBUS (DyHAAMEHTabHbBIX OT/IMYNIA OCHOBHbIX MPUHLMUMOB U3MEpPEHUs
6€30THOCUTENbHO K TOMY, BbIMOIHATCS N U3MepeHus B ousnke, xumun, nabopaTopHoit MmeguumHe, 6MONOTMN UK Tex-
Huke. NCO/M3K PykoBoACcTBO 99 Takxke COAEPXMT MOMbITKM COOTBETCTBOBATb KOHLENTya/lbHbIM NMOTPEOHOCTAM U3Me-
peHuii B Taknx 061acTsx, kak 6UMOXMMUA, Hayka O NPOAYKTax NUTaHUS, TOKCUKONOMMS U MonekynspHasa 6uonorus. Xots
HeKoTopble MEeTPOsIorMyeckne MOHATUA U TEPMUHbI, UCMO/Ib3yeMble B 1abopaTopHOi MeauuuHe, nepecmaTpusalTca u
(hyHKLMOHAsIbHbIE XapaKkTePUCTUKMN CTAHOBATCA 60s1ee ACHbIMU 1 COOTBETCTBYIOLWUMU, MOXHO NpeABUAETb, YTO «NOAXOA
NOrpeLHoCT!» ANS OLEHKN CAy4aliHol U cucTemaTnyeckon owmnbkn yaeT cocyLlecTBOBaTb C HOBEWLWNM «MOAX0A0M He-
onpeaeneHHoCTU» Ha NPOTSXEHUN HEeKOTOpPOoro nepuoga spemeHun. Cm. (27]. (52]. [53].

A.1.2 PykoBoAcCTBa N0 MapkupoBke MeANLUHCKUX U3Aennii ANa AMarHoCTUKK in vitro

N3MeHeHUs1 B KOHLENUUSX ¥ TEPMUHOMNOMUK MO U3MEPEHUAM MOTYT co3faTb AUNEMMY 418 U3roToBUTeNein meau-
LIMHCKNX U3aenuii ANa ANarHoCcTuKK in vitro. TpaguuMOHHbIE TEPMUHBI 1 ONPeAeNieHns noka ele NCnosb3yTca MeguLnH-
CKUMU NabopaTopuaMmn BO MHOMUX 4acTAX MUpaA U B HEKOTOPLIX Cayvasx MOryT OblTb NpeAnucaHbl 3akoHaMu 1 npasuiamu.
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Kpome Toro, ANns MefuLUHCKUX U3Aenunii 4na ANarHOCTUKK in Vitro AN caMOTEeCTUPOBaHNUSA TEXHUYECKMNE NOHATUS JOKHbI
6blTb NOACHEHbI B TEPMUHAX, MOHATHbLIX HenpodeccnoHanam.

MockonbKy OCHOBHOI NPUHLMN MapKMPOBKM TpebyeT OT M3roToBuTeNel NpefoCcTaBUTb TEXHUYECKYIO H(opMaLuio,
NOHATHYI0 NpeAnonaraeMomMy nonb3oBaTento [36]. NPOMbILLIEHHOCTb MeAULMHCKUX N34eNnii ANS [UArHoCTUKK in Vitro He
MOXeT OAHOCTOPOHHE MPUMEHUTb HOBblE TEPMUHBI U ONpefesieHns paan rapMoHuU3aunm ¢ gpyrumm oTpacisiMm NPOMBbILL-
NEeHHOCTN. M3MeHeHnsa TpebyloT cornacoBaHWsa He TOIbKO MeXAy KOHEeYHbIMW Nosib30BaTeNsamu, perynupylowumin opra-
HaMu 1 U3roTOBUTENIAAMU, HO 1 C Bpayamu, KOTOopble ABAIOTCA KOHEYHbIMY NOMb30BaTeNsAMy pesyibTatoB UccnefoBaHuii
AVarHoCTUKK in vitro. HoBble TEPMUHbI JO/DKHBI BBOAUTLCA OCTOPOXHO U CUCTEMATUYHO, U B KOHEYHOM UTOre N3roTOBUTENN
[OJDKHbBI ONpeAennTb, YTO MapknpoBKa COOTBETCTBYET CUTyaLMn 1 NPUHATL He06XoAMMbIe Waru Ansa CBeAeHUs 40 MUHU-
Myma pucka, COnyTCTBYIOLLEro U3MEHEHUAM. 15 [OCTUXEHMS NOTHOrO KOHCEHCYca U BHeAPeHUs MoXeT noTpe6oBaTbCs
ONUTeNbHbIA NepexoAHblii nepuog.

B HacTosAwWweM NpuIoXKeHUN NPUBELEHbl NOHATUSA U TEPMUHbI «MOAX0Aa HEONPeAENEHHOCTU», B TO BPEMS Kak CO-
XpaHeH TpagULNOHHbIV «NOAX0[ MOTPELIHOCTM», MOCKObKY AaHHbIA NOAX0A eLle LWNPOKO UCNoNb3yeTcs B 1abopaTopHoit
MefuunHe. HekoTopble MpKBbIYHbIE TEPMUHbLI NOABEPrHYTbI KPUTUKE, YTOGbI M36exaTb OWN6oK, U Ux AanbHelilee uc-
nonb3oBaHNe He NpUBETCTBYETCA.

M3rotoBUTENN MEANUMHCKNX M3aenuidi ANs AUarHoCTUKM in Vitro 4ns camMoTecTUpOBaHUsSi CTaskKMBalTCst C 0CO6bI-
MU TPYAHOCTAMM, NblTaACh CAUCaTb aHanUTUYeckne (yHKUWOHaNbHbIe XapakTepUCTUKN B TePMUHAX, MOHATHbIX Henpo-
¢heccnoHanam. Toraa kak nosb3oBaTenn-npotheccmoHasbl MOTyT HYXAATbCA B MOHUMAaHWU METPONOrMYECKUX NOHATUN 1
OLleHKe flaHHbIX pabounx xapakTepucTuk, Takas MHopMaLna HenpoeccroHaibHbIM N0b30BATENAM MEHee BaXHa, Yem
MH(opMaLmsi, cnocobHast HayuUnTb UX NOHMMATb, Korga yCTPoicTBO pa6oTaeT HenpasuibHO. MpUMEHEHWE YNPOLLLEHHbIX
TEPMUWHOB AN151 UHhOPMUPOBaHMA NOJIb30BaTe Neli-HenpoeccnoHanoB OTHOCUTENBHO OXMUAaeMbiX PYHKLMOHANbHbIX Xa-
paKkTePUCTUK NCMOMb3YEMbIX UMW YCTPONCTB NpeAcTaBAsaeTCa BaXHbIM, OHAKO cneLlnanbHoe PyKoBOACTBO B JaHHOM Ha-
npasneHun He BXOAMT B 061aCTb 3a4ay AaHHOTO NPUIOXKEHNS.

MpuBeaeHHbIE HUXKE onpeaeneHns, pekoMeHauuy v pykoBoACTBa VMET Le/ibilo MOMOYb U3rOTOBUTENAM B ONU-
CaHUWN aHanMTUYecknx PyHKLMOHANbHbIX XapakTePUCTUK NPON3BOAUMBIX UMW MEAULMHCKUX U3Aenuii 4Na ANarHocTukm in
Vitro ¢ Tem. 4yTo6bl B AasibHelileM rapMOHU3MPOBaTbh MHGOPMaLMIo, NpeAoCcTaBAsSEMY0 N3roTOBUTENAMN. MepBUYHBIMA
UCTOYHWKAMWN TEPMWUHOB U OMpeAesieHnii, NCnonb30BaHHbIX B AAHHOM NPUIOXeHun, cnyxaT: 1) UICO 5725-1:1994 [5]. B
KOTOPOM OMNMCaHbl MOHATWUA TOYHOCTU (MPaBUMBLHOCTW W MPELM3MOHHOCTUN) pesynbTatoB nsMmepenuii: 2) NCO 3534-1 [3]
n NCO 3534-2 [4], cnoBapb cTaHAapTOB cTaTUCTUYeckoin TepmuHonorumn: 3) MCO/M3K PykoBoacTeo 99 [28]. B KOTOpoM
[OCTUTHYT MeXAyHapoAHbI/i KOHCEHCYC cpeau BeAylUX MexAyHapoAHbIX opraHusauuii B 061actu MeTposoruv, BKIO-
yan nabopatopHy MeauuuHy, n 4) M3K 60050 [20]. MexayHapoaHblli anekTpoTexHUYeckuin cnosapb. 5) IUPAC-IFCC
Cnosapb TEPMWHOB B BE/IMYMHAX W eAuVHULAX KIUHUYECKOW xumumn [54] n apyrne TepMUHOMOTMYECKMe KOMNeHANYMbI
MexyHapoAHOro colo3a TeopeTUYeckoit 1 npuknagHoii xumum [55]. [56]. [57]. [6] U pa3nnuHble pyKoBOASILLNE JOKYMEHTbI
Pa6oueli rpynnbl No rno6anbHO rapMoHU3aLmmn 1 NpaBuaa Y1eHoB 3TOW rpynnbl.

A.2 OYHKLMNOHANbHbIE XapakTepucTmKu

A.2.1 O6Lwwmne NonoxeHnsa

B gaHHOM pasfene paccMOTpPeHO B3auMogeicTBue yHKLMOHAbHBIX XapakTepucTnk MeauLMHCKUX n3genunii ans
[AWNarHoOCTWKM in Vitro N NpoaHanM3MpoBaHO B/IUSIHWE U3MEHEHW B MeTPOIornMYeckoli TEPMUHONOTMKN Ha UCNO/b30BaHne
cneynuyecknx YHKLMOHAbHbBIX XapakTepucTuK B UHCTPYKUMAX MO NpUMEHeHuto. Pasaen npegHasHavyeH NnoMoyb 13-
roTOBUTENAM MEeAULMHCKUX N3fennii ANs ANarHOCTMKKM in vitro n36paTb COOTBETCTBYIOLWME TEPMUHBI MPWU ONUCAHUN OYHK-
LMOHa/IbHbIX XapakTepucTuK Ux npoayKLuu.

A.2.2 TIpaBUNbHOCTb U3MEPEHUA

MpaBuabHOCTL M3mepeHus (A.3.34) aBnseTca yHKLMOHaNbHOI xapaktepucTtukoit (3.50). npeactasBnsiowei oT-
CYTCTBUME CUCTEMATUYECKOI NorpelHocT nameperuns (A.3.54) B cepun pesynbTaToB U3MepeHuii (3.45) romoreHHoli npo-
6bl (3.64). MpaBUNBLHOCTbL — 3TO KauyecTBEHHOE NOHATME, ofHako cmeleHune (bias) nsmepenus (A.3.25) — nsamepmmas
Be/IMYMHa, 06paTHO CBA3aHHasA C NPaBU/IbHOCTbIO, MOXET 6biTb OoueHeHa. OueHka OTKNOHeHUs TpebyeT NOAXOASLLEro
pecepeHTHOro mateprana (3.58) nnm metoaukn pedepeHTHoOro namepenus (3.59). kotTopblie MOryT 6biTb UCMOb30BaHbI
ANns nonyvyeHusa pedepeHTHOro 3HavyeHusa sennunHel (A.3.50) mestopaHga (3.39).

MeTponoruyeckas npocnexvsaemMocTb (3.48) 3HaueHuii kannbpaTopa 40 pedepeHTHbIX 3HaYeHWU BENNYNHBI AB-
nsietcst PakTopoM, KOTOPbIA AaeT MefULUHCKMM NabopaTopusam yBEPeHHOCTb B TOM. YTO MPaBU/IbHOCTb U3MEPEHUS CO-
OTBETCTBYeT ero npeAHasHayeHuno. YTBepXAeHne 0 NpaBuIbHOCTY U3MepeHns credyeT conpoBoXAaTh UHopmauuei,
onuncbiBalwLLeil METPOIOTMYECKYHO MPOC/EXNBAEMOCTb 3HAYEHWIA kKannbpaTopa.

MHopMaLmio 0OTHOCUTE IbHO OLEeHKN NpaBuibHOCTU CM. B [59]. Cm. [16]. [18] n [60] oTHOCUTENBHO MHbOpMaLun O
MeTPO/IOrNYEeCcKoil NPOCNexXnBaeMocTy B NabopaTopHoii MeanLmHe.

A.2.3 TIpeyn3noHHOCTb N3MepeHus

MpeunsnoHHocTb nsmepeHusa (A.3.29) asnseTca yHKUWOHaNbLHOW XxapaktepucTukoi (3.50). npepactasnsowei
CNyvaiiHyl NorpewwHocTb namepeHus (A.3.48) B cepuun pesynbTaTtoB M3MepeHuin (3.45) romoreHHoi npobbl (3.64). Mpe-
LM3NOHHOCTb — 3TO KaYeCcTBEHHOEe MOHSTUE. [I/1A ero YNC/0BOro BbIPaXeHWs UCMOMb30BaH TEPMUH «HEBOC/IPOU3BOAN-
MOCTb». KOTOpPbI ABNsSieTCA Aucnepcueli pesynbTaToB U3MEPEHUiA, NOyYEHHbIX B OTOBOPEHHbIX YCMIOBUSAX, BblpaXXeHHOW
Kak cpefHekBaApaTuyHoe oTknoHeHune (A.3.52) n/vnu kak koadpunumeHT Bapuauuu. Cm. [61].
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Pa3mep cpegHekBafpaTUYHOIO OTK/IOHEHUSI Pe3ynbTaToB U3MEPEHUI 3aBUCUT OT TOro, kakue pakTopbl CNOCOGHSI
BapbypoBaTh W NOBAUATb Ha U3MEpEeHUs.

Mpeyn3noHHOCTb MOXET ObiTb OnpeaenieHa B ABYX KpaiHUX psafax ycnosuii: nostopsemocTb (A.3.30). Korga KOH-
TPONMpyeMble NepeMeHHble 0CTalTCA NOCTOSAHHbIMU, N BOCNPON3BOANMOCTb (A.3.31), KOr4a OCHOBHble KOHTPOUPYEMble
nepeMeHHble pas3inyaloTcs.

dakTopamu, KOTOpble MOTYT BapbUpPOBaTh 1 BIMSATL HA HENPELM3NOHHOCTL U3MepPeHUs, ABASIOTCA aHanuTuk/onepa-
TOP, U3MEPUTESIbHBIV UHCTPYMEHT, METO/, USMEPEHUS, CEPUA peareHTa, KannbpoBOUHbI MaTepnarsn, MecTo UCCnefoBaHus,
yC/I0BUSi OKpYXaloleii cpedbl 1 BpeMsa uccnegoBanus. MpeumnsmoHHOCTb MeXAy KpaiHuMu cutyaumnamm noBTopsemMocTy
1 BOCNPOMN3BOAVMOCTN Ha3BaHa NPOMEXYTOUHOI Npeun3noHHoCTbIo (A.3.20). MockonbKy cpeAHekBaapaTUYHOe OTKIOHe-
HVWe NPOMEeXyTOUYHO NPeLn3noHHOCTM 3aBUCUT OT (haKTOPOB UM YCNOBUIA, KOTOPbIE BAUAIOT Ha pe3y/nbTaTbl U3MepeHus,
NPOMEeXyTOUHas NPEeLU3NOHHOCTb SIBIAETCA 3HAUYMMOW (PYHKLMOHANBbHOWM XapaKTepuCcTUKO TONbKO B TOM Ciyyae, Korga
Takne hakTopbl W YC/I0BUS 3afaHbl.

[laHHble NOHATUS He ABAAIOTCA HOBbLIMU ANA MeAUUMHCKMX nabopaTopuii. MOBTOPSEMOCTbIO 06bIYHO Ha3biBalOT
NpeunsnoHHOCTb B Npejenax UcciefoBaHns WAN BHYTPU Cepuun, a BOCMPOM3BOANMOCTb OObIYHO UMEHYIOT MpPeLu3nNoH-
HOCTb OT nabopaTopun k naéopaTopuv Unn MexnabopaTopHON NPeun3nOHHOCTbIO. MTPOMEXYTOUHYI0 MPEeLU3NOHHOCTb
OLleHVBAIOT Ha OCHOBE BapuaHCbl KOMMOHEHTOB C UCMO/Ib30BAHMEM CTAaTUCTUYECKUX METOAOB, Takmx kak kak Analysis-of-
Variance (ANOVA).

CM. (62] oTHOCUTENBHO UHGhOPMALMK ANt OLLEHKN NPELU3NOHHOCTN METOAMKU U3MEPEHUS.

A.2.4 TOYHOCTb U3MeEpeHUus

TepMUH «TOYHOCTb M3MepeHusi» (A.3.24) NCTopMYECKN NMeeT ABa 3HavyeHUus. NMoHATNE NPUMEHANOCH HEe TObKO K
pesynbTatam OTAE/bHbIX U3MEPEHWA, HO N K N3MepUTeNbHbIM cucTeMam. Takoe ABOCTBEHHOE NPUMEHeHWe Nopoxaano
[ABYCMbIC/TEHHOCTb 1 MyTaHuLy.

B npumeHeHun K nepsomy ynoTpebneHunio norpewwHocTb namepenus (A.3.27), coyetarLlasnca ¢ pesynbTatom oT-
fenbHoro nsmepenus (3.45), npepcrtaBnseT co60i pasHuLy MexAay pesy/bTaToM W3MepeHUs M UCTUHHBIM 3HavyeHnem
BeNNYMHbI (3.57). npunucaHHbIM npobe. MorpewHocTb N3MepeHns BkYaeT 8 ceba crucTemaTuyeckyto norpeLHocTb n3-
mepeHns (A.3.54), KOMMNOHEHT, OLeHNBaeMblii cMmeleHneM nsmepeHus, (A.3.25) n cayuaiiHyto NOrpewwHoCcTb N3MepeHmns
(A.3.48). KOMMNOHEHT, OLeHNBaAEMbI CpefHeKBaAPaTUYHbIM OTKTOHEHWEM. Takum 06pa3om, TOYHOCTb pesybTarta namepe-
HMA ABNAETCA KOMOUHaLuueld NpaBUIbHOCTM U NPELU3NOHHOCTH.

B npMMeHeHWN KO BTOPOMY YNOTPeOG/IeHUI0 MOTPeLIHOCTb M3MEepeHus, coyeTatolwascs ¢ M3MepuTeslbHol CUCTeMONA,
npeActaBnseT coboil pasHuLy Mexay cpefHeil 60MbLIOro yncna pesynbTaTtoB U3MEPEHW A OJHOTO U TOro Xe OAHOPOAHOro
MaTepuana n UCTUHHLIM 3HA4YEHWEM, MPUNUCAHHBIM MaTepuasy. MorpeLHocTb, coyeTatowasncsa co cpeaHeii pesynbTaToB N3me-
peHus. BK/KOYAET TONbKO CUCTeMaTUYecknii KOMMNOHEHT (CcMelleHune, bias) n noaTomy cBsizaHa C TEPMUHOM «MPaBUNbHOCTbY.

[lnsa Toro 4to6bLI M36EeXaTb HECOOTBETCTBYIOLLLETO YNOTPE6NEHUSA, TEPMUH «TOYHOCTb» AO/IKEH ObITb COXpPaHeH A
pe3ynbTaToB MHANBUAYANbHbIX M3MEPEHNI. TOYHOCTb ABMAETCA KaueCTBEHHbIM NOHATMEM, OAHAKO HETOYHOCTb pe3yfbTa-
Ta U3MepeHUsi MOXeT OblTb BblpaXXeHa HeomnpeaesieHHOCTbI0 n3mepeHus (A.3.35). Cm. A.2.5 ans ganbHeliwero o6eyxae-
HUS HeonpeAesieHHOCTN N3MepeHuns.

B HEKOTOPbIX 06CTOSATENLCTBAX TEPMUH «TOYHOCTb» MOXET ObITb NMPUMEHEH, AN TOro YTOGbl OXapakTepusoBaTb
06LLYI0 XapakTepUCTUKY U3MepPUTENIbHOV CUCTEMbl B OTHOLLIEHWUW ee CMOCOBHOCTM NPOU3BECTH TOUHBIA pe3ynbTar. Hanpu-
Mep, Nonb3oBaTenyt MefULMHCKUX U3Aennit 4Na AnarHoCTUKM in vitro An18 camoTecTMpOBaHNSA HyXalTcsa B NPOCTOW xa-
pakTepucTnke, YTOObl CPABHUTL MEAULIMHCKYI0 NPUMEHUMOCTb MEeANLUHCKAX N3enunii ANS ANarHoCTUKK in vitro. TepMuH,
0603HaYeHHbIli KaK «TOYHOCTb CUCTEMbI», Obl1 06pPA30BaH N3 MOHATUA «TOYHOCTb» U3MEPUTENIbLHOrO UHCTPYMeHTa B VIM,
onpegenexune 5.18 [81], koTopoe 6bI/10 ONpeAeneHo Kak «CNoCO6HOCTb U3MEPUTENbHOrO MHCTPYMEHTA NONYYUTb pesyb-
TaTtbl, 6/1M3KNe K UCTUHHOMY 3HaYeHNI0». TePMUH «TOYHOCTb CUCTEeMbI» NpuMeHeH B ICO 15197, onpegenexue 3.24 [13],
[ANS OLEHKN CUCTEM MOHWUTOPWHra raokosbl u B UCO 17593. onpegeneHune 3.38 [17], ANSA OLEHKM CUCTEM MOHUTOPUHTA
nepopasbHOil Tepanuu aHTUKOArynsaHTaMy v npegHasHayeH ToNbKo AN MeAULMHCKUX U3Aenunii 4N camoTecTUpOBaHUS.
MeToa ANs OLLEHKM TOYHOCTU CUCTEM OCHOBAH Ha onpefeneHnn HeonpeAeneHHOCTU pesynbTaToB U3MepeHuit.

Cm. NCO 15197 [13] n NCO 17593 [17] ans nHdopmauumn 06 oLeHKe TOYHOCTH CUCTEM MEeANLMHCKNX N3aennin ans
ANarHOCTUKM in vitro ANs camoTecTUpoBaHuUS.

A.2.5 HeonpepaeneHHoCTb n3MepeHus

CoBpEMEHHOW TeHAEHUMel na6opaTopuii aHaNUTUYECKON XMMUN SBNSIETCA CONPOBOXAEHUE cOObLLEeHNIA O 3Haue-
HUAX U3MEPEHHbIX BEINYUH OLeHKamy HeonpegeneHHocTn ux namepeHns (A.3.35). XoTa cooblieHne 0 Heonpejenex-
HOCTW U3MepEeHNA He siIBNsieTCA 06bIYHOM NPaKTUKOW AN MeAuuUHCKMX nabopaTtopuit. MCO 15189 [9] TpebyeT oT nabo-
paTopwuii onpefensTb N JOKYMEHTUPOBaTb HeonpeeeHHOCTb pe3ynbTaTtoB ux namepenuii n MCO 17511(16] TpebyeT oT
n3roToBuTENEN KanMbpaTopoB MeANLUHCKAX N3AENNIA ANA AUArHOCTUKK in Vitro onpefensTb HeonpeaeneHHOCTb n3Mepe-
HWUIA 3HAYEHUI X KanMbpaTopoB N MHPOPMUPOBATL 06 3TOM NoMb3oBaTenel No 3anpocy.

WcTopuyeckn AOCTOBEPHOCTb METOAUK N3MepeHuii B nabopaTopHOil MeAWLMHE NMepBOHAYa/lbHO XapakTepusoBa-
nacb B TepMMHax cyyaiHoli norpelwHocTy namepennii (A.3.8) n cuctemaTmyeckoil norpewHocTn namepenmnii (A.3.54) kak
HEenpeLnsnMoHHOCTb U CMELLLEHNE COOTBETCTBEHHO. ICXOAHO TOUKOM NoAXo4a HeonpeAeleHHOCTU ABNSETCS CyXAeHne 0
TOM, YTO TVN NOTPELUHOCTU He BaXKeH AN Nosydvalollero pesynbrart U3MepeHusi, NOCKOIbKY KOHEUHbI adhhekT Bcex mo-
rpewHocTeil onpeaenseT HETOYHOCTb JaHHOTO pe3ybTata. dTa KOHLEenuus NpuMeHrMa K KTMHUYeCKOMY UCMOo/b30BaHUIo,
npy KOTOPOM pe3ynbTaT nauyeHTa CpaBHUBAETCA C KIMHUYECKUMU pedpepeHTHbIMU 3HaYeHUAMM, TakuMmn kak buonornyeckue
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pedepeHTHblE MHTEPBAsbl U NOrPaHnyHble 3HaYeHUs pucka (Npefensl peleHnii), ycTaHOB/IEHHbIE HA OCHOBE KUHUYe-
CKMX nccnefosanuii. OfgHaKo CyLecTBYIOT CUTyalun, B KOTOPbIX CryvaiiHas NorpelHocTb MOXeT 6biTb 6osiee BaxkHON,
YeM cucTemaTmyeckas NorpewwHocTb, Korga AaHHOe 3HauYeHne CpaBHMBAIOT C MpeAblAyLLUM 3HaYeHMeM y TOro Xe nauu-
eHTa. 0CO6EeHHO Korja M3MepeHve BbINOIHEHO B Toli xe nabopatopuun. NMPUMEHUTENIbHO K MOHUTOPUHIY U3MEHEeHUli BO
BPEMEHW ANarHoCTMYEeCKOro Mapkepa MeguunHckas naboparopvsa Ao/HKHA 3HaTb TUMbl NOrpeLHOCTe, coYeTanLwmxes ¢
npuMeHAeMoi MeTOANKON n3MepeHusi, YTobbl NOHATL, Kakne N3 HabnJaloLWNXCA U3MEHEHNI 3HAYNMBI.

HeonpepeneHHOCTb M3MepeHNs BkIOYaeT B cebs BCe KOMMOHEHThbI BapuaLumn Ha NpoTshKeHUn BCeit Lenu npocne-
XNBAEMOCTUN. KOTOPblEe MOTYT MOBMUSATL HA 3MepeHne Npo6bl NaluueHTa, HaunHas ¢ HeonpeaeneHHOCTHN 3HavYeHuli pede-
peHca. ¢ gobaBfieHneM HeonpefeneHHoOCTel, NPUCyLMX NpoLeccy NPUNUCbIBaHWA W3rOTOBUTENEM 3HauyeHus kanmbépa-
Topam MeAUUMHCKUX usgenuii Ans ANarHoCTUKM in Vitro 1. HakoHel, AOMOJHAA HeonpeaeneHHOCTAMMW, KOTopble BHOCUT
MeToAuKa uccnefoBaHns B MeAULMHCKOW nabopaTopumn. 3Ta KOHUENUNs OTHOCUTEsIbHO HOBa A1 nabopaTopHoi mean-
LMHbI, 1 MOXeT notpebosaTbCs pAf NeT n 3HaunTeNbHble 06pasoBaTesibHble YCUNUA 419 ee NOBCEeMECTHOIO BHepPeHNs.

KoHuenuua HeonpegeneHHocTn namepeHns onucaHa B MICO/M3K PykoBogcteo 98-3 (27). PykoBogcTBa no pacuyeTy
HeonpeaeneHHoOCTN n3MepeHusa npueegeHbl B [52] u [53]. Pa3paboTaHbl pykoBOACTBa MO pacyeTy HeonpeaeneHHoCTn
pesynbTaTtoB NauMeHToB B MeAuLUHCKMX nabopatopusx, cm. [19]. [63].

A.2.6 AHanuTnyeckas cneumuruHoCTb

B nabopatopHoii MeauLMHe TePMUH «aHanuTuyeckas cneynuyHocTb» (A.3.4) NCNOMb3YIOT ANS ONUCAHUS CNOCO6-
HOCTV MeTOAMKMA N3MEePeHNs 0O6HapYyXWTb UK U3MEPUTb TO/IbKO Me3lopaH[ B NPUCYTCTBUM APYTUX BENYUH, NpeAcTas-
NeHHbIX B Npo6e. MonHblli TEPMUH «aHanuTuyeckas cneynuuHocTb» nNpeanoyTuTeneH Bo n3bexaHne nepenyTbiBaHUA
C TEPMUHOM «AunarHocTuyeckaa cneunuyHocTb» (cM. A.3.16). AHaNUTUYECKYI0 cneunuyHOCTb METOAUKN U3MepeHus
06bI4HO ONMCbIBAOT NEPeYHEM NOTEHLUMaNbHO NHTepdepmpyoL X BeLecTB, KOTOPble OLeHNBAaIOT MO CTENEHN aHannTu-
yeckoin nHTepdepeHunn (A.3.2). AaHHO B MeAULMHCKM 3HAUYNMbIX 3HAYEHUAX KOHUeHTpaunn. Xota MCO/M3K Pykosog-
CTBO 99 3aMeHW/10 TEPMUH «CNEeUNPUIHOCTb» TEPMUHOM «CENEeKTUBHOCTb» (M36MpaTeNbHOCTb), TEPMUH «aHannTuyeckas
cneunduUYHOCTb» COXpaHeH B HacToswei yactn MICO 18113. NOCKONbKY OH ABMASETCA NpeAnoyYTUTENIbHbIM TEPMUHOM NpU
MapKnpoBke MeANLUHCKUX n3gennii ANs [UarHoCTukK in vitro.

MNHdopmMaumns 0THOCMTENTIbHO OLLEHKN aHaMTUYeCKoW CneynduyHoCT 1 onpefeneHns BAUAHUIA nHTepdepupyo-
LWKUX BEMYMH NpuBeaeHa B [64].

A.2.7 AHanutnyeckas 4YyBCTBUTE/IbLHOCTb

B na6opaTopHoli MeguLMHe NOHATWE «aHanuThyeckas YyBCTBUTENbHOCTb» (A.3.3) ynoTpe6nsaioT B ABYX pa3nny-
HbIX. HO B3aWMOCBSA3aHHbIX 3HaYeHnAX: 1) HanMeHbLlas pasHuLa KOHLEHTpaLWii, koTopas MOXeT 6blTb U3MepeHa ¢ gocTa-
TOYHOW YBEPEHHOCTbIO, U 2) HaUMeHbLUAsA BE/IMUYNHA, KOTOpasi MOXeT GbiTb 06HapYXeHa C A0CTaTOUHO YBEPEHHOCTbIO.

TepMuH «aHanuTMyeckas YyBCTBUTENbHOCTb» (A.3.3) — B ero nepsom ynoTpebneHun — He paccmaTpuBaroT Kak
ynoTpebuTenbHY0 (PYHKLMOHANBbHYIO XapakTepucTuky AN 60MbLIMHCTBA UCCNef0BaHNMA, BbINOHAEMbIX MeAULUHCKUMN
n3genvaMn Ans AUarHocTUKK in Vitro, 1 ee BK/IOYEHWE B UHCTPYKLMM NO NPUMEHeHWI0 He nogaepxusatoT. Bo nsbexaHve
HeJopa3yMeHUn TEPMUH «aHaIUTUUYECKas YyBCTBUTENIBHOCTb» [OJIKEH ObITb UCKNHOUYEH U3 MAPKUPOBKM MEAULMUHCKMX U3-
aenvii gna AMarHoCcTuKuM in vitro.

Ecnu aHanuTuyeckas 4yBCTBUTENbHOCTb UCNO/Ib30BaHa B MapkMpoBKe MeAULMHCKOro N3Aenns 419 ANarHoCTUkm in
Vitro, aT0 AO/MKHO CONPOBOXAATLCA NOSCHEHNEM, YTO OHa 03Ha4yaeT CMOCOOHOCTb METOAVKN N3MEPEHNs pasnnyaTb Mexay
ABYMSA YPOBHSIMW Me3topaHga. AHannTuyeckas YyBCTBUTE/IbHOCTb MOXET ObiTb NpefcTaB/ieHa yr/ioM HakfnoHa Kannbpo-
BOYHOI KPVBOIA cornacHo onpeeneHnio MexayHapoHOro cotosa TeopeTuyeckoin n npuknagHoi xumum [55].

B HekoTOpbIX IOPUAMYECKMX MpaBuUIax ele NcnosnbL3oBaHa crapas TepMmuHonorusa. Hanpumep, B 06wWmx TexHuye-
CKMx cneuundukaunax EBponeiickoro cotosa ykasaHo, YTO «aHanuTuyeckas YyBCTBUTE/IbHOCTb.... MOXeT 6bITb BbipaxeHa
Kak npeAen obHapyXeHus, HanpMMep HanMeHbllee KOJIMYeCcTBO Lie/ieBOro Mapkepa, KoTopoe MOXeT 6biTb TOYHO O6Ha-
pyxeHo» (cMm. [65]). B aTom cnyyas, NOCKOJIbKY aHaMTUyeckas YyBCTBUTENBLHOCTb U Npefen 06HapyXeHUs TPakTyT Kak
CVHOHUMbI, U3rOTOBUTE/b [JTIOXET UCMO/b30BaTh NpeAen 06HapyXXeHus B MapkupoBke MeAnUMHCKUX n3genwin. Onpegene-
HUWe npegena obHapyXeHns B 06LINX TEXHUYECKUX cneundukaLmax cosnagaeT c onpejeneHvem npejena o6HapyxeHuns
B NCO/M3K PykoBogcTtee 99 [28].

A.2.8 Tpepen o6HapyXeHua n npegen nMepeHus

TepmuH «npefen obHapyxeHus» (A.3.14) ynoTpebnsoT ANS ONMCAHUS HAWMEHbLUEro 3Ha4YeHNs meslpaHja. Ko-
Topoe MeTofMKka UccnefoBaHUsa MOXeT 06HapyXWTb Kak npefcTaBfieHHoe C AOCTATOYHON CTeneHbio A0BEepPUTEeNbHOCTH.
TepmMuH MOXeT 6biTb Takke NPUMEHEH B OTHOLEHUW «MUHUMaIbHO 06HapPYXNBAEMOl KOHLeHTpaLum».

TepmuH «npegen namepexHns» (A.3.44) ynotpebnsioT 4Na 0NMcaHnsa HaMMeHbLLero 3HayeHns mesopaHga. Kotopoe
MeToAMKa UccnefoBaHns MOXET U3MEPUTb KOIMYECTBEHHO C 3a[aHHoli HeonpeAeneHHOCTbI0 U3MepeHus. TEpMUH Tak-
e MPUMEHSIIOT B OTHOLLEHUWN «HUXKHEro npegesna onpefeneHns», «HMKHero npegena KoimyecTBEHHOro onpefeneHns»,
«HWXHero npegena namepeHns» n PyHKLMOHaNbHOW YyBCTBUTENBHOCTY.

TepMuH «gpyHKLMOHAIbHAsA YyBCTBUTE/IbHOCTb>» GblN NEPBOHAYa/IbHO BBEAEH A/1A TOr0, YTOObI OXapakTepusoBaTb Hau-
MEHbLLYIO KOHLIeHTpaLIMio TUPOTPONMHA. KOTopas IMOXeT ObITb U3MEpPeHa C NPeLu3noHHOCTbIO, TpebyeMoii Ans npegnonarae-
MOro MeAnLMHCKOro UCNO/b30BaHus, koTopas 6blna ycTaHoBneHa B 20 % (koadduuneHT Bapuauun) [66]. JaHHbI TepMUH He
MMeeT NpenMyLLecTB nepes repMrHoM «npefen n3MepeHus». Mockonbky 3T0 NpoAaseT HenpasuibHOe ynoTpebnexne Tep-
MWHa YyBCTBUTE/IbHOCTb, €70 UCNO/Ib30BaHVe AN MapKMPOBKN MeANLMHCKNX N3aenunii A4na AnarHoCTUKKY in vitro He ogo6psioT.

MNHopmauma oTHOCUTENBHO OLLEHKW nopora 06HapyXeHns 1 nopora n3mepexus npusegeHa B [67].
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A.2.9 JIMHENHOCTb N3MEPUTENIbHON CUCTEMBI

NnHeHOCTb U3MepuTenbHo cnctembl (A.3.21) onucbiBaeT CNOCOGHOCTb UK NokasaHuii namepenus (A.3.28), nnm
pe3ynbTaToB usmepeHus (3.45) obpasosbiBaTb NPAMYIO JIMHUIO U3 ONpeAeNieHHbIX 3HaueHuid Npo6. JIMHENHOCTL pesysb-
TaToB M3MepeHUii, NPon3BeAeHHbIX METOANKON nccnefoBaHNsA AMArHOCTUKM in Vitro, 06bIYHO OLeHMBAIOT Noc/e Toro, Kak
6bI/1 NPYMEHEeH anropuTM NNMHeapusaLymmn K NoKasaHuam N3MepeHuii.

HenuHeliHOCTb y4acTByeT B cCTEMaTUYeCKOM cMeLleHnn namepenus (A.3.25). He cywiecTByeT eJMHCTBEHHO CTa-
TUCTWKW. KOTOPas MOXeT NpefCcTaBUTb CTENEHb HE/TMHEHOCTY.

WNHdopmaLio 0THOCUTENbHO onpeaenieHnst U NoATBEPXAEHNUA TMHENHOCTU U3MEePUTENbHON cnucTembl cM. B [68].

A.2.10 AnarHocTnyeckme MyHKLMOHANIbHbIE XapakTepucTuku

MeToavkn nccnefoBaHus ANArHOCTUKM in Vitro MOryT 6GbiTb OXapakTepn3oBaHbl UX AnarHocTuyeckoli cneynuyHo-
cTbio (A.3.16), KOTOpas nokasbiBaeT, HACKO/IbKO 3ah(PEKTUBHO UCCNef0BaHne NO3BOMSET KnaccuuumnpoBaTtb NalneHTos,
He UMeKLWnX jaHHoe 3a6oneBaHne UK COCTOSIHUE, U UX AMATHOCTUYECKON YyBCTBUTENbHOCTLIO (A.3.15), koTopas yka-
3blBaeT. HACKO/IbKO 3h(PEKTUBHO UCCneoBaHne B CNOCOBGHOCTY knaccuduumuposaTtb NayMeHToB, UMeL X AaHHoe 3a60-
nieBaHue UaM cocTosiHne. [inarHocTuyeckas cneuntnyHoCTb U AuarHocTmyeckas YyBCTBUTENIbHOCTb 3aBUCAT OT BblGopa
norpaHuyHoro 3HauyeHus (cut-off) (A.3.13) ona nccnegosaHus.

MeToavkn nccnefoBaHnsa ANArHOCTUKM in Vitro MOryT GbiTb OXapakTepusoBaHbl UX Npefcka3aTebHbIM 3HaYeHnem
(A.3.42). MonoxutenbHoe npejckasarefqibHoe 3HauyeHne ykasbiBaeT Ha 3 (PeKTUBHOCTb MEeTOAWKWN UccnefoBaHus B OT-
rPaHN4YeHNN UCTUHHO MOMOXUTENbHBIX Pe3ybTaToB UCC/ef0BaHUsSt OT JIOXKHO-NOMIOXNTE bHbIX pe3ybTaToB uccienosa-
HUS AN 4aHHOTO Lieq1eBOro COCTOSIHUA B AaHHol nonynaumn. OTpuuaTtenbHoe npefckasatesibHoe 3HayeHue ykasbiBaeT
Ha 3P PeKTUBHOCTb METOAMKN UCC/eA0BaHUA B OTFPAHUYEHUN UCTUHHO OTpULUATENbHbLIX Pe3y/bTaToB UccnefoBaHust o1
JIOXHO-0TpULATENbHbIX Pe3ybTaToB UCCeA0BaHNA AN [JaHHOTO Lies1IeBOro COCTOAHMSA B faHHO nonynsauuun. MNpepckasa-
TeflbHOe 3HayeHue 06bIYHO 3aBUCUT OT NpeobaagaHnsa 60/1e3HN UM COCTOAHNSA B UCCIeAyeMOii nonynsauum.

[anbHeliwee o6cyxaeHne gnarHOCTUYECKUX (hYHKLMOHANbHbIX XapakTepucTuk npeacrasneHo B [71]. MHdopma-
LMs OTHOCUTENbHO Bbi6opa 3HaueHus cutoff u oueHkn gnarHocTUYeckoi cneuntrnyHOCTH, AUMArHOCTUYECKON YyBCTBU-
TeNbHOCTN U Npejcka3aTesibHOro 3HavyeHus cMm. B [61] u [69].

A.2.11 WuTtepsan un paj

TepMUHbI «UHTEpPBAN» U «pPsif» UCMOMb3YIOT C 3afaHHbIMK 3HaYeHnAMU. CneayioLine NpuMepsl, 3anMCTBOBaHHbIE
13 NCO/M3K PykoBogcTeo 99:2007 [28]. ANOCTPUPYIOT f@aHHble NOHATUA.

TepMUH «MHTepBan» MPYMEHSAIOT BMecTe C CUMBOJIOM [a. 6] AnA 0603Ha4YeHNA COBOKYMHOCTU peasibHblX Ynucen X,
Ans kotoporo a Sx 56, rge aun 6 > a ABAATCA peanbHbIMKU Yncnamu. TEPMUH «MHTepBas» MPUMEHAIT AN 3aKPbITOro
nHTepBana. CumBosbl a 6 0603HaYalT KOHEYHbIe TOYKM nHTepBana [a. 6].

Ans npumepa uHTepsan [-4. 2] MoXeT 6bITb WANIOCTPUPOBAH CreAytolWwmnm obpasom

-B -4 -a -2 -1 0

a — KOHeyHas Toyka, a m -4;
b — koHeuHas Touka. b =2

[Be KOHeuHble ToUYkM 2 1 -4 nHTepBana [-4. 2] MOryT 6bITb yKa3aHbl kak -1+3. 0HaKko Takoe BblpaXeHue He 060-
3HavaeT nHTepsan [-4. 2].

[nana3oH nHTepBana [a, 6] sBnseTcs pasHuueii 6 - a n o6o3HavaeTcs rla. 6].
[na npumepa pag r[-4. 2] =2 - (-4) = 6. Kak 3TO UNJIIOCTPUPOBAHO HUXE.

T T I | | | | ~r~~T X

A.3 [lonoNHUTE NIbHbIE CTATUCTUYECKME U aHA/IUTUYECKNE TEPMUHbI

Cnegyolme onpegeneHnst 6b11n 3aMMCTBOBaHbI U3 MEXAYHAPOAHbLIX W HALMOHAbHBIX UCTOYHUKOB, OAHAKO He-
KOTOpble GblIN afanTUPOBaHbI A5 TOTO, YTOGLI CAenaTh 60/1ee NOHATHBIM UX NPUMEHEHNEe B OTHOLIEHUWN MEeULMHCKUX
n3penuii ANs ANarHoCTWKM in Vitro nam 4To6bl COOTBETCTBOBATL Npasunam cnosaps NCO. [laHHble MoAUdMKaLUN HE U3-
MEHAI0T OCHOBHOTO COZlepXaHusi TepMUHOB. OpUrnHanbHble onpeaeneHns onncaHbl B NPUBEAEHHbIX CCblKax.
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OnpejeneHns U TEPMUHbI B HACTOSALLEM CTaHapTe, a Takke Ux hopmaTbl CorlacoBaHbl, HACKOIbKO 3TO BO3MOXHO,
Cc TepMuHosnorueid, BeegeHHoi NCO 704 [1]. NCO 1087-1 [2] 1 NCO 10241 [8]. B yacTHOCTW, MPUHLMN 3aMeLLeHnst no-
3BONISSET TEPMUH 4151 ONpefeNeHHOro NOHATUSA, Ha KOTOPbI UMEETCA cCbisika rae-nmbo B HacTosweli yactn MCO 18113.
3aMeHUTb Ha onpefesieHne, COOTBETCTBYOLee 3TOMY TepMuHy, 6e3 NpoTuBopeuns u circularity.

Pa3pelueHbl MHOXeCTBEHHblE TEPMUHbI A1 OAHOTO W TOro e NOHATUA. Ecnv nprBefeH0 HeCKO/IbKO TEPMVHOB,
nepsblii U3 HUX 06bIYHO ABNSETCA NPeANoYTUTENBbHBIM A4NA ynoTpebaeHns B nabopaTtopHoii MeguumHe. Ecnv oba TepmuHa
HanevartaHbl XXMPHbIM LIPUATOM, N060I N3 HUX CYNTAEeTCA NpUeMIeMbIM 415 MTpUMeHeHns. OfHaKo MHOTMM TepMUHaM B
MCO/M3K PykoBoacTBo 99 [28] B HacTosilLee BpeMs CONYTCTBYIOT KBanndukatopbl (YyTOUHSOLWME onpeaeneHuns), Takme
Kak n3mepeHue (Hanpumep, NPeUn3NoOHHOCTb N3MEPEHUS, pe3ybTaT N3MepeHuns), 1 AaHHble NOJHble TEPMUHbI NpuBeae-
Hbl B HACTOSILLEM CTaHAapTe Kak npejnoyTuTelbHbie TePMUHbI. ECIM 3HaueHne coBepLUEHHO ACHO Ans GyayLiero nonb3o-
BaTens. Takne TepMUHbI MOTYT 6bITb NpuBeAeHbl 6e3 KBannukaTopos.

A.3.1 perynupoBka WHCTPYMeHTa ANSA AuarHocTukm in vitro (adjustment of in vitro diagnostic instrument,
adjustment): COBOKYNHOCTb onepauuii, BbINOSHAEMbIX Ha MHCTPYMEHTe A8 AMArHOCTUKM in vitro Ansa Toro, 4To6bl OH
BblAaBasn npeanucaHHble nokasaHus, COOTBETCTBYIOLWME AaHHbIM 3HAYEHNAM BeINYMHbI, KOTOpas AO/KHA ObITb U3Me-
peHa.

MpumeyaHuns

1 Tunbl perynnpoBku BKKOYAKOT B Ce65 peryIMpoBKy Ha HOJMb, PEryIMpoBKY C BBOAOM NOMpaskW, PerynpoBky ¢ nepe-
KpbITEM (MHOTAa VMEHYEeMYIo PeryinpoBKO yCuneHns).

2 PerynupoBKy MHCTPYMeHTa ANS AMArHOCTUKK in Vitro He cnedyeT nyTaTb ¢ kannbposkoii (3.9). koTopas aBnseTcs
npeAnocbINIKOWA 415 HEOOXOAMMOCTH PEryIMpoBKu.

3 Mocne perynnpoBknN UHCTPYMEHT A5 ANArHOCTMKM in Vitro 06bIYHO AO/KEH 6biTb BHOBb OTKaNIM6pOBaH.

4 ApantupoBaHo u3 NCO/M3K PykoBoacTBo 99. onpegenexve 3.11 [28].

A.3.2 aHanuTnyeckasa nHTepdepeHyns (analytical interference, interference): CuctemaTnyeckoe BAUsHME Ha W3-
MepeHue. Bbi3BaHHOE BAWsIOLLE BEIMUYMHON, KOTOpas cama He Bbi3blBAeT CUrHana B U3MepuTesnbHol cucteme, ofHakKko
BbI3bIBAET YCU/IEHNE UMW NOAABNEHNE 3HAYEHUI NOKa3aHWiA.

MpumevyaHne — VHTepdepeHUns c pesynbTaTtamMmm U3MePeHNii CBA3aHa C NOHATMEM aHaNNTMYecKoin cneyunduny-
HocTu (A.3.4). Uem 6onee cneundunyHa MeToanka n3mepeHmns No OTHOLEHWIO K APYrMM KOMMNOHEHTaM B Nnpo6e, Tem MeHee
BOCMNPUMMYMBA OHA K aHANIMTUYECKON MHTepdepeHLnn 3TuX BeLLEeCTB.

[NCO 15193. onpepenenune 3.9]

A.3.3 aHanuThyeckas YyBCTBUTENbHOCTb, YYBCTBUTE/IbLHOCTb MeTOAMKM U3MepeHusa (analytical sensitivity,
sensitivity of a measurement procedure): OTHOWeEHNE N3MEHEHMNSA NOKa3aHWil U3MepUTEesIbHON CUCTEMbI K COOTBETCTBY!HO-
LeMy U3MEHEeHNI0 3HaYEHUS BEIMYUHBI, KOTOPYIO U3MEpSIIoT.

MpumevaHunsn

1 UyBCTBUTENILHOCTb M3MEPUTE/IbHON CUCTEMbI MOXET 3aBWCeTb OT 3HAuYeHWs BeNNYMHbI, KoTopas nognexana
M3MepeHuio.

2 VI3MeHeHUs1 3HaYeHUA BENNYMHBI, KOTOpas nojsexana uaMepeHuto, A0/KHbl 6biTb 6OMbLWINMYN MO CPABHEHUIO C
paspelleHvem.

3 AHannMTuyeckas YyBCTBUTE/IbHOCTb M3MEPUTE/bHOI CUCTEMBI ABASETCS YI/IOM HAKOHAa KannbpoBOYHOI KPUBOIA.

4 TepMUH «aHanuTu4yeckas 4yBCTBUTE/IbHOCTb» He cnefyeT ynoTpebnatb Ans o6o3HaveHns npegena obHapyxe-
HuA (A.3.14) nnv npegena nsmepenuns (A.3. 44) n nytaTb C AMArHOCTUYECKOV YyBCTBUTEbHOCTLIO (A.3.15).

[NCO/M3K PykoBoacTBo 99. onpegeneHue 4.12]

A.3.4 aHanuTuyeckana cneunduyHocTb, n3bupatenbHOCTb MeTOoAUKM M3MepeHua (analytical specificity,
selectivity of a measurement procedure): Cnoco6HOCTb U3MeEPUTEbHOW CUCTEMbBI, NPUMEHSAOLW el 3a4aHHY0 MeToAN-
Ky U3MepeHusi, BblfaBaTb NU3MEepPeHNs TObKO O4HOr0 WU HECKONbKUX Me3lopaHoB, He 3aBUCALLME HU APYT OT Apyra,
HW OT N06OoI APYroil BeNNYMHLI B CUCTEME, NOSBEpraemMoii U3aMepeHuio.

Mpumep — CNoCcOGHOCTb U3MEPUTeNbHON CUCTEMbl U3MEPUTb KOHLEHT paLuio kpeaTuHNHA B nnasme
KPOBW METOAMNKON CO L eNoYHbIM MMKPATOM 6€3 MHT epdepeHLnn co CTOPOHbI KOHLEHT paynii F1Ko3bl, MO-
UeBOIi KUCMIOTbI, KETOHOB UK 6efKa.

MprumevaHnsa

1 OTcyTCcTBME CNeLnUYHOCTI HasbiBalOT aHaInTMYeckoi nHTepdeperymeii (A.3.2).

2 OTcyTCcTBUE CNEUUMUYHOCTU METOAUKM MMMYHOXMMMUYECKOTO U3MEPEHNS MOXET ObiTb BbI3BAHO MEPEKPECTHON
peakTnBHOCTbIO (A.3.12).

3 CneundryHOCTb METOAUKN U3MEPEHNA He cniefyeT nyTaTb C AgnarHoctuyeckoi cneyndumyHocTtbio (A.3.16).

4 B MCO/M3K PykoBoAcTBO 99 /151 3TOr0 NOHATAA UCMNOMb30BaH TEPMUH «U36UpPATENIbHOCTb» BMECTO TepMuHa
«CneunguuHoOCTb».

5 AgantupoaHo n3 MCO/M3K Pykosoactso 99. 4.13 [28].
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A.3.5 nokasaHue xonocTtoii npo6sl (blank indication): MokasaHue sABNeHus, Tena U BelecTsa, NoA0GHOro ToMmy,
4yTO nogsepraeTca UccnefoBaHWIO, HO A5 KOTOPOro MCKOMas BenunymHa npejnonaraeTcs OTCYTCTBYIOLLEN UM He yyva-
CTBylOLLEll B MOKasaHuu.

[MCO/M3K PykosoacTBO 99. onpegenexuve 4.2)

A.3.6 kanmbposouyHasa kpusas (calibration curve): BolpaxeHne OTHOWEHNA MeXAy NokasaHuem 1 COOTBETCTBYIO-
MM 3HAYEHNEM U3MEPEHHON BEUUNHBI.

MpumevyaHne — KanubpoBouHas KpuBas BblpaxaeT OfWH K OAHOMY OTHOLUEHWE, KOTOPOe He 3amMeHsieT pe-
3ynbTaT M3MEpPEeHUs, MOCKONbKY OHO He HeceT MHopMaLMM OTHOCUTENIbHO HEONpeeneHHOCTN N3MepeHuns.
(MCO/M3K PykosogcTeo 99. onpefeneHune 4.31]

A.3.7 nepapxus kannbposku (calibration hierarchy): MocnegoBaTenbHOCTb KaMOPOBOK OT 3TaNIOHA J,0 KOHEYHOW
U3MEepPUTENbHON CUCTEMBI, € BbIXOZ U3 KaXOol KannbpoBKM 3aBUCUT OT BbIXOAa U3 NpeplayLieii kKannbpoBKy.

MpumeuaHuns

1 HeonpefaeneHHOCTb U3MePeHNs Hen3bexHO yBennynBaeTcs B NocnefoBaTe/lbHbIX KaimbpoBKax.

2 JnemeHTaMu nepapxun KanmGpoBKu ABASIOTCA OAMH UM HECKO/IbKO CTAHAApPTOB U3MepeHus (kanmbpaTtopos) u
N3MepuTesibHbIX CUCTEM, [eCTBYIOLWMUX B COOTBETCTBMN C METOANKAMU N3MEPEHUS.

3 ns gaHHOro onpejenieHns aTanoHoM (pedepeHcoM) MOXeT ObITb eAUHMLA U3MEPEHNS Yepes3 ee NpakTU4eckyto
peannsauuio, UK npoleaypa UIMepeHus, Uam ctaHgapT U3MepeHus.

4 CpaBHeHMe ABYX CTaH4apTOB M3MEPeHNs MOXHO paccMaTpuBaTh Kak kannbpoBKy, eCain CpaBHEHWE UCMONb3YI0T
NS CBEPKM W. eCnn Heob6Xo4MMO, KOPPEeKTUPOBKM 3HAYEHWUA BE/IMYUHBI U HeonpeAeleHHOCTU N3MepeHns, ConyTCTBYHO-
el 0fHOMY W3 CTaHAApPTOB U3MEPEHNS.

(MCO/M3IK PykosogcTBo 99. onpepgenexuve 2.40]

A.3.8 nepeHoc (carryover): BeefeHne matepmana B peakuMOHHY0 CMEeCb, K KOTOPOI OH He MPUHAANIEeXNT.

Mpumep — YacTb Npobbl, peareHT, pa3baBnTeNb UK pacTBOP A5 NPOMbIBAHWUSA, KOTOpble NepeHece-
Hbl U3 OHOI0 KOHTEWHEepPa NAn N3 0fHO peakLMOHHOW CMecn B ApYryl B NpOLECCe UCCNELOBAHNS.

MpumeyaHne — ApantupoBaHo u3 (55).

A.3.9 KOMMYTUBHOCTb CTaHAapTHOro o6pasya (commutability of a reference material): CBoiicTBO cTaHAAPTHOTO
obpasuya, xapakrepusytoujeecsi 61M30CTbI0 COOTHOLIEHUSA Mexay pesynbTaTamu U3MepeHWil onpefenieHHOV BenynHbI
ANns aToro o6pasua, NosyvyeHHbIMU Mo ABYM faHHbIM MeTOoAMKaM W3MEepEeHWii, K TakoMy e COOTHOLLUEeHWI0 pe3y/bTaTos,
NoyYeHHbIX AN APYTUX OnpefeneHHbIX 06pasLoB.

MpumeuyaHuns

1 CtaHpapTHbI o6pasel, kak npasuao, npefctasnseT coboi kanmbpaTop, a ApyrumMn 3afaHHbiMy MaTepuanamu
06bIYHO ABASIOTCA PYTUHHbIE NPO6bI.

2 MeToauKn U3MepeHns, ynoMsHyTble B onpeeneHun, npeAcTaBnsaoT coboi ogqHa — MpeaLecTBYOLWYH0, a Apy-
ras — nocnefyllylo 3a paccMaTpuBaeMbiM CTaHAapTHbIM 06pasyom (kannbpaTopom) B uepapxuu kanméposok. Cwm.
MNCO 17511 [16] gna ganbHeiwen nHcdopmaunm.

3 CTabubHOCTb KOMMYTaTUBHOTO CTaHAAPTHOro obpasua crefyeT NOCTOSIHHO NPOBEPSATH.

(MCOIM3IK PykoBoacTBo 99. onpegeneHue 5.15]

A.3.10 koHueHTpauusa (concentration, substance concentration): Konnyectso BelecTBa KOMNOHEHTA, Ae/leHHoe
Ha 06beM cucTemsl.

MpumeuaHuns

1 Ecnu macca, 06bem 1 YncrioBas KOHLEHTpauna 3afaHbl, TO TEPMUH «KOHLEHTpauua» nogpasymeBaeT CpeHIon
KOHL,eHTpaLuuio BelecTsa.

2 B KMHWYECKON XUMUM peKOMeHAyeTCs efuHuLa «MO/b Ha MTP». MNpuMeHeHne TepMuHa «MOMIAPHOCTb» ANA
3TOI BeNIMYMHBI He peKkomeHAayeTcs.

3 MNpuMeHeHne TeEpMUHA «yPOBEHb» Kak CUHOHMMA KOHLeHTpaLum ocyXxaaeTcs.

4 Tpn onucaHnn BeNNYMNHbI KOHLEHTPaLMA AO/MKHA 6blTb ACHO OT/IMYMMA OT COAepPXaHus.

5 KonuuecTso BelecTBa Npobbl Uan cucTeMbl BAsSeTCA PU3MYECKON BEMUNHON B NPOMOPLIMM K YUCy NpeacTaB-
NIEHHbIX 3/1eMEHTaPHbIX YacTUL,. DNEeMEHTapHbIe YacTuLbl MOTyT 6bITb aTOMamu, MOJIEKy1aMU, MOHAMK, 3/1eKTPOHAMU 1N
yacTuuamu, BbI6GOp KOTOPbIX 3aBMUCUT OT KOHTEKCTA 1 AO/DKEH ObiTb YCTAHOBJ/IEH.

6 EguHuuein CU gna konnyecTsa BeliecTBa ABMSETCSH MOJb, KOTOPbIV onpefesieH kak KonyecTso BellecTsa, Ko-
TOpoe MMeeT YKC/0 3IeMEHTapPHbIX YacTul, paBHoe uncny atomos B 0.012 kr (uam 12 1) yrnepoga 12. 310 yncno — no-
CTosiHHas ABoragpo, kotopas nMeeT 3HavyeHune 6.02214179(30) - 1023 mol'l

7 Yncno onpefeneHHbIX YacTul, WA 3/1eMEHTapHbIX YacTul, KOMNOHeHTa B cucTeme, JefleHHoe Ha 06beM 3TOoi
CUCTEMbI, Ha3blBAETCS YAC/IEHHOW KOHLEHTpauuei.

Cwm. (54].
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A.3.11 cornacoBaHHOe (MPUHATOE) 3HauYeHue BeNu4YuHbl (conventional quantity value, conventional value of a
quantity): 3HaueHne BeNUYMHbI, NPUNMCaHHOe Be/IYMHE NO CornalleHunio ANsS AaHHO uenu.

Mpumep — CornacosaHHOe 3HAYeHWE BE/IMYNHBI MacChl JaHHOro cTaHgapTa T = 100,00347 4.

MprumevaHusa

1 TepMUH «COrnacoBaHHOE UCTUHHOE 3HAYEHNE BESIMUMHBI» UHOTAA NPUMEHSIOT AN 0603HAUYEHNUs JaHHOTO MOHSA-
TUSA. OfIHAKO Takoe ynoTpe6/ieHne He pekoMeHayeTcs.

2 Horpa corniacoBaHHOe 3Ha4YeHne BesIMYMHbI UCMOSb3YIOT Kak OLeHKY UCTUHHOTO 3HAYeHWUA BENUYMHBI.

3 CornacoBaHHOe 3Ha4YeHNe BeINUNHbI 06bIYHO MPUHUMAIOT COYeTaoLWMUMCS C MUHUMabHOW| HeonpeaeneHHoCTbIo
n3MepeHuns, koTopas MOXeT 6bITb Hy/IeBOWA.

[MCO/M3K PykoBoacTBo 99. onpegeneHue 2.12)

A.3.12 nepekpecTHas peakTMBHOCTb (cross-reactivity): CTeneHb, C KOTOPOWi BeLLecTBO, OT/IMYaKLeecs OT aHanu-
Ta, CBA3bIBAETCS C peareHToM B NpoLecce UMMYBOXUMUYECKO METOAMNKNA N3MEPEHMNS KOHKYPEHTHOTO CBSA3bIBAHUS.

Mpumepbl — AHTUTENO CBA3bLIBAETCA C MeTabonnTamun aHannTa, CTPYKTYpPHO 6I'IVI3KMMVII'IeKapCTBeH-
HbIMW BeWwecTBaMN N T. M.

MpumeuvaHunsn

1 AHanuTuyeckas cneymduyHocTb (A.3.4) sBNAETCA CBA3AaHHbIM NOHATUEM.

2 MepekpecTHas peakTUBHOCTb MOXET ObITb Xe/flaTe/lbHbIM CBOCTBOM HEKOTOPbIX METOAWK NCCNef0BaHuUs, Takum
KaK CKPUHUHT Ha NPUCYTCTBUE 3anpeLleHHbIX 1ekapcTB.

3 BaxHO paccunTaTb NepekpecTHY0 akTUBHOCTb B MOAX Ha nuTp. MNpaBuna pacyeTa NnepekpecTHOW peakTUBHOCTU
cMm. B [70).

ApanTtupoBaHo 13 [56)

A.3.13 norpaHu4yHoe 3HavyeHune, Toyka otceveHuns (cut-off value): 3HauyeHne BeNUUYMHbLI, NUCNONb3YyEMOE B Ka4yecTBe
npegena Ana ngeHtudukaymn npobsl, kKOTopas nokasbiBaeT Hanuyne uau oTCyTCTBUE onpejeneHHol 6one3Hn, cocTos-
HUA UK MestopaHja.

MprumevaHusa

1 PesynbTaTbl U3MEPEHNS Bbllle NOrpaHNyHoro 3HauyeHns NprU3HaT NOMOXUTENbHBIMUY, a pe3y/bTaTbl HUXE norpa-
HUYHOTO 3HAYEHNA paccMaTpuBaloT Kak oTpuLaTesbHbIe.

2 Pe3synbTathl 13MepPeHUs BO3/1e NOrpaHNyHOro 3HavyeHns MoryT paccmatpusaTb Kak HeybeauTenbHble.

3 Bbl6Op NOrpaHMyYHOro 3HauveHus onpegensieT guarHocTuyeckyio cneundunyHocTb (A.3.16) 1 gnarHocTnyeckyto
YyBCTBUTENLHOCTb (A.3.15).

A.3.14 npepen obHapyxeHus (detection limit, limit of detection): 3HaueHne n3MepeHHO BENNYMHbI, MOyYEeHHOE
C NPUMEeHeHNeM JaHHOR MeToANKN N3MepeHns, ANA KOTOPOro BEePOATHOCTb /I0XKHOMO YyTBEPXAeHNUs 06 0TCYyTCTBMM KOMMO-
HeHTa B MaTepuasie ecTb p. faHHas BEPOATHOCTb & JIOXHOIO yTBepXAeHUsA 06 ero NpucyTCcTBUN.

MpumeuaHunsn

1 MeXAayHapoaHbIii COl03 TeOPEeTUYECKOW M NPUKIALHON XMMUN PEKOMEHAYET a U P OLeHUBaTb B paBHOW Mepe
kak 0.05.

2 TepMUH «aHanMTM4yeckas YyBCTBUTENbHOCTb» (A.3.3) MHOrAa UCNONb3YyHT A5 0603HAYEHMA nopora o6Hapyxe-
HMA. HO NoA06HOE ynoTpebieHe B HacToALlee Bpems ocyxaalnT. CM. A.2.7 n A.2.8 gnsa ganbHeiiwei nHcopmaymu.

3 Cwm. Takxe npegen namepenus (A.3.44).

[MCO."M3K PykoBoacTBO 99. onpegeneHune 4.18)

A.3.15 gnarHoctmuyeckas 4yBcTBuTeNbHOCTb (diagnostic sensitivity): CnoCO6HOCTb METOAVKN ANArHOCTUYECKOTO
nccnefoBaHna in vitro ngeHTMuUMpoBaTb NPUCYTCTBUE LEeBOro Mapkepa, COYeTaloLWwerocs ¢ KOHKPETHOR 601e3HbI0
VN COCTOSIHMEM.

MpumeyaHuns

1 Takxke onpefensoT Kak NPOLEHT NOIOXNTEIbHOCTU B Npo6ax, rae Lenesoil aHanut go/mkeH 6biTb. MIHhopmauuto
OTHOCUTE/IbHO OMUCAHUS ANArHOCTUYECKNX (DYHKLMOHAMbHBIX XapakTepUCTUK MeAULMHCKUX U3Aenunii 4Na ANarHocTukm in
vitro cm. [71).

2 inarHocTU4Yeckylo YyBCTBUTEIbHOCTb TaKXe BblpaxaloT Kak NpoueHT (4ncnosas [0S, YMHOXeHHas Ha 100).
paccuUMTaHHbIli MyTEM YMHOXEHUS Yuc/ia UCTUHHO-NONOXMNTENbHbIX (M) 3HauyeHuidi Ha 100 n fenleHns Ha CyMMY Uc-
TUHHO-NONOXUTENbHbIX (M) 1 NoXHo-oTpUuaTenbHbix (JIO) 3HavyeHndk nnm 100 UMN/(UM + NO). faHHbI pacyeT oc-
HOBaH Ha Takoli opraHm3auun nccnefoBaHns, NMPM KOTOPOI Y KaxAoro cy6bekta uccrefoBaHnsa 6epyT TObKO Of4HY
npooy.

3 LleneBoe cocTosiHne (A.3.55) onpefensitoT Ha OCHOBE KpUTEpUs, HE3aBUCMMOTO OT paccmaTpuBaemMoli MeToANKN
nccnepoBaHusa.

4 ApanTtuposaHo 13 (69). 4.5.1.
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A.3.16 guarHocTuyeckaa cneundunyHocTtb (diagnostic specificity): Cnoco6HOCTb MeTOAMKM AMArHOCTUYECKOro
nccnefoBaHus m? vitro pacnosHasaTb OTCYTCTBUE Lie/IEBOTO Mapkepa KOHKPeTHOW 601e3HN N COCTOSHUSA.

MpumeuvaHunsa

1 Takxe onpeAensoT kak NPOLEHT oTpuuaTenbHbIX 3HaueHuii B npobax, rae Luenesoil Mapkep, Kak W3BecTHO, OT-
cyTcTBYyeT. IH(hopmaLMio OTHOCUMTEIbHO ONUCAHUS AUAarHOCTUYECKUX PYHKLMOHAbHbIX XapakTepucTuk MeguLMHCKUX ns-
Aenvii ana AnarHoCcTukK r vitro cm. [71].

2 [imarHocTuyeckyr cneunduyHOCTb BbipaxXakT MPOLEHTOM (YMCNOBOI foneid, yMHOXeHHoW Ha (100). paccuu-
TaHHbIM Kak 100. yMHOXeHHOe Ha yncnio MO 3HauyeHuit, geneHHoe Ha cymmy VIO u JIM 3HauveHuit nan 100 NO/(MO+N).
[laHHbIli pacyeT OCHOBbIBAETCA Ha TakoW opraHusauum nccnefoBaHusi, NPy KOTOPOW y KaxAoro cybbekTa nccnefoBaHuns
6epyT TONbKO 0A4HY Npoby.

3 LleneBoe cocTtosiHve (A.3.55) onpeaensioT Ha OCHOBE KpUTEPUSl, HE3AaBUCUMOrO OT paccMaTpuBaemoli MeToAMKM
nccnefoBaHus.

4 ApanTupoBaHo u3 [69). 4.5.1.

A.3.17 ypapHbiii adhpekT Bbicokoi go3bl (high dose hook effect): OTpuyaTenbHoe cmelleHre B UMMYHOXMMUYe-
CKOli MeToaukKe U3MepeHusi, BbiI3BaHHOE HapyLueHWeM NepekpecTHOro CBA3bIBAHWSA aHTUreHa ¥ aHTUTena B NPUCYTCTBUK
N36bITKa KOHLEHTpauWM aHTUreHa no OTHOLEHWIO K KOHLEHTpauumn aHtutena uam n3bbiTka KOHUEeHTpauun aHTuTena no
OTHOLLUEHUIO K KOHLeHTPaLun aHTureHa.

MpumeuvaHunsna
1 ViHorga HasblBatoT siBNIEeHNEe»/ NPO30HbI.
2 AgantmupoBaHo 13 [72].

A.3.18 Bnusowan sennynHa (interfering quantity): BenuunHa, npu Npsmo»/ UsMepeHun He BAMAIOLWAA Ha Ben-
UMHY. KOTOPYIO AECTBUTENIbHO U3MEPSIOT, HO OKa3biBaloLias B/IMSIHAE Ha OTHOLLEHWe MeXAy nokasaHue»/ n pesynbTaTtoM
n3»/epeHus.

Mpumep 1— KoHueHTpauus 6unupy6uHa npu npsMom W3MepeHun KOHLEeHT paunn reMorno6uHa B nnasme
KPOBU uenoBeka.

Mpumep 2 — ®oHOBOE AaBfieHNe B UICTOYHUKE MOHOB B Macc-CMneKkTpoMeTpe BO BpemMs U3MepeHus Jonu
KoimyecTBa BeuwecTBa.

MpumevyaHuns

1 HenpsiMoe n3»/epeHune BKIOUYaeT B ce6 KO»/GMHALMI0 NPSIMbIX U3MEPEHWNIA, KaXA0€ N3 KOTOPbIX »/0XeT UCMbITbI-
BaTb BO3/ENCTBME BAUAIOLWNX BEINUNH.

2 B GUM [82) noHATve BNUSIIOLLEN BENNYMHBI ONPeAEeneHo Tak Xe. Kak B npeabiayliemM usgaHum VIM [81]. oxBaTbl-
Basi He TO/IbKO BE/IMUYMHbI, BAUAIOLMNE HA U3MEPUTE/IbHYIO CUCTEMY, KaK B OMpeAenieHnn, npuBeeHHo»/ Bbllle, HO Takke
1 Te Be/IMUMHbI, KOTOpble BAUAIOT Ha AeCTBUTENIbHO N3MepsieMble BeMUnHbl. Kpo»/e Toro, B GUM flaHHOe MoHATHe He
orpaHnyeHo nNpAar/bir/u 3aMepeHnaMu.

[MCO/M3K PykoBoacTBo 99. onpeaeneHune 2.52]

A.3.19 nHTepdepupylowan BennuuHa, nutepdepeHT (interfering quantity, interferent): Bennuuna, kotopas He
ABNAETCSH Me3lpaHoM. HO OKasblBaeT BAUAHWE HA pe3y/bTaT u3»/epeHus.

Mpumep — BnuaHue 6unnpy6buHa, remorno6uHa NMNUMA0B UM OKpalleHHbIX IeKapCTBEHHbIX npenapa-
TOB HA HEKOTOPble KONOPUMET PUYECKNEe MeT 0ANKN U3MEPEHWIA.

MpumeyvaHunsna

1 VHTepdhepupylowas BennymHa MoXeT 6bITb BANSAIOLWENA BEMUYNHON, HO ee BANSHWE HEe OrPaHNYeHOo NPAMbIMU 13-
»lepeHun»/n. C»/, Takxe aHanuTu4Yecky nHTepdepeHumio (A.3.2).

2 YacTnyHo 06pa3oBaHo 13 onpegeneHuns BAusowein senmumnsl (A.3.18).

A.3.20 npomexyToyHasa npeumsnoHHOCTb M3MmepeHus (intermediate precision of measurenrent, intermediate
precision): MNMpeun3noHHOCTb N3MePeHNS B PAAY YC0BUI N3»/epeHunsi, KOTopble BKIOYAlOT B Ce6SA OAHY U Ty Xe MeTOoANKY
M3MepeHusi B TOM Xe ca»/OM »/ecTe B TeYeHWe NpPoAO/KMTENbHOTO nepuofa BPEMEHU W NOBTOPHbIE U3r/epeHust oaHMX
N TeX Xe Wau NoJo6HbIX 06BEKTOB B TeUYeHNe NPOoAO/HKUTE/IbHOTO NepruoAa BPeMeHn, HO MOTyT BK/IYaTb Takke gpyrne
YCNOBUS, Bbi3blBaKOLLNE U3»/€HEHUS.

MpumeuvaHunsa

1 Ycnosus npomMexyTOo4HOl Npeun3noHHOCTN NpeAcTaBnAoT co60ii peanbHble yC0BUA NPU»/eHeHns MeauLIMHCKO-
ro n3genua Ans AUarHoCTUKM in Vitro, B HaCTHOCTM Takue neper/e nHble, Kak KasnbpoBKn, CEpPUN peareHToB, U3IMepuTesib-
Hble CUCTEMbI, ONepaTopbl U YCNI0BUSA OKpyxXaiolieli cpedbl.

2 MNpwv oueHKe rMeauLMHCKUX U3aennii ANa AUArHoCcTUKKM in vitro 06bIYHO M36UpatoT YC0BUSI MPOMEXYTOUYHON npe-
LIM3MOHHOCTW A5 TOro, YTO6bI NpeAcTaBUTb YCI0BUSA peanibHOro Npu»/eHeHns »/eauuyuHeKoro n3genus Ana AnarHocTuku
in vitro Ha NPOTSXEeHUW ANNTENBHOTO Nepruoa BPerxeHu.
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3 Heobxogumble cTaTucTuyeckne TepMuHbl npusepersl B MCO 5725-3 [6].

4 TpomexyTouyHas MPeLu3NOHHOCTb MOXeT 6biTb BblpaXeHa KO/MYeCTBEHHO B Taknx TepMMHaxX XapaKTepucTuk
Avcnepcumn pesynbTaToB, Kak CTaHAapTHOe OTK/IOHEHWe, BapuaHca 1 KoaduLMeHT BapuaLlmu.

5 AgantuposaHo u3 NICO/M3K PykoBogcTeo 99. onpegenexns 2.22 n 2.23 [28].

A.3.21 nuHelHOCTb n3MepuTenbHoli cuctemsl (linearity of a measuring system, linearity): Cnoco6HocTb BblgaTb
3Ha4YeHNA M3MepPeHHOI BEIMYMHBI, KOTOPbIe NPSAMO NPONOPLMOHA/bHLI 3HAYEHNI0 Me3tlopaHaa B npobe.

MpumevyaHus

1 Ana MeAuLMHCKMX U3gennii B Lensx AUarHoCTUKM in vitro TMHEeNHOCTb OTHOCUTCA K pe3yfnbTaTaM U3MepeHus B
npegenax faHHoro nHTepeana nsmepeHus (3.46) nocne KOPPEKLUN UK NMHeapu3aL M nokasaHuii nsmepenns (A.3.28).

2 JInHeNHOCTb OLLeHMBAIOT M3MepPeHneM Npob, coagepX)aLnx BeNNUNHbI Me3topaHaa. KOTopble N3BECTHbI Mo onpeje-
NeHNI0 UK N3BECTHbI OfHA OTHOCUTENIbHO APYroii (He o6a3aTeNlbHO N3BECTHbI a6CONTHO). Korga pesynbTaTbl M3MepeHus
COCTaB/AT KPMBYIO NPOTUB @6COMIOTHBIX UM OTHOCUTE/bHbIX 3HAYEeHWI i Me3topaHa. CTeneHb, C KOTOPOoli AaHHas KpuBas
COOTBETCTBYET NPSMOV NNHUN, ABNSETCA MepOoii NNHERHOCTH.

3 ApgantupoBaHo u3 [67] n [73].

A.3.22 maTepuanbHas Mepa (material measure): VI3MepuTenbHbIi UHCTPYMEHT, BOCNPOU3BOAALLMIA AW NOCTaB-
NAOLWWIA NOCTOSIHHBIM 06PA30M MPU €ro NMPUMEHEHWUUN BENIMYUHBI OLHOTO UWN HECKOMBbKUX AAHHbIX BUAOB, B KaX4OM Cy-
4ae C NPUNUCaHHbIMU 3HAYEHUSAMMU.

Mpumep — CepTudurumpoBaHHble pehepeHTHble MaTepuanbl, cTaHfapThbl Beca, Mepbl ob6bema
(npegcTaBnaWme 0JHO UK HECKONbKO 3HAYEeHWIi BEIMYNH, C OJHON WU HECKONIbKUMU LKanaMyu 3HavyeHui
BENNYUH).

MpumeyaHne — TllokasaHne maTtepuasbHON Mepbl ABASETCA ee NPUNUCAHHBIM 3HAYEHNEM.
[MCO/M3K PykosoacTso 99. onpegenexve 3.6] [28]

A.3.23 n3mepeHHoe 3HayeHue BenuMuuHbl (measured quantity value, measured value): 3HayeHne BesIMYUHBI,
npeAcTasnsioliee co6oli pesynbTaT U3MepeHuns.

MpumeyaHusn

1 Ana n3mepeHuii, B KOTOPbIX MOJyHalOT MOKa3aHUsi NOBTOPHbLIX U3MEPEHUIA, KaXaoe nokasaHue MoXeT 6biTb UC-
N0/Ib30BaHO A5 NOMYYEeHUsI N3MEPEHHOT0 3HAYEHUSI BENINYUHBI. Takas COBOKYNHOCTb U3MEPEHHbIX 3HAYEHWI BEMUUYNHDI
MOXeT GbITb MCMOMb30BaHa A5 pacyeTa pe3ybTUPYIOLEro N3MEePEeHHOro 3HaueHUst BE/IMUUHbBI, TAKOTO Kak cpeHee 3Ha-
YeHne N MefuaHa, 06bIYHO CO CHUXXEHHOI CONYTCTBYIOLLE HEONPEAENEHHOCTLIO U3MEPEHUS.

2 B TOM cny4yaB, eC/M psf WCTUHHbIX 3HAYEHWU BENMUMHBI C/MLLIKOM Man Ans nNpeAcTaB/eHust MestopaHaa no
CPaBHEHWIO C HEONPEAENEHHOCTbI0 U3MEPEHUS, U3AMEPEHHOE 3HAYEHWE BEIMUYUHBI MOXHO pacCMaTpuBaTh Kak OLEHKY no
CYLLeCTBY YHVNKA/IbHOTO MCTUHHOTO 3HA4YeHWs BENMYUHBI, KOTOPOE 4YacTo SIBASAETCS CPEfHUM 3HAUYEHWEM WU MejuaHoi
VHAUBMAYANbHbLIX N3MEPEHHbIX 3HAYEHNI BENMYUHbI, NOYYEHHbIX NPU NOBTOPHbIX U3MEPEHUSX.

3 B TOM cfiyyaB, €Cnu psAf UCTUHHBIX 3HAYEHUI BEMMYUHBI 41 NpefcTaBeHns Me3lopaHaa He CAWLWKOM Man no
CPaBHEHWIO C HEOMPEAENEHHOCTbLI0 U3MEPEHUS, U3MEPEHHOE 3HAYEHME YACTO SIBNSIETCA OLLEHKOV CpefHero 3HaueHus unu
MeAnaHbl psga UCTUHHLIX 3HAYEHWI BETMUNHBI.

4 B GUM [82] ANsi M3MEPEHHOTO 3HAYEHWUS BEMUMHBI UCNOMb3YIOT TEPMUHbI «PE3YNbTaT U3MEPEHUs», «OLEHKa
3HauYeHWsA MeslopaHia» Un faxe «oLeHka MeslopaHfia»; B 1a6opaTopHoii MeanuyHe 06blYHO NPUMEHSIOT TEPMUHbI «pe-
3yNbTaT U3MEPEHUs» U «Pe3ybTaTs.

[MCO/M3K PykosoacTBo 99. onpeaeneHne 2.10]

A.3.24 TOuHOCTb M3MepeHus (accuracy of measurement, accuracy): B1130CTb COOTBETCTBUSI MEXAY U3MEPEHHbBIM
3HAYEHWEM BE/IMYMHBI W UCTUHHLIM 3HAYEHWEM BE/INYMHBLI ME3lopaHaa.

MpumeyaHuns

1 MNMOHATUE «TOYHOCTb U3MEPEHUS» He ABNSETCA BE/IMYMHOW N YAC/EHHbIM 3HAYEHNeM BeNNYMHbI. Mi3mepeHue xa-
pakTepu3yioT Kak TOYHOe, KOrA4a OHO JaeT HauMeHbLUY NOrpPeLHOCTb N3MepeHus.

2 TepMUH «TOYHOCTb U3MEPEHUsI» He criedyeT NCNoNb30BaTh ANA NPaBUIbHOCTY U3MEPEHNS, a TEPMUH «NPeLn3n-
OHHOCTb U3MEpEeHUs» — A5 TOYHOCTWN U3MEPEHUSA, KOTOPOE, OHAKO, CBA3AHO C 3TUMMN MOHATUAMMU.

3 TOYHOCTb U3MEpPEeHNA UHOTAA NOHUMAIOT Kak 6/1M30CTb COOTBETCTBUSI MEXAY U3MEPEHHbIMU 3HAYEHUAMU BENNYU-
Hbl. KOTOPbIE NPUHaANexaT mMme3topaHay.

[NCO/M3K PykoBoacTBo 99, onpegeneHune 2.13]

A.3.25 cmelweHne nsmeperus (bias of measurements, bias): OueHka cMCTEMaTUYECKO NOrPELLHOCTY U3MEPEHUS.

NMpumeyaHuns

1 CMelleHMe HaxoguTCs B 06paTHbIX OTHOLIEHUSX C NPaBUbHOCTbIO.

2 OLeHKOI cMelleHnsa ABnseTca cpefHee 3HayeHue psfga UsMepeHuii MUHYC ped)epeHTHOe 3HauYeHue BenYUHbI
(A.3.50).

[MCO/M3K PykoBoacTBo 99. onpegenexune 2.18].
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A.3.26 koppekumns nsmepeHusa (measurement correction): KomneHcauns oueHeHHOro cuctemarmyeckoro adexra.

MpumeyaHuns

1 O6bsAcHeHNe cuctematunyeckoro appekra cm. B MICO/M3IK PykosoacTeo 98-3. 3.2.3 [27J.

2 KomneHcaunus MOXeT UMeTb pasfinuHble hopMbl, Takne kak fobaBneHne uam kak akTop WK roxeT 6biTb Bbl-
BeAEHO 13 Tabnuubl.

[MCO/M3K PykoBogcTBo 99. onpegenenune 2.53] [28].

A.3.27 norpewHoCcTb usmepeHus (error of measurement): 3amepeHHoe 3Ha4YeHWe BENNYMHbI MUHYC pedhepeHT-
HOe 3HayYeHne Be/INYUHBI.

MpumeuaHns

1 MoHATME NOrpeLHOCTb U3MEPEHUS TNOXeT GbiTb UCNOMb30BAHO ABOSIKO:

a) B TOM cflyyaB, koraa uMeeTcsl eJUHCTBEHHOE ped)epeHTHOe 3HauYeHNe BE/IMUMNHbI, Ha KOTOPOE CCbialoTCs, Nony-
YeHHOe Npu KanM6poBKe, BbIMOSIHEHHOI CTAHAAPTOM U3MEPEHUSA C U3MEPEHHbIM 3HAYEHUEM BeINUYNHBI NPU HUYTOXHOW
HeonpeaeneHHoCTU U3MEPEHUS, UM €CQN AaHO NPUHATOE 3HAa4YeHWe BeNINYNHbI, 418 KOTOPOro MorpeLHocTb N3mMepeHns
N3BECTHA;

b) uAn ecnu mesopaHni npegnonaraeTcsa npeAcTaBleHHbIM e4UHCTBEHHbIM UCTUHHBIM 3HAUYEHNEM BeSIMUYUHbLI Un
PSAOM UCTUHHBIX 3HAYEHWI BENIMYUHBI C HUYTOXHBIM MHTEPBAIOM, /151 KOTOPOrO NMOTPELIHOCTb U3MEPEHUS HeM3BeCTHa.

2 MNorpelwHOCTb U3MepeHNa He credyeT NyTaTb C NOrPeLHOCTbIO MW OoWwKn6Kol Npon3BoAcTBa.

3 3HakK pasHuLibl 4O/MKEH 6bITb OTMEYEH.

[MCO/M3K PykoBoacTBo 99. onpeaeneHue 2.16]

A.3.28 nokasaHue usMmepeHus (measurement indication indication): 3HauyeHne BeNU4YMHbLI, BblAAHHOE W3MeEpPU-
TeNbHbIM UHCTPYMEHTOM WM U3MEPUTESIbHOI CUCTEMOIA.

MpumeuvaHns

1 Noka3aHne n3aMepeHns MoxeT 6bITb NPeCTaBNEHO B BU3yaslbHOI WK 3BYKOBOM (hopMe Ui MoxeT 6biTb nepe-
fAaHo Ha apyroe usgenue. MokasaHne U3MepeHnsa 4acTo MOXeT 6biTb NpeAcTaB/NEHO MOMIOKEHNEM Ha AWCNee Npu aHa-
IOrOBOM BbIXOfZie, MOoKa3aHo WM HameyaTtaHo YUC/IOM Ha LU(POBOM BbiXofe, KOAOBbIM LIAGMIOHOM Ha KO[OBOM BbIXofe
60 NpUNUCaHHbIM 3HaUYeHNEM BeINYMHbI Ha MaTepuanbHoi Mepe.

2 MNokasaHue N3MepeHNs N COOTBETCTBYIOLLEE 3HAYeHNe BE/IMUYMHbI, KOTOpas n3MepeHa, Heo6s3aTeNlbHO ABNseTCA
3HaYeHMeM BE/IMYMH TOTO Xe poja.

3 3HaueHune, YnTaemoe Ha gucnsaee WHCTPYMEHTA, Ha3blBAeTCA NPAMbIM NOKa3aHWEM, OHO MOXeT 6bITb YMHOXEHO
Ha KOHCTaHTY MHCTPYMEHTa, 4ToObl MONYy4nTb NOKa3aHne N3mepeHus.

4 BenuunHa mMoxeT 6bITb Me3l0paHAOM. CUTHAIOM U3MEPeHNs AN ApYroil BeNMUYNHOM, MCnob3yemoit npu pacyeTe
pesynbTata nsmepeHuns (3.45).

[MCO/M3K PykoBogfcTso 99. onpegenexuve 4.1] [28]

A.3.29 npeun3MoHHOCTb N3MepeHus (measurement precision): BAM30CTb COOTBETCTBMA MEXAY NOKa3aHUAMU U3-
MEpPEeHNA AN U3MEPEHHBIMU 3HAYEHUAMU BESIMYMHbLI, MONYYEHHbIMU B MOBTOPHbLIX U3MEPEHUAX OJHOMO U TOFO Xe Wan
CXOfHbIX 06BEKTOB B 3a/aHHbIX YC/0BUSIX.

MpumeuaHuns

1 MpeunsnoHHOCTb N3MepeHns 06bIYHO BbipaXXeHa B YMC/I0BOW (hopMe B Mepax HenpeLM3NOHHOCTU. TaKMX Kak
cTaHAapTHOE OTK/IOHeHWe, Bapuauuna u koahrumeHT Bapnauun B 3aaHHbIX YCI0BUAX U3MEPEHNS.

2 3afaHHbIMN YCI0BUSIMU MOTYT 6bIThb, HaNpUMep, yCNoBus NOBTOPSAEMOCTU U3MEPEHUS, YCNOBUSA NPOMEXYTOUHON
NPEeLn3NOHHOCTN U3MEPEHUSI NN YCI0BUSA BOCNPOU3BOAUMOCTH usmeperus (cm. MCO 5725-5 [78]).

3 MpeuunsnMoHHOCTL N3MepeHns 1Cnosb3osaHa A5 onpejesieHns NOBTOPAEMOCTU W3MEPEHUS, NPOMEXYTOUHON
NPeunsMoHHOCTN N3MEPEHNA 1 BOCMNPONU3BOAUMOCTU USMEPEHUS.

4 TI0BTOPHbIE N3MEPEHUA 03HaYaT N3MEPEHNS, KOTOPbIE NONYyYeHbl CNOCO6OM, NPV KOTOPOM Ha AaHHbI pe3ynb-
TaT He BAVSAET NpejLecTBylollee U3MepeHmne Tol Xe nan nofo6HoW Npoobbl.

[MCO/M3K PykoBoacTBo 99. onpeaeneHune 2.15]

A.3.30 noBTOpsAeMocCTb U3MepeHns (measurement repeatability, repeatability): Mpeyn3noHHOCTb N3MepeHUii Npu
COBOKYMHOCTU YC/I0BUI1 N3MepPeHNsl, KOTOpble BK/OYAIlOT B Ce651 OAHY U Ty Xe MeTOAUKYy N3MepeHus, OfHY W Ty Xe usme-
PUTENbHYIO CUCTEMY, OJHUX U TEX XKE ONepaTopoB, OAHM U Te Xe YC/I0BKA BbINOSIHEHWA onepauuii, To Xe MecTo 1 napan-
nenbHble N3MEPEHUS OAHOTO 1 TOTO Xe WM CXOAHOro o6bekTa 3a KOPOTKUiA Nepnof BpeMeHu.

MpumeyvaHunsna

1 B KNMHNYECKOW XuMunmn Ana 0603HauYeHNs JaHHOTO NOHATUSA MHOTAA NPYMEHSIOT TEPMUH NPELN3NOHHOCTL B pam-
Kax uccnefoBaHua Uan BHyTpUCEpPUitHas NPeLu3noHHOCTb.

2 lNpw oueHKke MeANLMHCKOTrO U3henunsa Aaa ANarHoCTUKK in Vitro ycioBus NoBTOPAEMOCTN 06bI4HO BbIGUpaloT, 4To-
6bl NpeCTaBUTb CYLEeCTBEHHO HE M3MEHEHHble YC/I0BUS (Ha3blBaeMble «yC/I0BUAMW MOBTOPSEMOCTU»), NPUBOASLLNE K
MUHUMasbHOI BapnabenbHOCTU pesynbTaTtoB usMepeHus. MoBTOPSAEMOCTb MOXET 6biTb UCMONb30BaHa NpU CUTyaLMsX,
CBSA3@HHbIX C MOMCKOM Henonagok.
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3 MoBTOPAEMOCTb MOXET OblTb BblpaXeHa KO/IMYECTBEHHO B TEPMUHAX XapakTepucTuk gucnepcun pesynbTaTos,
Takux kak CTaHAapTHOE OTK/IOHEeHWE NOBTOPAEMOCTM, BapnaHca NOBTOPSAEMOCTU 1 KO3 PULIMEHT BapmaLlmn noBTopsieMo-
cTn. CooTBETCTBYIOLNE CTATUCTUUECKME TEPMUHBI NpuBeaeHbl B UCO 5725-2 177).

4 ApantupoBaHo n3 CO/M3K PykoBoacTso 99. onpegenexmns 2.20 n 2.21 [28].

A.3.31 BocnpousBoAMMOCTb n3MepeHua (measurement reproducibility, reproducibility): Mpeun3noHHOCTb U3Mme-
PeHuli Npu COBOKYMHOCTU YC/TOBWIA N3MepPeHUs, KOTopble BKIIOYatloT B ce6s1 pas/inyHbie MecTo, onepaTopos, U3mMepuTesb-
Hble CUCTEMbI U NapasnnefibHble N3MepPeHUs OfHOr0 W TOro Xe UK CXOAHOr0 06bEKTOB.

MprumevaHusa

1 B KAWHUYECKOW XMMWUM Ana 0603HAYEHUSI AAHHOTO MOHATUS WHOTAA NPUMEHSAT TEPMUH «NPELU3NOHHOCTL OT
nabopaTopumn K nabopaTopumn».

2 Tpu oLeHke MegULIMHCKOro u3fgenus ANs AMarHoCTUKK in Vitro ycnoBuUs BOCNPOMU3BOANMOCTM 06bIYHO BbiGUpaloT,
4yTobbl NpeAcTaBUTb MaKCUMaslbHO U3MEHEHHbIe YCN0BUA (Ha3blBaeMble «yC/I0BUSIMU BOCMPOU3BOAMMOCTU»), NMPUBOAS-
wme Kk BapnabenbHOCTU pe3y/bTaToB N3MepPeHWs, KOTOpble AO/KHbI Y4YNTbIBATH NPU CPaBHEHUW pe3ynbTaToOB He3aBUCU-
MbIX 1abopaTopuii, Tak Kak 3T0 NPONCXOAUT NMPU NporpamMmax MexnaboparopHbiX CAMYeHnA (Hanpymep, npodeccrnoHanb-
HOoe TecTMpoBaHWe, BHELLHAS OLieHKa kayecTBa Un UcnbiTaHuA nabopaTopHoli ctaHaapTusayum). MoBTOPAEMOCTb MOXET
6bITb MCMNOMIb30BaHA NPV CUTYaLMAX, CBA3AHHbIX C MOVCKOM Henonagok.

3 BocnpousBogMmMocTb MOXeT 6biTb BblpaXeHa KO/IMYEeCTBEHHO B TEPMUHAX XapakTepucTuK gucnepcun pesynbra-
TOB. TaKuX Kak cTaH4apTHOe OTK/IOHeHMe BOCNPOMU3BOAMMOCTYW, BapuaHca BOCNPOU3BOAUMOCTU 1 KO3thdnumneHT Bapua-
uum BocnponssoAnmMocTi. CooTBeTCTBYIOLME CTaTUCTUUECKMEe TepMUHbI npuBegeHsbl B CO 5725-2 [77].

4 Pa3nunyHble naMepuTesibHble CUCTEMbI [JI0TYT UCMO/1b30BaTb Pa3/IMyHblie METOAVKN N3MEpPeHWs.

5 B cneyudumkayusax gokHbl 6biTb ykazaHbl YCNOBUSA N3MEHEHHbIE UM HEU3MEHEHHble, UCXOAS 13 Hanbonbluel
npaKkTU4YHOCTU.

6 AgantupoBaHo 13 MCO/M3K PykoBoacTso 99, onpegenenus 2.24 n 2.25 [28].

A.3.32 curHan nsmepeHua (measurementsignal, signal): BennuuHa, KoTopas npefctasnset mestopaHz 1n kotopas
hyHKUMOHANBbHO CBA3aHa C HUMMK.

MpumeyaHne — CurHan namepeHms MoxeT 6bITb NokasaHnem namepexus (A.3.28).
Cwm. NCO PykosoacTso 30 [25].

A.3.33 cTaHfapT nsmepeHua (measurement standard): Peanusauus onpegeneHvs AaHHOW BEIMUYUHBI C YCTAHOB-
NIeHHbIM 3HAYeHNEeM Be/IMYUHBI U CONYTCTBYIOLLEN HeonpeneneHHOCTbIO U3MepeHns, ucnonb3yemas kak peepeHc (ata-
NOH).

Mpumep 1— CTaHAapT M3MepeHuss 1Kr Mmacchbl c CONyTCTBYLWEN cCTaHJap THOW HeonpeaeneHHOCT b
N3MepeHna 3 MKr.

Mpumep 2 — PedepeHTHbI 31eKTpo BOAOPOAA C NMPUNUCAHHBIM 3HAYEHUEM BENUUYUHbBI 7,072 1 conyT -
cTBylwWel cTaHgap THOW HeonpeAeieHHOCT bio u3mMepeHus 0,006.

Mpumep 3— Pag pedpepeHTHbIX pACTBOPOB KOPTMU30/1a € Ye/N0BEYECKON CbiIBOPOTKE, UMEI L UX CepTu-
hUyMpOBaAHHOE 3HAYEHME BETMUMNHBI C HEOMPELE/IEHHOCTbI0 N3MEPEHNS A/A KAXA0ro pacTBopa.

MpumMmep 4 — PedepeHTHbI MaTepnan, npeAcTaBnAlOW M 3HAYEHNA BEIMUYUHBI C HEONPeeeHHOCT -
MU N3MEPEHUS 4151 KOHLEHT pauumy Macchl KaXA0ro n3 10 pasimuHbiX 6e/KOB.

MpumeuvaHunsn

1 CtaHgapT U3MepeHUs 4acTo UCNO/b3YIOT KakK 3Ta/loH ANA YCTAHOBNEHUS U3MEPEHHbIX 3HAYEHWI! BEIUMH 1 CO-
nyTCTBYIOLMX HeonpefesieHHOCTell usMepeHnsa Ana ApYrux BeIMYMH TOro Xe poja U Takum 06pa3om B yCTaHOB/IEHWUU
MEeTPO/IOTNYeCcKoil NPOCeXNBaeMoCTn Yepes KaMbpoBKy APYrnX CTaHAAPTOB U3MEPEHUS, NHCTPYMEHTOB U3MEpPeHNs n
N3MepuTesbHbIX CUCTEM.

2 Peanusauusa onpegesnieHns faHHOW BEMYUHBI MOXET ObITb NpefocTaBneHa usMepuTenbHol cuctemoll, matepu-
anbHOWM Mepoit unu pedepeHTHbIM MaTepuanom.

3 TepMUH «peanusauna» npefctabreH 3fecb B Hanbonee o6uem 3HadeHnn. OH 0603Ha4YaeT Tpu npoLeaypbl pea-
nusauuu. MNepsas npouegypa cocTouT B hn3nYeckoii peanmsauun efuHULbI U3MEPEHNS U3 ee onpefesieHns n peannsy-
eTcs B NpsAAIMOM CMbic/ne. BTopas npoueaypa, Ha3biBaeMasi penpoAyKLus, He COCTOUT B peann3auuy eAnHnLbl M3MepeHus
13 ee onpefenieHns, a B CO34aHUN BbICOKO BOCMPOW3BOAMMOrO CTaHAapTa M3MepeHusl, OCHOBAHHOIO Ha hy3n4eckom
aBneHun. TpeTbsi Npoleaypa cocTOUT B NPUCNOCOGNEHNN MaTepmasbHOW Mepbl B Ka4ecTBe cTaHfjapTa UsMepeHus, kak B
cnyvyaB cTaHfjapTa namepenms 1 k.

4 B aHrnuiickom si3bike MHOTA4a NPUMEHsIOT c/loBo embodiment BMecTo peanusauuu.

5 Nepapxua ctaHgapToB U3MepeHuns BkIloYaeT B ceba nepBuYHbIe CTaHA4apTbl USMEPEHUS, YbW 3HAUYEHNSA BESTUUMH
1 HeonpegeneHHOCTU N3MEepPEHUst YCTAHOB/IEHbI C NMPUMEHeHWeM NepBUYHON NpoueAypbl UMEPEHUS, AN CO3AaHbl Kak
apTedpakT, unu n3bpaHbl MO COrNalleHnio: U BTOPUYHbIE CTaH4apTbl U3MEPEHUS, Yb/ 3HAUYEHNS BEINYUH U Heonpeaenex-
HOCTW M3MEpPEeHNS NPUMUCaHbl C NOMOLLbIO KanMGPOBKM OTHOCUTENBHO NMEPBUYHbIX CTaHAAPTOB U3MEPEHUs 418 BeINYuH
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TOro xe poga. OTHOWEHNE MOXET 6bITb MOMYYEHO HENOCPEACTBEHHO MEXAY NepPBUYHbIM CTaHAAPTOM U3MEpPeHus 1 BTO-
PWYHBIM CTAHAAPTOM U3MEPEHUS UMW C NPUBEYEHNEM NPOMEXYTOUYHO METOAUKN U3MEPEHUs, 0TKannGpoBaHHOI No nep-
BWYHOMY CTAHAAPTY U3MEPEHNSA 1 NPUNKUCbIBAHUEM pe3ynibTaTa U3MEPEeHUs BTOPUYHOMY CTaHAapTy U3MEepeHus.

Cm. NCO/M3K PykoBogacTBo 99. onpegeneruns 5.4 n 5.5 [28]

Mpumep 5 — MepBUYHbIA cCTaHAapT U3MEPEHNS KOHLLEHT paLun KoNMyecT Ba BEWECTBA, NOATOT OBNEH-
Hbl/i NyTem pacTBOPEHUA U3BECTHOIO KONIMYeCTBa BellecTBa XMMUYECKOTO KOMNOHEHTa B U3BECTHOM 06b-
eme pacTBOpUTENS.

6 CTaHgapT M3MepeHusi, MPU3HaHHbI nojgnucaHvem corfalleHns U npejHasHauvyeHHblii A8 UCnob30BaHNA BO
BCEM MVpe, Ha3blBaeTCA MeXyHapoAHbIM CTaHAAPTOM U3MEPEHUS, HanpuMep «XOPUOHUYECKUi rOHaAoTPONUH. Bcemup-
Has opraHu3auus 3gpasooxpaHeHuns (BO3), 4-ii mexayHapoaHblii cTaHgapT 1999. 75/589, 650 mexayHapoAHbIX eAnHNUL,
B amnyne». CTaHAapT U3MepeHus, NPU3HaHHbIA HaLWOHAaNbHBIMK BNACTMU ANA NPUMEHEHUS B CTPaHe, Ha3blBaeTCs Ha-
LMOHaNbHbIM CTaHAapTom usmepenus (cm. MCO/M3IK PykosogcTso 99. onpegenenue 5.2 [28]).

7 CTaHAapT u3MepeHus, NnpefHasHa4yeHHbli ANa KannbpoBku pabounx cTaHfapToB U3MEPEHNUS AR BEINYNH faH-
HOro poja B faHHOI opraHusauun Uam B JaHHOM MecTe, HasbiBaeTcs pedepeHTHbIM CTaHAapToM usmepeHus (cm. MCO/
M3K PykoBogcTBo 99, onpeaenexune 5.6 [28]). CTaHAAPT M3MepeHns, KOTOPbIi NOBCeAHEBHO UCMOMNb3YIOT AN Kann6pos-
KW WAV MPOBEPKN MHCTPYMEHTOB M3MePeHUs 60 N3MepUTesbHbIX CUCTEM Ha3biBaeTCsa pabounum cTaHAapToOM N3MepeHus
(cm. MICO/M3K PykoBoacTBo 99. onpenenexve 5.7 [28]). Pabounii cTaHfapT U3MepeHusi 06bIYHO KanubpyT no pede-
PEHTHOMY CTaHAapTy UsMepeHus.

8 CTaHgapTHas HeonpeesieHHOCTb M3MEPEHUS], COYEeTaloLWasacsa co CTaHAapTOM U3MePeHNs, BCerga siBsSeTCcs KoM-
NMOHEHTOM KOMGWHMPOBAaHHOI CTaHAAPTHON HeonpeAeneHHocT nsmepenus (cm. MCO/M3IK PykosogcTteo 98-3,2.3.4 [27])
B pe3syfibTate U3MepeHusi, Nosy4eHHOM C UCNO/b30BaHWEM CTaHAapTa U3MepeHusi. Hacto aTOT KOMMNOHEHT He60obLLION No
CpaBHEHUIO C A4PYTMMN KOMMNOHEHTaMN KOMOVHUPOBAHHON CTaHAapPTHOW HeonpeaeNneHHOCTU N3MEepPeHNs.

9 3HayeHune Be/IMUNHbI U HeomnpeAeIeHHOCTb N3MePEHUS [O/IKHbI OblTb ONpejeneHbl B TOXe BpeMs, Korga ucnosib-
3yeTca cTaHAapT U3MepeHus.

[MCO/M3K PykoBoacTBo 99. onpegenexuve 5.1]

A.3.34 npaBWNbHOCTb N3MepeHns (troeness of measurement): BAN30CTb COOTBETCTBUSA MEXAY CPELHUM 3Haye-
HUeM 6eCKOHEYHOro Yncna N3MepPeHHbIX 3Ha4YeHN BEIMUMHBI, NONYYEHHbIM B NapasniesibHbiX U3MepeHusix, u pedepeHT-
HbIM (ONOPHbLIM) 3HAYEHUEM BEINUYUHDI.

MpumevaHuns

1 MpaBUNbHOCTb M3MEPEHUSI HE ABNSETCA BE/IMYMHON M NO3TOMY He [oXeT GbiTh BblpaXeHa 4ncnamu, ofHako
Mepbl 4718 6/1M30CTU COOTBETCTBMA NpuBedeHbl B ICO 5725-3.

2 lMpaBWIbHOCTb U3MEPEHMS 06PATHO CBsi3aHa C CUCTEMATMUYECKO NOrpellHoCTb0 n3mepeHus (A.3.54) n He cBsi-
3aHa Co C/lyyaiiHOW NorpeLwHocTbio n3Mmepermns (A.3.48).

3 TepMUH «TOYHOCTb M3MepeHusa» (A.3.24) He cnegyeT NPUMEHATb A1 NPaBUIbHOCTU 3MEpPeHUs n HaobopoT.

[MCO/M3K PykoBogcteo 99. onpegenexuve 2.14]

A.3.35 HeonpegeneHHoCcTb U3mepeHna (measurement uncertainty, uncertainty of measurement): HeoTpuuartens-
HbI/i napameTp, XapakTepu3yLWwmnii ANCNepcuto 3Ha4YeHNii BENNYVHbI, KOTOPbIE MPUMMCaHbI Me3lopaHAy. 1 OCHOBaHHbIN Ha
MCNo/b30BaHHOW MHopmaLuuu.

MpumeuvaHusn

1 HeonpegeneHHOCTb U3MeEpPeHNs BkIoYaeT B cebs KOMMNOHEHTbI, NpouncTekalLne N3 cuctemaTniecknx addek-
TOB. TaKMX Kak KOMMNOHEHTbI, COYETaoLMECH C KOPPEKLUSIMU U MPUMUCAHHBIMU 3HAYEHNAMW BENIMYUHBI CTaHLapTOB N3Me-
peHus, a Takxe kak (definitional) HeonpegeneHHocTb. VHOraa oueHeHHble cuctemaTnyeckme adhhekTbl He OTKOPPEKTUPO-
BaHbl. OfHAKO BMECTO 3TOr0 coveTalolMecss KOMMNOHEHTbl HEONPEeAeEHHOCTVN U3MEPEHNS BK/IOYAKOTCS.

2 MapameTp He MOXeT OblTb OTpULaTesbHbIM. MNapameTp MOXeT 6biTb, HanpuMep, cTaHfapTHbIM OTKIOHEHWeM,
HasblBaeMbIM «CTaHAAPTHOW HeonpefeneHHOCTbI0 U3MepeHus» (MU faHHbIM MHOXUMbBIM W3 HEe) WKW NOJYLUMPUHON
MHTepBana, MeloL|ero yCTaHOB/IEHHY0 BEPOATHOCTb MOKPbITUSA.

3 CTaHfapTHas HeonpeaeneHHOCTb N3MepPeHUs, KoTopas MOXeT 6biTb MoslyyeHa U3 pesynbTaToB U3MEPEHUs Be-
NINYNH Ha BXOAEe MOAEeNn U3MepeHus, HasbiBaeTCA KOMOGWHMPOBAHHON CTaHfapTHOW HeonpefeneHHOCTbI0 U3MEepeHus.
MpoayKT KOMGUHUPOBAHHO CTaHAapTHO HeonpeAeneHHOCT U3MepeHNs U hakTopa NOKPbITUS 60NbLe eAUHULLbI Ha3bl-
BaloT paclUuMpeHHOI HeonpeaeneHHOCTbo n3mepeHust B MICO/M3IK PykoBoacTBo 99. onpegenenune 2.35 [28]: o6ueit He-
onpegeneHHoCcTb0 B BIMP PaGoueli rpynnbl no (oOpMy/IMpOBaHUI0 HEONpPeAeNeHHOCTM U NPOCTOW HeonpeaesIeHHOCTbI0
B flokymeHTax M3K.

4 MyHMManbHasa HeonpegeneHHOCTb U3MepeHus, o6pasyloLascs B pedysibTaTe orpaHUYeHHOro konnyecTea geta-
nevi B onpegenerHun mestopaHaa HasbiBaeTcs definitional uncertainty B MICO/M3K PykoBogacTeo 99. onpefenenve 2.27 [28].
B GUM n M3K 60359[83] faHHOE NOHATME HOCUT HasBaHue «npucylas (intrinsic) HeonpeaeneHHOCTb».

5 HeonpegeneHHOCTb N3MepPeHUs 06bIYHO OXBaTbiBAET MHOTO KOMMNOHEHTOB. HekoTopble U3 HUX MOTYT 6biTb OLeHe-
Hbl MyTEM OLEHKMN HeonpeAesieHHOCTU U3MepeHnsa Tuna A. UCXOAst U3 CTATUCTUYECKOro pacnpejenieHns 3HauyeHuii senu-
UMH U3 pAfa M3MepeHuii n MoryT 6biTb OXapakTepusoBaHbl CTaHA4apTHbIMU OTKOHEHUAMU. [ipyre KOMNOHEHTbI, KOTopble
MOryT 6biTb OL€HEHbl MyTEM OLEeHKU HeonpefeneHHOCTU U3MepeHnsa Tuna B. moryT Takke OGblTb OXapakTepu3oBaHbl
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CTaHAapTHLIMU OTK/IOHEHUAMMW, OLLEHEHHBIMU UCXOAA U3 NPeANOI0KEHUS BEPOATHOCTU MIOTHOCTU (DYHKLMIA, OCHOBAHHO-
ro Ha onbiTe Wan Apyroi nHdopmaymmn (cm. MCO/MIK PykoBoacTeo 99. onpeseneHve 2.26, npuMmeyaHue 3 [28]).

6 3asBneHne 0 HeonpeaenieHHOCTU N3MEePEHUs, UCXOASA U3 KOMMOHEHTOB AaHHOI HeonpeaeneHHOCTU N3MepeHus
1 13 UX pacyeTa n KOMBMHaLMK, Ha3blBaeTCA 6I04KETOM HeonpeeneHHoCTU. BlogxeT HeonpeaeneHHOCTU TUNNYHO BKO-
YyaeT B ce6s MofeNb MU3MEPEHWS, OLLEHKN N HeONpeAeIeHHOCTU U3MEPEHNS BE/IMUUH B MOAENN U3MEPEHNS, KOBApUAHChI,
TUM NMPUMEHEHHON BEPOATHOCTU NMNOTHOCTY (PYHKUWA, cTeneHb cBO6GOAbI, TN OLEHKN HeonpeaeneHHOCTN U3MepeHns un
no6oii paktop nokpbiTusi (cM. UCO/M3IK PykoBogcTso 99. onpegenexune 2.33 [28]).

7 O6bI4HO AN1A AAHHO COBOKYNHOCTU MHCOPMaLUKU NOHATHO, YTO HeonpeAefnieHHOCTb W3MEepPEeHUs coveTaeTcs C
YCTaHOB/MEHHbIM 3HAYEHWEM BE/IMYMHbBI, NPUNNCAHHBIM Me3topaHay. VI3MeHeHre 3TOro 3HaYeHUs NPUBOAUT K U3MEHEHUI0
COnyTCTBYtOL e HeonpeaeneHHOCTH.

[MCO/M3K PykosoacTso 99. onpegenexve 2.26]

A.3.36 eguHMLa namepeHus (measurement unit, unit of measure): PeasnbHas ckansipHas BENWYMHA, ONPEAEeNeH-
Has W NpUHSTas Mo CorMaleHnto, ¢ KOTOPOi Ntobas Apyras BeNUYMHA TOMO Xe Poja MOXeT 6blTb CpaBHEHa, YTO6bI Bbl-
pasuTb OTHOLLUEHME ABYX BEJIUMH KaK Y1Co.

MpumeyaHunsn

1 EAVHNLBI n3MepeHns 0603HavYaloT CornacoBaHHO NPUHATLIMU HAMMEHOBAHUAMKU 1 cumBonamu (cm. [23]. [54]).

2 [ins AaHHOW BeNNYMHBI KpaTKUii TEPMUH 4MHULbI HACTO KOMBUHMPYIOT C HAMMEHOBAHWEM BENUYMHbI, Hanpumep
maccosas efuHuLa A euHNLa Macchbl.

3 EAMHULbI U3MepeHNs pasmepa eanHnLa ABAATCA Yucnamn. B HEKOTOPbIX Cayvasx aTUM efjuHnLaM nsmepeHuii
npuceavBalOT HaVMeHOBaHUS, HanpuMep pagvaHd, ctepajuaH, geunbenn. uam BbipaxaloT KOIPAULNEHTOM, TakuMm Kak
MUNAUMOSb HA MOJIb paBeH 103 1 MuUKporpamm Ha kunorpamm paseH 10-9.

[MCO."M3K PykosoacTBo 99. onpegenenvie 1.9]

A.3.37 usmepuTenbHasa cuctema (measuring system): CoBOKYyNHOCTb OfHOMO UM HECKOSTbKUX MHCTPYMEHTOB U3-
MEPEHWsI 1 4acTO APYIUX W3LENWii, BKIOYAs peareHT v NPUMHAA/IeXHOCTb, CO6paHHbie BMECTE M afanTupoBaHHbIe a/s
NOJTyYeHUs1 U3MEPEHHbIX 3HAYEHW BEMUMHbBI B pamMKax 3aflaHHOro MHTepBana Ans BeNYnH 3aaHHOro poja.

MpumeyaHne — W3veputenbHas cuctema MOXeT COCTOSATb W3 OLHOIO M3fenus, UCMNOJb3yeMoro ANs Bbl-
NOSIHEHNA U3MEPEeHWii, KOTOpoe MOXET BbiTb U3MEPUTESIbHbIM UHCTPYMEHTOM C MOKasaHWAMWU UM MaTepuasibHON Mepoii
1N KOTOpOE MOXeT NPUMEHSATLCA CaAMOCTOATENbHO UM B COBOKYNMHOCTW C AONO/HUTENbHbIMU n3genmamm (cm. MCO/M3K
PykoBoacTBo 99. onpegenexvie 3.1 [28]).

[MCO."M3K PykoBoacTso 99. onpegeneHue 3.2]

A.3.38 meTponorunyeckass cpaBHUMOCTb pe3ynbTaToB u3mepeHuii (metrological comparability of measurement
results): CpaBHUMOCTb PE3YNbTATOB U3MEPEHWIA AN BEIMUMH AaHHOTO POAa, KOTOpble MeTPOIOrMYECKU NPOCIEXNBAEMbI
[10 OAHOTO U TOTO Xe 3TasioHa.

Mprmep — Pe3ynbTaThbl U3MEPEHU 0T ABYX KOMMEPYECKUX KANHUKO-XUMUYECKUX CUCTEM CPaBHUMbI
B MOM C/lyyae, €C/iu OHM 06e MeTPOSOrNYecKn NPoCaexuBaemMbl 40 OJHOFO U TOr0 Xe NepBUYHOro pede-
pEeHTHOro cTaHgapTa, HanpuMep cepTUMULUPOBAHHOTO pehepeHTHOro MaTepuana KOHLEeH T paunm Macchl
r7110KO3bI.

MpumeuvaHunsn

1 na faHHOro onpegeneHns 3TaloHOM MOXeT 6blTb eAnHULA U3MEpPEHUst Yepe3 ee NpakTUYeckylo peanusauluto
unn MeToauka namepenus (3.44). Bknoyan eavHULYy U3MEPEHUs 418 HEOPAWHANbHONW BEIMUYUHBI UK CTaHjapT nmepe-
Hua (A.3.33).

2 MeTponoruyeckas NpocnexmBaeMocTb pe3ybTaToB U3MepeHns He TpebyeT, YTo6bl CpaBHUBaEeMble U3MEPEHHbIE
3Ha4YeHNs BeNNYUHBI 1 CONYTCTBYIOLWME HeonpeaeieHHOCTN Gbln OAHOMO U TOTO Xe nopsifka pasmepa.

[MCO."M3K PykoBoacTBo 99. onpegeneHve 2.46] [28].

A.3.39 meTposiornyeckas conocTaBuMoCTb pe3ynbTaToB namepeHuii (nretrolcgical compatibility of measurement
results): CBoiicTBO psiga pe3ynbTaToB U3MEPEHUs 4N1A 3aAaHHOro Me3lopaHja Takoe, 4To abconoTHoe pasnuune nboi
napbl U3MepEeHHbIX 3HaYeHWi BEMUYNHBI OT ABYX pPa3/NyHbIX pesybTatoB U3MEepPeHUs MeHblle, YeM HEeKOTopoe M3bpaH-
HOe KpaTHoe CTaHAAapTHON HeonpeaesIeHHOCTU U3MEPEHNS 3TOr0 pas/imyumns.

MpumeyaHus

1 MeTposiornyeckasi ConoCTaBMMOCTb Pe3y/ibTATOB U3MEPEHUN 3aMeHsIeT TPAAULMOHHOE MOHATHE MOMIOXEHNS B
npezenax NorpewwHoCcT U NpeacTasseT co60i KpUTEPUil ANs pelleHus Bonpoca O TOM. OTHOCATCS N ABa pesy/ibTaTa
M3MEepEeHNs K O4HOMY U TOMY e Me3lopaHay Wi HeT. Ec/iv B psgy n3aMepeHnii MesiopaHia. KoTopble paccMaTpuBaioT Kak
NOCTOsIHHbIE, Pe3yNibTaT U3MEPEHWsI HE COMOCTaBUM C APYrUMU, TO UK U3MepeHne GbiI0 HeNpPaBUIbHLIM (HanpumMep, ero
HeonpeseeHHOCTb U3MEPEHUsI NPEACTABNAETCS C/IMLLIKOM MasieHbKON), Un n3MepsieMas Be/IMUHa U3MEHNUIAch MEXy
N3MepeHUsIMU.

2 Koppensauus Mexay N3MepeHUsiMM BAMSET HA COMOCTaBUMOCTb Pe3y/ibTaToB U3MepeHuii. Eciv uamepexus nos-
HOCTbI0 He KOppenMpoBaHbl. CTaHAapTHasi HEONPEAENEHHOCTb N3MEPEHUs NX Pa3NnUMs paBHa KOPHIO CPeAHEro KBagpara
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CYMMbl WX CTAHAAPTHbIX HeonpeAeneHHoCTeli M3MEPEeHUsl, NMOCKONbKY OHa HMXe WX MOMOXWUTENbHOW KoBapuaHChbl WUau
BbllLE UX OTpuLaTeNbHO KOBapuaHChl.
[MCO/M3K PykosogcTeo 99. onpegenexuve 2.47)

A.3.40 HOMUMHanbHOe cBolcTBO (nominal property): CBOICTBO ABNEHUSs, Tena uan BelecTBa, Korga CBOWCTBO He
MMeeT pasmepa.

Mpumep 1— LiBeT nATHa TecTa B XUMUN.
Mpumep 2 — MocnefoBaTeNlbHOCTbL aMUHOKMC/IOT B nofunenTuie.

MpumeyaHus

1 HomuHanbHoe CBOWCTBO UMeEeT 3HayeHue, KOTOpoe MOXeT 6GbiTb BblPaXeHO C/oBamMu, GYKBEHHO-LUMPOBLIMU
KoAamu unu apyrumu cnoco6amm.

2 3Ha4YeHne HOMWHasIbHOTO CBOICTBa He ciedyeT nyTaTb C HOMUHA/IbHbIM 3HaYeHnemM BenunynHel (A.3.41).

3 WiccnepoBanus, KoTopble UAEHTUMDULMPYIOT HOMUHANbHbIE CBOCTBA B 1a60PaTOPHON MeauLMHe, Ha3blBatoT Ka-
yecTBeHHbIMU uccnegosannsammu (A.3.43).

(MCO/M3K PykosoacTso 99. onpegenenune 1.30).

A.3.41 HOMMHanNbHOe 3HauyeHne BenunyuHbl (nominal quantity value, nominal value): OkpyrneHHoe wnm npnénu-
3UTeNIbHOE 3HaYeHVe BesIMYMHbI, XapaKTepusyllee BesIMYMHY MHCTPYMEHTA WU U3MEPUTENIbHON CUCTEMbI, KOTOpble
npeacTaBnsOT yKka3aHus No UX COOTBETCTBYHOLEMY NPUMEHEHMIO.

Mpumep 1 — 0.1 MONb/N KaK HOMWHANbHOE 3HAYEHWe BeNNYMNHbI ANA KOHUEeHTpauumn KonunyecTBsa Bellye-
cTBa pacTBopa xnopuga sogopoga. HCI.

Mpumep 2— 1000 M1 KaK HOMWHaNbHOE 3HAYeHMe BeIMUYUHbI, OTMeYeHHOoe Ha BOIlOMe T puyecKoii konbe,
nmetow e eAUHCT BEHHYO MeTKy.

Mpumep 3— MuHyc 20 C Kkak makcumanbHaa TemnepaTypa npu XpaHeHuu.

MpumeyaHne — HOMMHaNbLHOE 3HAYEHWNE BE/INYMHLI U HOMUHA/IbHOE 3HaYeHne He cneayeT nyraTb CO 3Have-
HWEM HOMWHasIbHOTO CBOCTBA BennynHbl (A.3.40. npumeyaHve 1).
[MCO/M3K PykoBogcTtBo 99. onpeaeneHue 4.6].

A.3.42 nporHocTuyeckoe 3HavyeHue (predictive value): BepoATHOCTb TOro, 4TO NMLO, Y KOTOPOro MMeeTcsa no-
NIOXNTENbHBIA pesynbTaT NCCnefoBaHUsA, HAXOAUTCSA B COCTOSAHMM, KOTOPOE M3y4yaeTcs, W 4TO /L0, Y KOTOPOro uMeeTcs
oTpulaTenbHblii pedynbTaT UCCNEf0BaHNSA, HE HAXO4UTCA B COCTOSIHUM, KOTOpPOe usyyaeTcs.

MpumevaHnsa

1 Mpy CKPUHUHTOBBLIX UCCMeAO0BaHUAX Npefcka3aTesibHOe 3HaYeHne onpefeneHo ANarHocTuyeckoi YyBCTBUTE b-
HoCTblo (A-3.15) u guarHoctuyeckoi cneuundumyHocToio (A.3.16) meToaukn nccrnefoBaHns n npeobnagaHvem (pacnpo-
CTPaHEHHOCTbI0) COCTOSHUSA, A1 KOTOPOro NPOBOAUTCA UCCNefoBaHMe.

2 MpeobnagaHne (pacnpocTpaHEeHHOCTb) O3Ha4yaeT YacTOTy U3y4aeMOoro COCTOSHUSA, BbIPaXEHHYI Kak NpoLeHT
(4ncnosas Aons, ymHoxeHHas Ha 100) oT obuiero yncna nuu, (Tex. KTo UMeeT UCKOMOe COCTOSIHWE, M/II0C TeX. Y KOro HeT
MCKOMOTO COCTOSIHWA) B M3yyaeMmoli Nonynaymu.

3 MpepackasatenibHOe 3HaYeHVe NOMOXMTe bHbIX pe3ynbTaTtoB uccnegosanus [PV(+)J nokasbiBaeT, HACKObKO agh-
(heKTMBHO UccnefoBaHve oTAenseT NCTUHHO NOJIOXNUTENbHbIE Pe3y/bTaTbl OT JIOXHO MOMNOXMTENbHbIX 415 AAaHHOTO Lene-
BOro coctosiHusa (A.3.55) B faHHO nonynauum.

4 MpepckasaTtenbHoe 3HaYeHWe oTpulaTeNbHbIX pe3y/ibTaToB uccnegosannsa [PV(—)] nokasbiBaeT, HACKOMbKO -
chekTUBHO nccnegoBaHnve otaensiet VI pesynbtatel oT /1M A8 4aHHOTO Le/1eBOro COCTOAHNA B AaHHON nonynsaumu.

5 ApganTtupoBaHo u3 [71].

A.3.43 kauyecTBeHHOe nccnegoBaHue (qualitative examination): CoBOKYMHOCTb onepayuii, B KOTOPbIX BELLECTBO
naeHTUULMPYeTCA UK KnaccuuLMpyeTcst HA OCHOBE €ro (hM3NYECKUX UIN XUMUYECKUX CBOMCTB.

MpuMep — XuMuueckas peak TUBHOCT b, PACTBOPUMOCT b, MOJIEKY/IAPHbIN BEC. TOYKA NIABEHUSA, PaAn-
0aKTMUBHbIE CBOliCTBa (3mMuccus, a6copbLus), cnekT pbl Macc, nonynepuog pacnaga agpa.

MpumeuvaHne — AgantupoBaHo u3 [56).

A.3.44 npepen KoNM4yecTBEHHOTo onpegeneHunsa (quantitation limit, limit of quantitation): HaumeHblLee 3HaYeHne
Me3topaHaa B Npo6e, KOTOPOE MOXET ObiTb U3MEPEHO C 3aaHHON HEOMNPeAeNEHHOCTLI N3MEPEHNS B YCTaHOB/EHHbIX
YC/IOBUAIX U3MEPEHNS.

NMpumeuvaHuns

1 MNpu mMapknpoBke MeAULIMHCKUX U34eNnii AN AUArHoCTUKM in Vitro NHOrga NCNosb3yloT TEPMUHbI «HAUMEHbLLNI
npegen onpeAeneHns», «HauMeHblInii Npejen KONMYEeCTBEHHOTO ONpeaeneHns», «HauMeHblnii npejen n3MepeHuns».
CMm. A.2.8 AN ykasaHuii.
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2 lcnonb3oBaHne TepMmmHa «(YHKUMOHANbHAA YyBCTBUTENIbHOCTb» ANA NPeACcTaBNeHUs AAHHOTO MOHATUS He
opo6pseTcs.
3 ApanTtupoBaHo u3 [67]. [73].

A.3.45 konunyecTBeHHOe nccnegoBaHne (quantitative examination): CoBOKynHOCTb onepauuii, B KOTOPbIX KO/N-
YECTBO WM KOHLEHTPALMSA aHaNnTa U3MEPSIIOT 1 BbIpaXatloT B COOTBETCTBYOLUX €ANHNLAX N3MEPEHUS.

MpumeuaHunsn

1 KayecTBeHHOe uccnepoBaHne MOryT NPOBOAUTL 6€3 KOMYEeCTBEHHOTO UCCNefoBaHUs, HO KOIMYECTBEHHOE WC-
cneposaHne TpebyeT naeHTudmrKaLum aHanuTa. 418 KOTOPOro 4aHo YAC/IOBOE 3HaYeHue.

2 ApantupoBaHo 13 [56].

A.3.46 BenuuuHa (quantity): CBOICTBO SIBNiEeHUs, Tesa AW BeLLeCTBA, KOr4a CBOWCTBO MMeeT pa3mep, KOTOpblii
MOXeT 6bITb BblpaXeH KakK YNC/10 UIN 3TasIoH.

MpumeyaHus

1 O6uiee NOHATME «BENNYMHA» MOXeT 6biTb NOAPa3AeNeHO Ha HECKO/IbKO YPOBHEeN cneunduyecknx NOHATHN, Kak
nokasaHo B cnefytoleli Tabnuue. B neBoil konoHke Tabnmubl NpeacTaBieHbl Takue cneyuduyeckre NoHATHA Kak «Benu-
YnHa». ObLme NOHATUA ANA MHANBUAYAbHBIX BENNYVH NpefcTaB/ieHbl B MPaBoOi KO/TOHKE.

Mpumep 1
Mpuvep BeNNUMHbI O O6LLEM CMbICNE MpuMep YacTHOI BEIMUNHBI
KoHueHTpauus konnyecTBa BellecTBa KoHUeHT payus konuyecTBa BellecTBa aTaHona

cywHocTwn B. CO B npo6e BnHa 1 C/C2H50H)

Yucnosas KOHUEHT payvs apuTpoynTOoB
Yncnosas KOHUeHT pauusa cyuHocTwu B. CO B npoGeLl'KpOB?A ]L,"C (EFr’ys. %)U'

2 OTanioH MOXeT ObiTb eAnHuLUed n3MepeHus, Mpouefypoil namepeHus, pedepeHTHbIM Matepuanom uan ux
KOMGUHaLuel.

3 CumBO/bI AN BENNYMH B cTaHgapTax cepuii MCO 80000 n M3K 80000 «BenunumnHbl 1 eguHmnubi» [23]. CumBobl
ANA BeNUYMH 0603HaYaloT NaTUHCKNMM BykBaMu. [laHHbI CUMBO/T MOXeT 0603HavYaTh pasHble BEIMUMHBI.

4 TMpepnoytuTenbHbIM (hopMaToM ANA 0603HAYEHNA BENNUYUH B 1a6OPaTOPHO MeauunHe, Mo MHeHNo MexayHa-
POLHOrO colo3a TeopeTUYecKoi 1 NpuknagHoi xumun n MexayHapogHoli degepanum KAMHUYECKon xumun 1 nabopaTop-
HOVi MefULUNHBI, IBASETCA «CUCTEMA — KOMMOHEHT, BENYMHA».

Mpumep 2 — Mna3ma (KPOoBb) — VIOH HAT pusi; KOHLEHT paLus KofvyecTBa BelecTBa paBHa 141 Mmmonb/n
y 4AHHOTO /MLLa B 4aHHOE BPeMSs.

5 MNoHsATe BENNUMHBI 06bIYHO NOAPAa3AENsIoT, HanpuMep, Ha hu3nyYeckne BENNUNHBI, XUMUYECKNe BeNnUnHbI, 61o-
noruyeckme BesIMYNHbI NN OCHOBHbIE BE/INYMHbBI 1 NPON3BOAHbIE BENINYUHDI.

6 Mogpa3geneHne MNOHATUA BeNNUYUHbI COOTBETCTBEHHO POAY BENUYMHbI B W3BECTHOW CTEMeHW Mpon3BO/bHO. B
aHIINACKOM 5A3blke TEPMUH «BEJIMYMHA» YACTO UCMOMb3YIOT AN PoAa BeNUUNHbI (HanprMep, B OTHOLIEHWUN B3aMHO CpaB-
HUMBbIX BeNNUMH) (cM. MCO/M3K PykoBoacTso 99, onpedeneHue 1.2 [28]).

[MCO|'M3K PykoBoacTBo 99. onpegeneHune 1.1]

A-3.47 3HaueHue BennUuHbI (quantity value, value): Yncno n pechepeHc. COBMECTHO BbipaxatoLue pasmep BENUUHbI.
Mpumep 1— Macca gaHHoro Tena: 0.152 kr nnn 152r.

Mpumep 2— TemnepaTypa AaHHol Npo6bl no Llenbcuto: MmuHyc 5 C.

Mpumep 3— MaccoBas fona 6eTa-rnobynnHoOB B AaHHOW Npobe cbiBOPOT KM Kposu: 0.100 r/r nnu 0.100.
Mpumep 4 — MONAPHOCT b FNOKO3bl B faHHOW npobe kpoBuW: 5.50 MOMNb/Kr.

Mpumep 5 — Mpoun3BoNbHas KOHUEHTpauus KonmyecTBa BellecTBa /10 TENHU3NPYIOLEr0 FOpMOHa B
faHHol npobe nna3mbl kKpoBK (MexayHapoaHblii cTaHgapT BO3 80/552): 5 MexayHapogHbIX eanHuL/n.

Mpumep 6 — Bpemsa [0 cBepTbiBAHUA KPOBU B CTaHAapTu30oBaHHO BO3 meTofnke n3MepeHus, Bbipa-
XXEHHOe Mo O THOLWEHNI0 K cCpeAHeli HopManbHOW nonynaynn: MHO 2.2.

MpumeuvaHusn

1 CoOTBETCTBEHHO TUNYy pedhepeHca 3HaYeHVe BENNYMHBI MOXET NpefCcTaBNAaTb CO6OiA:

- NPOAYKT Yncna v eguHuLbl n3mepenus (cM. npumepsl 1. 2. 3 1 4); eAnHULY U3MepeHus eanHnLa o6bIYHO He yKa-
3bIBAIOT /19 BE/IMUYMH pa3MepHOCTN eAnHuua (CM. npuMep 3); uam

- yncno u pepepeHTHbIV Matepuan (cM. npumep 5): uam

- YUCO M CCblSIKA HA METOAMKY U3MepeHusa (CM. npumep 6).
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2 Yncno mMoxeT 6biTb KOMMAEKCHbIM.
3 3HayeHne BeMYMHbI MOXET 6biTb NpeAcTaBneHo 6o/1ee YemM OAHMM CMOCO60M (HeckobkMMu cnocobamu).
[MCO/M3K PykosogcTteo 99. onpegeneHue 1.19] [28]

A.3.48 cnyuaiiHas NorpewHoCcTb u3MepeHus (random measurement error): KOMNOHEHT NOTPELLIHOCTY U3Mepe-
HUS1, KOTOPLIN B NapasniefibHbiX N3MEPeHUsX BapbUpyeT HenpeackasyeMbiM 06pa3om.

MpumevyaHuns

1 3HauyeHne BeNuYMHbI pedpepeHca ANs CyyailHol NorpewwHoCcTM U3MepeHus ABseTCs CpefHUM, KOTopoe nony-
yaeTcsi B pesysibTate 6€CKOHEYHOr0 Yncna napansenbHbiX MU3MepeHuii 0f4HOTo 1 TOro Xe Me3slopaHaa.

2 CnyvaiiHble NoOrpelwHocT M3MEPEHUi B page napanniesnbHbiX 3MepeHuii o6pasyloT pacnpefeneHue, kotopoe
MOXeT 6biTb CYMMUPOBAHO B X OXUWAAHUE, KOTOPoe 06bIYHO NPeANoNoXUTEIbHO PABHO HY/I0, U €r0 BapuaHcy.

3 CnyyvaiiHasi NorpewHoCcTb paBHa NOrpeLlHoCT MUHYC cucTeMaTnyeckas NorpeLHocTb.

[MCO/M3K PykoBoacTBo 99. onpeaenenune 2.19]

A.3.49 oTkpbiTue (recovery): Mponopuus KonuyecTsa aHanMTa. NpeacTaBIeHHOro B Npo6e unmn 406aBneHHOro
B Hee, KoTopas 06HapyeHa npy U3MepeHun.

MpumeyaHuns
1 O6bI4HO BbIpaXeH Kak NPoLEeHT KosiyecTsa Ao6aBneHHOoro aHanura.
2 ApantupoBaHo u3 [72].

A.3.50 pedepeHTHOe 3HayeHne BennyunHbl (reference quantity value, reference value): 3HayeHne BenNUYUHBI, UC-
nosb3yemMoe Kak OCHOBa /19 CPaBHEHUSI CO 3HAYEHNAMMN BE/IMYMHBI TOTO Xe poAa.

MpumeyvaHuns

1 PechbepeHTHOe 3HaYeHNe BeNNUYNHbI MOXeT 6biTb UCTUHHBIM 3HAYEHNEeM BeNUYMHbI Me3lopaHia — B 3TOM Cnyvae
OHO HEN3BECTHO, NN NPUHATLIM 3HAYEHUEM BeINUYNHbI — B 3TOM C/lyyae OHO U3BECTHO.

2 PedhepeHTHOe 3HayYeHVe BENYUHBI C CONYTCTBYIOLW e HeonpeAeneHHOCTbI0 U3MepeHUst 06bIYHO NPeAoCTaBNAT
CO CCbI/IKOWA:

a) Ha maTepuasn, HanpuMep cepTUULUPOBaHHbIN pedepeHTHbI MaTepuan,

b) n3genve, HanpuMmep cTabuNN3MpoBaHHbI nasep;

C) pedyepeHTHY MeTOANKY N3MEPEHNS;

d) cpaBHeHue co cTaHAapTOM U3MEepeHus.

[MCO/M3K PykoBoactso 99. onpeaeneHune 5.18]

A.3.51 paspelweHne nsmeputenbHoi cuctemsbl (resolution of a measuring system): HaumeHbliee n3MmeHeHune
BE/IMYMHBI, KOTOpas 6Gbina u3MepeHa, KOTOPOe BbI3BaSO Pa3/iMyMOe U3MEHeHWe B NOKasaHUW COOTBETCTBYIOLLEro W3-
MepeHus.

MpumevyaHnne — PaspelleHne MOXeT 3aBUCETb, HaNpUMep, OT Wyma (BHYTPEHHEro AN BHELLUHEro) uau Tpe-
HMA. OHO MOXET TakKXe 3aBNCeTb OT 3HAYEHNA BE/IMYUHBI, KOTopas bbina n3mepeHa.
[MCO/M3K PykosoacTBo 99. onpegenenune 4.14]

A.3.52 cTaHpapTHoe (cpefHekBagpaTuyHoe) oTKoHeHue (standard deviation): MoONOXUTENbHbI KOpEHb KBa-
ApaTHbIli U3 BapuaHchl.

NMpumeuvaHuns

1 MoxeT 6bITb BbipaxXeHo Kak KoadhduuymeHT Bapuayun (CV). paccuntaHHblii nyTem ymHoxeHus 100 Ha cTaHgapT-
HOe OTK/IOHeHMe, lefleHHOe Ha Cpe/iHee 3HayeHne 1 BbipaXeHHoe B NPOLeHTax.

2 PaHee NPUMEHABLLNIACA TEPMUH «OTHOCUTE/IbHOE CTaHAapTHOe OTK/IOHEHWEe» 3aMeHEeH TePMUHOM «Ko3adhuuu-
eHT Bapuauum».

[MCO 3534-1. onpepenenune 2.37] [3]

A.3.53 cTaHpapTHas HeonpefeneHHOCTb n3mepeHus (standard measurement uncertainty): HeonpegeneHHocTb
M3MEepEHUsi, BbIpAXEHHAs KakK CTaHAAPTHOE OTK/IOHEHME.

[MCO/M3K PykosoacTeo 99. onpegenenune 2.30]

A.3.54 cuctemaTuyeckas NOrpewHoOCTb M3mepeHusa (systematic measurement error, systematic error): Komno-
HEHT MOrPeLIHOCTN U3MEpPEHNS, KOTOPbI/ B NapanienbHbiX U3MEPEHNAX OCTAaeTCsA MOCTOSHHbLIM WY BapbupyeT npeacka-
3yeMbIM 06pa3om.

NMpumeyaHuns

1 PedhepeHTHbIM 3HAYEHWEM BENMYUHBI A1 CUCTEMATUYECKON NOrPEeLIHOCTY U3MEPEHNUS ABNSIETCS UCTUHHOE 3HA-
YeHWe BEeSIMYWHBI, UK U3MEPEHHOE 3HAYEHWEe BENUYUHbLI CTaHAapTa U3MEPEHUS C HUHYTOXHOW HeonpeneneHHOCTbIo n3-
MEpPEHNS. NN NPUHATOE 3HAYEeHUE BEIMYMHBI.

2 CuctemaTtuyeckas norpelwHocTb U3MEPEHNS U ee NPUYKHBI MOTYT GblTb N3BECTHbI UK HEW3BECTHbI. [15 KOMNEH-
cauuy N3BECTHOI CMCTEMATUYECKOW NOrPeLIHOCTU TIOKET 6bITh NPUMEHEHA KOPPEKLUS.
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3 Cuctemartuyeckas NorpelHocTb U3MEPEHUSI paBHa MOrPeLHOCTU U3MEPEHUS MUHYC Clly4yaiiHas NorpeLlHocTb
n3MepeHuns.

4 ins onpefeneHns cucteMaTUyeckoil NOrpelHoCTU NHCTPYMEHTa U3MEPEHUS CM. onpedesieHne CMeLLeHUs us-
mepenus (bias) (A.3.25).

[MCO/M3K PykosoacTso 99. onpegenenve 2.18] [28]

A.3.55 uenesoe (n3yvyaemoe) coctosiHue (target condition, condition of interest): BonesHb, cTagns 601e3xu, co-
CTOSIHWE 3[,0POBbS UK APYTUE PA3INUYMMbIE COCTOSHUS, COBBLITUS NN XapakTEPUCTUKN NaLMEHTA, BKIOYasi onpeseneHne
CTafiun yXKe U3BECTHOW GOMIe3HN NI COCTOAHUA 340POBbSA, KOTOPbIE AO/MKHbI MOBYANTH HaYaTh, N3MEHUTL UM 3aKOHYUTb
NIEYEHNE NN Jpyrue KINHUYEecKne aeincTeus.

MprumevaHusa

1 OTAeNbHbIN Me3lopaHf, rMoXeT CAYXNTb LiesieBbIM MapkepoM, COYEeTaloLWNUMCA C LeNeBbiM COCTOSHUEM. [anbHeii-
wee o6CcyxjeHne JaHHOro NoHATKA cMm. [75]. [76].

2 AjantupoBaHo u3 [75].

A.3.56 uenesas HeonpefeneHHOCTb N3MepeHus (target measurement uncertainty): HeonpegeneHHoCcTb usMe-
peHus. 3afaHHas Kak BepXHWii npefen u o KOTOPOI NPUHATO pelleHne Ha OCHOBe NpejnonaraeMoro WCMosb30BaHus
pe3ynbTatoB U3MepPeHus.

MpumeuvaHunsn

1 KpuTepuilt TOYHOCTU (PYHKLMOHMpPOBaHNUA cuctembl B ICO 15197 [13] 1 MCO 17593 [17] ocHOBaH Ha AaHHOM
NOHATUN.

2 B nabopaTopHOil MeauLMHe LieNeBylo HeonpeaeneHHOCTb U3MepeHust HasbiBatloT obLieli gonycTumoi aHanuTu-
YeCKol MorpeLHoCTbIo.

{CO/M3K PykoBogacTso 99. onpegenexve 2.34].

A.3.57 NCTUHHOE 3HauyeHMe BeNNUMHbI (true quantity vaiue. tme value): 3HameHne BeNMYMHbI, coBnajaiLiee ¢
onpefeneHnem BeNUMHbI.

MpumevyaHnsa

1 Mpu noaxoae NOrpelHoCT UCTUHHOE 3HaYeHNe BeNNYMHbI pacCcMaTprBaloT Kak YHUKaNbHOe 1 NpakTU4yeckn He-
nosHasaemoe. Npu nogxose HeonpeaeneHHOCTU NPU3HAETCA, YTO BC/IEACTBME U3HAYA/IbHOTO HEMOJTHOTO Ko/MyecTsa fe-
Tanei B onpefeneHun BeNYNHbI HET eANHCTBEHHOTO UCTUHHOIO 3HAYEeHNS BEINYNHBI, & UMeeTCsi Ckopee psf UCTUHHbIX
3HaYeHWn BeNnUMHbI, coBnagatwLymx ¢ onpegenesmeM. OAHaKoO 3TOT psif 3HAYEHU B NPUHLMME W HA NPaKTUKe Heno3Ha-
BaeM. [lpyrme noAxofbl NOHOCTbIO PACXOAATCA C KOHUenuueli ICTUHHOTO 3HaYeHNs BEIMUYUHBI U NofaraloTcs Ha NoHAaThe
MEeTPOJIOTNYEeCcKoil COBMECTUMOCTU Pe3ybTaToB U3MepPeHuit Npy oLeHKe UX BaIMAHOCTY.

2 B cneyunanbHOM cnyvae yHAaMeHTasIbHbIX KOHCTAHT NpU3HaeTca Hannume eANHCTBEHHOTO UCTUHHOTO 3Ha4YeHns
BE/INYMHbI.

3 B TOM cnyyae, ecnu okoH4aTe/NlbHas HeonpeAesieHHOCTb Me3lopaHga NPU3HaeTCs HUYTOXHO Manoli No OTHO-
LWEeHN0 K APYrMM KOMNOHEHTaM HeonpeneneHHOCTN U3MepeHuns, MestopaHs MoxeT 6biTb MpU3HaH o6nagartenem, no cy-
LWEeCTBY. YHUKaNbHOTO UCTUHHOTO 3HAYeHNA BENWYMHbBI. [laHHbli noaxos 3anmMcTBoBaH U3 GUM [82] n cBA3aHHbIX C HAM
[LOKYMEHTOB, Ifle C/IOBO «UCTUHHBIA» paccmMaTpuBaloT Kak U3/ULIHEe.

4 B aHrauiicknx TekcTax ¢ BblpaXeHnem UCTUHHOE 3HaveHune (true value) cnegyeT ynotpe6aaTb ckopee Heonpeje-
NEHHbIV apTUKb «a», YeM onpefeneHHblii apTukib «the», NOCKObKY MMEeTCsi MHOTO 3Ha4YeHuin, coBnajaloLmx ¢ onpege-
NeHneM faHHOl KOHKPETHOWR BeNnUnHbI.

5 CM. Takke NpuHATOe 3HavyeHue BenunyuHbl (A.3.11).

[MCO/M3K PykoBoacTBo 99. onpeaeneHune 2.11] [28]
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MpunoxeHune JA
(cnpaBoy4HOE)

CBefleHNss 0 COOTBETCTBUMU CCbIJIOYHbIX MEXAYHapoAHbIX CTaHAapTOB
HaluVWOHaNbHbIM U MeXrocygapCTBeHHbIM CTaHAapTam

Ta6nunuya [OA.L

O603Ha4EHME CCbITOYHOTO
MeXAyHapoaHOro cTaHaapTa

CreneHb COOTBETCTBYSA

MCO 1000 —
MNCO 13485:2003 oT
MCO 14971:2007 T

NCO 15223-1:2012 0T
M3K 62366:2007 0T
EH 980 —

OGo3HaueHWii N HaVMEHOBaHWE COOTBETCTBYHOLLETO HALMOHABHOTO
1 MEXrocyapCTBEHHOTO CTaHaapTa

FOCT ISO 13485— 2011 «M3pgenua meguumHckue. Cuctemsl
MeHe[XMeHTa kayecTBa. CucTeMHble TpeboBaHuA ANS Ue-
nei perynmpoBaHus»

FOCT IS 014971—2011 «W/3penus meauuymHckue. MpumeHeHne
MeHeXMEHTA pUcKa K MeAULMHCKUM N3aeNnam»

FOCT P NCO 15223-1—2014 «W3penua meauuuHCKUE.
CuMBO/IbI, NPUMEHAEMbIE NPU MapKMpoBaHWW Ha MeAULUH-
CKMUX U3Aennsax, aTUKeTKax 1 B CONPOBOAUTENbHON [OKYMEH-
Tauum. YacTtb 1. OCHOBHble Tpe6oBaHMA»

FOCT P MO3K 62366—2013 «lW3genva meauuUHCKue.
MpoekTupoBaHne MeAULMHCKUX U3AEeNnii ¢ y4eToM akcnaya-
TaLMOHHOW NMPUroAHOCTU»

' COOTBETCTBYIOLUI HALMOHAMBHBIN UM MEXTOCYAAPCTBEHHbIN CTaHAAPT OTCYTCTBYET. [,0 €ro NPUHATUS peko-
MEH/yeTCs UCNO/b30BaTh NEPEBOJ HA PYCCKUIA S3blK JAHHOTO MEXAYHAPOAHOro cTaHaapTa. MNepeBos 4aHHOTo Mexay-
HapoAHOro CTaHAapTa HaxoAMTCs B PefepasibHOM MHPOPMALMOHHOM (POHAE TEXHNUECKUX PEr/laMeHTOB 1 CTaH4apTOB.

Mpumevanne — B HacTosiwe Tabnuue Ncnonb3oBaHo cnegywuiee ycnoBHoe 0603HauYeHne cTeneHn co-

OTBETCTBUS CTAHAAPTOB:
- IOT — nAeHTnYHbIE CTaHAapThI.
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KntoueBble cnoBa: MeAuLMHCKMe M3Aenus ANS AUArHOCTUKK in Vitro, nHpopmaums, npegoctaBnsieMas
M3roTOBMTENIEM, MAPKUPOBKA, TEPMUHbI, UHCTPYKLMS NO NPUMEHEHNIO
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