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Mpeancnoeue

1 NMOOIOTOBIEH ®enepanbHbIM aBTOHOMHbIM yYpexaeHUeM «HauuoHansHbI MHCTUTYT akkpeauTa-
umm (GAY HMWA) coemecTHo ¢ ®IYTT « BHAWMM um. .. MeHgoeneeea» Ha ocHoBe COBCTBEHHOrO NepeBoia Ha
PYCCKWUIA A3bIK aHIMONA3bIYHOW BEPCUI CTaHA4ApPTa, YKa3aHHOro B MyHKTe 4

2 BHECEH TexHun4yeckum KoMUTeTOM no cTaHaaptm3auum TK 079 «OueHKka COOTBETCTBUSA»

3 YTBEPX/EH W BBEJEH B JEWCTBWE MMpukazom denepanbHOro areHTCTBA MO TEXHWUYECKOMY
perynupoBannio 1 metponorum ot 30 uoHa 2023 . Ne 471-cT

4 HacToswWwmin cTaHgapT MAeHTUYeH MexayHapogHoMy ctangapty MCO 15195:2018 «JlabopatopHas
MeauuuHa. TpeboBaHUs K KOMMETeHTHOCTM KanmbpoBOYHbLIX nabopaTopuid, UCMOMb3YOWMX pedepeHTHbIe
MeToaukun uamepenuniny (1ISO 15195:2018 «Laboratory medicine — Requirements for the competence of calib-
ration laboratories using reference measurement procedures», IDT).

[Mpw NpUMEHEeHWUM HACTOSALLEro CTaHA4apTa PEKOMEHAYETCS UCMNOMNL30BaTh BMECTO CChINOYHLIX MEXAYHa-
pPOOHbLIX CTAHAAPTOB COOTBETCTBYHOLLME UM HaLMOHANbHBIE M MEXTOCYAapCTBEHHbIe CTAHAAaPTbI, CBEAEHUS O
KOTOpPbIX MpUBEAEHbI B OMOMHUTENLHOM NpUnoxeHun JA.

[JononHuTenbHble CHOCKW B TeKCTe cTaHgapTa, BbleNneHHble KYpCWMBOM, NpuBedeHbl AN MOsCHEHUS
TeKcTa opuruHana

5 B3SAMEH rOCT P MCO 15195—2006

MNpasuna npumeHeHUss Hacmosaweao cmaHdapma ycmaHosneHbl 8 cmamse 26 @edepanbHO20 3aKOHAa
om 29 uwoHsa 2015 2. Ne 162-®3 «O cmaHdapmu3sayuu 8 Pocculickol ®@edepauyuu». MHgpopmayus ob us-
MEHEeHUSX K HacmosilemMy cmaHdapmy rnybrnukyemcs 6 exe200HOM (M0 COCMOSHUK Ha 1 sHeaps mekyueao
2o0a) uHghopmayuoHHOM yKazamene «HayuoHanbHble cmaHlapmei», a oguyuanbHbil MeKkcm usMeHeHul
U ronpasoKk — 8 exXeMecAYyHoOM UHOPMayUOHHOM ykaszamene «HayuoHanbHbie cmaHdapmei». B ciyvyae
nepecMompa (3aMeHbl) Uu OMMeHbl Hacmosuweao cmaHlapma coomeemcemeyroujee ysedomieHue bydem
onybnukoeaHo 8 bruxaliweMm ebINyCcKe eXeMecsyHo20 UHGOPMAUUOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsl». Coomeemcemayouw,as UHGhopmayus, yeedoMIeHUe U MeKCmbl pa3Mewaimcs makxe 8 UH-
ghopmayuoHHol cucmeme obuiezo nonk30eaHus — Ha oguuuansHoM calime @edepanbHo20 azeHmcemea rno
MexHUYecKoMy peaynupoeaHuro U Memponoauu 8 cemu MiHmepHem (www.rst.gov.ru)

© ISO, 2018
© OdpopmneHue. ®IBY «UMHcTUTYT cTaHgapTuzayuny», 2023

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3pelieHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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BeegeHue

OcHoBHble  TpeboBaHMA K  KOMMNETEHTHOCTM  KanubpoBouHblx nabopatopuii  yKkazaHwel B
MCO/M3K 17025:2017 gna vcnbiTaTenbHbIX U kKanubpoBo4Hblx nabopatopuii. HacTtoawmid ctaHgapT pac-
cMaTpuBaeT OOMNOMHUTENbHbIE acnekTkl KOMNeTeHTHOCTU KannbpoBoYHbIX nabopatopuin B obnactu nabo-
paTopHOW MeaWUWHBI, rae Takne kanubpoBodHble nabopatopumn o6bIYHO HasbiBaloT NabopaTopusmn pede-
PEHTHbLIX N3MEPEHN.

Cnepnyert, 4Tobbl Kaxablii pas, Korga 3TO BO3MOXKHO, pe3ynsTaThl U3MEPeHU, NOMyYeHHbIX B MeguLMH-
ckux nabopaTopusix, UMenu NpOCIeXMBAEMOCTb MO OTHOLIEHWMIO K cTaHAapTHbIM obpasuam?) nunu pede-
PEHTHbLIM MeTogMKam naMepeHuss bonee BLICOKOTO ypoBHSA. TO HEOBX0AMMO AnA NPefoCTaBNeHWA BO3MOX-
HOCTM oBMeHa pesynsTaTammn n3aMepeHmnin 0b6pasLoB nauueHTa He3aBUCUMO OT MecTa U BPEMEHWU U3MEpPEHNS.

KanubpoeoyHbiM nabopaTtopusim cnegyeTt obecneynBaTe METPONOTMYECKWIA YPOBEHL Pe3ynbTaToB, 40-
CTATOYHLIA ONS NOOAEPKKN MeOUUMHCKUX NabopaTopuil B BbIMOMHEHWM MeOUUNHCKUX TpeboBaHui. Cneyu-
anbHble TpeboBaHuA K MeguuMHckum nabopatopusam npueeneHs B MCO 15189.

KanubpoeoyHbiM nabopatopusiM criegyeT NpuMeHATe pedepeHTHbIe METOAUKW U3MEPEeHUA U npepo-
CTaBMATL PE3YNbLTaThl M3MEPEHWI, KOTOPLIE ABMSOTCS TOYHBIMW W NPOCNEXKUBAEMbIMKU NO OTHOLUEHWIO K Ha-
LMOHANbHbIM MNN MeXOYyHapoOHbIM NMEePBUYHbLIM CTaHZapTHbIM obpasuam, ecnu oHW gocTynHel. Korga ato
BO3MOXHO, CregyeT yCTaHaBnMBaTb NPOCNEXMBAaeMOCTb MO OTHOLUEHUIO K CTaHgapTHOMY oOpasuy, KOTopbIi
AIBMAEeTCS peanusaumein eanHuybl cuctemsl CU (MCO 17511).

KanubpoeouHoit nabopatopumn crnefyeTt ykasblBaTbe ONA CTaHOapTHbIX 0OpasuoB, NocTaBnsAeMblx 3a-
Ka34MKOM, 3HaUYEeHUs, MpOCrneXxMBaemble 00 pedepeHTHbIX MeTOOUK M3MEPEeHMsa UMK CTaHOapTHLIX 06pa3uos
HaWBLICLLIEro BO3MOXHOIO YPOBHS.

Bo MHorMx cnyvasx cBoicTBa BMonorMyeckmx matepuanos He MOryT ObiTb BbipaeHbl Yepes equHULbI
CW, Tak kak MoneKynapHas CTPYKTypa UX aHanuTOB TOMHO He M3BEeCTHA, W CTPYyKTypa B cTaHgapTHOM obpasle
MOEeT OTNIM4aTbCa OT CTPYKTYPbl B HaTMBHOM obpasLie Mccnegyemoro YernoBeka (Hanpumep, ypoBeHb MMNKo-
3UNUPOBAHKUS NPOTEUHA).

[axxe ecnu 3Ha4YeHue xapakTepuCcTUKM BUonormyeckoro Matepuana He npocnexusaetcs B eguHule CH,
48 Kaxaoro atana pedepeHTHON N3MepUTENbHOW METOAMKK (Hanpumep, rpaBUMeTpus, uamepeHne obbema,
TEepMOMETPKA, NOTEHUMOMETPUS) criegyeT UMeTb 3Ha4YEeHMs, KOTOPbIe NMPOCIEXMBaOTCA K COOTBETCTBYHOLLEH
eanHuLe CIW.

[MoHATUE NPOCNEXKMBAEMOCTH, TaK XKe Kak 1 paMKu ero npumeHeHus, nogpobHo onuncansl B MCO 17511,

TpeboBaHua, N3NOXEHHbIE B HACTOALWEM cTaHaapTe, a Takke B MCO/M3K 17025:2017, aensawTcsa He-
0BX0AMMBIMY YCNOBUAMKN A5 aAEKBATHOMO BbINONMHEHWS KanubpoBoYHbIMK nabopaTtopusiMn CBOMX 3agad.

HacTtosilmia cTaHaapT MOXKET CNyXWTb OCHOBON ANs akkpeaumTauum KannbpoBodHoW nabopaTopuu, Ko-
Topasl noJaeT 3asiBieHne Ha NpU3HaHne BO3MOKHOCTU peanunsoBbiBaTe peepeHTHYO MeTOAMKY N3MEPEHUs.

1) Mod cmardapmHeiM o6pasyom cnedyem noHuMame mamepuarn, docmamoqHo 0OHOPOOHBIU U cmabunsbHeIl 8
omHouwieHUU onpedeneHHbIX ceolicmea 0 moao, Ymobb! UCMoML308aMb €20 NMpU U3MepeHUU Unu nNpu oueHU8aHUU Ka-
4YecmeeHHbIX ceolcme 8 coomeememeuu ¢ npednonazaemsiM HazHadeHueMm (cMm. 8.19 PMIM 29—2013). Takum obpasom
y cmaHOapmHoz0 0bpa3ya mMoxem He Gblmb yCcmaHo8NeHHbIX No peadynsmamanm UcnsimaHull 3HadeHull o0Hou u bonee
BEMUYUH U MOXEMm OMmCcymcmeosambs MempooaudyecKkas Npocnexugaemocms o OMHOWEHU K coomaemcmeyrouel
ocHoege Ol CpagHeHUSs.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

NTABOPATOPHAA MEOMLWHA

TpeboBaHUA K KOMMNETEHTHOCTU KanubpoBoYHbIX NabopaTopui,
ucnonb3yrwWwmx pedepeHTHbIe METOAUKU U3MEPEHUNA

Laboratory medicine.
Requirements for the competence of calibration laboratories using reference measurement procedures

Oarta eBegeHna — 2023—07—01

1 O6nacTb NpUMeHeHnA

B HacTodwem cTaHgapTe ycTaHoBNEeHbl TpeboBaHNA K KOMMETEHTHOCTH NPy MPUMEHEHUN pedepeHTHbIX
MeToaMK UaMepeHUA B nabopaTtopHoi MeguunHe KannbpoBoYHLIMKU NabopaTopuamMn ¢ Lenbi agekBaTHOro
BbIMOMHEHNA UMUK CBOMX 3afad. B kavecTBe ccbinok ucnonb3yoT TpeboBaHma MCO/MOBK 17025:2017 v pag
LONONMHUTENbHBIX TpeboBaHWHA.

CootBeTtcTBUe HacTosAwero ctaHgapta WCO/M3K 17025:2017 npueeneHo B o6obuieHHOM Buae B Npu-
NoXKeHun A.

VccnenoesaHusa CBOWCTB, pe3yrnkTaThl KOTOPLIX NPEeACcTaBnsanT B HOMUHANBHLIX W MOPAOKOBLIX LWKanax,
B CTAHOAPT He BKMHOYEHbI.

HacTtosawumi ctTaHgapT He NpUMEHUM ONs MeguLMHCKUMX nabopaTtopuii.

MpumeyaHne — TpeboeaHua Kk meguumnHckuMm nabopaTopuam yctaHoeneHsl B MCO 156189 [1].

2 HopmaTuBHbIe CCbINKK

B HacTtoslem cTaHgapTe MCnonb30BaHbl HOPMATUBHbLIE CCbINKWM Ha criedyllne cTaHgapTel [ona ga-
TUPOBAHHbIX CCbINOK MPUMEHSIIOT TOMbKO YKa3daHHOe W3aHue, A4na HegaTWpoBaHHbLIX — MocnegHee usgaHve
(Bkntouasi Bce MaMeHeHus )|

ISO/IEC Guide 98-3, Uncertainty of measurement — Part 3: Guide to the expression of uncertainty in
measurement (GUM:1995) [HeonpegeneHHocTs namepeHus. Yacts 3. PyKOBOOCTBO MO BLIPAXXEHUWHO HEOMNpe-
geneHHocTy namepeHns (GUM:1995)]

ISO/IEC Guide 99, International vocabulary of metrology — Basic and general concepts and associated
terms (VIM) [MexOyHapogHbii croBapb No MeTpororun. OCHOBHbIE M 0BLMe NOHATUS U CBA3aHHbIE C HUMM
TepMuHbi» (VIM)]

ISO 15193, In vitro diagnostic medical devices — Measurement of quantities in samples of biologi-
cal origin — Requirements for content and presentation of reference measurement procedures (M3genus
MeLWUMHCKMEe AN OMArHocTWKW in vitro. ViamepeHue BenuynH B npobax BMONornyeckoro NpoMCXoXaeHMUs.
TpeboBaHusa K ONUCaHUK pedepeHTHbIX MeTOAWK BbIMOMHEHNS U3MEPEHMIN)

ISO 15194, In vitro diagnostic medical devices — Measurement of guantities in samples of bioclogical
origin — Requirements for certified reference materials and the content of supporting documentation (W3ge-
nva MeauuMHCKUe ANst AWarHoCTUKK in vitro. 1amepeHne Benu4nH B npobax BUonornyeckoro NpoUCcXoXaeHus.
TpebGoBaHus kK aTTECTOBaHHbIM CTaHAAPTHLIM 0bpa3sLam 1 CoaepKaHuo CONPOBOAMTENLHOW AOKYMEHTALMN)

ISO/IEC 17025:2017, General requirements for the competence of testing and calibration laboratories
(OBwue TpeboBaHMsA K KOMNETEHTHOCTM UCNBITATENBHBLIX U KANMOPOBOYHbIX NabopaTopuii)

ISO 17511, In vitro diagnostic medical devices — Measurement of quantities in biological samples —
Metrological traceability of values assigned to calibrators and control materials (M3genvs meguunHckne ons

MapaHune ochbuumnansHoe
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ANarHocTukm in vitro. MsmepeHne BenunyuH B Buonorudeckmx npobax. MeTponornyeckas npocrneXXnsaemMocTb
3Ha4YeHWI, NPUNMCaHHBIX KanubpaTopaMm M KOHTPOMNbHLIM MaTepuanam)

ISO 18153, In vitro diagnostic medical devices — Measurement of quantities in biological samples —
Metrological traceability of values for catalytic concentration of enzymes assigned calibrators and control
materials (M3genua meguuuHckue Ana AnarHoCTUKK in vitro. UamepeHue BenudnH B Buonorvyecknx npobax.
MeTponornyeckasn npocnexweaeMocTb 3HaYEeHUIN KaTanuTUHecKon KoHLeHTpaurmn hepMeHToB, NPUMUCaHHBLIX
KanubpaTopam M KOHTPOMbHBIM MaTepuanam)

3 TepMuHbI U onpepeneHns

B HacTtosilwem cTaHgapTe npumMeHeHbl TepmMuHbl no Pykosoactey MCO/M3K 99, a Ttakke cnepywowime
TEPMWHbI C COOTBETCTBYHOLLUMMW onpeaeneHnamu.

NCO n M3K BegyT TepmuHonorMyeckMe basbl 4aHHbBIX 419 MUCMONbL30BaHMA B chepe cTaHgapTU3auum
no criedylownmM agpecam:

- nnatdopma oHnaH-npocmoTpa NCO, goctynHa Ha hittp://www.iso.org/obp

- 3nexTponeousa M3K, nocTtynHa Ha http://www.electropedia.org/

3.1 HeonpegeneHHOCTb M3MepeHua (measurement uncertainty): HeoTpuuaTenbHblil napameTp, xa-
pakTepU3yLLNA paccesHWe 3HaYeHWn BENUYMHLI, MPUNUCLIBAEMbIX M3MEPSEMON BEMUYMHE HA OCHOBAHWUU
M3aMepUTenbHON MHpopMaLIKK.

M purMeHaHMe 1— HEDI'Ipe,EI,EJ'IeHHOCTb M3MEDPEHNA BKNOYAET COCTaBnAwLWMNE, OGyCJ'IOBJ'IeHHbIe cucrteMmatTuye-
CKMMK BCbeEKTaMM, B TOM 4YMCne coctaBnAwwme, CBA3aHHbIe C nonpaBkaMn v NnprunMcaHHbIMW 3Ha4YeHAMW 3TanoHOB, a
TaKxKe ,D,Bq'JHHVILI,MaJ'IbHy}O HeonpeneneHHoCTb. MHOF,D.H nonpaekn Ha OUEHEeHHble CUCTEMarn4yeckme BCbeEKTbI HE BBOOAT,
a BMeCTO 3TOIo unx pacCMaTpuBardT KaK COCTaBnAwLlne HeonpeaeneHHoCTHU MSMEDEHMﬁ.

I pupMedHaHne 2 — napaMBTpOM, Hanpumep, MOXeT 6bITb CTaHO4apTHOE OTKINOHeHWe, Ha3blBaemoe CTaHOaapT-
HoW HeonpegeneHHoCTbld NM3MepeHna (M.I'II/I KpaTHoe emy HHCHO), Wnn1 NoNnoBMHa WWPWHBI MHTEpBana c yCTaHOBJ‘IeHHOﬁ
BEPOATHOCTbBIO OXBarta.

MpumedvaHue 3 — B obuwem cnyvae, HeonpedeneHHOCTE U3MEPEHUs] COCTOUT U3 MHOTUX COCTaBMAKLLMX.
HekoTopble 13 HUX MOTYT BbITh OLEHEHBLI MO TUMY A, CNOMb3ys CTATUCTUYECKOE PACTPEAeneHne 3HaueHNin BENUUMHbI U3
pAOa M3MepeHnil, U NX MOXHO OXapakTepu3oBaTh CTAHAAPTHLIMI OTKIOHEHUAMI. [pyrie COCTaBNsoWmME, KOTOPbLIE MOTyT
BbITh OLEHEHBI MO TUMY B, Takke MOTyT XapakTepn3oBaTbCA CTAHOAPTHLIMU OTKMNOHEHUAMM, OLEHNBAEMbIMU, MCTIONb3Ys
PYHKLMKM NNOTHOCTU BEPOSATHOCTEN HA OCHOBaHWM ONbITa UMM OpYroi MHdopMaLluu.

MpumevaHnue 4 — B uenom, npv gaHHOM obbeme MHOpMaLMK NogpasyMeBaeTcs, YTo HeonpeaeneHHoCTb
W3MEPEHUI CBA3LIBAIOT C ONpefeneHHbIM 3Ha4YeHUeM, NpUNUcbIBaeMbIM M3MEPAEMON BENUYMHE. MaMeHeHWe aToro 3Ha-
YeHWsI NPUBOAMUT K M3MEHEHUIO CBSA3bIBAEMOW C HUM HEOMPEAENEHHOCTU.

[Pykoogcteo MCO/M3K 99:2007, 2.26]

3.2 pedrepeHTHaA MeTogMKa usmepeHuin (reference measurement procedure). MeToguka namepe-
HWA, NpUHATaN N8 NOMyYeHUs pesynbTaToB M3MepeHWr, KOTOpble MOryT ObiTb MCMOMb30BaHbl 451 OLEHKM
NpPaBUNbHOCTA U3MEPEHHLIX 3HAYEHWIA BEMUYMHbBI, MOMYYEHHbLIX NO APYTMM METOAUKAM WU3MEPEHWIA BEMUYMH
TOrO e poaa, a Takke Ansa kanubpoBkn MNK onpeaeneHnst XxapakTepucTUK cTaHaapTHbIX 06pa3suoB.

Mpumeyvyanne 1 — Korga gnga gaHHOW M3MEPUMON BEMUYKMHBI CYLLIECTBYET HECKOMNbKO pedhepeHTHBIX METOOUK
WN3MEPEHUIA, BO3MOXHO BbICTPOWTL UX B MEPAPXWUYECKYHO LIEeMb B COOTBETCTBUM C PasMeEpPOM HeoNpedeneHHOCTU M3Mepe-
Hus. MepBrYHYO pedepeHTHYK METOAUKY U3MEPEHUIA MHOIAA ONpeaensioT TEPMUHOM «METOA U3MEpEHMA No onpeaene-
HWIO», HO He cornacHo Pykoeogctey MCO/M3K 99:2007.

MpumeyvyaHue 2 — KoHcynbTaTUBHBLIA KOMUTET Mo KonudecTBy BellecTBa (CCQM) MexgyHapogHoro Bropo
Mep n BecoB onpegenun NepBUYHLIA METO M3MEPEHUI KaK METOA, KOTOPbLIA UMEET HaUBLICLLUME METPOMNOrMYEecKne Kade-
CTBa, NPOLIECC KOTOPOTro MOXET ObITh NONMHOCTHIO ONWUCaH W NOHAT, 4NS KOTOPOro 3asBleHHas HeoNpeaeneHHoOCTb MOXKET
ObITb NOMHOCTLIO 3anMcaHa B NOHATUAX cucTtembl eguHuy, CH n peaynstatel KoToporo, TakuMm 0bpasom, npyHumaroT 6e3
CCbINOK Ha 3TanoH U3MEPAEMON BeNUYUHbIL. [INs KoNMYecTBa BelllecTBa CnenyoLmne npuHUmMnel namepenus beinu onpege-
NeHbI Kak noaxoasLuve O nepBUYHbIX METOA0B M3MEPEHUA: MACC-CNEKTPOMETPUS C M30TOMHbBIM pa3baBneHnem, KyroHo-
METPUS, rpaBUMETPUA, TUTPUMETPUA W ONpeaenerHne KonnmuraTuBHbIX CBOWCTB, TakuX Kak NOHWKEeHWE TOHKW 3aMep3aHuns
(CCQM, 1995).

MpumevyaHune 3 — MexayHapoOHbl COKI3 TeOpETHMYECKO W NpuknagHon xumun (MCTTIX, IUPAC) onuceiBaeT
POACTBEHHOE NOHATUE «abCcontoTHLIA METOAY, B KOTOPOM BbIYWMCNEHWS OCHOBLIBAOTCH TOMbKO Ha YHMBEPCanbHbIX BEMW-
YWHaX W yHAaMeHTanbHbIX (PU3NYECKUX KOHCTAHTAX.
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MpumeyaHue 4 — 3amBneHne «pedepeHTHas MeToOMKa HauBbLICLLEro YPOBHS» YacTO MCMOMb3YHT, YTobb
NoAYepKHYTL NONOXKEHWE 3TUX MeTOAWK B KanubpoBOYHON nepapxuu, kak nanoxeHo 8 MCO 17511.

Mpnmevanue 5-— TpeboBaHua K cogepaHUo U NpeacTaBNeHn0 peepeHTHbIX METOAVK U3MEPEHWIA, OTHO-
CALUMXCH K MeaULMHCKUM M3aenvam Ana AuarHoCTUKK in vitro, nanoxeHsl B UCO 15193.

[PykoBogcteo MCO/M3K 99:2007, 2.7]

4 O6wwme TpeboBaHuA

MpumeHsaoT TpeboBanusa pazgena 4 WCO/M3K 17025:2017, BknioYasa BCe NMyHKTbI.

5 TpeGoBaHUA K CTPYKTYype

MpumeHsaoT TpeboBanusa pazgena 5 MCO/M3K 17025:2017, Bknto4vasa BCe NMyHKTbI.

Korna kannGpoBodHan nabopaTopva pacnonoXeHa COBMECTHO C MeOWUUHCKoN nabopaTopuen, Oomx-
Hbl BbITh 0BEcneYeHbl TakMe OpraHnM3alUnoHHbIe Mepbl, YTOBbI OHW He BNUAMNKW OTPULETENLHO HA COOTBETCTBME
kanuBpoBodHoi nabopaTopun TpeboBaHMAM HACTOALLIEro cTaHaapTa.

6 Tpe6oBaHuA K pecypcam

6.1 Obwwue TpeboBaHuA

MpumeHstoT TpebosaHua 6.1 NCO/M3K 17025:2017.

6.2 MNepcoHnan

MpumeHstoT TpeboraHusa 6.2 MCO/M3K 17025:2017, Bknoyasa BCe MYHKTHI.
6.3 JlaBopaTopHble NOMeLLEHUA U YCNIOBUA OKpYXaloLel cpebl
MpumeHsitoT TpeboBarus 6.3 WCO/M3K 17025:2017, Bkntoyas Bce NMyHKTbI.
6.4 OGopynoBaHue

MpumenstoT TpeboBanusa 6.4 WCO/M3K 17025:2017, Bkno4asa BCE MYHKTHL.

Jlabopatopus gomxkHa ObiITb obopygoBaHa BceMM efuHMuaMy obopynoBaHWs, HeoOXoguMbIMKU AN
KOpPEeKTHOM paboThl MO ee MepeyHio pedepeHTHbIX MeToguKk uaMepeHuin. Bce obopygoBaHue, BrivsLLee
Ha gaHHble M3MepeHWs, 4OMMKHO UMETb BO3MOXHOCTL Nony4yeHus TpebyeMon TOHHOCTK uamepeHuid. Mpu mc-
nonb3oBaHWm 06paboTaHHbBIX CUrHaNoB (HanpuMMep, BCTPOEHHbBIX MUKPOMNPOLECCOPOB), (PYHKUMK KanmbpoBKu
¥ npeobpa3oBaHna OOMKHLI ObITh BanuaWpoBaHel U BepudULMpoBaHsl MMGo camum npomnseognTenem, nuéo
HesaBucumo. Bce obopygoBaHue, vcnonb3yemoe ANs peanu3auuu pedepeHTHON MeToguKku U3MepeHui,
OOMXHO PErynspHO OCMaTpMBaTLCH U 0BCNYKUBATLCA aBTOPU3MPOBAHHBLIM NepcoHanom. [omkHa ObiTe pas-
paboTaHa nporpaMmMa Aans KanubpoBkn U Bepudukauun pyHKUMOHMPOBaHWA obopynoBaHus. [omkHbl Nog-
OEepXMBaTbLCS COOTBETCTBYIOLLME YCIOBMSA OKpyxatolen cpedbl. [JomkHbl ObiTe ObICTPO AOCTYMHLI U akTya-
NM3MpPOBaHbl PYKOBOACTBA Nosfib30BaTens Ha obopygoBaHue. Kaxgasa egnHvua obopyaoBaHua AomkHa ObiTh
YHUKaNbHO MAeHTUuuMpyeMol. Micnonb3oBaHue n obcnyXmMBaHue Kaxnoi OCHOBHON eauHuLLl o6opynoBa-
HWUS OOIMKHBI PEerMCTPUPOBATBLCA B XKYpHAane, KOTOpbIA OOMKEH COgepKaTh:

a) TWM OCYLecTBMNEHHOW NpoLenyphbl M3MepeHns, KOHTPONS UMK 0BCNyKUBAHNS;

b) ctatyc kanvbpoBKM 1 NOBEPKM;

C) gaTy uamepeHus 1 obcnyXMBaHus;

d) gaHHble onepaTopa, KOTOpblA NMPOBOAW U3MEPEHNUs U ODCITYXMBaHNE;

e) npuunHbl obecnyxneaHua (NnpodunakTuka N ycTpaHeHne HenmcnpaBHocTen);

f) korga npumexnumo, cneynansHele ycnoeus paboTsl;

g) OTMEYeHHble HEODbIYHbIE SBMNEHUS, KOTOPbIe 4OMKHLI BbITh U3yYeHbl B Cry4ae HeobxogMMocTy.

[ns OCHOBHbIX BENNYMH, TAKUX KaK Macca, o0bbemM 1 Temnepartypa, B nabopatopun OOIMKHbI HAXOAUTHCS
oTKanubpoBaHHble Npubopekl. JlabopaTopus gomKHa obecneYnBaTh NPOCNEXNUBAEMOCTb Pe3ynsTaToB M3Me-
PEHWI A5 OCHOBHbIX BENUYMH K eguHuuam CI. KanmbpoBKku JOMKHEI OCYLLECTBMATHCS Ha TpebyeMblX ypoB-
HSAX HEOMPELENeHHOCTU U3MEPEeHWUs U perncTpupoBaThes. JomkeH GbiTe ycTaHOBNEH rpaduk KanubpoBky un
NOBEPKMW, KOTOPLINA rapaHTupyeT, 4To npubopsl 1 o6opyaoBaHwe paboTalT B MPUNKUCAHHBIX UM paMKax He-
OnpeaeneHHoCTen N3MepeHIs.
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Korga HeonpegeneHHOCTb B3BELWMBaHWS CTaHAapTHLIX 06pasLoB nnu apyrnx obbekToB, Heobxoanmblx
4N KanubpoBKK, SIBAAETCA 3HAYMMOIW COCTaBMAIOWEN CyMMapHOW CTaHOapTHOW HeonpeaeneHHoCTH, 4OMx-
Hbl NPUMEHSATLCS NOMPAaBKM Ha BbITANKUBAKOLLYIO CUMY, YYMTHIBAIOLME OTHOLEHUE UX NIOTHOCTY K NNOTHOCTK
NpUMeHsIeMBbIX TMPb, ECINK 3TO 3HAYMMO ONA pe3ynsTata U3MepeHuid UN ero HeonpeaeneHHOCTH U3MepeHns.
Mo Mepe HeoBXxooUMOCTU OOMKHEI YUUTEIBATECS TeMnepaTypa, atMocepHoe AaBrneHne U Brax)HOCTb.

Ocobble Mepbl NPEOCTOPOXKHOCTH HEOBXOAMMO MPUMEHATH NpU KanubpoBke oGopynoBaHWsA Ans U3-
MepeHusi obbema, B3BELUMBAS COOTBETCTBYHLLME KOMWYECTBA BOAbI WUNW APYrMX NMOOXOOSLUUX KUOKOCTEHR,
NPWHMMasn BO BHMMaHWE MMOTHOCTb XMAKOCTW NPW COOTBETCTBYHOLLE TemnepaType W atMochepHOM daBrne-
HuW. [lns npolenypsl B3BeLWWBAHUS LOMKHBI MCMONb30BaTECA KANUMBpoBaHHbIE BECHI M CEPTUMDULMPOBAHHLIE
BECOBble eUHULIbI.

Onsa TovHoro otbopa npob ansi Hebonblmx 06bEMOB pekoMeHOyeTcsi Mcnonb3oBaTe obopynoBaHue
06beMHOro TUNa, Takoro Kak nuneTka, U kanubpoBaTb 06bEM, OTMEPEHHbIA MUMNETKON, rpaBUMETPUYECKAM
cnocoBom.

6.5 MeTponoruyeckaa npocneXxXwBaemMmocTb

MpumensaoT TpeboBaHus 6.5 MCO/M3K 17025:2017, Bkntodas BCe NyHKTbI.

6.5.1 KanubpoBo4yHble nabopaTopuy SOMKHbI AEMOHCTPMPOBaTh, YTO MX pe3ynbTaTbl M3MEpPEHWIA Me-
TPONOrM4Yeckn NPOCMEXNBAOTCA K 3HAYEHWIO cTaH4apTHoro obpasua mnum pesynsraty MeTOAMKA M3MEepPEHUS
pedepeHTHON CUCTEMbI HAUBBICLLETD JOCTYNHOMO YPOBHS HEMPEPBLIBHOM LIEMbLIO CITMYEHUI, KaK 3TO YKa3aHo B
NCO 17511 unn MCO 18153.

6.5.2 NamepeHns 1 kanubpoBKM OOMKHLI ObiTe CNMaHUPOBaHbLI U BLIMOMHATLCA Tak, 4Tobbl rapaHTu-
poBaTh, YTO Pe3ynbTaTbl U3MEPEHWIA NPOCNEXNBAIOTCS, KOr4a 3TO BO3MOXHO, K egmHuuam CU, ncrnonbaye-
MbIM NPKU 3TUX M3MepeHuUax. Ecnn HeBO3MOXHO A0BUTLCA NPOCNEXUBAEMOCTH, BbipaXkeHHoW B eguHuuax CH,
JOMmKHA NPUMEHATBLCH anbTepHaTUBHAas nepapxma kanmbposok, kak 3To onucaHo B MCO 17511,

6.6 CtaHgapTHbie oGpasubl

6.6.1 Kannbposo4Han nabopaTopusa OOMKHA MCNOMb30BaTh CEPTU(ULMPOBAHHbIE CTaHAapTHble 06-
pasubl, NOgXo4sue, HACKOMbKO 3TO BO3MOXKHO, Lienu M3MepEeHWiA, KOTOPbIE MOMTHOCTEK) COOTBETCTBYHOT Tpe-
BosaHusam MCO 15194, ecnu Takve 0bpasubl 4OCTYMHbI.

6.6.2 CepTudUUMpoBaHHbIe CTaHOapTHbie 0Opa3sLbl A0MKHbI MCNOMbL30BATLCSA B COOTBETCTBMM C Npe-
nonaraemon obnacTb nNpuMmeHeHns, obecnednBaemon cepTupuunpyroLen opranuzauuen’).

6.6.3 Korga cepTudhmuMpoBaHHble cTaHgapTHele 0bpasybl HeqoCTYMHbI, KanubpoBoyHas nabopatopus
MOXKET YyCTaHABNUBATL XapakKTEPUCTMKMA U MPUMUCHIBATE 3HAYEHUA CTaHO4apTHLEIM 06pa3LamMm B COOTBETCTBUU
C PYKOBOACTBOM, ycTaHoBNeHHbIM B MCO 15194. [obasa nogobHaa paboTa gomkHa ObiTe NOMHOCTLK 3a00-
KyMeHTUpoBaHa nabopaTtopuen.

Mpumevyanune — OB6beOMHEHHBIW KOMWTET MO MNPOCMEXMBAaeMOCTM B obnacti nabopaTopHOW MeaWLMHBL
(JCTLM) BepeT nepeveHb cTaHOapTHbIX 06pasuoB, KoTopele BeinonHaAwT TpebosaHus MCO 15194 [2].

6.6.4 KoOHKpeTHbIW cTaHOapTHLIA obpasel MoxeT ObiTb Ucnofb3oBaH NMBO Kak KanmbpoBoYHbIM obpa-
3el, B0 Kak KOHTPOMbHLIA 0Bpa3sel, HO OOWH W TOT e cTaHAapTHLIA obpa3zel He JOMKEeH UCMOML30BaTLCA
B 0DONX Ka4YecTBax B KOHKPETHOW CUTyauuun, B onpeadeneHHon nabopatopuu.

6.7 BHewHMe nocTaBKM NPOOYKLWM W yCRIyr

MpumeHsaoT TpeboBaHus 6.6 MCO/M3K 17025:2017, Bkrnrodast BCe MyHKThI.

Ecnun nabopatopusa nepegosepsiet paboty, nMbo no HenpeaBMOeHHbIM NpUYMHam (Hanpumep, pabodasn
3arpyska, HeobxoAMMOCTb JanbHenwen 3KcnepTU3bl MNKM BpeMeHHasa HeaeecnocobHocTs), NMbBo Ha nocTo-
SIHHOW OCHOBE (HanpuMmep, Yepes NMOCTOSHHbBIA AoroBop cybnogpsaa, areHTCKoe cornalleHvwe Wiy OOroBop
hpaHWwuabl), 3Ta paboTa JomKHa BO3NaraTbCs Ha KOMMeTeHTHoro cybnogpsiayunka. KomneTeHTHeIM cyBnog-
PSAYMKOM MOXET ABMATLCS TOT, KTO, HanpyvMep, COOTBETCTBYET TpeboBaHMAM HacTOsALLero cTaHaapTta B BO-
npocax KOHKpPeTHoW paboThl.

1) B coomeemcmeuu ¢ MCO 17034:2016 cepmucbukam Ha cepmugbuyuposaHHbIll cmaHdapmHbIll obpasey ebimy-
ckaem npouseodumerns cmaHdapmHoz2o obpa3sua.
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7 TpeboBaHuA K npoueccy

MpumeHstoT TpeboBaHusa pasgena 7 MCO/M3K 17025:2017, Bknrouas BCe MYHKThI.
7.1 PaccmoTpeHue 3anpocoB, TEHOEPOB U KOHTPAKTOB

MpumeHsaoT TpeboBanusa 7.1 MCO/M3K 17025:2017, Bknioyas Bce MyHKThI.

7.2 PedhepeHTHbIE METOAUKN U3MEPEHUI

7.2.1 KanubpoBoyHasa nabopaTtopus JOMKHA CNefoBaTh 3a40KYMEHTUPOBAHHEIM PedEPEHTHLIM METO-
OWKaM M3MepeHUin, KoTopble Obinn paspaboTaHbl, ONUCaHbl U MPMMEeHeHb! ANdA Toro, YToObl COOTBETCTBOBATL
3asABNeHHOMY YPOBHIO HEONpeAeneHHOCTN naMepeHus. Kaxgas MeToavka ABnseTca 4acTbio KanMbpoBOYHOM
Mepapxun CormacHo O4HOM M3 COOTBETCTBYOWMX Mogenei, onucadHbix B MCO 17511.

7.2.2 CopepxaHue 1 npeactaeneHve pedepeHTHON MEeTOOMKN M3MEPEHUIA OOIDKHbBI COOTBETCTBOBATL
Tpeboeanuam MCO 15193.

7.2.3 Bce pedepeHTHbIE METOAMKN U3MEPEHWUIA OOMKHLI BbITh COOTBETCTBYHOLWMM 06pazoM Banuaupo-
BaHbl) nepen ncnonbaoBaHUeM.

7.2.4 MNepen Tem, Kak npegnaratb pedepeHTHble 3MepeHWs 3aKazquKy, nabopaTopus 4OKHa npo-
OEeMOHCTPMPORATh, YTO OHa MOXET COOTBETCTBYHLLMM 00pa3oM peann3oBbiBaTbe pedepeHTHYH METOONKY W3-
MepeHun, n 4to obopyaoBaHUe U UCMOMbL3YEMBIE pEAreHThl COOTBETCTBYHOT.

MpumeyvyaHune 1 — KoMneTeHTHOCTb B peanusaumvm pedepeHTHON MEeTOOUKN U3MEePEeHUI MOXeT ObiTb npo-
JEMOHCTPUPOBAaHAa, HanpuMep, NyTeM akkpeouTauuy, KOTopas BKMKYaeT pacCMOTPEHME YCMNEeLLIHOoro y4acTus B Mexnabo-
pPaTopHbLIX CMYEHUsX ANA KanMbpoBoYHbIX NabopaTtopyii 1 UCMONb30BaHWUA HAOEKHBLIX W UCHEPNLIBAOLLMX AAHHBIX AN
onpeneneHns HecnpeaeneHHoCTM N3MEpPEHUS.

MpumeyaHue 2— HayyHasa nutepaTtypa CogepuT onybnukoBaHHble pedepeHTHbIe MeTogdel. VX npuMeHeHne
TpebyeT ot nabopatopuu paspaboTkv pedepeHTHbIX METOAWMK U3MEPEHWIA, KOTOPLIE ONMCaHbI B MCYEPMBLIBAIOLLEN OOKY-
MEeHTauuu, BbiMylweHHON kanwbpoeoyHo nabopatopuen, KoTopas UX pean3oBLIBAET.

MpumedyaHne 3 — OBbedAWHEHHbIM KOMUTET NO NpoCnexuBaeMocTu B obnactu nabopaTopHOW MedWLWHBI
(JCTLM) Beget nepeyeHb pedhepeHTHLIX METOAUK M3MEPEHWIA, KOTOPbIE ONMMUCcaHbl 4OCTAaTOMHO NoAapoOHO Ans Toro, YMTo-
Obl X MOXHO BbINO MCNOMBL30BaThL KAK OCHOBY 3a40KYMEHTUPOBAHHLIX METOAWK U3MEPEHWIA, BLINONHALWKX TpeboraHus
MCO 15193 [2].

7.3 O6paweHune c npodbamm
MpumensitoT Tpeboeanusa 7.4 WCO/M3K 17025:2017, Bknio4as BCe MyHKTbI.

7.4 TexHU4YecKkue 3anucu NU3IMepeHun

MpumeHstoT TpeboraHusa 7.5 WCO/M3K 17025:2017, Bknoyasa BCe MYHKTHIL.

TexHUYeckue 3anvcu U3MepeHWuidn JOMKHbI BKNOYaTh crnedylolee: 4aty U3MEepeHWUd, AaHHble XUMUKa-
aHanuTUKa, BEnUHUHY, WaeHTMdhWKaLMoHHbIe faHHble npobbl, Habnogaemble 0co6eHHOCTU 4O M BO BpeMs
M3MEPEHWI, AaHHble KOHTPOMS KadecTsa, NepBUYHbIE daHHble (HanpuMep, nokasaHus abcopbuwu, nnowaan
MINW BbICOTbI MWKA, COOTHOLLEHUS W30TOMOB) WU BBIYUCIEHMS Pe3ynbTaToB M3MepeHuin. HenpaBunbHble 3anu-
CU LOMKHbl BbITe UCMpaBreHsl (HO 4OMKHBI OCTABATLCS YMTaeMbliMM), 3aBepeHbl NOANUCEI0 UMK KakuM-nnbo
APYrMM MAEHTUPUKATOPOM W AaTUPOBaHbl YENOBEKOM, KOTOPLIA BHOCUT MCMpaBneHus. 3anucy OOMKHbl Co-
XPaHATBCA W XPAHUTLCSA B MUCHMEHHOM LOKYMEHTE UMW Ha 3MeKTPOHHOM HOCUTEene B HaAeXHON W BeicTpo
BOCCTAHOBMMOM (hOpMe, B YKa3aHHbIN 3aKa34nKOM Nepuos BPeMeH!.

7.5 OueHKa HeonpegeneHHOCTU U3MepeHUiA

MpumeHsaoT TpeboraHua 7.6 MCO/M3K 17025:2017, Bkntovaa Bce NyHKThL. Jo6oi pernctpupyemeiii
pes3ynbTaT U3AMEepeHWA LOMKeH CONMPOBOXAATLCS 3asBNEHHON HeonpeaeneHHOCTEH U3MepeHUs, OLeHEeHHON
M BbIpaXXeHHON B cooTBeTcTBUM ¢ PykoBogcTeom MCO/M3BK 98-3.

7.6 ObecneyeHne JOCTOBEPHOCTU pe3ynbTaToB

MpumeHsaoT TpeboBanusa 7.7 MCO/M3K 17025:2017, Bknioyas Bce NMyHKTHI.

1) B coomeemcmsuu ¢ n. 19.1 cm. 2 ®edepansHozo 3akoHa om 26 ukoHa 2008 2. Ne 102-03 «06 obecrneyeHuu
eduHcmea uamepeHul» peghepeHmHsle MemoduKU usMepeHUs omkHbE BbiMb ammecmo8aHhb.
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7.6.1 AHanuTuMyeckue Uenu OOMKHbl ONpeaenaTbCA B COOTBETCTBMM C NOTPeBHOCTAMKU 3aKazuuka M
AOIMKHBI MPMHUMAaTL BO BHUMaHUE TO, YTO METPONOrMyeckini ypoBeHb JOmKeH 6biTb Nogxoasawmnm, YTobbl no-
3BONWUTL 3aKa34yWKy BbIMOMHUTE MedULMHCKMe TpeGoBaHus. JomkeH GbiTh 3200KYMEHTUPOBaH cnocob OLEeHKU
COOTBETCTBUSI BMECTE C NMpasBunamu no KOHTPOmMK KavyecTsa. BHYTPeHHUA KOHTPOMb KavyecTBa JOMKEH Ocy-
LLEeCTBNATLCS U3MepeHMeM O0CTaTOYHOro YUcna MaTPUYHbIX KOHTPOMbHbLIX Npob B KaXOoM psae UaMmepeHui
C TOW Uenbto, YTo6LI BbINOMHUTL TpeboBaHWa Mo peanusauuM, yKkasaHHble Ans pedepeHTHON MeToguKK 13-
MepeHus.

7.6.2 Tam, rge aTo AOCTYMHO, ANA KOHTPONSA NPaBUIbHOCTU AOMKHbLI MCNOMb30BaThCA CEPTUMULNPO-
BaHHblE CTAHOapTHble 0Bpaslbl C TAKON e MaTpuuel, Kak U y uccrnegyemMbix npob. Mamepsaemoe 3HayeHue
BENUYUHBI, MONMYyYeHHOE Ha KOHTPONLHOM 06paslie, [AOMKHO COrMacoBbIBATLCA C €ro NPUNMCAHHBIM 3HAYeH!-
eM B paMKax HeonpeneneHHOCTU U3MEpPEHUs, BbIYMCMNEHHON U3 HEeOoMnpedeneHHOCTU U3MEPEHUs 3HAYeHUs
KOHTpOnbHOro obpasiua 1 HeonpeaeneHHOCTU N3MEepPEeHUa METOANKN M3MEpPEeHUA, MPOAEeMOHCTPUPOBAHHOMN 1
3a0KyMEeHTUpOBaHHOW nabopaTtopuei.

7.6.3 Ons Toro 4To6bl AOMOMHUTL BHYTPEHHWI KOHTPONb kKadecTea, nabopatopus OoMmKHA perynsipHo
NpoBepsATL CBOE KayecTBO paboThl, NPpMHUMAan ydacTue B MexnabopaTopHbIX CIMYEHUSX COOTBETCTBYLNX
TUMNOB U3MEPAEMbIX BEMUUNH.

7.7 OT4YeTHOCTbL O pesynbTraTax

MpumensoT TpeboBanusa 7.8 MCO/M3K 17025:2017, Bkntoyas Bce NOAMYHKTbI.

MpumeHswT TpeboBanua 7.8.2 MCO/M3K 17025:2017, Bknoyasa Bce NnognyHKThl. B gononHeHwe k 3T10-
MY, OTYET UMK cepTUUKaT JOMKEH TAKKe COOepXaTh:

a) O4HO3HAYHOe OnMUcaHue NPUMEeHEHHON MeTOANKA U3MEePEHUA.

Mpumep — PechepeHmHasa Mmemoduka uamepeHull Ons UusMepeHust MONTAPHOL KOHUeHmpayuu kpeamuHuHa
8 ChiBOPOMKe Kpoeu Yesiogeka MemodoM Macc-crieKmpoMempuu ¢ U30monHeIM pa3baeneruem, npueedeHHas
O6beduHeHHbIM KOMUIMemoM 110 npocrexusaeMocmu e obnacmu nabopamopHoi MmeduyuHsi (JCTLM) (udenmu-
¢hukayuoHHkIl Homep 6a3bi OaHHbIx JCTLM: C4RMP1);

b) pesynbratbl UHAMBUAYANbHbLIX U3MEDPEHUN.

Mpumep — Pe3ynbmamel U3 pPasfuYHbLIX Cepull U3MepeHUll, UCnofbL3yruux pa3desbHble Memoduku
Kanuépoeku;

C) npencrtaelneHHoe pquEDEHTHOQ 3Ha4eHne pedynbraTta N3aMepeHna;

d) 3asBneHune o METDOHOFMHECKOVI npocnexmBaemMmoCcT npencrtaeneHHOro nin CEDTVICbMLI,VIDOBaHHOFO
3Ha4YeHWd;

E) npeacrtaBlieHHasd HeonpeaeneHHOCTb pe3ynbrata U3MepeHud B COOTBETCTBUKM C PyKOBO,ﬂ,CTBOM
NCO/M3K 98-3.

8 TpeboBaHuA K cucTeMe MeHeOXMEeHTa
MpumeHsloT TpeboBaHua pasgena 8 MCO/M3K 17025:2017, Bknioyast BCce MYHKTHI.

8.1 Obwmne TpeboBaHuA

CucrteMa MeHeaXxMeHTa AomkHa bbiTk paspaboTaHa Tak, YTo6bl NO3BONUTL NabopaTopuK rapaHTUpo-
BaTb Ka4eCTBO Pe3ynbTaToB e pedpepeHTHbIX U3MEPEHUI C 3asBMNEeHHLIM YPOBHEM HeOMNpeneneHHOCTH 13-
MepeHus, BblYMCISeMoln B cooTBeTCcTBMM ¢ PykosogcTBom MCO/M3K 98-3.

8.2 BHyTpeHHMe ayauThbl

TNaBopaTopusi 4oMKHA rapaHTUPOBaTh BEpUGUKALIMIO BHYTPEHHUMIY ayaMTaMu TOro, YTo hakTophl, Bu-
AlLLMe Ha HeonpeaeneHHOCTL Pe3ynLTaToB U3MepPeHUs, MONTHOCTLI0 OXapaKkTepu3oBaHbl 1 COOTBETCTBYHOLLMM
0bpas3omM BKMYEHbl B JOCTOBEPHYH OLIEHKY HEOMpPEeAeNeHHOCTEN 3MepPeHMsl Pe3ynbLTaToB.
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rOCT P UCO 15195—2023

MpunoxeHune A
(cnpaBo4Hoe)

CootBetctBMe MCO/M3K 17025:2017

Tabnuya A.1— CrpyktypHble anemeHTbl ICO/M3K 17025:2017, koTopble OONOMHEHbI CTPYKTYPHBIMW 3NeMEHTaMu
HacTosLwero ctaHgapTa

CTpyKTYpHbIli anemeHT MCO/M3K 17025:2017 Fononuurensye CTpgT“;xB:;'T‘;'a"”EMBHT HACTOALLETO
Paspen 1 Paspnen 1
Pazpgen 2 Pazpen 2
Paspnen 3 Pasnen 3
54 Paspnen 5
6.4 6.4
6.5 6.5,6.5.1,6.5.2,6.6,6.6.1,6.6.2,6.6.3,6.6.4
6.6 6.7
7.2 7.2,721,722,723,7.24
7.4 7.3
7.5 74
7.6 75
7.7 76,76.1,76.2,76.3
7.8 7.7
8.1.1 8.1
8.8 8.2
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FOCT P NUCO 15195—2023

Mpunoxenue OA
(cnpaBo4Hoe)

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

Tabnuuya JA1

Q603Ha4YeHWe CChINO4YHOro
MeXayHapogHoro ctaHaapTa

CreneHb
COOTBETCTBUSA

OBo3Ha4YeHne 1 HauMeHoBaHne COOTBETCTBYHOLWErNO HaunoHanesHoro
MeXrocyaapCTBeHHoro crasgapta

ISO/IEC Guide 98-3

IDT

[OCT 34100.3—2017/ISO/IEC Guide 98-3:2008 «HeonpegeneHHOCTb
uamepeHui. Yacte 3. PykoBogCTBO NO BblpaXeH o HeONpeaeneHHoCTH
N3MepeHusa»

ISO/IEC Guide 99

SO 15193

IDT

[OCT P NCO 15193—2015 «W3genna MmeauumHCK1e Ans AUMarHoCTUKK
in vitro. VIamepeHue Benu4ynH B npobax Buonornyeckoro npoucxoxae-
HuA. TpeboBaHWA K onncaHnio pediepeHTHBIX METOAWK BbINOMHEHWUS W3-
MepeHUA»

ISO 15194

IDT

[OCT P NCO 15194—2013 «M3genua megnuyHcKkne ans AUarHoCTUKK
in vitro. amepeHue BenuumH B npobax Buonornyeckoro npoucxoxae-
HWsA. TpeboBaHUsa K aTTecTOBaHHBIM CTaHA4apTHeIM obpasLuam 1 cogep-
YKaHWo CONPOBOAUTENEHOW AOKYMEHTaLumn»

ISO/IEC 17025:2017

IDT

[OCT ISO/IEC 17025—2019 «O6wme TpeboBaHUA K KOMNETEHTHOCTH
UCMbITaTENBHLIX U KAaNMBpoBOYHbIX NabopaTopuiny

ISO 17511

IDT

OCT I1SO 17511—2011 «Magenna meguuuHcKue ansa OMarHoCTUKA in
vitro. amepeHue BenuuvH B Buonorvyecknx npobax. Metponornye-
CKasa MpOCNeXUBAEMOCTb 3HAYEHWI, NMPUNKUCAHHBIX kKanubpaTtopam u
KOHTPOMNbHbLIM MaTepuanam»

ISO 18153

IDT

[OCT ISO 18153—2011 «M3penua megnumMHcKMe Ans OMarHOCTUKN in
vitro. lamepeHue Benu4yuvH B Buonoruyeckux npobax. Metponoruye-
ckas MpOCNEXMBAEMOCTb 3HAYEeHWW KaTanWTUYEecKOW KOHUEeHTpauuu
hepMeHTOB, MPUNUCaHHBLIX KanubpaTopam M KOHTPOMbHbIM MaTepua-
nam»

BETCTBUA CTaHOAPTOB!

- IDT — muaeHTUYHbIE CTaHOapThI.

% COOTBETCTByIOLLLV]VI HaLWoHanNbHbLIN CTaHdapT OTCYTCTBYeET. Lo ero MPUHATKUA peKOMeHOyeTCA MCNONb30BaTh Nepe-
BOO Ha pyccmﬁl A3bIK AAHHOIo MexagyHapoaHoro ctasHgapra.

M pupmeHyaHne — B HacToawen Tabnvue mcnone3oBaHo cnegywllee ycrioBHoe o6o3Ha4YeHne CTEMEHW COOT-
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paTopuu, KOMMNETEHTHOCTb
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