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MNpepgnucnoBne

1 NOAIrOTOB/IEH depepanbHbiM @BTOHOMHbIM yupexzeHnem «HauuoHanbHbI MHCTUTYT akkpeauTa-
uumn (PAY HUA) cosmecTHOo ¢ ®IYM «BHUNM um. J.V. MeHfeneeBa» Ha 0OCHOBe COOGCTBEHHOrO nepesoja Ha
pYyCCKMiA A3blK aHTNOA3bIYHON BepcuMM cTaHgapTa, ykasaHHOro B nyHkTe 4

2 BHECEH TexHuuyeckum komutetom no ctaHgapTtusauum TK 079 «OueHka COOTBETCTBUA»

3 YTBEPX/JEH W BBEJEH B OEWCTBUE Mprvkasom ®epepasibHOr0O areHTcTBa MO TEXHUYECKOMY
perynuposaHuio u metposiorun ot 30 nwoHa 2023 1. Ne 471-cT

4 HacTtoAwuWin cTaHAapT UAEHTMYEH MexayHapogHomy cTaHgapty MCO 15195:2018 «JlabopatopHas
MeguumnHa. TpeboBaHMA K KOMMETEHTHOCTU KanuGpOBOYHbIX nabopaTopuil, UCMOAb3YIOLMNX pedepeHTHbIe
MeToankn namepeHunin» (ISO 15195:2018 «Laboratory medicine — Requirements for the competence of calib-
ration laboratories using reference measurement procedures», IDT).

Mpu NpYMeHeHnn HacToALWero cTaHgapTa pekoMeHAyeTCcsa NCNob30BaTb BMECTO CChIIOYHbIX MeXAYyHa-
POAHbIX CTaH4APTOB COOTBETCTBYHOLME UM HALMOHabHbIE U MEXroCyAapCTBEHHbIe CTaHA4apTbl, CBEAEHUS O
KOTOpbIX NpuBeLEHbl B 4OMNOMHUTENBHOM NpuaoxeHun OA.

JononHntenbHble CHOCKM B TeKCTe CTaHAapTa, BblAeNieHHble KYpCUBOM, NpuBEAEeHbl AN NOACHEeHUs
TekcTa opurnHana

5 B3AMEH IOCT P NCO 15195—2006

MpaBuna NpMMEHEHUs HACTOSLLEr0 CTaHjapTa yCTaHOB/EeHbl B cTaThe 26 ®efepasbHOro 3akoHa
0T 29 moHA 2015 r. Ne 162-®3 «O cTaHgapTusauum B Poccuiickoin degepaunn». NHpopmaums 06 ns-
MEHEHMAX K HACT OslLeMy CTaHaapTy Ny6/ukyeTCcs B eXerofgHoM (Mo cOCTOsHMIO Ha 1sHBapsa Tekylero
roga) MHOPMaLUMOHHOM yKasaTene «HauuoHafbHble CTaHAapThbi», a ohulmnanbHblli TEKCT M3MEHEHU
M NMONPaBOK — B €XEeMeCAYHOM WH(OPMALMOHHOM yKasaTerne «HauuoHanbHble CTaHjapTbi». B cnyvae
nepecMoTpa (3aMeHbl) WU OTMeHbl HACTOSIWEro cTaHAapTa CooTBeTCTBRBYLIee yBejomieHne 6yaeT
ony6/MKoBaHO B 6nMxaillueM BbINyCKe eXeMeCcsSYHOro MHgOopMaLMoHHOro ykaszaTens «HauuoHasbHble
cTaHgapTbi». CooTBeTCTBYyWLWasas nHpopmauuns, ysegoMmneHme n TEKCThbl pasMew,aloTCsa TakKe B UH-
thopmMaunoHHOW cucTeMe 06LErO NOb30BAaHNS — Ha ohuLManbHOM caliTe defepasbHOro areHTcTBa no
TEeXHUYEeCKOMY PETY/IMPOBAHUIO U METPONOruM B ceTu MIHTepHeT (Www.rst.gov.ru)

© 1S0O, 2018
© OdopmneHue. ®rbY «NHCTUTYT cTaHgapTusaumm», 2023

HacToawwnii ctaHAapT He MOXET ObiTb MOJSIHOCTHI WU YACTUYHO BOCMPOM3BELEH, TUPAXMPOBAH W pac-
NpocTpaHeH B kKayecTBe ouULManbHOro M3fadus 6es paspeleHuns defepanbHOro areHTCTBa No TeXHWYECKO-
My PerysimpoBaHuio 1 MeTposiorim
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BBepneHne

OCHOBHble  TpeboBaHMA K KOMNETEHTHOCTU  KanuMbpoBOUHbIX flabopaTtopuii ykasaHbl B
MCO/M3K 17025:2017 gna ucnbiTaTeNbHbIX U KaMMBGPOBOYHbLIX NabopaTtopuii. HactoAwmiA ctaHgapT pac-
cMmaTpuBaeT AONOJHUTE NbHbIE acnekTbl KOMNEeTEHTHOCTM KannbpoBOYHbIX nabopatopuii B obnactn nab6o-
paTopHOl MeauuuHbI, Tae Takne KannbpoBoUHble fabopaTtopumn 06bIYHO Has3biBalT nabopatopusamu pede-
PEHTHbLIX U3MEPEHWNIA.

CnegyeT, 4uT0o6bl KaxAbll pa3, Korga 3T0 BO3MOXHO, pe3y/ibTaTbl NU3MEPEeHUii, NOlyYeHHbIX B MeAULLUH-
CKMx nabopartopusix, MMenn NPOCAEXMBAEMOCTb MO OTHOWEHWUIO K CTaH4apTHbIM o6pasyaml) n/wnn pede-
PEHTHbIM MeToAuKaM M3MepeHus 60siee BbICOKOro ypoBHA. DTO HEOO6XOAMMO ANA NpefocTaBNeHns BO3MOX-
HOCTM obmMeHa pe3y/nbTaTamu M3MepeHunin o6pasLoB nauveHTa He3aBNCUMMO OT MecTa Y BPEMEHN U3MEPEHNS.

KannbposoyHbiM nabopaTtopusam cregyet obecneuMBaTb METPONOrNYecknii ypoBeHb pe3ynbTatos, [0-
CTaTOYHbIVM AN NOAAEPXKA MeAULMHCKMX NnabopaTtopuili B BbINOSIHEHUM MeAUUUHCKMX TpeboBaHwii. Cneuu-
anbHble TpeboBaHUA K MegUUUHCKUM fabopaTtopusamM npusegeHsl B MCO 15189.

KannbpoBoyHbiM fnabopaTopusam cnegyet NpUMEHATb peepeHTHble MEeTOAUKM U3MepeHuid u npepo-
CTaB/IATb pe3y/bTarbl U3MEPEHWNI, KOTOpPble ABASAIOTCA TOYHBIMU U NPOCAEXNBAEMbIMUA MO OTHOLIEHUIO K Ha-
LMOHANIbHBIM WU MEXAYHapoAHbIM MEPBUYHBIM CTaHAAPTHbIM ob6pasuamM, ecrim OHM AO0CTYMHbl. Korga ato
BO3MOXHO, crieflyeT ycTaHaB/MBaTb NPOCNEXNBAEMOCTb MO OTHOLIEHUID K CTaHA4APTHOMY 06pasLy, KOTOpbIii
ABMSieTCA peanusauuein eguHuubl cuctembl CU (MCO 17511).

KannbpoBouHoli nabopatopuu crefyeT ykasbiBaTb A8 CTaHA4apTHbIX 06pasuoB, NocTaBnseMbIX 3a-
Ka34ynKoM, 3Ha4YeHus, NpocnexmnsaemMble 40 pedepeHTHbIX MEeTOAUK N3MEPEHUS WM CTaHOapPTHbIX 06pasLoB
HanBbICLLIETO BO3MOXHOIO YPOBHS.

Bo MHoOrux cnyyasx cBoiicTBa 6M0N0rMYECKUX MaTepnasnioB He MOryT ObiTb BbipaXKeHbl Yepe3 eguHuLb
CW, Tak kak MonekynsapHasa CTpykTypa Mx aHa/uToB TOYHO HE U3BECTHa, U CTPYKTypa B cTaHAapTHOM obpasue
MOXeT OTNIMYaTbCA OT CTPYKTYpbl B HATMBHOM 06pasue uccnegyemoro yesioBeka (Hanpumep, YpoBeHb [/INKO-
3UNMPOBAHUA NPOTENHA).

[axe ecnu 3HayeHne xapakTepucTukm 6UONOTMYECKOro MaTepruana He npocnexunsaeTcs B eguHuue CU,
AN Kaxpgoro atana peepeHTHON M3MepuTenbHON MeToAuKu (HanpuMmep, rpaBumMeTpus, nsmMmepeHue obbema,
TepMoOMeTpus, NOTEHLMOMETPUS) criedyeT MMeTb 3HAUYEHUS, KOTOPble MPOCNEXNBAKTCA K COOTBETCTBYHOLLEN
eanHnue CW.

MoHATHE NpocnexnBaeMoCcTu, TakKXe Kak U pamku ero npuMeHeHus, nogpo6Ho onucaHel B MCO 17511.

TpeboBaHUA, U3N0XEHHbIE B HACTOAWeEM cTaHAapTe, a Takke B MCO/M3K 17025:2017, aBnsaTCA He-
06X04ANMBIMU YCNOBUAMU ANA afeKBATHOrO BbINOJIHEHUA KanMbpoBOYHbIMUK nabopaTopnuaMmn CBOUX 3ajau.

HacToAwwnin cTaHgapT MOXEeT CNYXUTb OCHOBOW AN akkpeguTauum kanmbpoBOYHON nabopatopuu, Ko-
Topasa nojaet 3asB/IEHNE Ha NPU3HaAHME BO3MOXHOCTU peanu3oBbiBaTb pedepeHTHY0 METOAUKY U3MEepPEHUS.

1) Mog cTaHAapTHLIM 06pasLoM cregyeT NoOHMMaTb MaTepuas, 4OCTaTO4YHO OAHOPOAHLIA U CTabuNbHbIA B
OTHOLLEHUW Ornpefe/neHHbIX CBOWCTB A4/19 TOro, 4Tobbl UCMO/L30BATL €ro Npy U3IMEPEHUN UK Npyu OLLeHMBaHUW Ka-
YeCTBEHHbIX CBOINCTB B COOTBETCTBUM C NpeanosiaraeMbiM HazHaueHnem (cm. 8.19 PMIM 29—2013). Takum o6pa3om
y CTaHfapTHOro obpasua MOXeT He 6blTb YyCTaHOB/IEHHbIX MO pe3y/ibTaTaM UCMbITaHWin 3HaueHuidi ogHoi n bonee
BE/IMUYMH U MOXET OTCYyTCTBOBATb METPO/OrMYEcKas Nnpoc/exmsBaeMoCcTb N0 OTHOLIEHWNIO K COOTBETCTBYIOLLEN
OCHOBE /191 CpaBHEHWS.

v
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HALUWOHANbHbBIN CTAHAOAPT POCCUWMCKOW SEALEPALUMN

NABOPATOPHAA MEAVLNHA

TpeboBaHUsA K KOMMNETEHTHOCTU KaSIMGPOBOUHbIX fla6opaTopuii,
NCMO/b3YHOLWNX PedepeHTHble METOAMKN U3MEPEHUIA

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

Jata BBegeHuna — 2023—07—01

1 O6nacTb NPUMEHEHUS

B HacTosiweM cTaHfapTe yCTaHOBJ/IEHbl TPE6OBaHUA K KOMMETEHTHOCTU NPU NPUMEHEHUN pedepeHTHbIX
MeTOAUK U3MepPEHNA B NabopaTOpHON MeAULMHE KaNMOBPOBOYHLIMU flabopaTopusaMn C LENb0 afeKBaTHOro
BbINOJSIHEHUA UMM CBOMX 3adad. B kayecTBe CCbINIOK Mcnonb3yT Tpeb6oBaHnsa NCO/MIK 17025:2017 wn psag,
AOMNONHNUTENbHbLIX TPEe6OBaHMWIA.

CooTBeTcTBME HacToswero ctaHgapta MCO/M3K 17025:2017 npuBefeHo B 0606LWeHHOM Buae B Npu-
noxeHnu A.

MccnepoBaHus CBOWCTB, pe3y/bTaTbl KOTOPbIX NPEACTaBAAT B HOMUHAIbHbLIX Y NOPAAKOBbIX LUKanax,
B CTaHOapT He BK/IOYEHbI.

HacTosAwwmii ctaHAapT He NPUMEHUM A8 MeAULUHCKMX nabopaTopuii.

MpumedyaHune — TpeboBaHUSA K MeAULUHCKUM nabopaTopusam ycTaHoBseHbl B MICO 15189 [1].

2 HopmMaTuBHbIE CCbIIKN

B HacTofwem cTaHgapTe UCMOMb30BaHbl HOPMAaTUBHbIE CCbIIKM Ha clegywwue cTtaHaapTbl [Ana ga-
TUPOBAHHbIX CCbIJIOK NPUMEHSAIOT TO/IbKO yKa3aHHOe mM3faHue, AN HefaTuPOBaHHbIX — MOc/efHee n3gaHue
(BkNOYaa BCe M3MeHeHun)):

ISO/IEC Guide 98-3, Uncertainty of measurement — Part 3: Guide to the expression of uncertainty in
measurement (GUM:1995) [HeonpegeneHHOCTb n3mepeHns. HacTe 3. PykoBOACTBO NO BbipaXeHUO Heonpe-
AeneHHocTn namepennsa (GUM:1995)]

ISO/IEC Guide 99, International vocabulary of metrology — Basic and general concepts and associated
terms (VIM) [MexayHapoaHblii cnoBapb No meTposornn. OCHOBHbIE W 0OLME MOHATUSA U CBSAI3aHHbIE C HUMWU
TepMuHbl» (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
MeLNUUHCKMe ANA AMarHOCTUKM in vitro. IaMepeHne BesMunH B npo6ax 6MON0rMYecKkoro NpPOUCXOXAEHUS.
TpeboBaHuA K onucaHuio pedepeHTHbIX METOAUK BbIMOSTHEHNA N3MEPEHWIA)

ISO 15194, In vitro diagnostic medical devices — Measurement of quantities in samples of biological
origin — Requirements for certified reference materials and the content of supporting documentation (U13ge-
nna MeguuuHCKne ANs AUarHocTuKK in vitro. iIaMepeHne BeNuYnH B Nnpobax 6GMON0rMYeckoro NnponcxoxaeHus.
TpeboBaHUA K aTTECTOBAHHbLIM CTaHAapPTHbIM O06pasuam M cogepXaHU CONPOBOAUTENbLHON AOKYMEHTaLWN)

ISO/IEC 17025:2017, General requirements for the competence of testing and calibration laboratories
(O6bwume TpeboBaHNSA K KOMNETEHTHOCTU UCNbITATENbHbLIX U KaNIMOPOBOYHbLIX NabopaTtopuii)

ISO 17511, In vitro diagnostic medical devices — Measurement of quantities in biological samples —
Metrological traceability of values assigned to calibrators and control materials (3penna meguunHckne ans

M3gaHne opuunanbHoe
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ANarHocTukm in vitro. UlamepeHue BennyuH B 6GMonornvyecknx npobax. MeTponornyeckasi NpocnexmnBaeMocTb
3HAYEHWN, NPUNMUCaHHbIX KannbpaTtopam W KOHTPO/IbHbIM 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 (N3genna meguuuHCcKMe ANS OUArHOCTUKW in vitro. 3amepeHne BeMYMH B 6Guonornyeckux npobax.
MeTponornyeckasi NPoOCNeXUBaeMOCTb 3HAYEHUIA KaTa/IMTUYECKON KOHLUEHTpauum oepMeHTOB, NPUNUCAHHbIX
Kanuépatopam ¥ KOHTPOJIbHbIM MaTepuanam)

3 TepmMuHbI U onpegeneHns

B HacTosdweM cTaHgapTe npuMeHeHbl TepMuHbl no PykosoactBy MCO/M3K 99, a Ttakxe cregytouime
TEePMUVHbI C COOTBETCTBYHLLUMN ONpefeneHnsaMu.

MCO n M3K BeanyT TepMuHonornyeckne 6asbl faHHbIX A8 UCNONb30BaHUA B cepe cTaHfapTusauuu
no cneaywwum agpecam:

- nnatdopma oHnaH-npocmoTpa MCO, goctynHa Ha http://www.iso.org/obp

- dnexkTponeauns M3K, gocTynHa Ha http://www.electropedia.org/

3.1 HeonpepfeneHHOCTb M3MepeHUsa (measurement uncertainty): HeoTpuuaTenbHblii napameTp, Xxa-
pakTepusylLmnii paccesHue 3Ha4YeHWin Benun4YuHbl, MPUNUCbIBAEMbIX U3MEPAEMON BesMYMHE HA OCHOBaHUN
N3MEepUTENbLHON MHopMaLunn.

MpumevyaHne 1— HeonpeaeneHHOCTb M3MEPEHUS BK/KOUYAET COCTaB/soLIMe, 06YC/IOB/IEHHbIE cMCTEMATMYE-
CKUMM 3pdpeKTaMu, B TOM HMC/IE COCTABAAIOLIME, CBA3aHHbIE C NOMPaBKamMn 1 NPUNMCAHHBIMM 3HAYEHUAMU ITA/IOHOB, a
Take AeMHULMATBHYI0 HEONPeaeneHHOCTb. VIHorAa NonpaBki Ha OLEHEHHbIe cucTemMaTtuyeckne agpdekTbl He BBOASAT,
a BMECTO 3TOr0 X paccMaTpuBaloT Kak COCTaB/ISOWLME HeonpeaeneHHOCTN N3MepeHUil.

MpumMmeyaHue 2— lMapameTpoMm, HaNpUMep, MOXET GbiTb CTaHAAPTHOE OTK/IOHEHWe, Has3blBaeMoe CTaHaapT-
HOIl HeonpeaeneHHOCTbI0 U3MEPEHUsT (UM KpaTHOE eMy YKC/I0), WK MOMOBKUHA LIMPWHBLI MHTepBasa C YCTAHOB/IEHHOM
BEPOSATHOCTLIO OXBaTa.

MpumeyaHne 3 — B obwem crnyyae, HeEONPEeAENEHHOCTb M3MEPEHUSI COCTOMT M3 MHOMMX COCTaB/ISIOLLMX.
HekoTopble 13 HKX MOryT 6bITb OLEHEHbI MO TUMY A, UCMOMb3Ys CTATUCTUYECKOE pacnpefenieHne 3HaYeHNn BENYUHBI 13
psifa u3MepeHuid, N X MOXHO OXapakTepr3oBaTb CTaHAAPTHLIMU OTKTOHEHUAMM. [pyrMe cocTaBnsoWwyme, KOTopble MoryT
6bITb OLEHEHbI MO TUMY B, Taikke MOryT XxapaKkTepn3oBaTbCs CTaHAAPTHbIMW OTK/TOHEHWUSIMMW, OLEHVBAEMbIMU, UCMO/b3YS
OYHKUMM NNIOTHOCTU BEPOSTHOCTE Ha OCHOBaHMM OnbITa WM ApPYroi nHchopmaymn.

MpumeyaHne 4 — B uenom, npu gaHHOM o6bemMe MHhopmaumn nogpasymeBaeTcsl, YTO HeonpeneneHHOCTb
U3MEPEHMIA CBA3bLIBAKOT C ONPEAE/IEHHbIM 3HAYEHNEM, NPUMNMCLIBAEMbIM U3MEPSEMON BENNYMHE. VI3MEHEHME 3TOro 3Ha-
YeHVS NPUBOAUT K M3MEHEHMIO CBSA3bIBAEMOI C HUM HEOMNpPeAesIeHHOCTU.

[PykoBoactBo MCO/M3K 99:2007, 2.26]

3.2 pechepeHTHass mMeToaumka M3MepeHuii (reference measurement procedure): MeToauka msmepe-
HWA, NpUHATaA ANSA MONYYEHWS pe3ysbTaToB M3MEPEHWI, KOTopble MOryT 6biTb MCMO/Ib30BaHbl A8 OLEHKU
NPaBW/IbHOCTU W3MEPEHHbIX 3HAYEHUI BEMNUYUHbI, MOMYYEHHbIX MO APYrMM METOAUKaM U3MEPEHW BesINYuH
TOro Xe poja, a Takxe A1 KaMbpoBKM Wan onpefenieHns XxapakTepucTuk ctaHgapTHbIX 06pasLoB.

MpumeyaHune 1— Korga 41 AaHHOW M3MEPVMOI BENUMHBI CYLLECTBYET HECKOSIbKO pechepeHTHbIX METOAMK
U3MEPEHUIA, BO3MOXHO BbICTPOUTL UX B MEPapXMyeckyto Lienb B COOTBETCTBMMN C pa3MEpPOM HEONpeaesieHHOCTN n3mepe-
HUs. MNepBrYHY0 pedIepPEHTHYHO METOAMKY M3MEPEHWI NHOrda OnpeaensT TEPMUHOM «METOZ, N3MEPEHUS MO onpeaene-
HUIO», HO He cornacHo PykosogcTtey MICO/M3K 99:2007.

MpumedyaHne 2 — KOHCyNbTaTUBHBIA KOMUTET MO KosmyecTBy Bewlectea (CCQM) MexayHapogHoro Bropo
Mep 1 BecoB onpegennn nepBuYHbIi METOZ, U3MEPEHNIT KaK METOA, KOTOPbI UMEET HavBbICLUME METPOJIOrMYECKUE Kade-
CTBa, NPOLLECC KOTOPOro MOXET ObITb MOSIHOCTLIO OMUCAH W MOHAT, A4/151 KOTOPOro 3asiB/IEHHasA HEeOonpeAeneHHOCTb MOXET
ObITb MOSTHOCTbLIO 3anMcaHa B NOHATUAX cucTeMbl eguHny, CY 1 pesynbTaTbl KOTOPOro, Takum obpasom, NpuHMMaloT 6e3
CCbI/I0K Ha 3TA/IOH M3MEPSIEMOI BeNNUMHBL. 151 KONMYecTBa BELLECTBA criedytoLiye NpuMHLUMNGI U3MepeHUs 6binn onpeae-
NEeHbl Kak noaxoAswme ans nepBUYHbIX METOA0B N3MEPEHUS: MACC-CNEKTPOMETPUS C M30TOMHbIM pa3baB/ieHMEeM, KyOHO-
MeTpus, rpaBuMeTpus, TUTPUMETPUSA 1 onpeaeneHne KONMUraTMBHbIX CBOMCTB, TakUX Kak NOHWKEHVE TOUKM 3aMep3aHust
(CCQM, 1995).

MpumevyaHune 33— MexayHapoAHbIn COHO3 TEOPETUYECKON 1 NpuknagHoi xummn (MCTIX, IUPAC) onucbiBaeT
POACTBEHHOE MOHATME «abCOSMOTHbIV METOA», B KOTOPOM BbIYMC/IEHUSI OCHOBLIBAIOTCS TOSIKO HA YHUBEPCASIbHbIX BE/n-
YnMHax 1 PyHAAMEHTA/IbHBIX (PU3NYECKMX KOHCTAHTAX.
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MpumevyaHne 4 — 3aaBneHue «pedepeHTHass MeToAMKa HavBbICLLEr0 YPOBHSA» YacTO WCMOSb3YHOT, YTOObI
NOAYEPKHYTH MOJIOKEHUE 3TUX METOAMUK B KASIMOPOBOYHOM Mepapxmu, kak nsnoxeHo B ICO 17511.

MpumevyaHne 5— TpeboBaHWA K COAEPXaHWIO U NPeACTaBNEHN0 pedepeHTHbIX METOANK U3MEPEHUIA, OTHO-
CALLMXCA K MEAULMHCKAM U3LENNSAM A5 AMArHOCTUMKM in vitro, n3noxeHsl B ICO 15193.

[PykoBogctBo NCO/M3K 99:2007, 2.7]

4 O6wwme TpeboBaHUA

MpumeHatoT TpeboBaHna pasgena 4 NCO/M3K 17025:2017, BkoYas BCe MYHKTbI.

5 TpeboBaHMA K CTPYKType

MpumeHsaT TpeboBaHua pasgena 5 MCO/M3IK 17025:2017, Bkao4vas BCe MYHKThI.

Korga kannbpoBouyHasi nabopatopusi pacnosioxeHa COBMECTHO C MeAULUHCKOW nabopaTopuei, f4onx-
Hbl 6bITb 06€ecrneYvYeHbl TakMe OpraHM3aloHHbIE Mepbl, YTOObI OHWM HE B/IMAN OTPULATENIBHO HAa COOTBETCTBUE
KannbpoBOYHON nabopaTopun TpeboBaHMSAM HacCTOsILWEro cTaHgapTa.

6 TpeboBaHMA K pecypcam

6.1 O6wme TpeboBaHUA

MpumeHsatoT TpeboBaHna 6.1 NCO/M3IK 17025:2017.

6.2 MepcoHan

MpumeHsaT TpeboBaHua 6.2 MCO/MIK 17025:2017, BkIKYasi BCE MYHKThbI.
6.3 JlabopaTopHble MOMELLEHUS U YC/IOBUS OKPYXaloLlen cpenbl
MpumeHsatoT Tpeb6oBaHna 6.3 MCO/M3IK 17025:2017, Bkntoyas BCE MYHKTbI.
6.4 O6opypoBaHune

MpumeHsatoT Tpe6oBaHna 6.4 MCO/MIK 17025:2017, BkAoYasi BCE MYHKThbI.

Na6opaTtopusa pos/mkHa 6bITb 06opyaoBaHa BceMU eguHULaMU 060pyaoBaHWSA, HEO6XoAMMbIMKU ANS
KOPPEKTHON paboTbl N0 ee nepeyHl pedepeHTHbIX MeTOAMK M3MepeHuil. Bce obopypoBaHue, Bnuvswlee
Ha flaHHble N3MepeHuns, OO/HKHO MMEeTb BO3MOXHOCTb NofyyeHus Tpebyemol TOYHOCTU m3mepeHuin. Mpu unc-
nosib30BaHNN 06paboTaHHbIX CUTHANOB (HanpuMep, BCTPOEHHbIX MUKPOMPOLECCOPOB), (PyHKUUN KannbpoBKn
n npeobpa3oBaHNsA AOKHbI ObITb Ba/MAMpoBaHbl U BepuduumMpoBaHbl 1M60 cammm npou3sBoautenem, nu6o
He3aBucumo. Bce ob6opypoBaHue, Mcnosb3lyemoe Ans peanvsaynnm pedepeHTHON MeTOAUWKM W3MEepPEeHUi,
[OJ/DKHO perynsipHo ocMaTpuBaTbCsa M 06CYXMBATbCSA aBTOPU3MPOBAHHLIM NepcoHanom. [lofxHa 6biTb pas-
pa6oTaHa nporpamMma gns KanmbpoBku u Bepudukaumm yHKLMOHUPOBaHUS o60pyaoBaHus. [Lo/DKHbI noj-
[epXuBaTbCA COOTBETCTBYHOLME YC/IOBUA OKpyxawwein cpefbl. JO/MKHbl 6biITb ObICTPO AOCTYMHbI U aKTya-
NM31poBaHbl PYKOBOACTBA NO/Sb30BaTensl Ha obopyaoBaHue. Kaxpas eanHuua ob6opyaoBaHusa goxHa 6bITh
YHUKaNbHO NAeHTUMUNpyemMoi. icnosnb3oBaHue n 06cnyxmBaHue Kaxaoi OCHOBHOW efunHWMLbl 060pyAoBa-
HUS AODKHbI PErMCTPUPOBATHCA B XypHane, KOTOPbI AOMXKEH COAepXaTb:

a) TN OCYLIECTB/IEHHOW Mpoueaypbl U3MEPEHUS, KOHTPOISA UM 06CNyXMBaHUS;

b) cTaTyc KaMGpOBKN 1 MOBEPKY;

C) AaTy U3MepeHus n 06CnyXnBaHus;

d) maHHble onepaTopa, KOTOpbI NPOBOAUN U3MEPEHUS U 06CNyXUBaHUE;

€) NpuYuHblI 06CNyXMBaHua (MpodunakTnka UM ycTpaHeHue HeucnpaBHOCTEN);

f) korga npumeHumo, cneumnanbHble YyCN0BUA paboThl;

[) OTMeYeHHble HEOObIYHbIE SIB/IEHUS, KOTOPbIE AO/DKHbI ObITh U3YUYEHbl B C/lydae Heo6X04MMOCTH.

[ns OCHOBHbIX BE/IMYMH, TaKMX Kak Macca, o6bem 1 Temnepartypa, B 1abopatopuun AO/HKHbI HAXOAUTbCSA
oTKanumbpoBaHHble Npubopbl. JlTabopaTopus A0/HKHA obecneumBaTb NPOCMEXMBAEMOCTb pPe3ynbTaTOB U3Me-
pPEeHUn 019 OCHOBHbIX BE/IMUYUH K egnHuuaM CU. KannbpoBku AOMKHBI OCYLLECTBAATLCSA Ha TPebGyeMbIX YPOB-
HAX HeonpeneneHHOCTM U3MEPEHMUS U perucTpupoBaTbCcs. [oMKeH 6biTb yCTAHOB/IEH rpadink KannbpoBKU K
NoOBEpPKW, KOTOPbLIA rapaHTUpyeT, 4TO npubopbl M obopyaoBaHue paboTalT B NPUNMCAHHLIX UM paMKax He-
onpeaeneHHoCTeR N3MepeHus.
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Korga HeonpeaeneHHoCTb B3BELMBAHWUS CTaHAapPTHbIX 06pasuoB MU APYrnx 06bEKTOB, HEOGXOAUMbIX
0151 KaNMOGPOBKM, ABASETCSA 3HAYMMOWN cocTaBnslLWE CyMMapHO CTaH4apTHO HeonpeaeneHHOCTU, A0MXK-
Hbl MPUMEHATLCA NONPAaBKM Ha BbITA/KUBAKOLLYIO CUJY, YYUTbIBAlOLWME OTHOWEHNE WX NMAOTHOCTM K NJIOTHOCTYU
NPUMEHSIEMbIX TMPb, €CNN 3TO 3HAUYMMO A/ pe3ysbTaTta U3MEPEHWUI UM ero HeonpeaeneHHOCTU U3MEPEHUS.
Mo mepe HEOBGXOAMMOCTU AO/IKHbI YUNThIBATLCA TemnepaTypa, aTMOChepHoe AaB/ieHNE U BIAXHOCTb.

Ocobble Mepbl NPefoCTOPOXHOCTU HEOOGXO0AMMO MPUMEHATL NMPU KanubpoBke o6opyaoBaHUA ANS W3-
MepeHusa o6bema, B3BeLUMBAA COOTBETCTBYHLIME KOMMYECTBA BOAbI WM APYrMX NOAXOAAWMX XUAKOCTEN,
NpYHUMas BO BHUMaHME MAOTHOCTb XWUAKOCTW NpW COOTBETCTBYIOLWEW Temnepatype n aTMoc)epHoM gaBne-
HuW. na npoueaypbl B3BEWMBAHUA AO/KHbI UCNOMb30BATHCS Ka/IMGpOBaHHbIE BEChl U CEPTUCMULNPOBAHHbIE
BECOBble eANHNLbI.

Ana ToyHoro oT6opa nNpo6 AN He6oNbWUX 06HLEMOB PEKOMEHAYETCS MCMNoNb30oBaTb 060pyAoBaHUE
06bEMHOr0 TMNa, Takoro kak nuneTtka, U KannbépoBaTb 06BbEM, OTMEPEHHbIA NUNEeTKO, rpaBUMETPUYECKUM
cnocobom.

6.5 MeTponoruyeckas NpocriexmBaeMocTb

MpumeHatoT Tpe6oBaHna 6.5 MCO/M3IK 17025:2017, BkAYasi BCe MYHKThbI.

6.5.1 KanunbpoBouHble nabopatopun OO/DKHbI AEMOHCTPUPOBATbL, YTO UX pesyfbTarbl U3MEpeHulii Me-
TPOIOTMYECKN MPOC/IEXNBAIOTCA K 3HAYEHWUIO CTaHAapTHOro obpasua unu pesynbTaty MeToAWKW U3MepeHus
pedepeHTHON CUCTEMbl HaUBbICLIEro AOCTYMHOIO YPOBHA HENPEPbLIBHOW LENbI0 CAMYEHWNA, KaK 3TO yka3aHo B
MNCO 17511 nnm NCO 18153.

6.5.2 N3mepeHna n KannbpoBKU A0/MKHbI ObiTb CMAHUPOBAHbI U BbIMOMHATLCA TaK, 4TOObI rapaHTu-
poBaTb, YTO pe3y/bTaTbl M3MEpeHuii NPOoC/exXuBalTCcsa, Korga 370 BO3MOXHO, K eguHuuyam CW, ncnonbsye-
MbIM MPK 3TUX M3MepeHnsax. Ecnm HeBO3MOXHO 06UTbLCA NPOC/EXUBAEMOCTU, BblpaXXeHHOI B eguHunuax CU,
LO/DKHa NPUMEHATLCA anbTepHaTMBHAs nepapxus KanmbpoBOK, Kak 3To onncaHo B ICO 17511.

6.6 CtaHpapTHble obpasubl

6.6.1 KannbpoBouyHas nabopaTtopus [O/IHKHA MCNONb30BaTb CepTUULMPOBAHHbIE CTaHAapTHble 06-
pasubl, NoaxoasiLime, HaCKO/IbKO 3TO BO3MOXHO, LEeNW U3MepeHuid, KOTopble NOJIHOCTbI0 COOTBETCTBYIOT Tpe-
6oBaHnaAM MCO 15194, ecnu Takne ob6pasubl AOCTYMHbI.

6.6.2 CepTtuduymnpoBaHHblie cTaHAapTHble 06pa3subl AOMKHbI MCNOML30BATLCSA B COOTBETCTBUMN C Npej-
nonaraemMoi o061acTbl0 NPMMeEHeHNs, obecneymBaemoi cepTudunynpyowen opralnsaymeil).

6.6.3 Korpga cepTutumumpoBaHHble cTaHAapTHble 06pa3ubl HEeAOCTYMNHbI, KaIMGpPOBOYHas nabopatopus
MOXeT yCcTaHaBNMBaTb XapakTepUCcTUKM 1 NPUNKUCbIBATb 3HAYEHUS CTaHAapTHbIM obpasuam B COOTBETCTBUU
C pyKoBOACTBOM, ycTaHOB/ieHHbIM B NCO 15194. Mlinbaa nogo6Has paboTa AoxHA OGbiTb NOSHOCTbIO 3a40-
KyMeHTMpoBaHa nabopaTtopueil.

MpumedyaHune — OO6GBLEAVHEHHBIA KOMUTET MO MPOC/EXMBAEMOCTM B 06M1acTy NabopaTOpHO MeauLUHbI
(JCTLM) BegeT nepeyeHb CTaHAapTHbLIX 06pa3uoB, KOTOpbIE BbIMNOMHAKT TpeboBaHusa VCO 15194 [2].

6.6.4 KOHKpeTHbIli cTaHAapTHbI 06pa3eL, MOXeT 6biTb MCMNOJIb30BaH NGO Kak KannbpoBOYHbI 06pa-
3el, NMB0 Kak KOHTPO/bHbIV 06pasel, HO OA4MH U TOT Xe CTaHAapTHbI obpasel He AO/HKEH UCMNONb30BaTbCA
B 060MX KauyecTBax B KOHKPETHOI cuTyauuun, B onpegeneHHoli nabopatopun.

6.7 BHelWHWe NOCTaBKM NPOAYKUUU U yCnyr

MpumeHsatoT Tpe6oBaHna 6.6 MCO/MIK 17025:2017, BkAYasi BCe MYHKTbI.

Ecnu na6bopartopusi nepefoBepsieT paboTy, N1M60 No HeNpeABUAEHHBIM NpUYnHam (Hanpumep, paboyas
3arpyska, Heo6xoAMMOCTb AanbHeliweli 3KCnepTusbl WM BPeEMEHHAs HeAeecnoco6HOCTb), IMGO Ha MNOCTO-
AAHHOW OCHOBe (Hanmpumep, 4Yepe3 MOCTOSHHbLIA A40r0BOP cybrnoapsifa, areHTCKoe cornaweHuwe unm Aorosop
hpaHwwu3sbl), 3Ta paboTa AOMKHA BO3naratbCs Ha KOMMETEHTHOro cybnogpsgyvMka. KomMneTeHTHbIM cy6nog-
pPAOYNKOM MOXET SIB/IATbCA TOT, KTO, HanpuMep, cooTBeTcTByeT TpeboBaHWsIM HacToOsLWEero craHgapra B BO-
npocax KOHKpPeTHOI paboTbl.

1) B cooTBeTCcTBUM c ICO 17034:2016 cepTuchmkaT Ha cepTUMLMPOBaHHbIN CTaHAapTHbI 0bpasel, Bbiny-
CKaeT npoussBoauTe/Nb CTaHdapTHOro obpasua.
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7 TpeboBaHuA K npoeccy

MpumeHatoT TpeboBaHna pasgena 7 NCO/M3K 17025:2017, BkoYasa BCE MYHKTbI.
7.1 PaccmoTpeHue 3anpocoB, TEHOEPOB N KOHTPaKToOB

MpumeHsaT Tpe6oBaHua 7.1 MCO/M3IK 17025:2017, BkaYasi BCe MYHKThbI.

7.2 PedepeHTHble METOAUKN U3MEPEHUIA

7.2.1 KanubpoBouHas nabopaTtopus AONXHA cnefoBaTb 3aJ0KYMEHTMPOBAHHbIM pedepeHTHbIM MeTo-
AvkKaMm namepeHuii, kotopble 6blin pa3paboTaHbl, oNnUcaHbl U NPUMEHEHbI ANA TOro, 4Tobbl COOTBETCTBOBATL
3asiB/IEHHOMY YPOBHI HEOMpefesnieHHOCTU n3mepeHus. Kaxaaa metoanka SABASETCS 4acTbi KanmbpoBOUYHOM
nepapxum cornacHo OAHOM M3 COOTBETCTBYHLIMX MOAesenn, onmcaHHbix B MCO 17511.

7.2.2 CopepxaHue n npeacrtasneHne pedepeHTHON MeTOAUKM U3MEPEHUA LOMKHbI COOTBETCTBOBATb
TpeboBaHuam NCO 15193.

7.2.3 Bce pediepeHTHble METOAUKN U3MEPEHUI AO/MKHbI GbITb COOTBETCTBYHLWMUM 06pa3om Banmanpo-
BaHbl1) nepen Mcnosib30BaHUEM.

7.2.4 TMepepn Tem, kak npegnaratb pedepeHTHble M3MEpPeHUs 3akasuyuKy, nabopaTopusa JoshkKHa Mpo-
[EeMOHCTPMPOBAaTh, YTO OHA MOXET COOTBETCTBYKOLWMM 06pa3om peann3oBbiBaTb peepeHTHY0 MeTOAUKY U3-
MepeHuit, n 4To 060pyA0BaHNE W UCMOMb3YyEMble peareHTbl COOTBETCTBYHOT.

MpumeyaHme 1— KOMMNETEHTHOCTb B peasin3aumm pedepeHTHON MEeTOAMKN U3MEPEHUA MOXET ObiTb MpPo-
[EMOHCTPMpPOBaHa, Hanpuvep, NyTeM akkpeauTauuy, KoTopasi BKIoYaeT pacCMOTPEHME YCNELLIHOTO y4acTusi B Mexnabo-
PaTOPHbIX CIMYEHUSX ANA KaNMGPOBOUHBIX 1a60PaToOpuii U MCMOMb30BaHUS HAAEXHBIX U MCYEPbIBAOWMX AaHHbIX A71S1
onpeaeneHns HeonpeaeneHHoCTN N3MepeHus.

MpumeyaHune 2— HayyHas nuTepatypa COAEPXMT Onyb/IMKOoBaHHbIe peddepeHTHbIE MeTOAbI. VIX npuMeHeHne
TpebyeT OT nabopaTopun pa3padboTky peepeHTHbIX METOAMK U3MEePEHUIA, KOTOpbIe ONMCaHbl B UCUepnbiBatoLWEel 4OKY-
MeHTauWK, BbIMYLLEHHOWN KasInbpoBOYHOl fabopaTopueli, KoTopast UX peann3oBbIBaET.

MpumeyaHne 3 — OGbLEAUHEHHLIA KOMWUTET NO MPOCNEXMBAEMOCTM B 06/1aCTU N1abopaTopHON MeauLMHBI
(JCTLM) BegeT nepeveHb pediepeHTHbIX METOAMK M3MEPEHWA, KOTOPbLIE OnNUCaHbl AOCTATOYHO MOAPOGHO ANs TOro, YTo-
Obl UX MOXHO ObIfI0 MCMO/Mb30BaTb Kak OCHOBY 330KyMEHTUPOBAHHbLIX METOAMK U3MEPEHWIA, BbINOIHAIOLLMX TpeboBaHMs
CO 15193 [2].

7.3 Ob6paLweHne ¢ npodbamu
MpumeHsoT Tpe6oBaHua 7.4 NCO/M3K 17025:2017, BkaoYas BCE MYHKThI.

7.4 TexHu4YecKne 3anncm n3mepeHui

MpumeHsaT Tpe6oBaHua 7.5 NCO/M3K 17025:2017, BkioYas BCE MYHKThI.

TexHnyeckMe 3anmcu M3MEepPEeHUn AO/DKHbI BKAKYAThL cheaylouiee: gaTy U3MepeHuid, AaHHble XMMUKa-
aHanuTuka, BeNYMNHY, UAEHTUUKALMOHHbIE AaHHble MPo6bl, HabnwpgaeMble 0OCOGEHHOCTU A0 M BO BpeMs
N3MepeHunii, AaHHble KOHTPO/A KavyecTBa, NepBUYHbIe AaHHble (Hanpumep, nokasaHus abcopbumu, nnowanm
WAV BbICOTbI MWKA, COOTHOLIEHNSA W30TOMOB) W BbIYUCNEHUA Pe3y/bTatoB U3MepeHuii. HenpasunbHble 3anu-
CW [LONIXHbI ObITb McNpaBfeHbl (HO AOMXKHbI OCTaBaThbCA YMTaeMblMK), 3aBEPEHbI MOAMNUCHI0O AN KaKUM-1n60
APYTUM MAeHTUUKaTopom M faTupoBaHbl Ye/I0OBEKOM, KOTOPbIA BHOCUT UCMpaBfeHnsi. 3anucu [0/KHbl CO-
XPaHATbCA W XPaHUTbCA B MUCbMEHHOM AOKYMEHTE WM Ha 3/1eKTPOHHOM HOCWUTesle B HafeXHOoW u 6bicTpo
BOCCTaHOBMMOW hopme, B yKa3aHHbIl 3aKa34ynkoM Mepnos BPeMEHM.

7.5 OueHka HeonpeaesieHHOCTU U3MepeHuii

MpumeHsaoT Tpeb6oBaHua 7.6 MCO/MIK 17025:2017, BkioYasa BCe NYHKTbl. JIlOO60OW perncrpupyemblii
pesynbTaT M3MEPEHUn AO/KEH CONPOBOXAATbCHA 3asAB/IEHHON HeonpeneneHHOCTbI0 M3MepeHus, OLEeHeHHON
M BblpaXeHHOW B cooTBeTcTBUM ¢ PykoBogcteom NCO/M3K 98-3.

7.6 O6ecneveHne fOCTOBEPHOCTU pe3y/ibTaToB

MpumeHsaT TpeboBaHna 7.7 NCO/M3K 17025:2017, BkntoUYass BCE MYHKThI.

1) B cooTBeTCTBMU C N. 19.1 cm. 2 PefepasibHOro 3akoHa 0T 26 uoHs 2008 r. Ne 102-®3 «O6 obecneyeHun
eMHCTBAa U3MepeHnin» pedepeHTHblE MEeTOANKN U3MEPEHNS AO/KHbI ObITh 8T TECTOBaHbI.
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7.6.1 AHanuTuyeckne LENN LO/MKHbI ONpefAenaTbCs B COOTBETCTBMM C MOTPEBHOCTAMU 3akazuumka u
LOKHbI MPUHUMATb BO BHUMaHWe TO, YTO METPOJIOTMYECKNA YPOBEHb JO/MKEH 6bITb NOAXOASAWMM, YTOObI MO-
3BOJINTb 3aKa34yMKy BbINOSIHATb MeAULMHCKME TpeboBaHMsA. [o/mMKeH 6biTb 3a40KYMEHTUPOBAH CNOCO6 OLEHKN
COOTBETCTBUS BMeECTe C npasBuiiamu No KOHTPOJIK0 KayecTBa. BHYTPEHHUI KOHTPONb KayecTBa AO/IKEH OCY-
LWECTBNATLCA U3MEPEHMEM [O0CTATOYHOIO YMcaa MaTPUUHbIX KOHTPOJIbHLIX NPO6 B KaXAOM psiae M3MepeHwuii
C TOW Uenbl, YTO6bl BbIMOMHUTL TPE6GOBAHMS MO peanu3aunun, ykasaHHble NS petepeHTHOW MeToAuKN W3-
MepeHus.

7.6.2 Tam, rge 3To LOCTYMHO, AJ1S KOHTPOAS NPaBUIbHOCTM LOJ/IKHbI UCNO/Mb30BaThbCA cepTuduLnpo-
BaHHble CTaHAapTHble 06pasybl C TAKOW e MaTpuuen, Kak ny mnccnegyemboix npob. Msmepsiemoe 3HavyeHue
BEJ/INYMHbI, MOJIyYEHHOE Ha KOHTPONIbHOM 06pasLe, AO/HKHO COrNacoBbIBATLCS C €r0 NPUNUCAHHBIM 3HAYEHU-
€M B pamkax HeonpegesieHHOCTW W3MEepPEeHWUs, BbIYUC/IEHHON U3 HeonpeneneHHOCTU U3MEPEHUST 3HaYeHus
KOHTPO/IbHOTO 06pasua 1 HeonpeAeneHHOCTU U3MEPEHNSI METOAUKN M3MepeHUiA, NPOAEMOHCTPUPOBAHHON U
3a40KyMeHTPOBaHHOI nabopaTopueil.

7.6.3 [na TOro 4To6bI AONOMHUTL BHYTPEHHWIA KOHTPO/b KayecTBa, /labopatopusa A0/KHA pPerynsipHo
NPOBEpPsSITb CBOE Ka4YeCTBO pabOoThl, MPUHMMASA ydyacTMe B Mex1abopaTOpHbIX C/IMYEHUSIX COOTBETCTBYHOLLMNX
TUMNOB M3MEPAEMbIX BEMINYMNH.

7.7 OTYeTHOCTb O pe3y/ibTaTax

MpumeHsaT TpeboBaHnsa 7.8 WCO/M3K 17025:2017, Bknoyas BCe NOAMYHKTbI.

MpumeHsaT TpeboBaHna 7.8.2 NCO/M3IK 17025:2017, Bkatoyasa BCe MOAMYHKTbl. B 4ONO/HEHME K 3TO-
My, OTYET UK cepTUUKaT JO/DKEH TaKke cofepxarb:

a) OAHO3Ha4yHOe onuWcaHuWe NPUMEHEHHOW MeTOAMKU U3MEPEHWUA.

Mpumep - PedepeHTHas MeToANKA U3MEPEHUI ANA N3MEPEHUS MONSIPHOM KOHLUEeHTpaunn KpeaTUHMHA
B CbIBOPOTKE KPOBM YesiOBEKa MeTOAOM Macc-CNeKTpPOMeTPUN C U30TOMHbIM pa3dbaBneHMeM, NpuBeaeHHas
O6beANHEHHBIM KOMUTETOM MO NPOCNeXnBaeMocTun B o6nacTu nabopaTopHoit meagnynHbl (JCTLM) (ngeHTU-
oUKaLMOHHbI HOMep 6a3bl gaHHbIX JCTLM: C4ARMP1);

b) pe3ynbTaTbl UHAWBUAYANTbHBIX NU3MEPEHMUIA.

Mpumep — Pe3ynbTaTbl M3 pPas/IMUHbIX Cepuili N3MEPEeHUA, WUCMONb3YILWUX pa3gefibHbie MeTOAVKA
KannopoBKu;

C) npefcTaBneHHoe pedepeHTHOe 3HaUYeHne pesynbTaTa U3MEPEHNS;

d) 3asBneHne o0 MeTpPOosIornYeckoli NPoOCcCNexXmnBaemoCcTu NpeacTaBNEHHOro MAM CepTUUUMPOBaAHHOIO
3HaUYeHUs;

€) npefcTaB/ieHHas HeonpeaesieHHOCTb pesynbTata M3MepeHWss B COOTBETCTBMM C PYKOBOACTBOM
NCO/M3K 98-3.

8 TpeboBaHMA K cUCTEME MEHeKMeHTa
MpumeHsatoT Tpe6oBaHna pasgena 8 NCO/MIK 17025:2017, Bkaovasa BCe MYHKThI.

8.1 O6bwwme TpeboBaHUsA

Cuctema MeHefXMeHTa A0/hkKHa OblTb paspaboTaHa Tak, YTOO6bl NO3BONUTL NabopaTopun rapaHTUpo-
BaTb KayecTBO pe3y/ibTatoB ee pedepeHTHbIX U3MEepeHuii C 3asaB/IEHHbIM YPOBHEM HeonpeneneHHOCTN U3-
MepeHus, Bbluncnsiemoli B cootsetcTBun ¢ Pykosogctsom MCO/M3K 98-3.

8.2 BHyTpeHHne ayautbl

Na6opartopusi AO/MKHA rapaHTUpoBaTh BepUpUKaLU0 BHYTPEHHUMIN ayauTaMu TOro, YTo DaKkTopbl, BAU-
AolWmMe Ha HeonpeaeneHHoCTb Pe3ybTaToB N3MepeHusl, NOSTHOCTbI0 OXapakTepn3oBaHbl U COOTBETCTBYIOLUM
06pa3oM BK/OUYEHbI B OCTOBEPHYIO OLEHKY HeonpeAeneHHOCTel n3MepeHns pesybLTaTos.
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MpunnoxeHue A
(cnpaBo4HOE)

CootBetctBMe NCO/M3K 17025:2017

Ta6nuuya Al — CrpyktypHble anemeHTbl MICO/M3K 17025:2017, KOTOpble AONOMHEHbI CTPYKTYPHBLIMU 3/1IeMEeHTamu
HacToALEero craHgapTa

CprKTyprIVI 3feMeHT VICO/M3K 17025:2017 [onNoNHUTENbHbI CTPYKTYPHbIA 3N1€MEHT HacTosALLero

cTaHgapTa
Pasgen 1 Pasgen 1
Paznen 2 Pasgen 2
Paspnen 3 Pasnen 3
5.4 Pa3snen 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 72,721,722,723,724
74 7.3
7.5 74
7.6 7.5
1.7 7.6,76.1,7.6.2, 7.6.3
7.8 7.7
811 81
8.8 8.2
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MpunoxeHue JA
(cnpaBo4yHOE)

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

Tabnuya OA1

O603Ha4YeHNe CCbISIOYHOTO
MeXaAyHapoaHOro ctaHgapTa

ISO/IEC Guide 98-3

ISO/IEC Guide 99
ISO 15193

ISO 15194

ISO/IEC 17025:2017

ISO 17511

ISO 18153

CreneHb
COOTBETCTBUS

T

HoT

HoT

0T

0T

0T

O603HayYeHne N HaMMeHOBaHNe COOTBETCTBYIOLWEro HaunoHanbHOro
MeXrocyaapCTBeHHOro ctaHgapTa

FOCT 34100.3—2017/ISO/IEC Guide 98-3:2008 «HeonpeneneHHOCTb
n3mepeHuid. YacTb 3. PyKOBOACTBO MO BbIPEXKEHWNIO HEOMNPEAETEHHOCTM
N3MepPeHns»

FOCT P NCO 15193—2015 «M3genns meguumHCKue 18 MarHOCTUKM
in vitro. ViamepeHne BennuMH B Npobax GMoI0rMyeckoro Nponcxoxae-
Hus. TpeboBaHWA K ONucaHnio pedepeHTHbIX METOAUK BbINOSTHEHNS U3-
MepPEHN»

FOCT P NCO 15194—2013 «M3genus meguumHcKme 18 gMarHOCTUKM
in vitro. ViamepeHne BennuMH B Npobax GMoI0rM4yeckoro Npomncxoxae-
Hus. TpeboBaHUs K aTTeCTOBaHHbIM CTaHAapTHbIM obpasuam un cogep-
XXaHVI0 CONPOBOAUTESbHONM AOKYMEHTaLMN»

FOCT ISO/IEC 17025—2019 «O6Lme TpeboBaHUSA K KOMNETEHTHOCTH
ncnbiTaTesibHbIX Y KaSIMGPOBOYHBIX NabopaTopuii»

FOCT ISO 17511—2011 «/3genust meguuMHCKMe Ans GUarHoCTuKK in
vitro. 3mepeHve BenuuvH B Gronoruyeckux npobax. MeTposnormye-
CKast NpPOC/IeXMBAEMOCTb 3HAYEHWI, MPUMNUCAHHBLIX KanmbparopaMm K
KOHTPOJIbHBIM Martepuasiam»

FOCT ISO 18153—2011 «W3genust meguuuHCcKne A8 OUarHOCTUKKM in
vitro. 3mepeHne BenuuvH B 6ronoruyeckux npobax. MeTposormye-
CKasl MPOC/IEXVMBAEMOCTb 3HAYEHWUl KaTa/IMTUYECKON KOHLEHTpaumn
hepMeHTOB, NpUNUCaHHbLIX kasimbpaTopam M KOHTPO/IbHLIM MaTepua-
nam»

* COOTBETCTBy}OU.LMVI HaLl,I/IOHaJ'IbeIM cTtaHgapT otcyTtcTeyeT. [0 ero NpuHATUA PeKoMeHAyeTCsa UCNonbL30BaTh nepe-
BO/J Ha pyCCKVIVI A3bIK JaHHOIo MexayHapoaHOoro CtaHgapTta.

MpnmeuaHne — B HacTosllell Tabnumue WUCMOMb30BAHO Crefytollee YC/I0BHOE 0603HAaYeHUe CTEMeHN COOoT-

BETCTBUA CTaHOAPTOB:

- HOT — naeHTUYHbIe CTaH4ApPTbI.
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