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FroOCT P UCO 15195—2006

[lpeaucnoBue

Llenn un npuHunnbl ctTaHaaptTmnsaunm B Poccnnckon epepaumnm yctaHosneHol PeaepanbHbiM 3aKOHOM OT
27 nekadbpsa 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHuny», a npasnna NpUMeHEHN HaLMOHANbHbIX
ctaHpapToB Poccunckon Pepepaummn — NOCT P 1.0—2004 «CtaHpapTtusaumsa B Poccnnckon denpepaumn.
OCHOBHbIE NONOXEHUAY

CBepeHuA o cTaHpapTe

1 NMOArOTOBJEH NabopaTtopnen npodbnem KNMHMKO-NabopaTopHON ANarHoCTUKU MOCKOBCKON Mean-
unHckon akagemmmn um. M. M. CeveHoBa Ha OCHOBe CODCTBEHHOINO ayTeHTUYHOrO nepeBoaa CTaHaapTa,
YKa3aHHOro B NyHKTe 4

2 BHECEH TexHn4ecknm koMnteTOM No ctaHaaptTmniaummn TK 466 «MeanumHcKmne TeXHONOrNMm»

3 YTBEPXOEH M BBEAEH B OEVNCTBUE Mpukasom denepanbHOro areHTCTBa no TEXHUYECKOMY
perynupoBaHunio n metponormmn ot 27 aekabpa 2006 r. Ne 349-ct

4 HacroawmncraHaaptT naeHTndeH mexxayHapoaHomy ctaHaapty MCO 15195:2003 «J1labopaTopHas meau-
unHa. TpeboBaHma K nabopartopmnam pedpepeHTHbIX namepeHun» (ISO 15195:2003 «Laboratory medicine —
Requirements for reference measurements laboratories»).

[1pn npnMeHeHN HaCcToALLEero CTaHAapTa PekoOMeHAYEeTCA NCMONb30BaTb BMECTO CChINOYHbLIX MEXAYHa-
POOHbLIX CTAaHOAPTOB COOTBETCTBYIOLLME UM HAaLMOHaNbHbIE cTaHaapTbl Poccnnckon Pepepaunm, ceegeHna o
KOTOPbIX NpUBeAEeHbI B AONONHNTENBHOM NPUNOXeHUN B

5 BBEAEH BINEPBbIE

NHppopmayus ob usaMeHeHUsX K HacmosuweMy cmaHoapmy nybnukyemcsi 8 eXXeeo00HO u3dasaeMoM
UHopMayUOHHOM yKkazamerse «HayuoHanbHble cmaHoapmel», a meKkcm UaMeHeHUU U rnornpasoKk — 8 exxeMe-
CS4YHO U30asaeMbixX UHhopMaUUOHHbIX yKazamersx « HayuoHanbHele cmaHlapmely. B criydae nepecmompa
(3aMeHbl) unu ommMeHbl Hacmosuwieao cmaHdapma coomsememesyruiee ysedoMreHue bydem onybnukoeaHo
8 e)XXeMeCSsHHO u3dasaeMoM UHGhoOpMayUoHHOM yKka3amene «HauuoHanbHblie cmaHdapmabl». Coomeemecmey-
rowias UHgpopmMmayus, yeeloMreHue U mekecmael pasaMewjaromces makxe 8 UHopMalUoHHOU cucmeme obuiezo
N01b308aHUsT — Ha oghuluanbHoOM caime QedepanbHo20 ageHmemea rno mexHU4ecKoMy peaynuposaHuio U
Memposnoz2uu e cemu lHmepHem

© CranpaptuHdopm, 2007

HacTosawmm ctTaHaAapT He MOXET ObITb NONHOCTBIO NN YACTUYHO BOCMNPOU3BEAEH, TUPAXUPOBaH U Pac-
NPOCTPaHEH B Ka4eCcTBe 0hnLMAnNbHOro n3naHna 6es paspelueHns PeanepanbHOro areHTCTBa N0 TEXHNYECKO-
MY PErynmpoBaHuio N METPONOrmm
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BBeaoeHue

MCO/MIK 17025:2005 ycTraHoBneHbl 00Wne TPebOoBaHUA KKOMMETEHTHOCTN NCMNbITATEMNbHbLIX N KaNnob-
POBOYHbLIX NabopaTopun. HacToAWwmMN CTaHAapT paccMmaTpmBaeT cneundunveckne acnekTbl KOMNETEHTHOCTU
KannbpoBO4HbIX nadbopatopun B 0b6Nactn nabopaTtopHOM MeaAULUHLI, B KOTOPOWN Takue «KannmdpoBOYHbIE
nadopatopmn» 06bI4MHO 0H60O3HAYAIOT KakK «nabopaTopnmn pepepeHTHbIX N3IMEPEHNNY .

Pe3ynbTaTthl, NONYy4YEHHbIE B MEONLMHCKMX NabopaTopnax, AOMKHbI UMeTb NPOCNEXNBAEMOCTb MO OTHO-
LLIEHMIO K CTaHAapTHLIM o6pasuam’) n/mnm k MeToankam pedepeHTHbIX 3MepeHmnin Gonee BbICOKOro YPOBHS.
ITO HEOHXOAUMO, YTOOLI 0DecnevYnTb NPOCNEXNBAEMOCTL Pe3ynNbLTaTOB N3MepPEeHUN BENNYUH B Npobax nauu-
eHTOB DEe30THOCUTENLHO K MECTY U BPpeMeHU NX NpoBeaAeHNA.

[na pocTnxeHna aTon Lenn nepebiM U CYLLIECTBEHHLIM LLAroM iBNAETCA onpeaeneHne BenNUYnHbI, KOTO-
paa AonMnXHa ObiTb U3MepeHa. Kak TONbKO BeENUYNHa onpeaeneHa, AoMKHa ObiTb YCTAHOBNEHA CUCTEMA pedoe-
PEHTHbLIX U3MEPEHUN, COCTOALLAA N3 cneayoLlero:

- CTaHAAapTHLIE 00pa3Lbl;

- METOAUKUN pePEePEHTHLIX U3MEPEHNN;

- nabopatopnmn pedepPeHTHbLIX N3MepPEHUN.

MmeeTca B BUAY, YTO NabopaTtopun pedrepeHTHbIX n3MepeHUN AOMXKHbI ObITb BKNOYEHbI B MEXAYHAPOA-
HYI0 (rNO0DanbHYI0) ceTb, 0A00pPEHHYI0 OObeaANHEHHBIM KOMUTETOM MO NPOCNEXNBAEMOCTM B NabOpaTOPHON
meamumHe (OKMINM)2). NaGopaTopum pedepeHTHbIX M3MePEHNn AOMKHbLI 06ecnevmBaTh NPOCNEXMBAEMOCTb
00 Hanbonee BbICOKOro AOCTUXKNMOro MeTpOonorM4eCckoro YpoBHA NO CPpaBHEHUIO C YPOBHEM NPOCNEXNBaeMOC-
TW, YCTaHOBNEHHbLIM ANA NabopaToPUN PYTUHHBLIX U3MepeHnn. MeTponorndyeckumn ypoBeHb pe3ynbTaToB, MNony-
4aeMblX B NabopaTopuax pedepeHTHbIX n3MepeHnun, AonNKeH coaencTBoBaTb TOMY, YTOObLI NabopaTopun
PYTUHHbIX N3MEPEHUN COOTBETCTBOBANN MEANLIMHCKNM TpeboBaHmaM. Cneundunyeckue TpedoBaHnA K Meaun-
LIMHCKNM NabopaTopnaMm, BbINONHAKLWNM PYTUHHbIE nccneaoBanms, npeactaeneHbl B NCO 15189:2003.

OnuncaHne metoank pedpepeHTHLIX U3MEPEHNN U ONNCaHUE CTAHAAPTHbLIX 06Pa3LOoB ABNAKOTCA Npeame-
ToM apyrux ctaHaapToB (MCO 15193:2002 n MCO 15194:2002 coOoTBETCTBEHHO ). HacTOoAWMN CTAaHAAPT YCTa-
HaBnuBaeT HeobxoauMmble TpeboBaHMA ANA nabopaTopun pedepeHTHbIX N3MepeHnn B NadopaTopHOW
MeauLMHe. ITU BbICOKOCNELMann3npoBaHHble NadbopaTopmn MOryT ObiTb CBA3aHbI UNK PaboTaTb MO KOHTPAKTY
C TAKUMWN OPraHnU3aLmaMn, Kak HauMoHanbHble METPONOrndyeckne MHCTUTYThI, OpraHn3aunn, OCcyLLeCcTBNALO-
LLiIne BHELLHIO OLEHKY KadecTBa uccnenoBaHumn, HayvHble LEHTPLI, NpOn3BoaANTENN MeaULMNHCKUX n3aenun
nna AnarHoCTukK in vitro. NabopaTtopun pedepeHTHbIX U3MepPEeHN A0NXHbI BHEAPATL METOANKN pedPepPEHT-
HbIX U3MEPEHNN U NONYYaTb Pe3yNbTaThl, KOTOPbLIE ABNAIOTCA NPaBUNbHLIMWU N NPOCNEXNBaAEMbIMW A0 HALNO-
HanNbHbIX NN MEXAYHAPOAHLIX NEPBUYHbLIX CTAHAAPTHLIX 0O6pPa3LOB, €CnNn TakoBble AOCTYNHLI. [1pyn HaNU4YUK
TaKOW BO3MOXHOCTU NPOCNEXNBAEMOCTb AOMKHA OblTb YCTAHOBNEHA NO CTAHAAPTHLIM 0Opa3sLam, CBONCTBA
KOTOPbIX BblpaxeHbl B eanHnuax MexayHapoaHon cuctembl eanHny, CU (MCO 17511:2003). Bo MHOrMX cnyya-
AX CBOUCTBA DMONOrMYeCKUX MaTepmanosB He MOTYT ObIThb BhipaXeHbl B eanHnuax CH, nockonbky Monekynsap-
Haqa CTPYKTYpa 3TUX aHAaNUTOB HEAOCTAaTOYHO N3y4eHa N BO3MOXHbI OTNMYMA CTaHAapPTHOro obpasLua oT Toro
aHanuTa, YTO HaxoauTCcsa B HAaTUBHOM NPobe HenoBeyYeckoro NPONCXoXaeHna (HanpnumMmep, COCTOAHUE MMNKO3N-
nnpoBaHnAa benkay); Toraa uenb NPocneXmBaeMoCTn 3aKaHYMBAETCA Ha HUXKHEM YPOBHE, HAaNpuUMep Ha NPOn3-
BONbHOW MeXayHapoaHoOU eanHuLe. OaHako nadopatopum pedepeHTHbIX U3MepeHN A0MXKHbI NPeACTaBNATb
3Ha4YeHUsA CTaHA3PTHLIX 00Pa3LoB, NONYYEHHbIX OT 3aKa34MKOB, NPOCNeXeHHble 40 HaNBbICLLEro BO3MOXHOIo
YPOBHA METOAUK pedhepPeHTHbLIX U3MepPEeHNN NN CTaHA3APTHLIX 06pa3LoB. [Jaxe ecnu 3Ha4YeHne CBONCTBA ONO-
NOorn4ecKoro MaTepuana He npocnexeHo Ao eanHnubl CH, Ha KaXXaoM aTane npoueaypbl pedepeHTHOro n3me-
peHna (Hanpumep, rpasnMeTpun, BONIOMETPUN, U3MEPEHUA TemMnepaTypbl) AOCMKHbI OblTb MNONy4YeHL
3Ha4YeHUa, KOTOpble NpocneXeHbl A0 COoTBEeTCTBYIOWEN eanHuubl CU. KoHuenuua npocneXxnBaemMocTu, ee
NPUMEHEHNA U OrpaHn4eHna AeTanbHO onncaHbl B MCO 17511:2003.

) [IpuHAMBIL 8 OMEeYeCmM8eHHOU Memponoau4YecKol numepamype mepMuH «cmaHoapmHbit obpaszeuy» coomeem-
cmeyem UCroNb308aHHOMY 8 OpU2UHaNbHOM meKcme MeXOyHapoOH020 cmaHoapma mepMUuHy «reference material».

%) O6BedUHEHHBIT KoMUumem 1o fpocnexusaemocmu 8 nabopamopHol meduyuHe (OKTITIM) (Joint Committee on
Traceability in Laboratory Medicine; JCTLM) obpaszosaH 8 uwHe 2002 2. coemecmHo ¢ MexoOyHapoOHoU KoHepeHUU-
et/bropo secos u mep (CIPM/BIPM), MexoOyHapoOHoU helepaluel KnuHU4YeckoU xumuu u nabopamopHol meOulUUHb!
(IFCC), MexxOyHapoOHoU koonepauuel rno akkpedumauyuu nabopamopul (ILAC), UHCmumymom pegepeHmHbIX Mmamepu-
anos u mexHonozut Egporneticko2o Coro3za (IRMM), HayuoHanbHbIM UHCMUMymom cmaHoapmos u mexHonoaut CLUA
(NIST), Egporietickol komuccuel, AOMUuHUcmpauuel rno KOHmMpoo rnuuiesnsix rnpodykmos u nekapcecmes CUIA (FDA), Espo-
flelickoU accoyuauuel npoussodumenell QuazHocmu4vecKkux Mmamepuanos (EDMA).

IV
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INNabopaTopumn pedepeHTHbIX U3MEPEHNI MOTYT peLllaTh cneaylowmne 3a0audm:

- Y4ACTBOBATb B UCCNENO0BAaHNN HOBbLIX NNKN YXKE CYLLECTBYIOWNX METOAUK U3MEPEHUN B OTHOLLEHUUN NX
NPaBUNbHOCTW;

- NPenoCTaBnNATb TOUHbIE (NPaBUnbHblE N NPELUN3NOHHbIE) NPUNNCAHHbIE 3HAYeHNA C YCTaHOBNEHHOWN
HeonpeaeneHHOCTbID MaTepuanaMm, MUCNOoNb3yeMbiM ANA KanudpoBKW, BHYTPMNAbOPATOPHOro KOHTPONS
KayecTBa U BHELLUHEN OLUEHKN Ka4YeCTBa;

- ENCTBOBATb B Ka4eCTBE KOHCYMNbTAHTOB B OTHOLLUEHUN FOCYAaPCTBEHHbLIX OPraHoB, NPOMbILLNEHHbIX
NpeanpuAaTNA N OPraHnN3aLnn, YH4acTBYIOLLNX B CXEMAaX BHELLHEN OLEHKN Ka4EeCTBa, 8 TAKKE B OTHOLLEHWMN KOH-
KpeTHbIX cCreunanm3npoBaHHbIX NadbopaTopun.

TpeboBaHua, ycTaHOBNEHHbIE HacToAWMM cTaHaapToOM M NCO/M3BK 17025:2005, aenatotca 0basatens-
HbIMW YCNOBUAMWN aAEKBATHOMO BbIMNONHEHUA CBOMX 3aaa4 NabopaTopuamMmn pedepeHTHbIX namepeHnin. Ecnu
nabopartopuns pedpepeHTHbIX U3MEePEHNN MHTErPUpPOBaHa ¢ NabopaTopnen pyTUNHHLIX U3MEPEHUN, TO CUCTEMA
MeHeKMEeHTa Ka4vyecTBa, TpeboBaHnA K nepcoHany n obopyaoBaHuio pedepeHTHON nadbopaTopmun A0MXKHL
COOTBETCTBOBATbL HACTOALLEMY CTAHA3PTY U ObiTb HE3ABUCUMbIMWN OT TPEOOBAHMN K NABOPATOPUN PYTUHHbIX
namepeHnn. Metoamnkm pedepeHTHbIX U3MEPEHNIA AOMKHbI ObITb BLICOKONO METPONOMMYECKOro YPOBHS, N aHa-
NUTUYECKME NPUHLMNNLI U3MEPEHNN AONXKHbI A0NYCKaTb aA€KBATHO HAUMEHbLLYIO HeonpeaAeNeHHOCTb. Pe3ynb-
TaTbl pedrepeHTHbIX U3MepeHUU AOMKHbl OblTb MpPOoCneXuBaeMbl A0 CTaHAAPTHbIX 06pPas3uoB uNKM A0
pedepeHTHbLIX METOAUK BONEE BbICOKOrO YPOBHA, €CNU OHU AOCTYNMHbI.

HacToawmnn ctaHaapT pa3paboTaH B Llenax ycTaHOBNEHUA A0BEPUA K CNOCODHOCTM nabopaTtopumn pede-
PEHTHLIX N3MEPEHUN NPOABUTL CBOK KOMMETEHTHOCTb B COOTBETCTBUM C TpeboBaHNAMU, NpuBeaEHHbLIMW
HUXeE.

HacToawmm cCTaHaapT MOXET TaKXKe CNY>XXUTb OCHOBOW ANA akkpeanTaunumn nabopaTtopumn pedrepeHTHbIX
N3MepeHUn, UCNoNb3yeMon Ana oPMuUNanbHOrO NPU3HaAHUA YPOBHSA BbINONHEHUA METOAUK pedepPeHTHbIX
namepeHun. Jllabopatopumn pedoepeHTHbIX U3MepeHNN ODLIYHO aKKPEeaAUTYIOTCA HAaUMOHaNbHLIMN METPONOIU-
YECKUMMN UHCTUTYTaMN NNN HALMOHaNbHbLIMW OpraHaMn No akkpeanTaLuun.

[TpumedvyaHune — TpeboBaHMA B OTHOLUEHUN MPU3HAHUA KOMMETEHTHOCTU U AeATEeNbHOCTU NabopaTtopuin
pedepeHTHbIX namepeHun yctaHosneHsl NCO/M3K 17011.

HacTtoawmnn cTaHaapT MOXET 0bnerYynTb COTPYAHNYECTBO MeXay NnadbopaTopuamm pedepeHTHbIX N3Me-
PEHNIN, OCYLLIECTBNAOLWNMUN MEXNabopaTopHOE CrnnyeHne, n cnocobCcTBOBaTL (POPMUPOBAHNIO MEXAYHAPOA-
HOW ceTn Nabopatopnmn pedepeHTHbIX U3MEPEHNN.

BblaeneHHble KYPCUBOM CHOCKWN B TEKCTE HACTOALLLIErO CTaHAapTa npuBeaeHb! ANA NOACHEHUA HEKOTOP bIX
NONOXXEHNN NPUMEHEHHOIO B HEM MeXXayHapoaHoro ctaHaaptTa MCO 15195:2003.
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HAUWOHAINBbHBILU CTAHOAPT POCCUMUCKOWNW OSGOEOLEPALUNMN

NNABOPATOPHAA MEOULUUHA

TpeboBaHuA K nadbopaTopuaM pecepeHTHbIX U3MEepPEeHUN

Laboratory medicine. Requirements for reference measurements laboratories

[lata BBeaeHua — 2008—01—01

1 O6nacTtb NpUMeHeHuUs

HacTtoswuim ctanaapT yctaHaBnmMBaeT cnelpmanbHble TpeboBaHus k nabopaTtopmnam pedhepeHTHbIX n3mMe-
peHur (nanee — nadopartopun) B nabopaTtopHon MeauumnHe. iccnenoBaHnsa CBOUCTB, Pe3ynbTaTbl KOTOPbIX
npeacTaBNAT B HOMMHANbHOW NV OPAVMHANbHON LLIKaNe, HAacTOALWMN CTaHA3PT HE paccMaTpuBaeT.

HacTosawmim cTaHaapT He PpacnpocTpaHAeTca Ha MeanLMHCKe NabopaTopmmn PYTUHHBIX NU3MEPEHUIA.

[MTpunmedyaHune 1—JlabopaTopmsa HeceT OTBETCTBEHHOCTL 33 COOTBETCTBUE TPebOBAHMAM 3aKOHOAATENLCTBA
0 3ApaBoOOXpaHeHnn n He30nNacHOCTH.

[MpumedaHune 2 — TpeboBaHMA K MeAULUMHCKUM NabopaTopuaM PYTUHHBLIX U3MEPEHUn onpeaeneHbl B
NMCO 15189 [1].

2 HopmaTuBHDbIE CCbISIKK

B HacToALWweM cTaHaapTe NCNoNb30BaHbl HOPMaTUBHbIE CChINKW Ha cneayoLlne HOPMaTUBHbIE AOKYMEHTI:

MCO 15193:2002 MepaunumnHcKkne napgenna ana AMarHocTukun in vitro. IamepeHne BennynH B npobax
bnonornyeckoro nponcxoxaeHus. lNpeacraeneHmne Metoguk pedpepeHTHbIX U3MEPEHUN

MCO 15194:2002 MepauuunHckne npgenna ana AMarHocTukun in vitro. IamepeHne BennynH B npobax
dnonorn4yeckoro nponcxoxaeHnsa. OnncaHne ctTaHaapTHbIX 06pa3LoB

NMCO/M3K 17025:2005 O6bwme TpeboBaHUA K KOMNETEHTHOCTU UCMbLITATENbHbLIX U KANNOPOBOYHbIX
nabdoparopum

MCO 17511:2003 MepaunumnHckne nagenua Ana AMarHoCcTukK in vitro. \amepeHmne BenmnynH B OMonoru-
4yecknx npobax. MeTponormyeckasa NPoOCNeXmMBaeMoCTb 3HA4YEHNN, MPUNNCAHHbIX KaNMbPaTopPaM U KOHTPOMNb-
HbIM MaTepuanam

NCO 18153:2003 MeagnumnHckne nagenua ona AMarHoOCTUKK in vitro. lamepeHne senmnymH B Ononornyec-
Knx npodbax. MeTponornyeckas NnpocnexXmBaeMoCTb 3Ha4YEHUN ANA KAaTaNUTUYECKON KOHLIEHTPAaLMN (pepMEH-
TOB, NPUNNCAHHbIX KANUDPATOPAaM U KOHTPONbHbLIM MaTepmnanam

MexxayHapoaHbI CoBapb OCHOBHbLIX U OBLLMX TEPMUHOB B MeTponorun (MCM,1993)1)

PykOBOACTBO ANSA BblpaXeHUst HeonpeaeneHHoOCTV Npu namepernmn (GUM, 1993)2)

V" 3rot CNoBapb NOAroToOBNEH OAHOBPEMEHHO Ha aHIMUUCKOM N (PpaHLy3CKOM A3blkax 0bbeaAnHEHHON pabodvei
rpynnon, COCTOALLEN N3 3KCNEPTOB, BblAENEHHbLIX CNeayWnUuMn opraHnsaymamm: MexayHapoaHbiM OK0po BECOB U Mep
(International Bureau of Weights and Measures; BIPM), MexayHapoaHon sanekTpoTexHudeckon kommccuen (International
Electrotechnical Commission; |IEC), MexayHapoaHon depepaumen KNMHUYECKOn XMMUn U nabopatopHon mMeauLnHb
(International Federation of Clinical Chemistry and Laboratory Medicine; IECC), MexayHapoaHON opraHnsauuen no cTaH-
aapTtnsauun (International Organization for Standardization; ISO), MexxayHapoAHbIM COK30M YNCTOW U NPUKNaAHON XUMWUK
(International Union of Pure and Applied Chemistry; IUPAC), MexayHapoaHbIM COK30M YUCTOW N NpuKNagHon onsnkn
(International Union of Pure and Applied Physics; IUPAP), MexayHapoaHon opraHn3aumen No 3aKkoHoAaTENBHOW MeTPOoNo-

rum (International Organization of Legal Metrology; OIML).

) 310 PYKOBOACTBO pa3paboTaHO NpeaAcTaBUTENAMU TEX Xe opraHn3auun, Kotopble noarotosmunu MexayHapoaHbIn
CNoOBapb OCHOBHbLIX U OOLLIMX TEPMUHOB B METPONOrUn.

U3paHue ohumumnanbHoe
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3 TepMUHbI U onpeaeneHus

B HacToALWEeM cTaHaAapTe NPUMEHEHbI TEPMUHbI C COOTBETCTBYIOLLIMMKM ONpeaeneHnamMm, AaHHble B Mex-
NYyHAapPOAHOM CroBape OCHOBHbIX M 00LLINX TepMMHOB B MeTponorn (MCM), n apyrve npuBeaeHHbIe HUXe Tep-
MUWHbI C COOTBETCTBYIOLLMMM ONpeaeneHNAMMN:

3.1 TouyHOCTb U3MepeHun (accuracy of measurement): CreneHb 6NMM30CTM pe3ynbTaTta N3MepeHUns K
NCTUHHOMY 3Ha4YEeHUIO U3MEePSAEMON BENNHYNHDI.

IMCM, ctaTtba 3.5]

MpumedvdaHune 1 — CornacHo NCO 5725-1 [2] TOYHOCTb M3MEPEHNA ABNAETCA COYeTaHUEM NPaBUNbHOCTH
namepeHna n NpeLn3noHHOCTMW.

[TpnmedaHne 2—To4YHOCTU HE MOXeT ObITb NPpMAAHO YNCNOBOE 3HAYEHME B eANHULaX U3MePAeMOon BENNYN-
Hbl, OHa MOXeT ObITb OXapakTepmn3oBaHa TONbKO Kak « 40CTaToOYHaaA» UNU «HeQoCTaTouHas» ANs NocTaBNeHHON Lenu.

MpumeyaHne 3—O0paTHON MePOI MO OTHOLLEHUIO K TOHHOCTU ABNSAETCHA «CMELLLeHMe», onpeaensemMoe Kak
«3Ha4YeHne MUHYC NPUHATOE UCTUHHOE 3HAYEHME .

MpunmeyaHne 4 — BMeCTO «WUCTUHHOIMO 3HA4YeHUs» B MpeAlecTBYLEM onpeaeneHun CornacHo
NCO 3534-1 [3] ucnonb3ayeTcsa NOHATUE «MPUHATOE OMOPHOE 3HAYEeHUE», KOTOpoe MOXeT ObiTb TeopeTU4ecknm (MCTUH-
HbIM), MPUMUCAHHbIM, COrNAacoBaHHbIM U METOANYECKN 3aBUCUMbIM 3HAUYEHUEM.

MpumedyaHune 5— B HacTosWEM CTaHAAPTE NOHATUE «TOYHOCTb U3MEPEHUS» OXBaTbIBaEeT NPaBUNbLHOCTL
namepenmna (3.10) n npeun3noOHHOCTb U3MepeHuns (3.4).

3.2 aTTeCcTOBaHHbIU cTaHpapTHbIN obpa3ey (certified reference material, CRM):. CtaHaapTHbIN
obpaseL, conpoBOXAaeMbl CEPTUDNKATOM, OAHO NN HECKONBLKO 3HAYEHWN CBOMNCTB KOTOPOro YCTaHOBNEHbI
Npwn aTTECTALNN NO METOANKE, ODecnevnBaloLLIen NPOCNEXNBAEMOCTb €EANHULILI pa3MepPa CBOUCTBA, a KaXXnoe
aTTECTOBAHHOE 3HAYEHME COMNPOBOXAAETCA 3HAYEHUEM HEONPEeaeneHHOCTU € 3aAaHHOW A0BEpPUTENbHOWN

BEPOATHOCTLIO.
[IMCM, cTtatba 6.14]

3.3 BenuumHa (Mamepuman) (measurable quantity): CBOUCTBO ABNEHNA, TeNa NNN BELLLIECTBA, KOTOPOE

MOXET ObITb Pa3znNUYINMO Ka4eCTBEHHO UNK onpeaeneHO KONMMYECTBEHHO.
[IMCM, ctatba 1.1]

3.4 npeun3MoOHHOCTb U3MepeHUa (precision of measurement): CteneHb 6NN3OCTM OPYr K ApYry He3a-
BUCUMbIX PE3YNbTAaTOB N3MEPEHUN, MONYYEHHbIX B KOHKPETHbLIX PErMaMEHTUPOBAHHbLIX YCNOBUAX.

MpnmevaHune 1— ApantmposaHo ns NCO 3534-1[3], nyHkT 3.14.
[TpumMmedaHune 2 —«llpeyn3amoHHOCTb U3MEPEHNA» ABNAESTCA Ka4YeCTBEHHOWU OLLEHKOMN.

MpumeyvyaHne 3 — Mepy npeynsmoHHOCTU OObIMHO Bbipa)kalT B TEPMUHAX HETOMHOCTU N BbIMUCNAIOT Kak
«CpeaHee KBaagpaTuyeckoe (CTaHAAPTHOE) OTKNOHEHUE pe3ynbTaToB N3MepeHnsa» UNn «koahdULIMeHT BapuaLnum», KoTo-
pble HaxoaAaTCA B 0OpaTHbIX OTHOLUEHUAX C NPeLM3noHHOCTLID. MeHbLluasa npeLn3MoHHOCTL COOTBETCTBYET DonbLueMy
CTaHAapPTHOMY OTKNOHEHMUIO.

MpnmedyaHune 4—IpeUnsMoHHOCTbL AaHHOW METOANKN N3MEPEHNA MOXKET ObITb NoAapasaeneHa CornacHo perna-
MEHTUPOBaHHbLIM YCNOBUAM NPELN3NOHHOCTU. TEPMUH «MOBTOPAEMOCTL (repeatability) OTHOCAT K yCNoBMAM, MPU KOTOPbLIX HE3a-
BUCUMbIE pe3ynbTaTbl N3MepeHniA NoONy4YeHbl OAHUM N TEM Ke METOAOM Ha MAEHTUYHLIX OObekTax UCNbITaHWIA, B OAHON N TOW XXe
nabopaTtopun, 0QHUM 1 TEM 2Ke OnepaTopoM, C UICNONb30BaHMEM OQHOMO N TOro ke 06opyaoBaHUs, B Npeaenax KopoTKOro NpomMe-
XyTka BpemeHun (MCO 3534-1 [3]), n yacTo 0O03HaAYaT Kak BHYTPUCEPUNHYIO NPELU3NOHHOCTL. [NpoMeXKyTOUHON NPeLN3MOHHOC-
TbHO (intermediate precision) Ha3bIBaKOT NPELMN3NOHHOCTL U3MEPEHUIA, BLIMNONHEHHLIX B YCNOBUSAX, KOrAa U3MEHANCA OauH Unu
HECKONbKO 0akTopoB — BpeMs, KanubpoBka, onepaTtop, obopyaosaHne, — HO 0ObIMHO B Npeaenax oaHon 1 Tou Xke nabopaTo-
pun. BocnponssoanmocTb (reproducibility), xapaktepmsyrowwyro Npeym3noHHOCTb U3MEPEHUIA, BbINONHEHHBLIX B HEOAUHAKOBbLIX
YCNOBUAX, T. €. B pa3HbIX nadopaTopmax, pasnuyHbiMK onepaTtopamMn, ¢ UCNONbL3OBaHNEM PasnUYHBIX aHaNUTUYECKNX CUCTEM
(BKNOYas pasnuuHyo KanubpoBKy, pasnuyHble NapTUn peareHToB), YacTo 0003HaYaloT Kak MexxnadbopaTopHYH NPEL3NOHHOCTD.

[MpumedaHune 5—0npeaeneHne, NICNONL3OBAHHOE B HACTOALLIEM CTaHAAPTE, COrNacoBaHO C COOTBETCTBYH)-
wmmn ctanpaptamm NCO. OnpepeneHne npeun3noHHOCTU, ycTaHoBneHHoe NCO 3534-1 [3], nyHKT 3.14, cneayollee:
cTeneHb HNN30CTN APYr K ApYry HE3aBUCUMbIX Pe3yNbTaToOB N3MEPEHNI, NONYYEHHbIX B KOHKPETHbIX pernamMeHTUpoBaH-
HbIX YCNOBUSX.

3.5 cTtaHpapTHbIN obpa3eul(reference material): MaTepmnannnuBewlecTBO, 3HAYEHNA O AHON NN donee
KONUYECTBEHHOM OLIEHKN CBOMUCTB KOTOPOro AOCTaTOMHO OAHOPOAHbI N onpeaeneHbl ANa NCNoNb30BaHUA UX B
LLensax KanubpoBKN U3MEPUTENBHON CUCTEMBbI, OLIEHKM METOAUKN U3MEPEHUA UNWN NPUNNCLIBAHNS 3HAYEHWUN
MaTepuanam.

[IMCM, ctatba 6.13; UCO PykoeoacTteo 30 [4], ctaTtbs 2.1]
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3.6 nabopatopma pecepeHTHbIX n3MepeHun (reference measurement laboratory): JlabopaTtopus,
KOTOPAaA BbINONHAET METOANKY pedepPEHTHOrO N3AMEPEHNA N NPEAOCTABNAET PE3YNbTaThl NAMEPEHNSA C YCTA-
HOBNEHHOWN CTENEHbLIO HeonpeaeneHHOCTH.

MpumedvaHune — B NCO/M3IK 17025 [5] npumeHeH TepMuH «kanndpoBodHble nabopatopun» (calibration
laboratories).

3.7 MmeTopamka pechepeHTHOro uamepenua (reference measurement procedure): TwatenbHO N3y4eH-
Hasa MeToaunKa n3MepeHns, AnNa KOTOPON yCTaHOBNEHa HeonpeaeneHHOCTb N3MepeHnsa, copasmMepHasn ¢ npea-
nonaraemMbiM NPUMeEHEHNEM, OCODEHHO MNPU OLEHKE MNPaBUNbHOCTU APYrNX METOOMK N3MEPEHNA TOW XKe
namepaemMon BENUYMHbLI N NPU aTTeCcTaunn CTaHAaPTHLIX 06Pa3LOB.

[MTpumedvdyaHue 1—ApantuposaHo [MCO 15193].

[TpumedyaHne 2— EcnuncywecTByeT HECKONBKO METOAUK pePepeHTHOro namepeHna ana oaHou 1N Ton ke
N3MepsaeMon BENUUYNHBI, MOXET ObITb YCTAaHOBNEHA UX MepapXna No cTeneHn HeonpeaenNeHHOCTU N3MepeHuns. NepBUYHYIO
MeTOANKY pehepeHTHOro n3MmepeHna NHoraa UMEHYIT «onpeaenalwmmMm MeToaoM N3mMepeHns», 0AHaKo 3TO He COOTBET-
cTBYeT MexayHapoaHOMY CNOBaPK OCHOBHLIX U 0OLWNX TepMMnHOB B MmeTponorun (MCM).

[TpnumedaHune 3—KoHcynbTaTuBHLIN KOMUTET NO KoNnyecTBY BewecTBa (KKKB) (The Consultative Committee
on Amount of Substance; CCQM) npn MexxayHapoaHom 610po secos n mep (MBBM) (International Bureau of Weights and
Measures; BIPM) onpeaennn «nepBuUYHbIN MeTOA U3MEPEHUA» KaK MeToa, UMeloWnii HauBbICLLne MeTponornvyeckue
KadecTBa, ¢ NoaApoOHO N3NOXKEHHBIMWN U NOHATHBIMW METOANKAMKU, AN KOTOPOro yCTaHOBNEHNE pacluMpeHHOW Heonpeae-
NEHHOCTN MOXeT ObITb ONMCcaHo B TepMuHax eanHul, CU 1 pesynbTaTbl KOTOPOro NPpUHUMaKT 6€3 CCbINKKU Ha CTaHaapT
n3MmepaemMon BennynHel. 1na onpeaeneHns kKoNn4ecTea BeLeCTBa B KaveCTBE NepBUYHbIX MeTOAUK pedepeHTHbIX N3mMe-
peHUn ObINN YCTaHOBNEHDBI CNeayoLwme NPUHLUNLI U3MePEHNA: MacC-CNEKTPOMETPUA C U30TOMNHLIM pa3baBneHnem; Kyno-
HOMETPUA,; rPaBUMEPUR; TUTPUMETPUA N KPUOMETPUSL.

[TpunmedaHune 4—O0TaeNeHNne aHanUTNYeckon xsummnumn MexayHapoaHoro cor3sa YncTon n npuknagHon XnmMum
(MCUIMX) (International Union of Pure and Applied Chemistry; IUPAC) onuceiBaeT 6NMU3KY0 KOHLENUUKD «abCONTHOro
MeToAa», KOTOPbIN OCHOBAH TONbKO Ha YHUBEPCanbHbIX BeNNYMHaX U oyHAaMeHTanbHbIX PU3NYECKNX KOHCTaHTaXx.

3.8 npocnexuBaemMmocTb (traceability): CBOUCTBO pe3ynbTaTta U3MEpPEHns UNnM 3HaYeHnA ITanoHa,
3aKn4arLleeca B BO3MOXHOCTN YCTAHOBNEHUA €ro CBA3U C COOTBETCTBYOLWNMN 3TANOHAMU, ODOLIYHO MeXay-
HapOAHbLIMU NNU HALMOHANbLHLIMKU, NOCPEACTBOM HENPEPbIBHOWN LLenNn CNnYeHnn, MMeLLNX YCTAaHOBNEHHbIE
HeonpeneneHHOCTH.

[MCM, ctatba 6.10]

3.9 MCTMHHOE 3HaYeHMe BenuuuHbl (true value of a quantity). 3HadeHue, agekBaTHOE onpeaeneHunio
O0aHHOW KOHKPETHOW BENUYUHLI.

[MTpumMedyaHue 1—3To 3Ha4yeHUe, KOTOpOE MOrno Obl ObITb MONYYEHO NyTEM MAEaNbHOro N3MEpPEHUS.
MpumMedaHue 2—VCTMHHOE 3HaYEeHWE MO CBOEN NPUPOAE HE MOXeT ObITb onpeaeneHo.

[TpumMmedaHune 3— B UHOCTPaAHHbLIX A3blkax C TEPMUHOM «UCTUHHOE 3HaYeHne» UCNONb3YeTCsA, Kak NpaBuno,
HeonpeaeneHHbIn apTUKNL (8, une, ein, un), a He onpeaenexHHbln apTUKNb (the, la, der, el), nockonbky MOXeT ObITb MHOMO
3Ha4YeHnn, COOTBETCTBYHOLLNX onpeaeneHnio AaHHON KOHKPEeTHOW BENUYNHDI.

[IMCM, ctatbsa 1.19].

MpumevdaHune 4 —B NCO 3534-1 [3] BMeCcTo «MCTUHHOro 3HaveHusa» (a true value) ncnonb3lyeTca NOHATUE
«NPUHATOE ONOpPHOe 3HaveHne» (the accepted reference value), kKoTopoe MoXeT ObITb TEOPETUYECKN UCTUHHBIM (YCTaHOB-
NEHHbIM), NPUAUCAHHBIM (aTTECTOBaHHbIM), NPUHATLIM Ha 6a3e KOHCeHCyCca MNU OCHOBaHHbIM Ha onpeaeneHun C
NOMOLLBLK KOHKPEeTHOro MeToaa.

3.10 npaBMNbHOCTbL U3MepeHUsa (trueness of measurement):. CteneHb ONN30CTU CpeaHEro 3Ha4YeHns,
NONY4YEHHOro Ha OCHOBaHUN BONbLLOW CEPUN N3MEPEHUN, K NCTUHHOMY (MPUHATOMY OMOPHOMY) 3HAYEHUIO.

MpunmedyaHue 1—AaantuposaHo ns MCO 3534-1 [3], nyHKT 3.12.
[TpumMedaHwune 2—IpaBuNbHOCTL N3MEPEHNA ABNASTCA KaYeCTBEHHOW OLLEHKOMWN.

[MpumedyaHune3—CreneHb NPaBUNbHOCTU OObIYHO BbIPAXKaKT KONUYECTBEHHO CTATUCTUYECKON Mepomn «CMe-
lweHune» (bias), cBA3aHHON C NPaBUNLHOCTLI OOPATHLIM cooTHowweHnem).

1 .
) CuctemaTtnueckas NorpeLwHocCTb (bias) — pasHOCTb MeXxay MaTeMaTUYECKUM OXXUMAaHNEM pe3ynbTaTa U3MepeHns
N UCTUHHBIM (MNW B €ro OTCYTCTBUE — NPUHATBLIM ONOPHBLIM) 3HaveHnem [CO 5725-1 [2], nyHKT 3.8].
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3.11 HeonpepeneHHOCTb uU3MepeHuAa (uncertainty of measurement). lNapameTp, CBA3AHHbLIK C
PE3YNLTATOM U3MEPEHUN N XAPAKTEPMIYIOLLIMA pacceaHNE 3HAYEHNN, KOTOPbIE MOXHO ODOCHOBAHHO NPUNK-
CaTb U3MepaemMon BennYuHe.

[IMCM, ctaTtba 3.9, GUM, nyHKT B.2.18]

MMpumedyaHne 1l —B kayecTBe napameTpa MOXeT ObITb, HAaNpUMep, cpeaHee KBagpaTu4eckoe OTKNOHEeHue
(UNK KpaTHOE eMy) NN NONOBUHA MHTEPBANa C 3aAaHHbIM YPOBHEM A0BEPUTENBHON BEPOATHOCTM.

[MpnmedaHune2—HeonpeaeneHHOCTbL U3MepeHUA, B 0OLLEM BUAE, BKNOYAET B cebA MHOXXECTBO COCTaBNSAD-
LUNX. HekoTopble N3 HUX MOTYT BbITb OLEeHEHbI U3 CTaTUCTUYECKOrO pacnpeaeneHns pe3ynbTaToB pssaa n3amMepeHnin n oxa-
pakTepu3oBaHbl 3KCNepUMEHTanNbHbBIMN CpeaHUMKN KBaapaTuiyeCcKUMMn oTKNoHeHnamun. dpyrue coctaBnawne, KoTopble
MOryT ObITb OXapaKkTepusoBaHbl CpeaAHUMU KBaApaTUYeCKUMN OTKNOHEHUAMM, OLLEHUBAKT U3 npeanonaraemMbix pacnpe-
AeneHun BepoATHOCTEN, OCHOBAHHbIX Ha ONbiTe NNKU ApYron NHGQOPMaLUnu.

[MpnmMmedyaHune 3—3aecCbnoapasymMeBaloT, YTO pe3ynbTaT U3MepeHUa ABNAETCA Hauny4Len oLeHKON 3HaYe-
HUA N3MepaemMon BENUUYNHBI, 8 BCE COCTaBNSALWNE HEONPeAEeNeHHOCTN, BKNKYas U Te, KOTOPbIe BO3HMKAKT N3-3a CUCTEe-
MaTNYeCcKMX 3 PeKTOB, TAKUX KaK COCTaBNAKLWME, CBA3AHHbIE C BHECEHUEM MNONPaBOK M UICXOAHBLIMW 3TAaNOHAMW, BHOCAT
CBOW BKNapj B pasdpoc.

3.12 Banupaumua (validation): oaTeBepxaeHWe Ha OCHOBE MPeacTaBneHna OOBLEKTUBHLIX CBUAE-
TEeNbCTB TOro, YTO TPEOOBAHUA, NpeaHa3Ha4YEHHble ANA KOHKPETHOro UCNOMNb30BaHUA MNU MNPUMEHEHUS,
BbIMOMNHEHDI.

[MCO 9000 [6], nyHKT 3.8.5]

3.13 Bepudmkauma (verification): lNoaTeepxaeHne Ha OCHOBE NpeacTaBNeHna ODBLEKTUBHBLIX CBUAE-
TeNbCTB TOrO, YTO YCTAaHOBNEHHbIE TPeDOBaHNSA ObINW BLINOMHEHDI.

[NCO 9000 [6], nyHKT 3.8.4]

4 TpebGoBaHUA K MEHEAXKMEHTY

4.1 OpraHn3zauma n MeHeA)KMEHT

NNabopaTopua AomkHa 6bITb OPraHN3oBaHa N AEUCTBOBATL TakK, YTOObI HE3aBUCUMOCTb CYXXAEHNUN N €€
LLENOCTHOCTb HE NOABEPranmch BMUSAHNIO KOMMePYeCKnX, PUHAHCOBbLIX U UHbIX KOH(DMUKTOB MHTEPECOB.

PykoBoaCTBO NabopaTtopnn A0MKHO TOYHO onpeaennuTb OTBETCTBEHHOCTb, MPaBa N B3aMMOOTHOLLEHNS
BCEro NePCoOHana, KOTOPbIN OPraHN3yeT, BbINONHAET, OLLEHUBAET U YTBEPXKAAET PaboTy, BNMAIOLLYIO HA KaYecC-
TBO METOAUK pepepeHTHbIX U3MEPEHUN.

PykoBoacTBO nabopatopmn AOMKHO HA3HAYUTL YNONHOMOYEHHOrO NO Ka4yecTBY M 3aMecTnTens Ans
BbINONHEHNA PYHKLUUN YNONHOMOYEHHOIO B €ro OTCYTCTBUE.

4.2 Cnctema MeHeaAXMEHTAa KauecCcTBa

INTabopaTopunsa NOMKHA pa3paboTaTb N OCYLLECTBNATL CUCTEMY MEHEKMEHTA Ka4ecTBa, 0DOPMNEHHYIO
B BMAE AOKYMEHTOB, COCTaBNAKLWMX PYKOBOACTBO MO Ka4eCcTBY. B HEN AONXKHbI ObITb ONNCAHbI 0O BEKTLI, NONKN-
TUKa B 0ONAacTK Ka4eCcTBa N NPorpaMmMbl KOHTPONA Ka4ecTBa, KOTOpble NO3BONAT nabopaTtopnm obecnevnTb
KayeCTBO Pe3ynNbTaToB pedepeHTHbIX NU3MEPEHNN C YCTAHOBNEHHbLIM YPOBHEM HeonpeaeneHHOCTU n3mMepe-
HU cornacHo PyKOBOACTBY ANA BbipaXXeHnsa HeonpeaeneHHOCTN npn namepeHnmn (GUM).

CoaepxxaHne PykoBOACTBA NO KA4YECTBY AOMKHO ObIThb AOCTYNHO. [lepcoHan nabopaTtopun AOMKEH ObITb
O3HAaKOMMNEH C YKa3aHnaMu, coaepawmmmnca B PykoBoaCTBE NO Ka4YECTBY, W BbIMONHATb UX HaANEXALLNM
obpa3om.

Cnctema MeHe)KMeHTa KadecTBa, 0(popMneHHaa Kak PykoBoacTBO NO Ka4eCTBY, AOMKHA BKNOYAThL B
ceba cneaywome 3NEMEHTDI:

a) BBeAEeHue,

b) onncaHwne NPaBOBOro cTatyca nabopaTopuu;

C) NONUTUKY B 06NACTUN Ka4eCTBa;

d) opraHn3aunOHHYIO CXEMY, XapaKTepn3yoLLyo NonoXxeHne NabopaTopumn BHYTPU OPraHn3aLimm;

€) OnncaHue BHYyTPUNadopaTopHON OPraHn3aLmmn n pacnpeneneHmna 06a3aHHOCTEN MeXay ANPEKTOPOM
N APYrumMmmn COTPYaHMKaMnN nadbopaTopun;

f) onncaHwe npoueayp KOHTPONA NOMELLEHUN, B TOM YUCNE CNYXEDHLIX, N APYrnX YCNOBUN OKPYXXaIoLLEWN
cpeabl B Nabopatopun;

g) Bce TpeboBaHUAa 6e30NacHOCTW;

h) nepeveHb UCNONb3YEMbIX aTTECTOBAHHbIX CTaHAAPTHLIX 00Pa3L0B;

i) onncaHne OCHOBHOro 06opyaoBaHna nadbopaTopun, npoLeayp yxona 3a HUM N OLLEHKN €r0 COCTOSIHUS;

]} nepeveHb BENUYNH, ANA KOTOPbLIX NabopaTopua npeanaraet pedepeHTHble U3MePEHUS;
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K) nOKYMEHTauUUo B COOTBETCTBUN C TPEDOBAHMAMMN K METOANKAM 3TANOHHbIX N3MEPEHUN, NPUMEHSE-
MbiM B nabopaTtopumn (MCO 15193);

) onucaHue npoueayp BHYTPUNabopaToOPHOro KOHTPONA N BHELWHEN OLEHKN KAYECTBA,;

m) 3aaBrneHne 0 METPONOrnYeckuX ycnyrax, npeaocrasnaemMbix nabopatopmen;

n) NONUTUKY U NpoLeaypbl, HanpaBneHHbIe Ha NpeaoTBpaLleHne BOBNeYeHNA B NOOYI0 AeATENbHOCTD,
KOTOpasa Morna Obl NPUBECTU K CHUXKEHUIO AOBEPUA K KOMNETEHTHOCTUN, DeCnpuUcCTpacTHOCTU, CnpaBeanuBOCTH
nNn onepaTUBHOWU LLENOCTHOCTMU;

0) npoueaypbl, KOTOPbIM HEOHXOAMMO CnenoBaTh ANA obecnevYeHna 0bpPaTHON CBA3U, MPUHATUA MEP MO
YCTPaHEHUI0 HeOoCTaTKOB U COODLWEHUIO Pe3ynbTaToB, ecnn ObiNnn ObDHapy)XeHbl HECOOTBETCTBUE N/MNN
OLNOKA;

P) NOPSAOK M Npoueaypbl B OTHOLLEHMN OTKNOHEHUIN OT YTBEPXKAEHHbIX NpoLeayp U3MepPEHUN;

q) npoueanypbl 0bpaleHnsa ¢ xanodbamm mn perucTpaunm NTOroBbIX AENCTBUN;

r) npoueaypbl ANA COXpaHEeHUs KOH(PUAEHUMNANBHOCTN U NPaB COOCTBEHHOCTU NOTPEDBUTENEN;

S) npoueaypbl BHYTPEHHEro ayanTta n NpoBEPKN;

t) npoueaypsbl ynpaBneHNAa AOKYMEHTALMEN;

U) COOTBETCTBUE TPebOBaAHUAM BNACTEWN;

V) 3aaBneHne OTHOCUTENbLHO CTaTyCca akKkpeanTaunm n opraHa rno akkpeantTaumm;

W) npoueaypy noanncaHns cepTupnkaTon.

4.3 lepcoHan

PykoBoACTBO Nabopatopun pedoepeHTHbIX U3MePEHNN A0MKHO ObiTb OTBETCTBEHHO 33 onpeaeneHve u
OOKYMEHTUPOBAHUE NepeYHs TpedoBaHUN K OOLWLNM 1 crneunanbHbIM 3HaHNAM M YMEHNAM NepcoHana nabopa-
TOpUMN.

[lepcoHan gomkeH NMeTb COOTBETCTBYOLLNE OCHOBHbIE TEOPETUYECKNE 3HAHNA N aAeKBaTHbIN NPaKTU-
4YECKUM ONbIT B OTHOLLEHNN BbINONHAEMbIX TEXHONOMN pedePEHTHbLIX U3MEPEHNN. 3aBEeAVIOLLIMA N 3aMECTU-
Tenb 3aeBeaywlero nadbopartopmnen pedepeHTHbIX N3MepeHnn A0MKHbLI UMETb COOTBETCTBYIOLLIEE BbiCLUEE
0Opa3oBaHne, NPOUTN NPaKTUYECKYIO NOAroTOBKY M 0bnaaaTtb HEOOXO0AUMBIM OMbITOM.

[lepcoHan nadopatopun A0NXKEH COCTOATL U3 XOPOLWO OOYHEHHbIX COTPYAHUKOB, 3HAOWMX NONUTUKY U
NpPaKkTUKy AeATENbHOCTN NAbopaToOpPnK, a TaKKe ee TEXHUYECKOE 0DopyaoBaHue, HEOHXoauMble MaTepmansl
ana obecnevyeHna MeTPONOrM4ecKkon NPOCneXXnBaeMoCTy N YCTaHOBNEHUA HEONPeaeneHHOCTU, Kak U BCe
COOTBETCTBYIOLLME NPOoLEeaypbl KaNMOPOBKU N NPOLLEeAYPbl KOHTPONA KayveCTBa.

[lepcoHan nabopaTtopunm AoNXeH 6biTb OLEeHEH OPraHOM MO akkpeanTaLnMmM NN HaLuMOHaNbHOW METPONO-
rM4yecKkomn opraHnsaumen (HaumoHanbHbIM MeTPONOMMYECKNM MHCTUTYTOM ) B OTHOLLEHUM 0Dpa30oBaHmA, 00y4e-
HUA, ONbITa N CNOCODHOCTU BbIMONHATb U3MEPEHUS.

[lepcoHan aonkeH ObiTb AoONyWeEH K BbIMONHEHNID N3MEPEHNN TONLKO NPU YCNnoBUK €ro NoaroTOBKU
COrnacHoO AOKYMEHTUPOBaHHbIM MEeTOAaM Oby4YeHNa N NPU3HaHUA PYKOBOACTBOM nabopaTtopumn ero KomMrie-
TEHTHOCTUN BbIMONHATL METOANKN pedepPeHTHbIX U3MepeHUN; eANHCTBEHHbBIM NCKNIDYEHNEM ABNAETCA BbINON-
HEHne UX B Nopsake odbyyHeHuns (TPEHNPOBKU) UNKN NOA NPAMbIM KOHTPOMEM.

PykoBoacTBo nabopatopmm AomkHO obecnevynTb NoBceaHEBHOE 0DyYeHe nepcoHana.

INabopatopna AOMKHa XpaHUTb PErMCTPaLMOHHbIE AOKYMEHTbLI OTHOCUTENBLHO NPOPECCUOHANBHOWN KBa-
nndukaLmm n oby4eHna BCero TeXHNYECKOro NnepcoHana.

4.4 YnpaBneHue poKyMeHTauueu

Nabopatopusa pedepeHTHbIX N3MEPEHUN AOMKHA Pa3paboTaTh N NOAAEPKNBATL B NOPAAKE CUCTEMY
NOKYMEHTOB, COCTaBNALNX PyKOBOACTBO NO KA4e€CTBY, BCE COOTBETCTBYIOLLME NpaBuna no 6e30nacHOCT!,
ONMUCaHUA METOAUK pedePEHTHbLIX N3MEPEHNN N KANNBPOBOYHLIX Npoueayp. Bce AOKYMEHTbI A0NXKHbI ObITb
YTBEPXKAEHbI PYKOBOACTBOM NadbopaTopun U A0MKHbI ObITb NErkoAOCTYMNHbI €€ COTPYAHUKAM. BCe AOKYMEHTHI
NOMKHbI ObITb OAHO3HAYHO NAEHTUMPNLIMPOBAHLI U AOMKHbBI NOANEXATb NEPUOANHECKOMY NEPECMOTPY MO yCTa-
HOBNEHHOWN CXEME U N3MEHEHUNIO NPU HEOHBXOANMOCTM.

3anncn B NabopaTopHbLIX XXypHanax u pabounx TeTpaaax AoMmKHbl 6biTb B (hopMe, noanexallen anu-
TeNbHOMY XPa3HEHNIO N BOCCTAHOBNEHNIO, U ObITb NOANUCAHbI aHANUTUKOM NN AOMXKHO O biTb UAEHTNDOULNPO-
BAHO MMSA (MNWU KOA) aHanNUTUKA. 3anncu AOMKHbI coaepXaTb AATY M3MepeHua, PamMmnnio aHanuTUKa,
N3MEPSEMYIO BEMNYNHY, MAEHTNOUKALNIO NPODLI, cnelnanbHble HA0NAEHNA Nepea U3MepPEHNEM N BO BpEMS
N3MepPEHUs, AaHHbIE KOHTPONA Ka4eCTBa, NEPBUYHbIE AAHHbIE (HANPUMEP, NOKa3aHus abcopbunmn, 30HbI NNK
BbICOTbI MMKOB, OTHOLLEHWE N30TOMNOB) U PaCHETLI PE3YNLTATOB. HenpaBunbHbIE 3aNMCK A0NXHbI ObITb NCNPAaB-
neHbl (HO B Yntaemomn oopme), noannucaHbl NN NAeHTUMPULNPOBAHbLI MHLIM CNOCOOOM N A3TUPOBAHbI NULIOM,
BHECLUMM ncnpasneHnsa. Pernctpaumna A0MmKHA COXPaHATbCA U NoaAepKMBaTbCA B MIMCbMEHHOM BMAE UNU B
3NEKTPOHHOM BUAE B NPOYHOWU N NErKOBOCCTAaHOBUMOWN POPME B TeHeHUE Nepuoaa BpeMeHN, onpeaeneHHoro
perNaMmeHTUpyLLMMM OpraHaMn NN YKa3aHHOro NoTpedutenem.
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[ornxHa ObITb pa3paboTaHa npoLeaypa ayanta ansa yctaHoBNeHns oakTopoB, BNIUAOLLIMX Ha Heonpeae-
NEeHHOCTb Pe3ynNbTaToB.

4.5 3aKknio4vyeHue KOHTPaAKTOB

Kaxabin 3anpoc NnoTpedbntena Ha yCTaHOBNEHME 3HAYEHNSA C MOMOLLLIO METOANKN pedPePEHTHOIO N3mMe-
pPeEHNA AOMXKeH ObITh Nepen NOANUCAHNEM KOHTPAaKTa NPOBEPEH PYKOBOACTBOM Nabopatopumn C Lenblo ybe-
ONTbCA, YTO NabopaTopmsa pacnonaraet BO3MOXHOCTAMU N pecypcaMun, HE0BXo0ANMbIMKM ANA yAOBNETBOPEHUSA
TpeboBaHNN B OTHOLUEHWM COrNacoOB3HHONO YPOBHA HeonpeneneHHOCTU U BbINONHEHNA WU3MEPEHUN B
COrNacoBaHHbIN CPOK.

Ecnn HeobxoaMMO MCNonNb3oBaHUe ycnyrn cyonoapaaHon nabopartopun, nabopartopua pedepeHTHbIX
N3MepeHnN, Kak onpeaeneHo HacToALLMM CTaHOaPTOM, AOMKHA HECTU NEPBUYHYIO OTBETCTBEHHOCTb M AOMKHA
ObITb YBEPEHA, YTO cybnoapsaaHaa nabopaTopna KOMMNETEHTHA BbIMONHATL COOTBETCTBYIOLLYIO paboTy 1 yaoB-
NeTBOPAET, NO MEHbLLEN Mepe, TPeDOBaAHUAM HacToALLero craHaapTta. [lotpedbuntens AonKeH ObiTb MHHOOPMK-
POBAH OTHOCUTENLHO NOOro cNy4asa NCNonNb3oBaHNA cybnoapsaaHoOn NnadbopaTopun.

5 TexHu4yeckue TpedoBaHuUA

5.1 NMomMmelweHNA N YCNOBUA OKpPYXKaloLLen cpeabl

JTabopaTopHble NOMELLEHNA N YCNOBUA OKPYXKaloLWeW cpeabl B HUX AOMKHbI COOTBETCTBOBAaTb TPebOoBa-
HUAM K BO3MOXHOCTU TOYHO BbIMNONHATL METOAUKN peddepeHTHbIX namepeHnn. JonmkHo ObiTb 0becnevyeHo
ahheKkTnBHOE pasaeneHmne coceaHnX 30H, B KOTOPbIX OCYLLECTBNAIT AeATENbHOCTb HECOBMECTMMbIX BUAOB,
HanNpPUMEP C LENbIO NPeaoTBPaTUTL NEPEKPECTHOE 3arPA3HEHNE.

Korga 310 HEeOoOXoaMMo, ycnoesusa cpeabl, Bbi3blBaloWmMe 3aBbllUeHUe pPe3ynbTaToB USMEPEHUN N UX
HeonpeaeneHHOCTU, A0MXHbI ObITb NPOKOHTPONUPOBAHbI, OTCNEXEHbl N AOKYMEHTUPOBAHDI.

5.2 MopgroroBka npod

JTabopaTtopnsa oonmkHa UMeTb ONUCaHNA Npoueayp Ana naeHTMpnkaumm (BKNo4vas, npn He06xoANMOCTWN,
Mepbl COXpPaHeHUA KOHONAEHUNANBbHOCTHN), PErNCTPALNUN N MAPKNPOBKN NPOD, N3MEPEHUSA B KOTOPbLIX AOMXKHbI
ObITb BbINONHEHbI NabopaTtopnen pedepPeHTHLIX N3MepeHnn, N NIOLIX Npoueayp B3ATUA anNUKBOT U3 0bpasLa
OUOXNOKOCTM.

Bo nadexaHne nopyn nnmn noepexaeHns npod AoMmKHb! ObiTb NPUMEHEHBLI AOKYMEHTUPOBAHHbIE NPOLLE-
nypbl XpaHeHna n obecnevyeHbl COOTBETCTBYIOLLME YCNOBUS.

5.3 O6opyaoBaHue

INNabopaTopma AonKHa BbiTb OCHALLIEHa BCEMM NpeaMeTamMm 060pyaoBaHNs, He0HBXo0aANMMOro ANaA TOYHOro
BbIMONHEHNA METOAUK pedepeHTHbIX M3MEePEeHNN, YKa3aHHbLIX B ee nepedHe. Bce obopyaoBaHne, OTHOCSH-
LLleeCa K YIOMAHYTbIM N3MepeHnamM, AOMKHO ObITb TPEOYyeMOn TOHHOCTH.

[1pn cnonb3oBaHnUK Npoueaypbl 00pPaboTKM cMrHanoB (HanpumMmep, C NOMOLLLIO BCTPOEHHOIO MUKPONPO-
LLleccopa) PYHKLMN KannbpoBKM U Npeodpa3oBaHNA AOMKHbLI ObiTb N3BECTHLI, NPOBEPEHbI N NOATBEPXKAEHD!
NN U3roTOBUTENEM, NN HE3ABNCUMO OT HEro (CM. [7]).

YNONHOMOYEHHbLIN HA 3TO NEPCOHAN AOMKEH PErynapHo ocMaTpmeaTtb 060pyaoBaHueE, UICNONb3YEMOE B
npouenypax pedpepeHTHbIX N3MepeHnn, N NoaaepPXKNBaTh €ro B padboveM coCcToaHNN. [JokHa ObITh pa3pado-
TaHa NporpamMmma KanudbpoBKn U NOATBEPKAEHNA (PYHKLIMOHNPOBaHNA 000pyaoBaHnA. [JomKkHbl 6bITb COBNIO-

NeHbl HeoOXxoanMble YCNoBUs OKpYy»KatoLen cpenbl. PyKoBoaCTBO NO NCMONb30BaHMIO 000pY0BaHNA AOMKHO
OblTb AENCTBUTENBbHBLIM B AHHbLIN MOMEHT M NErkoaocTynHbIM. Kaxabin npeamMeT AomkeH ObiTb OAHO3HAYHO

NAeHTUPULNPOBAH.

Bce npoueaypbl UCNONbL30BaHMA 0O0PYAOBaAHUA M YX0Aa 33 KaXKAbiM OCHOBHbIM €ro NpeaAMeTOM AOMKHbI
ObITb 3apPErnCTPUPOBaHbLI B CNeLnanbHOM XKYpHane. ATOT XYPHanN A0MKeH coaepXaTb CneayrLme cBeaeHnA:

- TUN N3MEPEHUNSA, NPOBEAEHHbBIE NPOoLLEeAYPbl KOHTPOMNA UNKN yXoaa 3a 000PYyAOBaAHMNEM;

- CTaTyC KanndbpoBKU N Bepupnkaumm;

- AaTa n3MepeHunsa n npouenypbl 06CNY>XKMBaHUS;

- ONePAaTop, KOTOPbLIN NPOBOANN N3MEPEHNE NN OOCNYXUBAHNE;

- NPUYNHBbI OOCNYXMBAHUA (NPOMPUNAKTUNKE, YCTPpaHeHne nedekTa);

- MNPV HEOOBXOANMOCTMU, crieLmnanbHble YCNnoBua padboThi;

- HEOObIYHbIE HABNIDAEHNA, KOTOPLIE AOMKHbI TPEDOBATb N3Yy4EHNS, NP HEODXOANMOCTMW.

[ToMeTKn ¢ npeaynpexaeHnemM AO0MKHbI ObITb 3aKpenneHbl Ha 06opyaOBaHUN, €CNU OHO HE NOANEXNT
NCNONb30BaHUIO (HAaNPUMeEP, NpeanonaraeTca yaaneHmne NN PEMOHT).

[1na OCHOBHbIX BENNYMH, TAKMX KaK Macca, 06beM, TemnepaTtypa, nabopaTtopna A0 KHaA NN UMETb NOBE-
POYHbIE YCTPOUCTBA, UM NOBEPATL BECbI U BONIOMETPUYECKOE 000pyaoBaHME CaMOCTOoATENbHO. KannbpoBka
KaXkaoro npmnbopa AoMKHAa bbITb OCHOBAHA Ha NPUMEHEHUN HALIMOHANBHOroO 3TanNoHa (C NCNONb30BaHMEM €U-

6
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HUL, C), XpaHMMOro B HaLULMOHAaNbHOM METPONOMMYECKOM MHCTUTYTE. KanmnbpoBkn A0MKHbI ObITb BbIMONHEHLI B
npenenax TpedbyeMblix ypOBHEN HEONPEAENEeHHOCTN U3MEPEHNA U 3aPEMCTPUPOBAHDI.

Ecnu HeonpeaeneHHOCTb B3BELUMBAHNA CTAHAAPTHLIX 00pasLoB nnn Apyrnx Matepnanos, HEOHXoau-
MbIX ANA KanubpoBKK, ABNAETCA CYLLECTBEHHbIM 3NeMEHTOM KOMOMHUPOBAHHOW HeonpeaeneHHOCTN, O0N-
)XKHbl ObITb BHECEHbLI MOMNPAaBKN HA OTHOCUTENLHYIO MMNOTHOCTb MATEPMANoB Ha BO3AyXe NO OTHOLUEHUIO K
OTHOCUTENBLHON NNOTHOCTU PA3HOBECOB (MONpPaBKa Ha NMNaBy4eCTb) NPUMEHUTENBHO K pe3ynbTaTy nnn ero
HeonpeaeneHHOCTN. [JoMxKHbl ObITb YYTEHbLI TEMMEPATYPA, aTMOCepHOE AaBNEHMNE U BNAXXHOCTb, COOTBET-
CTBEHHO.

[Tpn noBepke BONIOMETPUYECKOro 00OpyaoBaHUA NYTEM B3BELLMBAHMA COOTBETCTBYIOLMX KOMUYECTB
BOAbL!I NN APYrnx NnoAxXoAALLMNX XXNAKOCTEN cneayeT NPUHUMaTb BO BHUMAaHME MNOTHOCTb XXNAKOCTU MPU COOT-
BETCTBYIOLLEN TEMNEPATYPE N aTMOCEPHOM AaBneHnn. lna npoueayp B3BeLIMBaHMA HEOHXOAUMO UCMNONb-
30BaTb KaNMOPOBaHHbLIE NOBEPOYHbIE BECHI U PAa3HOBECH!.

[0na npaBunbHOro A03NPOBaHUA ManbiX 00BbEMOB PEKOMeHAYyeTCA UCNOMNb30BaTbk BOMNOMETPUYECKOE
obopyaoBaHue ¢ HenoCcpeACTBEHHbIM BblAaBNMBAHMEM PACTBOPA N KanubPOBKY O03NPYyEeMOro obbvema c
NOMOLLbIO rPaBUMETPUYECKON NpoLueaypbl.

5.4 CtaHpaapTHble obpa3subl

IabopaTtopua pedepeHTHbIX N3MepeHNn A0NXKHA NCNONL30BaTb NOAX0AALLUME CTaHAAPTHLIE 00pas3LUbl.

[1pn onucaHnn aTTeCTOBaHHbLIX CTAHAAPTHLIX 00pa3uoB HEODXOAMMO cneaoBaTb, HACKOMBLKO 3TO BO3-
MOXHO, YCTaHOBNEHHbIM TpeboBaHmnam (MCO 15194).

CTaHaapTHble 00pa3sLubl AOMXKHbI OblTb MEXAYHaPOAHO NPU3HAHHBIMU MU NPeaoCcTaBNEHHbIMU HaLMO-
HanbHbIM METPONOrMYECKUM MHCTUTYTOM UMW MEXAYHAPOAHbIMU opraHnsaunamMmun. daHHbIM CTAaHAAPTHLIN
obpasel MOXeT ObITb NCNONL30BaH NMOO Kak KaNnUbpPOBOYHLIN MaTepuan, NIMBO Kak KOHTPONbHbLIW MaTepuan,
OOHaKO OAWH N TOT XXe CTaHAapPTHbIN 0D0pa3seL He AoMKeH ObITb NICNONb30BaH OAHOBPEMEHHO ANA TON U APYrow
LLeNn B KOHKPETHOW NabopaTopun.

CTaHpapTHbIM 0bpa3el cneayeT aaekBaTHO MApPKUPOBaTh U XPaHUTb B COOTBETCTBUN C UHCTPYKLIMAMM,
YKa3aHHbIMU B CepTUdUKaTE NN NacnopTe Ha Hero.

MHpopmaumsa 0 Cpoke UCNONb30BaHNA CTAaHAAPTHbLIX 00pa3LoB AOMKHA ObIThb NpeaoCTaBneHa B COOT-
BETCTBMU C yCTaHOBNEHHbIMN TpeboBaHmamm (MCO 15194, nyHkTbl 5.9.4 1 5.11.2).

5.5 Metoauku pecdepeHTHbIX U3MEPEHUMN

MeToaukun peepeHTHbIX N3MepeHN OObIYHO ABNAKOTCA KOMMANEKCHbIMU. Kak NpaBuno, OHW pa3padaThbi-
BaOTCA N NYONUKYIOTCA MHOMBUAYANbHLIMW NAadopaTOPUAMU U NOATBEPKAAKTCA MEXAYHAPOAHLIMN OPraHu-
3aUMAMN UNN HALMOHANBbHLIMU METPOMNOMMYECKUMN MHCTUTYTaMKN, COTPYAHMYaKLWMMKU B MeXXayHapoaHOM
komuteTe no secamn mepam (MKMB) (International Committee for Weights and Measures; CIPM). [1na koopau-
Haunn pedepPeHTHLIX CUCTEM (pedepPEHTHLIX METOAUK UBMEPEHNWN, CTAHAAPTHbLIX 06Pa3LLOB N ceTU NAbOPATO-
pun pedepeHTHbLIX N3MepeHNN) bblNa yypexxaeHa mexayHapoaHaa opraHnsauna — O06beaANHEHHbIN KOMUTET
No NpocnexneaemocTn B nabopartopHom meanumnHe (OKIJIM) (Joint Committee on Traceability in Laboratory
Medicine; JCTLM). INpexae 4eM ObITb NPUHATON ANA pedePEeHTHOro N3MepeHna, MeToamnka AOMKHa ObITb pas-
paboTaHa, onncaHa n onpoboBaHa AnNa U3MepeHnsa Taknm obpa3oM, YTODbI ObiNna AOCTUTHYTA NPOCNeXnBae-
MOCTb €€ pPe3ynbTaToB A0 BbiclWen pedepeHTHOW npoueaypbl vUnNn BbicWero (rocyaapCTBeHHOro)
CTaHAaPTHOro obpasua ¢ TpedbyembiM ANS N3MEPEHNUN YPOBHEM HEONPEAENEHHOCTM.

[1pn npeactaBneHnn MeToauK pedoepeHTHbIX N3MepeHnn He0BXo0ANMO CNeaoBaTh YCTAHOBMNEHHbIM Tpe-
6oBaHmnam (MCO 15193).

[lepen TeM Kak npeanoXntb NOoTpedutento ycnyrm pedepeHTHbIX N3MepeHnin, nabopatTopua A0MKHa
NPOAEMOHCTPUNPOBAaTL, HaNnpUMep NyTeM akkpeanTaLunm, HTO OHa B COCTOAHNN NPaBUNbHO BbINONHATL METOMN-
Ky pedhepeHTHOro namepeHna n 4To cnonb3yemble €0 00opyaoBaHue N peareHTbl COOTBETCTBYIOT 3TOMY.

5.6 MeTponornyeckana npocnexmBaemMocTtb. HeonpeaeneHHOCTb U3MEPEHUMN

INabopatopumn pedepeHTHLIX N3AMEPEHUN AOMKHbI NPOAEMOHCTPUPOBATL, YTO Pe3ynbTaThl U3MEPEHNN
NMEINT NPOCNEXNBAEMOCTb A0 CTaHOAPTHOro obpasua nnnu metToankn pedepeHTHOro N3MepPeHna BbiCLLEro
YPOBHA, AOCTYMNHOrO 4epes3 HenpepbiBHYIO Lenb CNUY4eHnn B COOTBETCTBUM CcO cTaHaaptammn (MCO 17511,
NCO 18153).

MeToankn namepeHnn n KannbpoekKn (rPaaynpoBKnN) AOMKHbI ObiTb pa3paboTaHbl U BbINONHEHLI TAKUM
00pa3oMm, YTODbI pe3ynbTaTbl U3MePEHUN OblNK NPOCNEXeHb! U BblpaXeHbl B eanHnuax C. 9To MOXeT OblTb
OOCTUTHYTO NPU UCNONL3OBAaHMN COOTBETCTBYIOLLENO rocyaAapCcTBEHHOro CTaHAapPTHOro 0bpasua.

Ecnu npocnexxneaeMocTb, BbipaxxeHHaa B eanHnuax CU, He MoxeT ObITb AOCTUIHYTa, Npocnexmneae-
MOCTb 3aKaH4YMBAETCA Ha HWXXHEM YPOBHE METPONOINYECKON Nepapxmmn.

Kaxxabll OTYET NO U3MEPEHUAM AOMKEH CONPOBOXAATbCA NOATBEPKAEHNEM HeonpeaeneHHOCTH, OLe-
HEHHbIM U BblIPaX€HHbIM B COOTBETCTBUN C PYKOBOACTBOM ANSA BbIPaXeHNA HEONpeaeneHHOCTU NPU N3Mepe-

HUn (GUM).
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5.7 ObecneyeHue KayecTBa

AHanNUTU4eCKne Lenn A0MKHbI BbITb ONpeaeneHbl B COOTBETCTBUU CNOTPEOHOCTAMM NOTpebutens. Cne-
ayeT TaKkke NPUHMMaTb B pacyeT, YTOObl METPONOrMYECKUN YPOBEHb N3MepeHna obecnednsan NoTpedutento
yAOBNEeTBOpeHne MeanunHcknx TpedosaHnn. Cnocod OLeHKM COOTBETCTBMA NPaBuN NO KOHTPONMIO KayvecTBa
0oMmKeH ObITb AOKYMEHTNPOBAH. BHYTpUNabopaTopHbIM KOHTPOMb Ka4eCcTBa cneayeT NpoBoanTb NyTEM N3Me-
PEHNA AOCTATOHYHOIO KONMYECTBA KOHTPOMbHbLIX NPO6 C COOTBETCTBYIOLLEN MATPULIEN B KaXXAOW aHANNTNYEC-
KON cepun, 4YTO MO3BONUT MPUMEHUTb AOCTATOYHO XECTKMEe npaBuna KOHTPONA ANnA yAOBNETBOPEHUSN
TpeboBaHun noTpedutens.

[Tpeano4YTNTENBEHO NCNONL30BaHNE aTTECTOBAHHbLIX CTaHAAPTHbLIX 00Pa3LoB ¢ MaTpuULen, NOAOOHOW TEM
npobaMm, KOTopble A0MXKHbI ObITb UCCNEAOBAHbI.

N3mepeHHOe 3HaYeHne, NoNy4YeHHoe NP NCCNeaoBaHMN KOHTPONLHONC Matepuana, A0MKHO COOTBET-
CTBOBATb YCTAaHOBMEHHOMY 3Ha4YE€HMIO B Npeaenax naMmepuTenbHbIX BO3MOXHOCTEN, 3aABNEHHbIX NabopaTo-
puen.

B nononHeHne K BHYTPUNabopaTOpPHOMY KOHTPOMIO KadecTBa Nadbopatopua A0MKHA perynapHo npose-
PATb XapaKkTepPUCTNKN CBOEN PabOThI, NPUHNMAN y4acTUE B MEXNabopaTOPHbIX CNNYEHUAX NO UCCNEeA0OBaAHNAM
BENNYMH COOTBETCTBYIOLLNX TUNOB (NPeanoyYTUTENLHO B CETU NabopaTopumn pedoepeHTHLIX U3MEPEHNN ), Opra-
HU3YEMbIX HALUWOHANbHLIMW  METPOMNOrMYECKUMN WHCTUTYTAMKW, OpraHamm Mo akkpeauTauum wnu
MeXAYHAPOAHBbIMMN HaYYHbIMU OPraHn3aLnaMn.

5.8 OTY4eTHOCTDb O pe3ynbTaTax

5.8.1 MuHMManbHble TPEOOBaHNA OTHOCUTENbLHO OTYETOB

Pe3ynbTaTt pedepeHTHOro namepeHna aonxeH obiTb BblAaH B hOpMe OTHETA MNn ceptudurkarta. IToT
OOKYMEHT OOMKEH coaepKaTb, N0 MeHbLUEN Mepe, cneaylowmne 3NEMEHTI:

a) HanMeHoBaHWE AOKYMEHTA;

b) HanmMeHoBaHUE N agpec OpPraHn3aLmnmn, KOTopaa BblAana AOKYMEHT;

C) HaUMeHOBaHMe OpraHa rno akkpeauTauumn, ecnn TpedyeTcs;

d) TMN 1M NCTOYHMK NONYYEHHOIo MaTepuana;

€) OAHO3HAYHYI0 NAEHTUDUKALINIO N CEPUNHBLIN HOMEP (HOMepa) 0bpa3LOoB (MAaTEpPNanoB);

f) uncno nccnenoBaHHbIX aNUKBOT;

g) HauMeHoBaHMe (MMS) N aapec NoTpeduTens;

h) nopaAaKkoBbIM HOMEP;

1) YMCNO CTPaHUL, OTHETA UNKN CePTUDUNKATA;

j) paTy oT4yeTa nnu cepTnPunKaTa;

K) npUMeHEeHHYI0 METOAUKY U3MEPEHUA.

lMpumep — AxkpedumoeaHHass Memoduka pedhepeHMHO20 U3MepPeHUs KOHUeHmMpayuu kKonudecmea
geujecmea KpeamuHUHa 8 4eJ/108e4eCKOU CbIBOPOMKe C NMOMOWLIO U30MOMNHO20 pa3bassieHuUs — MaccC-CrnekK-
mpomMempuu;

|} pe3ynbTaTbl KOHKPETHbLIX U3MEPEHUN.

lMpumep — Pezynbmambl U3 passiudHbIX cepull usMepeHul ¢ Ucnosib3ogaHueM pasludHbIX Kanubpoeouy-
HbIX Npoyeodyp;

m) 3aperncTpupoBaHHOE 3Ha4YeHne pedrepPeHTHOro N3MepeHns;

n) noaTeBepXXaeHue NPocnexXmnBaeMoCT 3aperMcTPUPOBaHHOIO NN cePTUOULNPYEMOro 3Ha4YEHUS;

O) pPas3BepHyTYI0O HeonpeaeneHHOCTb 3aperncTprupoBaHHOINO NNKU CEPTUDOULNPOBAHHOINO 3Ha4deHus,
0OBEPUTENBHYIO BEPOATHOCTb, NCNONL30BAHHbLIU KOAMMPULNEHT OXBATA;

p) NOB6YI0 MHPOPMALNIO OTHOCUTENBLHO reorpaduU4eCckon 30Hbl AeNcTBUA (HaUUOHaNbLHOW, PEMMOHaNb-
HOW) OTYETa NN cepTndPunKaTa.

LOKYMEHT AOMXKeH ObITb NOANNCAH TONBLKO YNONHOMOYEHHbBIM NNULIOM U 3aBEAVIOLLIMM UNN 3aMeCTUTENEM
3apeayowero nabopatopuen pedepeHTHbIX U3MEPEHNN.

5.8.2 [lononHuTenbHbLIE 3NEMEHThLI

[10 3anpocy NoTpeduTena TEXHNMYECKUN OTHET NN cepTUUKAT A0MKEH coaepXaTb cneayline ceeae-
HUA:

a) NpaBO HA OTKa3;

b) nHTEpnpeTaunio pe3ynbTaTos;

C) ncnonb3oBaHWe 3Ha4YeHUU ANa KanubdpPOBKU N ANa Beprudonkauum;

d) npodeccnoHanbHOE cyXaeHne 06 MHOM NCMONBL30BaAHNN PE3YNbLTATOB;

e) orpaHu4eHmna No aBTOPCKOMY MpaBy;

f) noaTBepKAEHME COOTBETCTBUA OTHETA UNN CeEPTUdMKATA HACTOALLLEMY CTAHAAPTY.



F'OCT P UCO 15195—2006

[MpunoxeHune A
(cnpaBo4YHOe)

ConoctaBneHune CTPYKTYpPbl HacToALWEro ctaHgapTa co cTpyktypou ctavgapta UCO/MIK17025:2005

Tadbnuuyua A.1

Ctpyktypa MCO/M3K 17025:2005 CTpyKTypa HacTOALWEro cTaHgapTa
1 1
2 2
3 3
4.1 4.1
4.2 4.2
4.1.5
5.2 4.3
4.3 4.4
4.4
45 4.5
5.3 5.1
5.7 5.2
5.5
5.6.1 5.3
5.6.2.1
5.6.3 5.4
5.4 5.5
5.4.6
5 6 5.6
5.9 5.7
5.10 5.8
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[MpunoxeHue B
(cnpaBo4HOe)

CBeneHuUA 0 COOTBETCTBUM HaUMOHaNbHbLIX cTaHAaapToB Poccunckon Pepepaumnn
CCbITOYHbLIM MeXAYHapPOoAHbLIM CTaHAapTaMm

Tadonuua B.1

O603Ha4YeHne CCbiNMoYHOro MexXxayHapoaHoro craHgapTa unu
APYroro HOPMaTUBHOIO AOKYMEHTA

QObo3HavYeHne U HaumMeHoBaHue COOTBETCTBYHOLWEroO HaLMOHAJIbHOTO

cTaHaapTa Unu Apyrore HOPMaTUBHOIO AOKYMEHTA

NCO 15193:2002

*

NCO 15194:2002

*

MCO/M3BK 17025:2005

[OCT P NCO/M3K 17025—2006 ObLimne TpeboBaHMA K
KOMNETEHTHOCTU  UCMbLITATENbHbLIX W KanMOPOBOYHbIX
nabtopaTtopun

MCO 17511:2003

[OCT P NCO 17511—2006 W3penua meanuuHcKune
ANA ANnarHoCTUKKM in vitro. IamepeHne sennvnH B HUonoru-
yecknx npodax. MeTponornyeckas NpocneXmMBaeMocCTb 3Ha-
YeHUW, MNPUNNCaHHbIX KanubpaTopaMm WU KOHTPONbHLIM
MaTepuanam

NCO 18153: 2003

[OCT P NCO 18153—2006 W3penua meanumHcKne
ANA ANarHoCcTUKK in vitro. IamepeHue BennymnH B BUONoru-
yeckux npodax. MeTponornyeckasl NpocneXmMBaeMocCTb 3Ha-
YEeHUA  KaTanuMTU4YeCcKoM  KOHUeHTpaumn  epMeHTOB,
MPUNUCaAHHBIX KAaNMBpaTopam N KOHTPONbHBIM MaTepManam

MexxayHapoaHbin cnoBapb OCHOBHBLIX U ODLWKNX Tep-
MWHOB B MeTponorun, 2-e msnaHue, NCO, >KeHesa,
1993

Pyccko-aHrno-paHLy3CKO-HEMELKO-UCMAHCKUA  CNO-
Bapb OCHOBHbLIX U 06WNX TepMUHOB B MeTponoruu/Iep. ¢
aHrn.-cop./N1.K. Ncaes, B.B. MapanH.— M.: UMK WM3a-Bo

cTaHaapToB, 1998.— 160 c.

PykoBOACTBO ANS BbIpaXXeHUs HeonpeaeneHHOCTU
npu nsmepenun, 1-e nspgadue, NCO, 1993

PykoBOACTBO EBPAXUM/CUTAK//KonnyectBeHHOE
OnMncaHne HeonpeaeneHHOCTN B aHAaNUTUYECKNX N3MEPEHN-
ax/Mep. ¢ anrn. — CI6: BHWMM um. O.. MeHnaeneesa,

2002

* COOTBETCTBYIOLLNIA HALMOHAanNbHbLIA CTaHAapT OoTcyTCcTBYeT. [10 ero yreepXaeHuUsa pekoMmeHayeTcs UCNonb3oBaTh
nepeBoa Ha PYCCKU A3bIK AaHHOIo MeXayHapoaHoro ctaHaapTa. [NepeBoa AaHHOro MeXxayHapoaHOro cTaHaapTa Ha-
xoauTtca B PepepanbHOM MHDOPMALUMOHHOM OOHAE TEXHUYECKUX pernaMeHToB U CTaHaapToB.
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YOK 61:003:054:006.354 OKC 11.100 P20

KnioueBble cnoea: nabopatopumn pedepeHTHbIX N3MepPEeHnn, cucteMma ynpasneHns Ka4eCTBOM UCCNeaoBa-
HUN, NnepcoHan, nabopaTopHoe 0b6opyaoBaHME, METOANKN pedepPeHTHbIX N3MEPEHUIN, CTaHOaPTHbIE 00pa3Lbl,
METPONOrM4ecKasn NPOCNEXNBaeMoCTb, NpeacTaBneHne pe3ynbTaToB
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