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FOCT ISO/IEC 17025-2019

MEXITOCYOAPCTBEHHbIA CTAHOAPT

OBLUME TPEBOBAHUA K KOMNETEHTHOCTU UCTIBITATEJIbHBIX N KATTUBPOBOYHbIX
JIABOPATOPUU

General requirements for the competence of testing and calibration laboratories

TekcT CpaBHutenbHoro aHanmsa FOCT ISO/IEC 17025-2019 ¢ TOCT MCO/M3K 17025-2009 cm. no
CCblJIKE:
- MpumeyaHmne narotoButens 6asbl AaHHbIX.

MKC 03.120.20
[ata BBegeHunsa 2019-09-01

MpegucnoBue
Llenn, OCHOBHble MpuHUUMBI U ObWwue npaBuna npoBedeHus paboT Mo MEeXrocygapCTBEHHON
ctaHgaptusauumn yctaHoeneHol TOCT 1.0 "MexrocygapctBeHHas cuctema crtaHgaptmsaumm. OCHOBHble
nonoxennss" wn [OCT 1.2 "MexrocygapcTBeHHasi cuctemMa cTaHgaptudauun.  CraHgapTbl
MEXrocyaapCTBEHHbIE, NpaBuiia U pekoMeHAaLun Mo MEXrocyaapCTBEHHOW cTaHgapTu3auuw. [Npasuna
pa3paboTku, NPUHATUSI, OOHOBNEHNSA U OTMEHBI"

CBepgeHunA o cTaHpgapTe

1 NOAOIrOTOBJIEH PecnybnukaHckuMm yHUTapHbIM npegnpusatneM "bBenopycckuin rocygapCTBEHHbIN
ueHTp akkpegutauun" (FocypnapcteeHHoe npegnpuatne "BIUA") Ha ocHoBe cobcTBEeHHOro nepeBoda Ha
PYCCKuUI A3blK aHIMOA3bIYHOW BEPCUM CTaHA4apTa, YKasaHHOro B nyHkTe 4

2 BHECEH lNocygapcTtBeHHbIM KOMUTETOM MO CTaHAapTM3aumm Pecnybnukn benapych

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTusauun, MeTporiorum u ceptudukaumnm
(npoTokon ot 28 utoHa 2019 r. N 55)

3a NPUHATKE NMpOoroynocoBanu:

KpaTtkoe HauMeHoBaHWe CTpaHbl No Kop ctpanbl no MK | CokpalleHHOe HarMeHOBaHME HaLMOHaIbHOO

MK (MCO 3166) 004-97 (MNCO 3166) 004-97 opraHa no ctaHgapTusaumm

ApmeHus AM MuHakoHoMuKM Pecnybnvkm ApmeHnusi

Benapycb BY FoccraHgapT Pecnybnuku Benapych

KasaxcTtaH KZ locctangapt Pecnybnuvkn KazaxctaH

Kuprusus KG KblprbiactaHgapT

Poccus RU PocctangapTt

TapxukucTaH TJ TapxukctaHgapT

Y3bekucrtaH uz Y3ctangapt

4 MpukasoMm PegepanbHOro areHTCTBa No TEXHMYECKOMY PEerynmpoBaHnio U MeTporiornm ot 15 nons
2019 r. N 385-ct mexrocypnapctBeHHbit ctaHgapTt FOCT ISO/IEC 17025-2019 BBegeH B AencTBue B
Ka4yecTBe HaumoHarnbHoro ctaHgapta Poccuiickon Pegepaunm ¢ 1 ceHTsi6psa 2019 T.

Buumanue! O mopsike MpUMEHEHUs JOKYMEHTa CM. SIpJIBIK "Mpumeyanmna”
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5 Hacrosilwmin ctaHgapT MAEHTUMYEH MexayHapogHoMy cTtangapty ISO/IEC 17025:2017* "O6wwme
TpeboBaHMsA K KOMNETEHTHOCTU UCTbITaTeNbHbLIX U KanMbpoBoYHbIX NabopaTopuit ("General requirements for
the competence of testing and calibration laboratories”, IDT).

* [OCTyN K MEXAYHapPOAHbIM 1 3apyB6eXHbIM JOKYMEHTaM, YNOMSIHYTbIM B TEKCTE, MOXHO NOy4nTb,
obpaTtmBluMch B Cnyx6y noaaepxku nonb3oBatenei. - MpumeyaHme nsrotoButens 6asbl AaHHbIX.

B HacTosiwem ctraHgapTe cnoBo customer nepeBedeHO Kak "3akasuuk' M NpuMMeHsieTcs B KayecTse
OAHOro n3 3HadyeHunm TepmuHa "notpebutens” (cm. TOCT P UCO 9000-2015, nyHkt 3.2.4; CTB I1SO
9000-2015, nyHkT 3.2.4), NOCKONbKY, Kak MpaBurio, nabopaTopun B3aMMOAENCTBYIOT HEMOCPEACTBEHHO C
3aKa34yMKOM YCMyr MO MUCNbITaHWAM M KanubpoBKke, a He C KOHeYHbIM nonb3oBateneM. Kpome Toro, B
MpakTMKe OCYyLecTBNeHnss nabopaTopHOW AdesTenbHOCTU obweynoTpebutenbHblM SBASETCA CMOBO
"3aKkasunk".

MexgyHapoaHbii  cTaHgapT pas3pabotaH Komutetom no oueHke cooTtBetctBus (CASCO)
MexayHapogHomn opraHusaumu no ctaHgaptusauum (1SO).

I'Ip|/| npuMeHeHnn HacTodAwero ctaHaapTa pekoMeHOyeTCA WCNOoNib30BaTb BMECTO CCbITOYHbIX
MeXayHapoOdHbIX CTaHOapTOB COOTBETCTBYWWME UM MeXrocygapCTBeHHble CTaHAapTbl, CBedeHuA O
KOTOPbIX NpuBeAeHbl B AOMOJTHUTESNIbHOM NPUNOXEHUN OA

6 BBAMEH TOCT MCO/M3K 17025-2009

7 MEPEN3OAHME. MapT 2021 r.

UHpopmayusi o esedeHuu 8 Oelicmeue (npekpauwjeHuu Oelicmeusi) Hacmosiweao cmaHdapma u
UBMEHEHUU K HeMy Ha meppumopuu yKasdaHHbIX 8blle 2ocylapcme mnybrukyemcs 6 ykazamersisix
HayuoHasibHbIx cmaHOAapmos, u3zdaeaeMbiX 8 3mux 2ocydapcmeax, a makxe 6 cemu VMHmepHem Ha
calimax coomeemcmeyruUx HayuoHasibHbIX 0Op2aHo8 o cmaHOapmu3ayuu.

B cnydae nepecmompa, U3MeHEeHUs U/lu OmMeHbl Hacmosiueao cmaHdapma coomeemcmeyowas
UHebopmayusi 6ydem onybrnukoeaHa Ha oguyuanbHoM UHmMepHem-catime MexzocydapcmeeHHo20 cogema
no cmaHOGapmus3ayuu, Memposioauu u cepmughukayuu 8 kamasnoze "MexzocydapcmeeHHbie cmaHdapmabl”

BBepgeHue
HacTtosawun ctaHgapTt pa3paboTaH ¢ Uenblo yYKpenneHuss 4OBEpPUS K AeATenbHOCTM nabopaTtopuii. B
HacTosILLleM CcTaHdapTe cogepxatcs TpeboBaHusA K nabopaTopusiM, BbINOSIHEHME KOTOPbIX MO3BOIUT UM
NPOAEMOHCTPUPOBATL KOMMETEHTHOCTb M CMOCOBHOCTL NonyvaTb AOCTOBEPHbIE pe3ynbTaThl. JlabopaTopuu,
KOTOpblEe COOTBETCTBYIOT TPEOOBaHMAM HACTOALLEro cTaHaapTa, Takke 6yayT B LenoM yHKUMOHMPOBATL B
COOTBETCTBMM C NpuHUmnamm 1ISO 9001.

CornacHo TpeGoBaHMSIM HacTosAWero CcTaHjapTa naGopaTopusi [OMKHA NaHuMpoBaTh U
OCYLLECTBNATb [OeWCTBUA MO YNPaBMEHU pUCKaMU U BO3MOXHOCTSMWU. YNpaBfeHue puckamum U
BO3MOXHOCTSIMU CO34AeT OCHOBY AN MOBbILLEHUS PE3YNIbTATUBHOCTU CUCTEMbI MEHEDKMEHTA, JOCTUKEHUSA
MyYLInX pe3ynbTaToB U NpeaoTBpaLleHNst HEraTUBHbLIX NocneAcTBuiA. JlTabopaTtopusi HeceT OTBETCTBEHHOCTb
3a NPUHATUE PEeLLEHNS] O TOM, Kakue PUCKM U BO3MOXHOCTY HEOGXOAUMO paccMaTpuBaTh.

Ncnonb3oBaHne HacTosiLLEro craHgapTa YnpocTUT COTPYAHWYECTBO Mexay nabopatopusamu u
OpYrMMu opraHamum 1 nomoxeTt B 06MeHe nHdopmaumen n onbiToM, a Takke B rapMOHU3aLMn CTaH4apToB U
npouenyp. MpusHaHve pesynbTaToB NabopaTopHOW AEATENbHOCTM MeXAy CTpaHamMu yhpoliaeTcsl, ecnu
nabopaTtopumn COOTBETCTBYIOT TpeOOBaHMAM HACTOSLLEro cTaHaapTa.

B HacTosiLem cTaHaapTe UCMONb3YHTCS criedyoLwme rnarosfibHble (opMbl:

- "nomkeH" - obo3Ha4vaeT TpeboBaHue;

- "cnegyet" - 0603Ha4YaeT pekoMeHAaLMIo;

Buumanue! O mopsike MpUMEHEHUs JOKYMEHTa CM. SIpJIBIK "Mpumeyanmna”
NC «Texakcnepr: 6 nokonenue» VHTpaHer
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- "MoXeT" - 0603Ha4aeT paspeLleHme;
- "cnocobeH" - 0603Ha4YaeT BO3MOXHOCTb.
Bonee noapobHyo nHdopmaumio MoxHo HanTu B [upektuax ISO/IEC, yacTb 2.

[ns uenen uccrnegoBaHUS Nonb3oBaTeNnsiM PeKOMEHAYeTCs 4EeNUTLCS CBOUMM BUOEHVMEM HAaCTOSILLErO
cTaHgapTa U NpeanoXeHNaMn no BHECEHUIO M3MEHEHWUI B nocneayoLmne nsgaduns. Ytobsl npuHATL ydactne
B OHMaKH-onpoce, Heobxoanmo NporTu no cebinke: https://www.surveymonkey.com/r/6MQ95ZC.

1 O6nacTb NnpuMeHeHus
HacTosawuin ctaHgapT ycTaHaBnuBaeT obline TpeboBaHUst K KOMNETEHTHOCTU, GECNPUCTPACTHOCTM U
cTabunbHoMy (OYHKLMOHUPOBaHMIO NabopaTopuii.

HacTosawun CTaHoapT nMNpUMeHuMMm KO BCeM oOpraHu3aumam, 3aHuMarwmnMmca na6opaTopH017|
AeATerIbHOCTbO, HE3aBNCUMO OT YMNCITIEHHOCTW nNepcoHana.

3akasunkm nabopaTopui, perynupylolme OopraHbl, OpraHM3auMM W CXeMbl, WCMOonb3yloLine
NapuTETHYIO OLEHKY, OpraHbl Mo akkpeamTaumum, a Takke apyrme CTOPOHbI MPUMEHSAOT HAacTOALWNA cTaHaapT
Npv NOATBEPXAEHUN UMW NPU3HAHUM KOMMETEHTHOCTW nabopaTopui.

2 HopmaTtuBHbIe CCbISIKK
Mpu npuMeHeHUM HacTOsALWEero craHgapTa PEeKOMEHAYeTCsl WCMOoMb30BaTb BMECTO  CChINTOYHbIX
MEeXOYHapOAHbIX CTaHOAPTOB COOTBETCTBYHOLIME WM MEXrOCy4apCTBEHHblE CTaHAApTbl, CBEAEHUA O
KOTOpPbIX NpMBEAEHbI B OMNOMHUTENBHOM Npunoxenun A

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and associated
terms (VIM) (MexxayHapogHbiii cnoBapb no meTponorun. OCHOBHbIe 1 obLLme NOHATUSE N COOTBETCTBYHOLLME
TepmuHbl (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (OueHka cooTBeTCTBUS.
CnoBapb 1 obwue npuHLMNbI)

3 TepMuHbI 1 onpeaeneHus
B HacTodwem ctaHgapTte npumeHeHbl TepMuHbl no ISO/IEC Guide 99 n ISO/IEC 17000, a Takke
cnegyoLme TepMUHbI C COOTBETCTBYIOLLMMU onpeaeneHus Mu.

ISO u IEC nopgepxuBaloT TepMUHoNornveckme 6asbl AaHHbIX ANS WUCMNofb3oBaHWMst B obnactu
cTaHgapTu3auun, KOTopble AOCTYMNHbI NO CAEAYIOLWNM CChIfTKaM:

- oHnanH-nnaTtgopma ISO gna nomcka JoCTynHa no cebinke: http://www.iso.org/obp;
- anekTtponeauns |IEC: goctynHa no ccbinke: http://www.electropedia.org/
3.1 6ecnpuctpacTtHocTb (impartiality): Hannune o6bekTuBHOCTW.

MNpumeyaHne 1 - OGBLEKTUBHOCTb O3HAYAET, YTO OTCYTCTBYIOT KOH(PMUKTHI WMHTEPECOB WUNM OHU
paspeLlarTcs Takum obpasoMm, YTO He OKasblBalOT HEraTMBHOIO BIMSIHUSI HA NOCMeAyLWY0 AesTENbHOCTb
nabopartopum (3.6).

MpumeyaHne 2 - [OpyrumuM TepMuMHaMMK, WCMNOMb3yeMbIMM MpU Nepefave CyTU COCTaBMSHOLNX
OecrnpucTpacTHOCTM, SBMAKTCA "OTCYTCTBME KOH(NMKTOB WHTEpecoB”, "OTCyTCTBME nNpeaB3sTocTn”,
"oTcyTCcTBME npepyboexaeHunn", "HemTpanuteT", "cnpaBegnMBOCTb", "OTKPbITOCTL", "OOBEKTUMBHOCTL",
"OTCTpaHeHHOCTL" 1 "naputeT".

[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, M3MeHeHO - B npumedaHum 1 cnosa "opraHa no
cepTudukaumm" 3ameHeHbl Ha "nabopatopun”, B npumedaHum 2 CroBO "HE3aBMCUMOCTb" WUCKIIOYEHO U3
cnucka.]

Buumanue! O mopsike MpUMEHEHUs JOKYMEHTa CM. SIpJIBIK "Mpumeyanmna”
NC «Texakcnepr: 6 nokonenue» VHTpaHer
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3.2 xanob6a (npeteH3us) (complaint): BbipaxxeHne HeyaOBNETBOPEHHOCTU IHOObIM NULIOM Un
opraHusaumen B OTHOLIEeHMM nabopaTopum (3.6), kacaroweecs LEATENbHOCTU WU pe3yrbTaToB 3TOM
nabopatopuu, No KOTOPOMY OXMAAETCs OTBET.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, nameHeHo - cnoBa "B oTnuuMe OT anennsauun” 6binm
WCKIIOYEHbI, a croBa "opraH Mo OLEHKE COOTBETCTBMS WM OpraH Mno akkpeauTauuu, OTHOCSLMICSA K
OEeATeNnbHOCTU 3TOro opraHa" ObiNM 3aMeHeHbl crioBamu "nabopaTtopuu, Kacarolencsa OesATeNnbHOCTU Unn
pe3ynbTatoB 3Ton nabopatopun".]

3.3 mexnabopatopHoe cnuyeHue (interlaboratory comparison): OpraHusauus, BbLINOMHEHWE W
OLEHVBaHWE U3MEPEHUIA UMW UCTIbITAHWUIA OOHOTO U TOTO Xe UIU HECKOMbKMX NoAobHbIX 0bpa3uos ABYMS UMx
H6onee nabopaTtopusiMy B COOTBETCTBUM C 3apaHee YCTaHOBNEHHbIMW YCIOBUAMMN.

[MCTOYHUK: ISO/IEC 17043:2010, 3.4]

3.4 BHyTpunabopatopHoe cnu4yeHue (intralaboratory comparison): OpraHnsaumusi, BbINOMHEHVE Y
OLEHMBaHNE W3MEPEHUA WNN MUCMBbITAHUA OOHOr0 WM TOrO XXEe WIM HECKONbKMX nogobHbix obpasuoB B
npegenax ogHoun nabopatopwum (3.6) B COOTBETCTBUM C 3apaHee YCTAHOBIEHHLIMU YCITOBUSMMU.

3.5 npoBepka kBanudwmkauum  (proficiency testing): OueHuBaHWe  XxapaKTEpUCTUKK
YHKLMOHMPOBaAHUS y4yacTHWKa NO 3apaHee YCTaHOBMEHHbIM KpUTEpUSIM NOCPEACTBOM MexnabopaTopHbIX
cnmyeHun (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, M3MEHEHO - yaaneHbl NPUMeYaHns K NyHKTY.]

3.6 nabopatopus (laboratory): OpraH, KOTOPbIA OCYLLECTBMAET OAUH UMM HECKONBKO U3 CrieaytoLmx
BMOOB AeATENbHOCTY:

- MCNbITaHus;
- Kannbpoeka;
- oTOop 06pa3suoB, CBA3AHHLIN C MOCHEAYIOLUMU UCNbITAHNSMU UMW KanmbpoBKOW.

MpumeyaHne 1 - B KOHTEKCTE HaACTOsILLEro cCTaHgapTa MNoHATWE "nabopaTopHas AeATenbHOCTb"
OTHOCMTCS K TPEM BbllLieyKa3daHHbIM BUAAM OeATeNbHOCTU.

3.7 npaBuno npuHaTUA pelweHunsa (decision rule): MNMpaBuno, KOTOpoe ONUCLIBaET, KaK y4nTbiBaeTCH
HeonpeaeneHHOCTb 3MePEHNIA NMPU MPUHATUMN PeLLEeHNs O COOTBETCTBUMN YCTaHOBIIEHHOMY TpeboBaHMIo.

3.8 Bepudmkaumsa (verification): MNpegocrtaBneHne OOGBHLEKTMBHBIX CBUOETENBCTB TOr0, YTO AaHHbIN
00BEKT COOTBETCTBYET YCTAaHOBMNEHHLIM TPEOOBAHUSIM.

lNpumepbi
1 [NodmeepxdeHue Mo20o, Ymo OaHHbIl cmaHOapmHbIl obpa3sey sienisiemcsi, Kak 3asieJIeHo,
OOHOPOOHLIM OJisl 3Ha4YeHus1 ee/lu4UHbI U coomeemcmeyrouieli MemoOuKu usmepeHull, ensioms 60

ob6pa3uya maccoli 10 me.

2 [ModmeepxdeHue mMO20, 4YMO 3KCIM/IyamayUOHHbIe XapakmepucmuKu u3mepumesibHoU
cucmembi unu 3akoHo0amersnbHble mpebosaHusi K Heli cO6/1H00eHbI.

3 ModmeepxdeHue moz2o, Ymo Moxem 6bimb Gocmuz2Hyma ueseeasi HeornpedesnieHHOCMb
usmepeHudl.

MpumeyaHue 1 - Korga npymeHnmo, crieayeT yuuThiBaTb HeonpeaeneHHOCTb N3MepeHN.

MpumeyaHne 2 - O6bEKTOM MOXET ObiTb, Hampumep, Npouecc, MeToauka U3MepeHus, MaTepuarn,
BeLLeCTBO UMW U3MepuTenbHas cuctema.

MpumeyaHne 3 - YcTaHoBMeHHble TpeGoBaHUS MOryT 3akrn4yaTbCsl, Hanpumep, B COBGMNOOEHUM
cneumndmrKaLuy NponssoanTens.

Buumanue! O mopsike MpUMEHEHUs JOKYMEHTa CM. SIpJIBIK "Mpumeyanmna”
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MpumeyaHue 4 - B 3akoHogaTenbHOW MeTponoruun, kak 3ato onpegeneHo B VIML, n npu oueHke
COOTBETCTBMS B LENOM Bepudmrkaumss OTHOCUTCS K WCCNedOoBaHWI0 W KINEeWMEHU w/unu Bbigaye
CBUAETENbCTBA O MOBEPKE U3MEPUTENTBHON CUCTEMBI.

MpumeyaHune 5 - lNMoBepky He cnenyeT nyTaTth C kanvbpoBkon. He kaxpgas Bepudukaums aBnsieTcs
Banugaumen (3.9).

MpumeyaHune 6 - B xvmun Bepudmkauma MAeHTUYHOCTU paccMaTpuBaemMoro obbekta unu peakuuu
TpebyeT onucaHusa CTPYKTYpbl UMM CBOMCTB 3TOro 06bekTa Unu peakumu.

[MCTOYHKMK: ISO/IEC Guide 99:2007, 2.44]

3.9 Banuaaums (validation): Bepudumkauusa (3.8), npu KoToporn ycTaHOBMNEHHble TpeboBaHMsA CBA3aHbI
C npeanonaraeMbIM UCMOMb30BaHNEM.

Mpumep - Memoduka u3mepeHusi, O6bLIYHO ucnosib3yemasi Onsl U3MepeHusl Maccoeol
KOHUeHmpauuu a3oma e eode, Moxxem 6bimb eanudupoeaHa MakKxe OJis U3MePeHUsl Maccoeoli
KOHUEeHmpauuu a3oma e cbieoPoMKe KpoguU Yesiogeka.

[MCTOYHKMK: ISO/IEC Guide 99:2007, 2.45]

4 O6wme TpeboBaHuA

4.1 BecnpucTpacTHOCTb
4.1.1 JlabopatopHasi [eATEenbHOCTb [OMKHA OCYLIEeCTBNATbCA OecnpucTtpacTHO, a Takke
CTPYKTYPMPOBAaTbCS U YyNpaBnsaTbLCA TakuM 06pa3oM, 4ToObl obecneunBaTb 6€CNpUCTPacTHOCTb.

4.1.2 PykoBoacTBo nabopatopumn AOMKHO NpUHATL obs3aTtenscTBa no 6ecnpncTpactTHOCTY.

4.1.3 JlabopaTopusi JOSMKHA HECTU OTBETCTBEHHOCTb 3a HecnpucTpacTHOCTb CBoen NnabopaTtopHOM
0eATeNnlbHOCTNM N He [OOJIKHa [OonycKkaTb KOMMep4ecKoe, cpMHchoaoe nnn wnHoe pasrneHune, cTaBsdllee
©ecnpucTpacTHOCTb NO4 Yrposy.

4.1.4 IabGopatopusi OOMKHA WAEHTUUUUPOBATL PUCKM AN CBOer OecrnpucTpacTHOCTM Ha
NMOCTOSIHHOM OCHOBE. OTO [AOIMKHO BKMOYAaTb PUCKM, KOTOPbIE BO3HMKAKT B MPOLECCE €€ AeATENbHOCTU, B
pesynbTaTte ee OTHOLIEHWA WNU OTHOLUEHWIA ee MepcoHana. BmecTe ¢ TeM TakMe OTHOLIEHUS He
obsa3aTenbHO NpeacTaBnstoT cobor puck anst becnpuctpacTHocTn nabopaTopum.

MpumevaHne - OTHOWeEHWS, KOTOpble YrpoxawT OGecnpucTpacTHOCTM nabopartopun, MOryT
OCHOBbIBaTbCA Ha MnpaBe COOCTBEHHOCTW, YMNpaBreHuu, PYKOBOACTBE, MepcoHane, oblmx pecypcax,
dmHaHcax, AoroBopax, MapkeTuHre (Bknioyas GpaHOMHI) 1 KOMUCCMOHHBIX BbinnaTtax unn Ha gpyrux Bugax
CTUMYNMPOBAHNS B OTHOLLEHMM HOBbIX 3aKa34MKOB 1 T.M.

4.1.5 MNpwn obHapyxeHun pucka ona 6ecnpucTpacTHOCTU nabopaTtopus AomkHa ObiTb B COCTOSHUM
NPOAEMOHCTPUPOBATL TO, KaK OHa yCTpaHsAeT Ui MUHUMU3NPYET Takowm PUCK.

4.2 KoHdmaeHUManbHOCTb

4.2.1 JlabopaTtopua [orKHa Ha OCHOBE HOPUMAMYECKM 3HauYMMbIX 00s3aTenbCTB  HecTu
OTBETCTBEHHOCTb 3a yrpasrieHne Bcen MHdopmauuen, NoCTynmBLLEN U3BHE UMW MOMyYeHHOW B npolecce
BbINOSIHEHUST NabopaTopHOW aedatenbHocTu. JlabopaTopus gormkHa 3apaHee MHPOPMUMPOBAaThL 3akaszymka 00
nHdOpMaLmmM, KOTOPYH OHa HamepeHa pasmecTuTb B cBobogHom pgoctyne. WckniouveHuwe coctaBnsieT
nHGOpMaLms, KOTopasi CTaHOBUTCS OBLLIEAOCTYNHOM NO PELUEHUNIO 3aKasynka NMbo nNo cornacoBaHnio Mexay
nabopartopuer U 3aKa3dMkom (HampvMmep, C Lenbil pearpoBaHus Ha Xamnobbl). Bca uHaa wHdopmauums
cuMTaeTCcd MpeacTaBmsioWen KOMMEPYECKYld TalHy W [OIbKHa paccMmatpuBaTbCd B KayecTBe
KOH(pnaeHumansHoM.

4.2.2 Ecnn B COOTBETCTBUM C 3aKOHOAATENLCTBOM WIN AOOroBOPHbIMA OTHOLUEHNAMN na6opaTop|/|ﬂ
OOJKHa pacKpbITb KOH(*)Mﬂ,eHLI,I/IaJ'IbHyIO MHd’)OpMaLWIIO, OHa [OOJPKHa yBeOAOMUTb 3aKa34duka wunn uHoe
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3aMHTEepecoBaHHOE nNUUO O packpblTon wHdoOpMauuu, B cnyyae ecnnm 3TO He 3anpeweHo
3aKkoHOOaTesIbCTBOM.

4.2.3 WHdopmaumss 0 3akaszuuke, MOJlydeHHaAs He OT camMoro 3akasuuka (Hanpumep, nuua,
HanpaBMBLLErO Xanody, perynupyoLwmnx opraHoB), AommkHa BbiTb KOHMAEHUMANBHOW MEXOyY 3aKa3ynukoM u
nabopatopuen. CBegeHuss 0 MocTaBWMKE  (MCTOYHMKE) STOM  MHdOPMaUUM  OOIMKHbI  BbITb
KOH(pmAeHunaneHeiMM N nabopatopm U He [AOMKHbl MepefaBaTbCs €€ 3aka3yuky, ecnm 3TO He
COrnacoBaHo C UCTOYHMKOM AaHHON UHpopmMaLmn.

4.2.4 lNepcoHan, BKIo4as nobbiX YNEHOB KOMUTETOB, NOAPSAYMKOB, NEPCOHAN BHELLHUX OPraHoB UIn
OTAENbHbIX MWL, OEWCTBYIOWMX OT MMeHM nabopatopuun, JormkeH cobniogate KOHOUMAEHLMANbHOCTL BCEN
WHpopMaunm, MNONy4YeHHOMW WNM CO34aHHOM B XOA4e BbINOMHEHUA nabopaTopHOM [OeATenbHOCTH, 3a
WCKIIOYEHMEM CINyYaeB, NPeaYCMOTPEHHbIX 3aKOHOAATENbCTBOM.

5 TpeboBaHUsA K CTPYKTYype
5.1 Jlabopatopusi gomkHa OblTb HOPUAMYECKMM FIMLOM WY NoApasferieHneM puanyeckoro nuua,
KOTOpOE HECET PUANYECKYI0 OTBETCTBEHHOCTb 3a €€ OeATENbHOCTD.

MpumevaHne - [ns uenem HacTodwero crtaHgapTa npaBuTenbCTBeHHas nabopaTopus cuuTaeTcs
IOPMAMNYECKUM NULIOM Ha OCHOBE ee NpaBUTenbCTBEHHOrO cTaTyca.

5.2 NabopaTtopus OOrmkHa onpeaenuTb PYKOBOACTBO, KOTOPOE HeCceT MOMHYH OTBETCTBEHHOCTb 3a
nabopartopuio.

5.3 laGopaTtopusi gormkHa onpeaenvTe U A4OKYMEHTMpOBaTh 06nacTb nabopaTopHON AeATeNbHOCTH,
NpY OCYLLEECTBIIEHMN KOTOPOI OHa COOTBETCTBYET HAcTosALEeMY cTaHaapTy. O6nacTb, B OTHOLLEHWUWN KOTOPOIA
nabopaTopua 3asiBNsieT O COOTBETCTBMWM HACTOSILIeMY CTaHOapTy, He [OOSbkHa BKMoYaTb nabopaTopHyto
AesiTENbHOCTb, OCYLLECTBIISIEMYIO Ha MOCTOSIHHON OCHOBE BHELLHMMU MOCTaBLLMKaMW.

5.4 JlabopaTtopua [OMmMKHa OCYLWECTBNATb CBOK [OEATENbHOCTb TakMMm obpasom, 4ToObI
COOTBETCTBOBaTb TPebOBaHUAM HACTOSILLEro CTaHAapTa, CBOMX 3aKa34yMKOB, PErynuvpylolmnx OpraHoB W
opraHusaumi, obecneumBarowmnx npusHaHve. Jlabopatopus [ofmkHA HECTU OTBETCTBEHHOCTb  3a
OEeATenbHOCTb, OCYLLECTBIISIEMYIO BO BCEX MECTax ee NoCTOAHHOIO pa3MeLleHnsi, BHe MECT ee NMOCTOSHHOro
pasMeLLeHMsl, Ha BPEMEHHbIX UMK NepeaBKHbIX NoWwanax n Ha obbekTax 3akasumka.

5.5 NabopaTtopusa gomkHa:

a) onpenennTtb OpraHn3aunMoHHYKO U ynpaBJfieHYeCKY0 CTPYKTYpPY na6opaTopVW|, €e MEeCTO B rofl0BHOM
OopraHunsaumn n B3aMMoCBA3N MexXay yrnpaBiieH4YeCKUMMUN, TEXHNYECKMMU N BCNOMOraTesibHbIMU CJ'IY)K6aMVI;

b) ycTaHOBUTL OTBETCTBEHHOCTb, MOSIHOMOYMSI U B3aMMOOTHOLLEHUS BCEX COTPYAHWKOB, 3aHSATbIX B
ynpaBneHun, BbINONIHEHUWN UK NpoBepke paboT, BNMAIOLWMX Ha pe3ynbTaThl fNabopaTopHOW A4esTenbHOCTH,;

C) LOKYMEHTUpoBaTb CBOM Npouenypbl B obbeme, Heobxoaumom Ans obecnedyeHus cTaburbHOro
OCYLLLECTBIEHMS CBOEN OEATENBHOCTU U JOCTOBEPHOCTU PE3yrbTaToB.

5.6 JlaGopaTopus gomkHa MMeTb NepcoHarsl, KOTopblii, He3aBUCMMO OT ApYrMX obsisaHHOCTEN, MmeeT
NOJSIHOMOYMS U pecypchbl, Heo6xoaMMble ANs BbINONHEHWS CBOMX 06513aHHOCTEN, B TOM YuCHe:

a) BHeapeHune, nogaepxaHme n coeepLieHCTBoBaHME CUCTEMbI MEHEXMEHTA,;

b) BbIsIBNEHME OTKMOHEHUN OT CUCTEMbI MEHEKMEHTa WNu OT mnpouenyp Ans OCYLEeCTBIEHUS
nabopaTopHOn [eATEeNbHOCTH;

C) MHNUUMnpoBsaHme Mep no npeanoTepalleHuno nnn MMHUMMn3aunm Taknx OTKNOHEHUN;

d) npeacrtaeneHne pykosBoAacTBY nabopaTopuM  OTYETOB O  (PYHKLMOHMPOBAHWM  CUCTEMbI
MEHeKMEHTa 1 He0BX0ANMOCTM ee YrydlleHNs;

e) obecneyeHne pe3ynbTaTuBHOCTHU na60paTopH0|7| OeATeNnbHOCTH.
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5.7 PykoBoacTtBo nabopatopuu JOMmMKHO obecneynTsb:

a) oOMeH MHGopMaLment 0 pesynbTaTUBHOCTU CUCTEMbI MEHE)KMEHTa Y BaXKHOCTU YOOBIIETBOPEHMS!
TpeboBaHWIN 3aKa34yMKoB U APYrMX TPeGOBaHWIA;

b) COXpaHeHne uerioCTHOCTUN CUCTEMblI MEHEP)KMEHTa MNpu niaHnpoBaHMn U BHeECEHUn N3MEHEHNI B
Hee.

6 TpeboBaHuA Kk pecypcam

6.1 O6Lwue TpebGoBaHUA
JlabopaTtopusas gormkHa pacnonaratb NepcoHanom, MomelleHMsMuM, 0bopyaoBaHMEM, CUCTEMAMU U
BCMoOMoraTesnbHbIMK cnyx6amu, HeobxoauMbIMK AN yripaBneHns nabopaTtopHoOn AesaTenbHOCTbIO U ANs ee
OCYLLIECTBIIEHMS.

6.2 NMepcoHan

6.2.1 Becb nepcoHan nabopatopun, Kak MOCTOSHHbLIN, Tak W NPUBIIEKAEMbI, KOTOPbLIN MOXET
NOBNUATL Ha AeATeNnbHOCTL nabopatopun, AOMmKeH AencTBoBaTb 6ecnpucTpacTtHO, HbiTb KOMNETEHTHBLIM U
AormkeH paboTtaTtb B COOTBETCTBMM C CUCTEMOWN MEHEeIKMEHTa naboparopun.

6.2.2 Jlabopatopusi OOMmMKHa OOKYMeHTUpoBaTb TpeboBaHMA K KOMMETEHTHOCTU nepcoHana Ang
Kakgon byHKUMK, BNUsOLWEN Ha pe3ynbTaTel nabopaTtopHon AeATenbHOCTU, B TOM 4yucne TpeboBaHus K
obpasoBaHuio, kKBanuukaumm, npodeccnoHanbHON NOAroTOBKE, TEXHNYECKUM 3HAHUSM, HaBblKaM, OMbITY.

6.2.3 JlabopaTopuss gorkHa rapaHTMpoBaTb, YTO nepcoHan obnagaetr KOMNETEHTHOCTbI Afis
BbIMOSIHEHNA nlabopaTopHON [OeATenbHOCTW, 3a KOTOPYd OH HeceT OTBETCTBEHHOCTb, W ANS OUEHKU
3HAYMMOCTW OTKITOHEHWIA.

6.2.4 PykoBoactso nabopaTtopum [OIMKHO AOBECTM A0 Kaxdoro coTpygHuka ero ob6s3aHHOCTMH,
OTBETCTBEHHOCTb U NMOJTHOMO4YUA.

6.2.5 NNabopaTopwmsa gormkHa umeTb npouenypy(bl) 1 BECTU 3anmcu no:
a) onpeaerneHnio TpeboBaHU K KOMNETEHTHOCTW;

b) nogbopy nepcoHana;

C) NoAroToBKe NepcoHana;

d) HabnogeHno 3a nepcoHanom;

€) HageneHuo nepcoHana NosIHOMOUYUSMY;

f) MOHUTOPWHIY KOMNETEHTHOCTK NepcoHarna.

6.2.6 JlabopaTtopusi fOMmMKHA YNOMHOMOYMTL NEpPCOoHAr Ha BbIMNOMHEHWE KOHKPETHOW nabopaTopHoum
OeATenbHOCTN, BKMOYasi (HO He OrpaHMyYMBasiCh) CrieaytoLlee:

a) pa3paboTKy, M3MeHeHune, BepndukaLmio 1 Banuaaumo MeToao0B;
b) aHanu3 pe3ynbTaTtoB, B TOM YMCre 3asiBNIEHUA O COOTBETCTBUM UMNN MHEHUIA U MHTEpPNpeTauun;
C) NOAroTOBKY OTYETOB O pe3yrnbTatax, X NPOBEPKY U YTBEPXKOEHME.
6.3 MNomellueHns N ycnoBus oKpyXatollen cpeabl
6.3.1 MNomeLLeHNst U yCNOBUsSI OKpYXatoLLlen cpefpbl AOMMKHbI ObiTb NPUrOAHBIMU ANt OCYLLECTBEHUS

na6opaTopH017| OeATeNnlbHOCTU W He [OOJKHbl OKa3blBaTb HeratMuBHoe BIIMAHWE Ha [OOCTOBEPHOCTb
noriydaemMblX pe3yrbTaToB.
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MprmeyaHvne - Bo3gencTBusi, KOTOpble MOTYT HeraTMBHO BIUATb Ha [OCTOBEPHOCTH Pe3yfibTaTos,
BKMOYalOT (HO He OrpaHMuYMBalOTCs)  credylolume:  MUKpoGMOmorMyeckoe — 3arpsi3HeHue,  Mbliflb,
3MEeKTPOMarHMTHbIe MOMeXU, U3ny4YeHne, BNaXKHOCTb, ANeKTpocHabXeHne, TemnepaTtypa, Wym 1 Bubpaums.

6.3.2 TpeboBaHusi, npeOobsiBNsieMble K MOMELLEHUSAM W YCINOBMSIM  OKPYXKaloLen cpepnpl,
HeobXxo4MMbIM AN OCyLLEeCTBNEHUA NabopaTopHOW A4eATENbHOCTU, OOMKHbI ObITb JOKYMEHTMPOBAHBI.

6.3.3 JlabGopaTopusi AOMKHA OCYLLEeCTBNATbE MOHUTOPUHI YCNOBUIA OKpYXXatoLlen cpefbl, ynpaBneHue
UMW N UX PErMCTPaLMI0 B COOTBETCTBUMN C TEXHWYECKUMU TpebOoBaHMSAMN, METOAAMU U METOAMKAMU UMK B
cryyasix, korga OHW BIMSIIOT HAa JOCTOBEPHOCTb Pe3yrbTaToB.

6.3.4 Mepbl No ynpaBreHnio NOMELLEeHNUSIMU JOSKHbI ObiTb BHEAPEHBI, NOABEepraTbCs MOHUTOPUHIY U
nepvmoanyeckoMy NepecMoTpy v BKIYaTb (HO HE OrpaHMYMBATbLCS) CriedytoLee:

a) AOoCTyn n ncnosfib3oBaHme y4actkoB, OKa3biBaloWUX BIIUAHNE Ha na6opaTopHy+0 AeATeNIbHOCTb;

b) npepoTBpalleHne 3arpsisHeHWid, B3aUMHOIO BRMSIHUS WM HEBNaronpuaTHLIX BO3OEWCTBUIA Ha
nabopaTopHyo AeATENbHOCTb;

Cc) adhheKkTMBHOE pasrpaHNyYeHne 30H, B KOTOPbIX MPOBOAUTCA HecoBMecTumasa mnabopaTtopHas
OEeATenbHOCTb.

6.3.5 lpu ocywecTtBneHun nabopaTopven AeATenbHOCTM Ha OObekTax, HaxogdWwuXcs BHe ee
MOCTOSIHHOIO YNpaBrfeHnsi, oHa JOImMkHa obecneyunTb COOTBETCTBME MOMELLEHUI M YCIOBUI OKpyKatoLemn
cpeabl TpeboBaHNAM HacTosILLEro cTaHaapTa.

6.4 ObopypnoBaHue
6.4.1 Jlabopatopus [ormkHa MMeTb JOCTyn kK obopyaoBaHuio (BKM4Yasi, HO HE OrpaHU4YMBasiCb,
cpencTBa M3MEpPEHUs], NporpaMMHoe obecneYyeHne, 3TanoHbl, cTaHaapTHbIe 06pasLbl, CNPaBOYHbIE AaHHbIE,
peakTuBbl, pacxodHble MaTepuanbl WM BCMOMOraTerlbHble YCTPOMCTBA), KOTOpPOe Heobxoaumo Ans
Haanexallero OcCyLlecTBMeHUss rabopaTopHOW [OeATernbHOCTM UM KOTOpoe MOXEeT MOBNuATbL Ha ee
pe3ynbTarThbl.

MpumevaHne 1 - CywecTByeT MHOXECTBO Ha3BaHWA Anst  CTaHAapTHbIX 00pasuoB U
CEPTUMULNPOBAHHBIX  CTaHAAPTHbIX 00pasuoB, HanpuMMep STanoOHbl, KanMOPOBOYHbIE  3TarOHbI,
cTaHOgapTHble obpasubl, KOHTPonbHble 06pasupbl. B ISO 17034 npuBeaeHa gononHUTenbHas ntHdbopmMaums o
npousBoguTensx  craHgapTHbix  obpas3uyoB  (RMP). TlNpousBoautenu  craHdapTHbiX  06pasuos,
cooTBeTCTBYyOWMNX TpeboBaHusam ISO 17034, cuutaioTca kKoMneTteHTHbiMW. CTaHAapTHble ob6pasubl oT
npounssoauTenen, COOTBETCTBYIOLLME TpeboBaHUsIM ISO 17034, NoCTaBATCA c
nacnoptom/cepTndumkaTtoMm, KOTOpbIN oOnpefensieT cpeau npoyvMx XapakKTepuUCTUK OAHOPOAHOCTb U
CcTabunbHOCTb AN yKasaHHbIX CBOWCTB, a ANs CepTUMLMPOBaHHbLIX CTaHOAPTHLIX 06pasLOB - yka3aHHbIe
CBOWNCTBA C CEPTUMPULMNPOBAHHBIMA 3HAYEHUSMU, UX HEONPEenereHHOCTb M3MEPEHUN U METPOSIOTMYECKYHD
NpPOCNEeXNBaeMoCTb.

Mpumeyanne 2 - B ISO Guide 33 gaHbl pekomeHAaumm no BbIGOPY M MCNONBb30BaHUIO CTaHOAPTHbIX
obpasuoB. B ISO Guide 80 npuBegeHbl yka3aHMs MO W3roTOBMEHMIO 00pasUOB, MPUMEHSAEMbIX Ans
BHYTPEHHErO KOHTPOJS KavyecTsa.

6.4.2 B Tex cnyyasax, koraa nabopaTtopus Mcronb3yeT 060pyaoBaHMe, Haxodslleecs BHE 30Hbl ee
MOCTOSIHHOIO yMpaBreHusl, oHa [OofkHa o6ecrneynTb €ero CooTBETCTBME TpebOoBaHWMAM HaCTOSALLEro
cTaHgapra.

6.4.3 JlabopaTopusa gormkHa MMeTb NpoLeaypbl 0bpalleHns ¢ 06opygoBaHMEM, ero TPaHCNOPTUPOBKN,
XpaHeHus, 3KcnnyaTauum U MNIaHOBOro obCnyXkumBaHMS B Uensdx obecneyeHus Hagnexallero
PYHKLMOHNPOBAHUS 1 NPeaoTBPaLLEeHUs 3arpsa3HeHNst UM NOBPEXAEHMS.

6.4.4 J'Ia60paTop|/|ﬂ OOJPKHa noareBepaunTb COOTBETCTBUE O60pyLI,OBaHVIFI YCTaHOBJ1IEHHbIM
TpeGOBaHMﬂM nepen BBOAOM €ro B 3KCnjiyatauunto unm nocre so3spara B aKkCnsiyatauuio.

6.4.5 O6opynoBaHWe, WUCMOMb3yeMOe AN W3MEPEHUR, [OSMKHO obecrnednBaTtb TOYHOCTb W/MnK
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HeonpeaeneHHOCTb U3MepeHui, Tpebyemble Ans obecneyeHnss LOCTOBEPHOro pesynbTaTa.
6.4.6 VlamepuTtenbHoe o6opyagoBaHMe SOMKHO ObITb kanmbpoBaHo, ecnu:;

- TOYHOCTb W HEeoMnpederieHHOCTb W3MEpPEeHUn BIWST Ha [OCTOBEPHOCTb MNpeAcTaBsieMbIX
pe3ynbTaToB; U/unm

- kanubposka obopynoBaHus TpebyeTca ANA yCTaHOBMEHUS METPONOrMYecKon MpoCrexnBaemocTu
npeacTaBnsemMblX pe3ynbTaTos.

MpumevaHue - K Bugam obopyaoBaHus, okasbiBaloLWUM BMSIHUE HA JOCTOBEPHOCTb NPEACTABNEHHbIX
pe3ynbTaToB, MOXHO OTHECTW 0BOpPYyaOBaHUE, CryxXallee ansi:

- NpAMOro n3mMepeHud onpe/:l,en;lemoﬁl BEeJIMYUHbI, HanpuMmep npumeHeHme BeCOB AJiId U3MepeHUnA
MacCcChbl;

- BHECEHUMA NonpaBoK B UAMepeHHblIe 3Ha4YeHUNd, HanpnmMmep NamMmepeHnd temnepartypbl;
- nony4vyeHuna pesynbTtaTta namepeHua nytem BbIYMCIIEHMIA HA OCHOBE 3HAYEHUN HECKOJTbKUX BEMUNYMH.

6.4.7 JlabopaTopus pgormkHa paspabotaTb nporpamMmy  KanvbpoBKkW,  KOTOpas  AOIDKHA
nepecMaTpmMBaTbCs U KOPPEKTUPOBATbCA MO Mepe HeobXoAMMOCTU C Lenbi NOAAepXaHWs [oBepus K
cTaTtycy KannbpoBku.

6.4.8 Bce oGopyaoBaHue, koTopoe TpebyeT KanuGpOBK MM UMEET onpedenieHHbI CPOK roAHOCTH,
[AOIKHO ObiTb MapKMpOBaHO, 3aKOOMPOBAHO MNM MHbIM 00pas3oM MAEHTUUUMPOBAHO, YTOGbLI NO3BONUTL
nosib3oBaTento 06opyaoBaHMs GbICTPO MOEHTU(ULMPOBATE CTaTyC KannGpOoBKU MU CPOK FOAHOCTH.

6.4.9 OGopypoBaHune, KOoTOpoe ObINO MOABEPrHYTO NEPErpy3ke WM HenpaBUITbHOMY O0pallLeHuto,
BblJAET COMHMWTENbHbIE pe3ynbTaThl, @ TakKKe B cry4yae, ecnu ObiNno 3amMeyvyeHo, 4TO OHO ABMsieTCH
OedeKTHbIM N1 He COOTBETCTBYET YCTAHOBMEHHbIM TpebOBaHUAM, [OMKHO ObITb BbIBEAEHO U3
akcnnyaTtauun. OHO OOMKHO ObiTb M30NMMPOBAHO, YTOOLI NPeoTBPaTUTb €ro UCMONb30BaHWE, UMN YETKO
0003Ha4YeHo WM MPOMapKMpPOBaHO Kak HeucnpasBHoe, noka He 6ydeT npoBepeHo, 4YTo OHO paboTaet
npasunbHo. Jlabopatopusa gormkHa uccrnefoBaTh BMsSiHWME AedhekTa MM OTKIIOHEHUS] OT YCTaHOBMEHHbIX
TpeboBaHui 1 NPUCTYNUTL K paboyer npoueaype nNo ynpaesneHuUo HECOOTBETCTBYOLWEeN pabdoTton (cm. 7.10).

6.4.10 EcnuM npoOMEeXyToYHble NpPOBEPKM HeobXooumbl ANst MNOAAEPXKAHWUS YBEPEHHOCTUM B
ncnpaBHocTM obopyaoBaHMs, TO 3TWM NMPOBEPKU OOMMKHbI NMPOBOAUTLCSA B COOTBETCTBUM C YCTAHOBIEHHON
npowueaypo.

6.4.11 Ecnu pesynbTaTbl KanubpoBkM M CBeAeHMSI O CTaHgapTHbIX obpasuax BkrovalT B cebs
OMOPHbIE 3HAYEHWS UMK NOMNpPaBoYHbIE kKO3DULMEHTEI, TO NabopaTopus AomkHa 0b6ecneynTb, YTO ONopHbIEe
3Ha4YeHUss M MorpaBoyHble KO3IhPULUEHTb OGHOBMSATCA W MPUMEHSIOTCA OOSKHbIM obpasom B
COOTBETCTBUM C YCTAHOBMEHHLIMU TPpeBOBaHUSIMU.

6.4.12 JlabopaTopus  gorkHa MNpuvHUMAaTb  MpakTMdeckue Mepbl MO NPeAoTBPaLLEHUIo
HenpegHaMepeHHbIX PerynMpoBoK 0BOpyAoBaHUSA, KOTOPblE MOFYT MPUBECTM K NPU3HAHWIO pe3ynbTaToB
HeQencTBUTENbHBIMU.

6.4.13 [omkHbl BECTUCb 3anucyM O COCTOSIHAM O0OOpyAOBaHWs, KOTOPOE MOXET MOBMUATbL Ha
nabopaTtopHyto AeAaTenbHOCTb. 3anucy OOMKHbI BKIOYaTh creaytollee, korga 3To NpUMEHMMO:

a) maeHTMduKkauuo obopydoBaHus, BKMoYas BEPCUMIO MPOrpaMMHOro obecrieyeHusi, B TOM 4ucre
BCTPOEHHOTO;

b) HanmeHoBaHWe narotoBuTEns, naeHTUMMKaUMIO TUNa, CEPUNAHBIA HOMED WK OPYIYI0 YHUKaNbHYO
naeHTudmrKaumio;

C) AaHHble BepVI(*)MKaLIMM O TOM, 4TO o6opy,u,osaHV|e COOTBETCTBYET YCTAHOBJIEHHLIM TpeGOBaHMﬂM;

d) TekyLlee MeCTOHaxXOXaeHuE;
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e) JaTbl X pesynbTaTbl KannMBpOBOK, PEerynvpoBOK, KPUTEpPWUM MNPUEMKM W MraHupyemyto aaTty
criefyroLwei KanubpoBKY UMM MEXKaNMGPOBOYHLIN MHTEPBAIT;

f) moKymMeHTauuio Ha cTaHZapTHble 00pasubl, pe3ynbTaTtbl, KpUTEPUU MPUEMKU, COOTBETCTBYOLLME
AaTbl Y CPOKM FOOHOCTMY;

g) NNaH TeXHU4YECKOro 06CMyXMBaHMSA U TEXHUYECKOEe OOCMyXuBaHWE, BbIMOMIHEHHOE K HAacTosILLeMy
MOMEHTY BpeMeHuU, ecrnim aTo Tpebyetcs anga paboTtbl o6opynoBaHus;

h) nogpoGHyo uvHdopMaLMIO O nObbIX MOBPEXOEHUSX, HEUCNPaBHOCTAX, MoAudMKaLUaX wunu
peMoHTe 06opyaoBaHusS.

6.5 MeTponormyeckas npocrnexmBaeMocTb
6.5.1 JlabopaTtopusi OOIMKHa YCTAHOBUTb M MOAAEPXMBaTb METPONOrMYECKYH MPOCHEXUBAaEMOCTb
pe3ynbTaToB CBOUX U3MEPEHWUN, CBA3bIBAs UX C COOTBETCTBYIOLLEN OCHOBOM AN CPABHEHMS NMOCPEeACTBOM
OOKYMEHTUPOBAHHOW HEMpepbIBHON Lenu KanvbpoBOK, Kaxdas M3 KOTOpbIX BHOCWUT CBOW BKMNag B
HeonpeaeneHHOCTb U3MEPEHNIA.

Mpumeyanne 1 - B ISO/IEC Guide 99 meTponornyeckass npoCrexmBaeMoCTb OMpenensierca Kak
"CBOMCTBO pe3ynbTata M3MEpPeHus, B COOTBETCTBUM C KOTOPbIM pe3ynbTaT MOXEeT ObiTb COOTHECEH C
OCHOBOM ANS CpaBHEHWs MOCPeACTBOM AOKYMEHTMPOBAHHON HEMNpPepbIBHOW Lenu KanvbpoBoOK, Kaxaas 13
KOTOPbIX BHOCUT BKIag B HeonpeaeneHHoCTb M3amepeHuin”.

MpumeyaHne 2 - CMm. npunoxeHune A Ons MonyyvyeHuss OOMNONHUTENbHONM MHdopMauun o
METPOOrMYeCcKo NPOCNEXNBAEMOCTMU.

6.5.2 JlaGopaTtopusi pormkHa obecneunTb MPOCIEXMBAEMOCTb pPEe3yNbTaToB WU3MEPEHUA K
MexgyHapogHon cucteme eamHuy (CA) nocpeacteom:

a) kanMbpoBKK, NpefoCTaBNSAEMON KOMNETEHTHOW nabopaTopuren; unu

Mpumevanne 1 - JlabBopatopun, ygoBneTBopsiOowme TpeboBaHMAM HaACTOsLWero CcraHgapTa,
CUYNTAIOTCH KOMMNETEHTHBIMMN.

b) cepTUdMUMPOBAHHBLIX 3HAYEHUIn CepTUULMPOBAHHBLIX CTaHOAPTHLIX 0OpasLOB KOMMETEHTHOro
NPOM3BOAMNTENS C YKazaHHOW MeTpOoSiorMyeckoi npocnexmsaemoctbto k CU; nnm

MpumevaHune 2 - MNpousBoanTenn ctaHAapTHbIX 00pasuoB, BLINOMHAKLWME TpeboBaHMA cTaHgapTa
ISO 17034, cunTtatoTcst KOMNETEHTHbLIMU.

C) HenocpeacTBeHHoW peanusaumm euHuy CW, NOATBEPXKAEHHOW CIMYEHMSIMU, MPAMbIMU UMK
KOCBEHHbIMW, C HaLMOHaNbHLIMU NN MEXAYHapOAHbIMK 3TanoHaMMu.

MpumevaHne 3 - MogpobHas nHMOpMaLMa O NPakTUYECKOW peanu3aumv onpefeneHuin HeKoTOopPbIX
BaXkHeMLWNX eguHuy npmueegeHa B bpowtope CUL.

6.5.3 Ecnu yctaHoBneHue MeTponornyeckon npocnexvsaemMoctu Kk eguHuuam CU ¢ TexHuuyeckon
TOYKM 3pEeHMsI He npeacTaBnsieTcss BO3MOXHbIM, nabopaTopusi  OOMmMKHA NPOAEMOHCTPUPOBATb
METPOSOMMYECKYI0 MPOCIEXNBAEMOCTL K COOTBETCTBYIOLLEN OCHOBE ANl CPABHEHWS, HAaNpPUMep K:

a)  CepTUMUUMPOBAHHLIM  3HAYEHUAM  CepTUMULMPOBAHHBLIX  CTaHAApTHbIX  00pasLoB,
NpeaoCTaBneHHbIX KOMMNETEHTHLIM U3rOTOBUTENEM;

b) pesynbTaTtam, NONy4YeHHbIM C NPUMEHEHNEM pPedEPEHTHLIX METOAUK U3MEPEHUIA, YCTAHOBMEHHbIX
METOOOB UMM COrNacoBaHHbIX CTaHAAPTOB (STASfIOHOB), €CMU OHM YETKO OMMCaHbl U MpU3HaHbI B KayecTBe
obecneymBaoLLnxX pesynbTaTtbl U3MEPEHUIA, KOTOPbIE OTBEYAOT CBOEMY MpeanonaraeMoMy Ha3HauYeHuo U
NoATBEPXKAAOTCA COOTBETCTBYOLLUMU CIIMYEHUSIMWA.

6.6 MNMpoaykuusa u ycnyru, npegocrassisieMble BHELUHMMU NOCTaBLMKaMKU
6.6.1 JlabopaTopus [po/kHa obecneyntb MPUrOAHOCTb MCNOMb3YyEMbIX MPOOYKUUM W YCHyT,
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npegoctaBidemMblX BHELWWHUMMW MNOCTaBLUWMKaMW, KOTOpPble BIUAKOT Ha OeATeNIbHOCTb na6opaTop|/||/|, Korga
OHM:

a) npegHa3Ha4eHbl And Ncnojib3oBaHuA B cobCcTBEHHON na6opaTopH017| OEATENIbHOCTH;

b) npepocTtaBnsaiTcA naGopaTtopuein, YacTUYHO WM MOSHOCTBIO, HaMpsSIMyl0 3aKasuumky B TOM
COCTOSIHWM, B KOTOPOM OHM bl MOSTy4YEHbI OT BHELLHETO NOCTABLUMKA;

C) ucnonb3yloTCcsa Ana nogaepxaHnsa pabotsl nabopatopum.

MpumeyaHne - [lpoaykumss MOXET BKMYaTb, Hanpumep, 3TanoHel W  obopygoBaHue,
BCroMoraTtenbHble YCTPOMUCTBA, pacxogHble Matepuansl U CTaHaapTHble 0bpasubl. Y Cnyru MoryT BKNO4aThb,
HanpuMMmep, ycnyrm no Kanubpoeke, oTbopy 06pa3uoB, WCMbITAHUSAM, OOCNY)XMBAHUIO MOMELLEHUN 1
obopyaoBaHus, NpoBepke KBanudukauumn, oLeHKe U ayguTy.

6.6.2 JlabopaTopusa OormkHa METb Npoueaypbl U BECTU 3anucy Ans:

a) onpegeneHunsi, pacCMOTPEHUS 1 yTBepXKAeHUs TpeboBaHuii naGopaTopun K NPOAYKUMN U ycryram,
npeaocTaBnsieMbiM BHELLIHVMUW NOCTaBLLMKaMK,

b) onpegeneHnss kpuTepueB [ONs  OUEHMBaHMS, BblOOpa, MOHUTOPUHra OeATenbHOCTM U
Nnepuoamn4eckoro oLeHMBaHUS BHELLHMX NOCTaBLLMKOB;

C) obecneyeHna Toro, 4TOObI npoaykuma m ycnyru, noctabBndemMmble BHEWHUMU NOCTaBLUUMKaMU,
cooTBEeTCTBOBalin yCtTaHOBJIEHHbIM Tpe6OBaHI/IFIM naGopaTopMM nnn, Korga 3T1o NpMMEeHnMo, Tpe6OBaHVIFIM
HacToduwero craHgapTa, npexane 4em OHU 6y,u,yT MCNoJ1b30BaHbI B pa60Te nnn HenocpeancTtBeHHO nepegaHbl
3aKa34uKy;

d) ocyulecTBieHusA Kakux-nmbo OencTBuii no pe3ynbTatamM oueHnBaHNUA, MOHUTOPUHIra OeATENIbHOCTU
n nepnoan4ecKkoro oueHmnBaHmd BHEWHNX NOCTaBLKMKOB.

6.6.3 JlabGopaTopuss pormkHa MHGPOPMMPOBATbL BHELLUHMX MOCTABLUMKOB O CBOMX TpeboBaHWsSIX B
OTHOLLEHWM:

a) NnpegocTaBnsaeMbIX NPOAYKLUUN U YCAYT;

b) kpuTepres npnemkuy;

C) KOMNETEHTHOCTU, BKItoYasa TpeboBaHUs K kBanndukaumm nepcoHana;

d) gesaTenbHOCTW, KOTOpYK nabopaTopusi UMM ee 3aKka34uK HaMepeHbl OCYLLECTBUTbL Ha TEppUTOpUn
BHELLUHEro NocTaBLUMKa.

7 Tpe6oBaHusA K npoueccy

7.1 PaccmoTpeHue 3anpocoB, TeHAEPOB U AOroOBOPOB
7.1.1 NabopaTopus OOMmkHA UMETb Npouenypy ANs pacCMOTPEHUS 3anpoCcoB, TEHAEPOB U AOrOBOPOB.

Mpouenypa gomkHa obecrneynBathb, YTO:
a) TpeboBaHuMs Haanexalmm o6pas3om onpeaeneHbl, OKYMEHTUPOBaHbI U NpaBUSIbHO MOHUMAOTCS;
b) nabopatopus pacnonaraet BO3MOXHOCTAMU U pecypcamu ans BbINOSIHEHNS TpeboBaHuWI;
C) B crnydae npvBIEeYEHNss BHELUHMX MOCTABLUMKOB BbIMOMHATCA TpeboBaHusa 6.6 n nabopartopus
npegnaraeT 3akas3uyuky, 4ToObl KOHKpeTHasi nabopaTopHasi AesTenbHOCTb Oblfa BbINOMHEHA BHELUHUM

NoCTaBLUMKOM, U Nony4yaeTt ogoGpeHne 3akasymka.

I'Ipmmeanme 1 - an/IHFlTO, 4yToO na6opaTopHaﬂ 0EeATEeNIbHOCTb MOXEeT OCyLeCTBNATbCA BHELWHUM
NOCTaBLUMKOM B TeX Cly4vadXx, Korga:
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- na6opaTopMﬂ pacnonaraet pecypcamMn m KOMNETEHTHOCTbIO AN1A OCyLeCTBIEeHNUA OeATeNIbHOCTH,
OdHaKoO B cuny HenpeaBunaeHHbIX 0OCTOATENBCTB OHA HE B COCTOSIHUM BbIMOSHUTL €€ YaCTU4YHO Win
NOJIHOCTbIO;

- na60paTopV|$| He pacnoaraet pecypcamm WM KOMMNETEHTHOCTbKD AJid  OCYLWEeCTBJIEHUA
OEATEeNIbHOCTMW.

d) BbIOpaHbl COOTBETCTBYOLLME METOAbI UMM METOAMKM 1N OHU CMOCOOHBLI YAOBNETBOPUTL TpeboBaHMSA
3aKa34mMKOB.

MpumeyaHue 2 - [Ing BHYTPEHHUX UMM NOCTOSIHHBIX 3aKa34YMKOB pacCMOTPEHME 3anpocoB, TEHAEPOB U
J0roBOPOB MOXET ObITb BbINOMHEHO B YNPOLLEHHOM BUae.

7.1.2 Nabopartopusa gormkHa nHdopMmMpoBaTh 3akas4umka, Koraa Metof, 3anpalinBaemMblii 3aka3vymkom,
ABMNSIETCA HENPUMEHUMbBIM UMW YCTaPEBLLMM.

7.1.3 Korga 3akasuvk 3anpalumBaeT 3ak/to4eHNne O COOTBETCTBUM crneundukaumm unm ctaHgapTy Ha
UcnbITaHWs UnNn kanubpoBsky (Hanpumep, roaeH/He rofeH, B Npedenax gonycka/aa npegenamu gonycka), To
cneundvKauus UnuM cTaHgapT WM MpaBuna NPUHATUS PeLleHnn OOMMKHbI BblTb YeTKko onpeneneHbl. Ecnu
NnpaBuUNoO MPUHATUS peLLeHnst He ornpedeneHo B cneuuduvkauum unu ctaHgapte, TO OHO [AOMKHO ObiTb
COOGLLEHO 3aKa34MKy U COrNacoBaHO C HUM.

MpumeyaHwue - [JononHutenbHy nHpopmaunio o 3asaBneHusx o coorsetcteumn cMm. B ISO/IEC Guide
98-4.

7.1.4 NMioGble pasHornacus Mexay 3anpocoM Ui TeHAepOM W OOrOBOPOM AOSKHbI ObiTb YCTpaHEeHbI
[0 Havana nabopaTopHoW AeaTenbHOCTU. Kaxabli [OroBop [AOMKEH OblTb NpUEMIEMbIM Kak Aans
nabopaTopuu, Tak U Ans 3akasduka. OTKNOHEHMSI OT MOJSIOXKEHW OOoroBopa Mo 3anpocy 3akasynka He
[OJIKHbI BUSITb HA 06 BEKTUBHOCTL NabopaTopmm UN JOCTOBEPHOCTL €€ Pe3ynbTaToB.

7.1.5 3akasuvk gomkeH BbiTb TPOUHGOPMNPOBAH O NIOO6OM OTKIIOHEHWUW OT YCIOBUI AOrOBOPA.
7.1.6 Ecnn B JoroBop BHOCATCHA M3MEHEHMS Mocne Toro, kak pabota Hayanacb, aHanuM3 gorosopa
AOmKeH ObiTb npoBedeH MOBTOPHO U Ntobble M3MEHEeHWs OOSKHbl ObiTb AOBedeHbl A0 CBedeHMs BCeX

COTPYAHUKOB, Ha AeATEeNIbHOCTb KOTOPbLIX BJIMAKOT AAaHHbIe USMEHEHUA.

717 J'Ia6opaTopV|;| OOJDKHa COTpyAHUYaThb C 3aKa34nkaMmuy unn ux npencrasutendamm and yrtoqyHeHus
3anpocoB 3aKa34nka u HabnogeHUs 3a AesaTeNbHOCTbIO na6opaTopvw|, BbIMNONHSAOLLEN paGOTy.

I'Ipmmeanme - Takoe COTPYyAHUYECTBO MOXET BKIHO4aTb:

a) obecrneyeHre NpYemrnemMoro AocTyrna K COOTBETCTBYOLLMM 30HaMm nabopaTtopun Ansi HabnoaeHus
3a nabopaTopHO AEATENbHOCTLIO, BLIMOMHAEMON At KOHKPETHOIO 3aKa3unka;

b) noarotoBKy, ynakoBKy U oTnpaBky 06beKTOB, HEOBX0ANMbIE 3aKa3uUKy C Lienbio NPOBEPKU.

7.1.8 3anucu no aHanuay, BKoYas nobble 3Ha4YMTeNbHbIE U3MEHEHMWS, OOIMKHbI COXpaHATbCA. Takke
OOIDKHblI COXPaHATbLCHA 3anvMcy COOTBETCTBYHOLLUMX MEPEroBOPOB C 3aKa3vMKOM, Kacatowimecs TpeboBaHwi
3aKasyuka Unu pesynbTaToB NabopaTopHoW AeATENbHOCTH.

7.2 Bbi6op, BepudmKauma 1 Banugaums MeToaoB

7.2.1 Bbi6op u Bepudmkaumsa metonoB
7.2.1.1 NabopaTopusi JOIMKHA NPUMEHATb COOTBETCTBYIOLLUME METOAbI M METOAMKU AN BCEX BUOOB
nabopaTopHON AeATENbHOCTU U NPU HEOOXOOUMOCTM AN OLEHMBAHUS HEONPEAENeHHOCTU U3MEPEHUIA, a
Takke cTaTUCTUYecKne MeTodbl ANsl aHanm3a AaHHbIX.

MpumeyaHne - TepmuH "meToa", MCMOMb3yeMbI B HacToslleM cTaHgapTe, U TepMuH "MeToauka
nsmepeHnin", npuseaeHHsin B ISO/IEC Guide 99, moryT paccMaTpuBaTbCs KAk CUHOHUMBbI.
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7.2.1.2 Bce meToabl, METOAMKA MU COMYTCTBYIOLLME OOKYMEHTbI, TakMe Kak MHCTPYKUWUW, CTaHZapThl,
pyKOBOACTBA MO 3KChnyaTauum W CrnpaBOuYHble [daHHble, MMeKLWMe OTHOWeEHUe K nabopaTopHoW
OEATENbHOCTW, [AOMKHbI MOAAEPXKMBATLCS B aKTyanbHOM COCTOSIHUM WM OblTb NErkogoCTYMHbIMU - Ans
nepcoHana (cm. 8.3).

7.2.1.3 JlabopaTopus gosmkHa obecneynTb NpMMEHEHUe nocnegHen gencTeyoLen pegakumm MeToaa,
3a VCKIMIOYEHNEM CryvaeB, Koraa ee npuMMeHeHue SBNSAeTCsl HelenecoobpasHbiM UM HEBO3MOXHBLIM. [pu
HeobxoOMMOCTM ANA MPUMEHEHUs MeToda [OOIMKHbl ObiTb paspaboTaHbl AOMOMHUTENbHbIE YTOYHEHWS,
yTO6BI 0BECNEUYNTh Ero HEMPOTUBOPEUYMBOE NPUMEHEHUE.

MpumeyaHne - MexayHapogHble, pervoHanbHble WM HauMoHanbHble CcTaHgapTel unu  apyrue
Nnpu3HaHHble TexHuYeckue TpebGoBaHus, codepXkallMe AOCTAaTOYHYI0 M TOYHYH MHGOpMaUMIo O TOM, Kak
OCYLLECTBNATb NabopaTopHylo AesTeNbHOCTb, He TpebyeTcss AOMOSHATL MM MepenucbiBaTtb B KayecTBe
BHYTPEHHMX Mpouedyp nabopatopuu, ecnuM 3TW CTaHOapTbl HanMMcaHbl TakuM 06pa3oM, 4TO MOryT
NPUMEHATLCA MPOM3BOACTBEHHBIM NepcoHanom natopatopun. [ns BapuMaTUBHbLIX 3TANoB MeToga vnu Ans
[AOMOJSIHMTENbLHOTO MOAPOOHOrO OMMCaHUs MOXET MoTpeGoBaTbCA MNpPedoCTaBfeHe  AOMOSHUTENbHO
AOKYMeHTaLuu.

7.2.1.4 Korga 3aka3uuk He onpegensetr MeTod, KOTOpbIi HeobxoAMmo NpUMeHHATb, nabopatopus
OOomkHa BblIOpaTb NOOXOASAWMN METod CaMOCTOSTENbHO U MpouHgopMmmnpoBaTb 006 3TOM 3akasuuka.
PekomeHgyetcss wucnonb3oBaTb MeTOAbl, OMNyONMKOBaHHble B MEXAYHapOOHbIX, PEerMoHanbHbIX WNn
HauMOHarmbHbIX CTaHgapTax, nNMbo peKoOMeHOOBaHHble aBTOPUTETHLIMU TEXHUYECKMMU OpraHvM3aumsmu,
nMbo OnuCaHHble B COOTBETCTBYIOLUMX HAyYHbIX CTaTbaX WM >XypHanax, nnbo yCTaHOBMEHHbIe
nsrotosutenem obopynosaHus. Takke MOryT NPUMEHATbCA MeTOoAbl, pa3paboTaHHble nabopatopuen unm
MOAMULNPOBAHHbIE.

7.2.1.5 [Jo BHegpeHnss meTodoB B paboTy nabopartopus OOMmKHa MNOATBEpPAMTb, YTO OHa MOXeT
Hagnexawmm obpa3om NpuUMeHaTb BbiOpaHHbIe MeToabl, obecneunBasa Tpebyemoe mMcnonHeHue. 3anmcum o
Bepudmkaymm OOIMKHbI COXPaHATbLCS. Ecrim N3MeHeHust B meToa Obinn BHECEHbI
opraHu3aunen-pa3pabdoTymkom, To Bepudmkauma AomkHa ObiTb NpoBefeHa MOBTOPHO B HEOOXOAMMOM
obbewme.

7.2.1.6 lMpn HeobxoammocTn pas3paboTkM HOBOrO MeToda AOImkeH ObiTb cocTaBneH nnaH paboT u
Ha3HayeH KBanMUUUPOBaHHbIN NepcoHan, obecneyeHHbIn HeobxoaumbiMu pecypcamun. B npouecce
pa3paboTkun MeToda OO/MKHA MPOBOAMTBLCS Mepuoamyeckas oueHka paboT C uenbio NOATBEPXKAEHUS TOro,
4yTO TPeboBaHUA 3aka3uyuka BCe eLle BbINOMHsTCA. Jllobble M3MEHeHUs, BHOCMMbIE B NiaH paboT, 4OIMKHbI
ObITb 0A00OPEHBI U YTBEPXKOEHDI.

7.2.1.7 OTKNOHEHME OT METOAOB AN BCEX BUOOB NabopaTopHOn AeATENbHOCTM AOMMKHO JOMYyCKaTbCs
TONbKO TOrA4a, Koraa 370 OTKINOHEeHWE 0OPMIIEHO AOKYMEHTANBbHO, TEXHNYECKM 06GOCHOBAHO, YTBEPXKAEHO U
NMPUHATO 3aKa3ynKoM.

MpumeyvaHue - Cornacue 3akasymka Ha OTKNOHEHUS MOXeT BbITb 3apaHee OroBopeHo B 10roBOpe.

7.2.2 Bannpauma meToAoB
7.2.21 [Jlabopatopuss [dorkHa MpPOBOAMTb BanugauuMilo HecTaHOapTHbIX MeTodOoB, MeTOAOB,
pa3paboTaHHbIx nabopatopven, u cTaHAApPTHbIX METOAOB, WMCMONb3yeMblX 3a npegenamu ux obnactu
NPUMEHEHNS UMK KakUM-NMBO MHbIM 06pa3om moamdumumpoBaHHbIX. Banuaaumsa gomkHa OblTb HACTONBKO
MOSHOMN, HAacKOMbKO 3TO Heobxoaumo, YToObl OoTBeYaTb MOTPEOHOCTAM AaHHOrO NPYMEeHeHUst unu obnacTu
NPUMEHEHMS.

Mpumeyanne 1 - Banupauus moxeT BKoYaTbh npoueaypbl oTbopa obpasuoB, obpaileHus C
ob6BbekTamMy UCNbITAHUS MU KanMBPOBKM M UX TPaHCMOPTUPOBKW.

MpumeyaHue 2 - [ing Banugaumm MeToga MOXEeT MPUMEHATbCA OAMH U3 cnegylwmx cnocobor nnbo
NX KOMBUHaLMS:

a) KanubpoBka UMM OLEHMBAHME CMELLEHUS U MPELM3NOHHOCTM C WUCMOMb30BaHNEM 3TarloHOB MM
cTaHaapTHbIX 0bpa3LoB;

b) cucremMmatTnyeckasa oueHka (*)aKTOPOB, BITUAKOLWNX Ha pe3yrbTarT,
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C) NpoBepka YCTOMYMBOCTU MeToAa NMOCPEACTBOM M3MEHeHUs! yrpaBnsieMblX napamMeTpoB, Takux Kak
Temnepartypa B TepMocTaTe, 4o3UpyeMbIii 06beM;

d) cpaBHeHWe C pe3ynbTaTamu, Noy4eHHbIMW C MOMOLLBIO APYrMX BannamMpoBaHHbIX METOAOB;
€) mexriabopaTopHbIe CNYEHUS;

f) oueHuBaHMe HeonpeaeneHHOCTU WU3MEpPeHU, CBA3aHHOW C pe3ynbTaTaMu U3MEpPEeHun, Ha
OCHOBaHUM NOHUMaHUS TEOPETUYECKMX MPUHLMNOB MeToAa M OnbiTa ero peanunsaumm npu otoope obpasuos
UnNu NpoBeaeHUN UCNbITaHUN.

7.2.2.2 Npn BHECEHMN U3MEHEHUI B BaNUOUPOBAHHbIN METOA UX BNUSAHME OOJPKHO ObiTb OnpeaeneHo
N, B cnydyae ecnu ObINI0 YCTAHOBIEHO, YTO OHU OKa3biBAOT BIIMSHWME Ha MepBOHAYanbHYyl Banugauuio,
JommkHa bbITb BbINONTHEHA HOBas Banvaauusa Metoaa.

7.2.2.3 XapaKTepVICTVIKVI BanmagnpoBaHHbIX MEeTOAdOB, OuUueHeHHble AOna npepgnofiaraemoro
Mcnonb3oBaHuA, OOJIKHbI COOTBETCTBOBATL I'IOTpe6HOCT$|M 3aKa34nKoB N YCTaHOBJIEHHbIM Tpe6OBaHI/IFIM.

lMpumevaHne - XapakTepucTukm MeToda MOryT BKMAYaTb (HO HEe OrpaHu4MBaTbCs) AmanasoH
N3MepeHu, TOYHOCTb, HeonpedeneHHOCTb pe3ynbTaToB M3MepeHun, npegen obHapyxeHus, npegen
KONMMYECTBEHHOTO  onpedeneHuns, wusbupaTenbHOCTb MeToda, JfIMHENHOCTb, MNOBTOPSEMOCTb  MIK
BOCMPOM3BOANMOCTb, YCTONYMBOCTb K BHELUHMM BO34EWCTBUSAM Unn adpdektam BNMsHUS matpuubl obpasua
UNN UCNbITbIBAEMOro 06bEKTa U CMELLEHME.

7.2.2.4 JlabopaTtopust AoMmMKHA COXpaHsTh CrieaytoLimne 3anmucy o Banungauuu:

a) MCNonb30BaHHYO Npoueaypy Banuaauuu;

b) nepeyeHb TpeboBaHMI;

C) onpegeneHne xapakTepucTuk MeToaa;

d) nony4yeHHble pe3ynbTaThl;

€) 3aKIlo4YeHne O MNpUrogHoOCTM MeToda BMecTe C MoAapoOHbIM OMUCAHWEM €ro COOTBETCTBUS B

OTHOLWEeHNN npeagnosfiaraeémMoro Ncrnosjib3oBaHuA.

7.3 OT60p OGpasuoB
7.3.1 B cnyyae korga nabopatopus npoBogutT oTbop 06pasuoB BellecTB, MaTepuanoBs wunu
NpoAyKUUM ANs NocnenyrLwmux UCTIbITaHUA UNn kanMbpoBKKM, OHa OOMMKHA MMETb NNaH u Metoabl ux oTbopa.
MeTtog otbopa 0b6pa3uoB AOMMKEH Yy4YUTbiBaTb (PakTopbl, KOTOPble HEOBXOAMMO KOHTPONMpoBaTb, YTOObI
obecneunTtb LOCTOBEPHOCTb Pe3ynbTaToOB MOCNEAYIOLMNX WUCMbITAHUA unu kanubposku. MnaH n meTton
oTbopa 06pasuoB AOMKHbI OblTb AOCTYMHbI Ha MecTe npoBedeHusd oTtbopa. lMnaHbl oTGopa obpasuos
[OOIMKHbI OCHOBbIBATbLCS, KOra 3To LienecoobpasHo, Ha COOTBETCTBYHOLLMX CTAaTUCTUYECKUX METOAAX.

7.3.2 MeToabl oT6opa 06pasL0oB OOMKHbI ONUCLIBATL:
a) BblOop 0Opa3uoB unu To4ek otbopa;
b) nnaH ot6opa 06pasuos.;

C) nopgrotoBky unuM ob6paboTky obpasua(oB) BellecTBa, mMaTepuana WnNu NPOAYKUMM C LENbHO
nony4eHuns Tpebyemoro obpasua Ans nocneayoLwero NPOBEAEHNS UCNbITAHUIA UMW KanNnGpOBKM.

MpumeyaHwue - MNocne Toro kak obpasey, nony4veH naboparopuen, ganbHenwee obpalleHme, KOTopoe
MOXET noTpeboBaTbCs, ONUcaHo B 7.4.

7.3.3 JlabGopaTopusi fomkHa COXpaHsiTb COOTBETCTBYHLWME 3anucu o6 oTbope 06pa3uoB, KOTOPbIN
COCTaBNsieT YacTb NPOBEAEHHbIX WUCNbITAHUA MNN KanubpoBku. Takue 3anuMcu OOMMKHbl BKMNOYaTb B cebs
(ecnun npuMeHMMO):
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a) CCbINIKY Ha MPMMEHEHHbIN MeTog oTbopa 06pasuoB;
b) paty n Bpems ot6opa 06pasLos;

C) [OaHHble Ans  WAeHTUdWKauMM W onucaHus obpasua (Hanpvmep, HOMeEp, KONMYECTBO,
HanuMeHoBaHue);

d) ngeHtndumkaumno nuua, BeINONHMBLLETO OTOOP 06pa3LoB;
€) naeHTndmrkaLmno NCNonL30BaHHOro obopyaoBaHus;
f) ycrnoBus okpyxatoLLen cpefbl U TPaHCNOPTUPOBKY;

g) CXeMbl UNu Apyrue aKBMBaneHTHble cnocobbl naeHTUdMKaumm mecta otéopa o6pasLoB, ecim 3To
HeobxoauMo;

h) OTKITOHEHWUA, AONOJTHEHNUA UM UCKITIOYEeHNA U3 MeTo[da U niaHa 0T60pa O6pa3LI,OB.

7.4 O6paweHne c 06 beKTaMM UCNbITAHUWA UITN KaNnMBOpPOBKU

7.4.1 Jlabopatopusa QomxkHa MMETb npoueaypy Ans TPaHCNOPTUPOBKM, MOMyyYeHUs OBBLEKTOB
UcnbITaHUM NN Kanubposku, obpalleHns ¢ obbekTamm UCMbITAHUA UM KannbpoBKK, 3aLUNTbI, XPaHEHWS,
obecneyeHns COXPaHHOCTU, YHUYTOXEHMS UM BO3BpaTa 0OBHEKTOB MCMbITAHUA NN KannbpoBKK, BKMOYas
BCE YCIOBUWS, HEOOXoAMMble AN 3aliMTbl LEeNOCTHOCTU OOBbEKTOB UCTbITAHWUIA UMM KanmbpoBKN 1 3aluuThl
nHTepecoB nabopatopum M 3akaszyuka. [ormkHbl OblTb NPEeAnpUHSITBI Mepbl NPEAOCTOPOXHOCTU, YTOObI
n3bexaTb yXyOWeHUss CBOWCTB, 3arpsi3HEHMsl, MOTepyu WM MNOBPEeXOeHWs OOBbEKTOB npu obpalleHuw,
TPaHCMOPTUPOBKE, XPaHEHUW/OXUOAHUM U MOATOTOBKE K WCMbITAHMAM wWnn kanubposke. WHCTpyKumMm no
obpalLeHnto ¢ obbekTamu, NpeaocTaBnNeHHbIE BMECTE C HAMM, JOIMKHbI ObITb COOMIOAEHBI.

7.4.2 JlabopaTopusi OOMKHA UMETb YeTKyl cucTemy uaeHTUdUKauum obbeKkTOB WUCMbITAHWN UMK
Kanmbposku. VgeHTudurkauma [OMKHA COXPaHATLCH, NOKa OOBLEKT HaxoauTCs nod OTBETCTBEHHOCTbIO
nabopartopun. [JaHHas cuctema gorxHa obecnedmBaTtb, YTO 0ObekTbl He ByayT nmepenyTaHbl U3NYECKU
WNW NMPU CCbINIKE Ha HUX B 3anucax wnu apyrux gokymeHtax. Cuctema maeHTMdukauum JomkHa, ecnm aT1o
HeobXx0AMMO, y4MTbIBaTb pasgeneHne oobekTa unum rpynmnbl 06 HLEKTOB U X NEpeMeLLEHNe.

7.4.3 MNpw nony4yeHnn obbeKTa UCNbITAHUA UM KanMBOPOBKN OTKITOHEHUS OT YCTAHOBIIEHHbIX YCIOBUN
OOIMKHbI ObITb 3aperucTpupoBaHbl. ECnnm ecTb COMHEHMs OTHOCUTENbHO MPUroAHOCTM obbekTa Aans
UCMbITaHWSA WU KanMOpOBKM WM ecnm OOBbEKT He COOTBETCTBYET MpeACTaBfEHHOMY OMUCaHUI, TO
nabopartopusi, nepes TeM Kak NpoAomknTb paboTy, AormkHa 06paTUTLCA K 3aKka3yuKy 3a JOMONHUTENbHBIMM
WHCTPYKUMSIMA U 3apernctTpupoBaTb pesynbTaTtbl 3TOro obcyxaeHus. Ecnu 3akasuuk TpebyeT nposecTu
UcnbiTaHMe unum KanubpoBKy KaKkoro-nmbo obObekTa, NpusHaBas OTKMOHEHWE OT YCTAHOBIMEHHbLIX YCIOBUW,
nabopaTtopus JOIMPKHA BKOYUTL B OTHET 3aK/IOYEHME O TOM, Ha Kakue pesyrnbTaTbl MOTyT MOBNUATb AaHHbIE
OTKINOHEHMUS.

7.4.4 B cnydae ecnu obbekTbl HEOOXOAMMO XPaHWTb WM KOHOAWUMOHWPOBATL MPU OMNpeaerieHHbIX
YCIOBUSIX  OKpyXatlolen cpefbl, 9TM  YCMNoBMA  OOIMKHbI  NOOAEPXMBATBCH, KOHTPONMMPOBaTbCA WU
perncTpnpoBaThCs.

7.5 TexHu4eckue 3anucu

7.5.1 NabopaTopusa gomkHa obecrnevnBaTb HanuMuMe B TEXHUYECKUX 3anmMcAX Afst Kaxaoro Bvaa
nabopaTopHoOn OeATENbHOCTUN pe3ynbTaToB, OTYeTa U AOCTAaTOYHOW UHGpOPMaLIUK, NO3BONSIOLLEN, eCrn 3TO
BO3MOXHO, I/Ip,eHTI/ICbI/ILlI/IPOBaTb CbaKTOpr, Brnawwine Ha pesynbtat U3MepeHua U CBA3AaHHYHD C HUM
HeonpeaeneHHoCTb U3MEepPEeHUn, a Takke 00ecrneynTb BO3MOXHOCTb MOBTOPHOrO MPOBEAEHUS OaHHOW
nabopaTopHON OeATEeNbHOCTU B YCINOBUSIX, MaKCMManbHO OnM3KMX K MepBOHayanbHbIM. TexHu4eckue
3anncn OOoJNKHbl BKINOYaTh AaTy U CcBeAeHUA O nepcoHane na6opaTopv||/|, KOTOprI7I HeceT OTBETCTBEHHOCTb
32 Kaxablh BuA abopaTopHOW [eATEeNnbHOCTM U 3a MPOBEPKY [AaHHbIX U pe3ynbTaTtoB. [lepBUYHbIE
HabnaeHusl, OaHHble U pacyeTbl OOIPKHbI ObITb 3anuMcaHbl B MOMEHT, KOr4a OHW ObIn MOMyYeHbl, U
OOIMKHbI OTOXAECTBNATLCA C KOHKPETHOW paboToMn.

7.5.2 [Iabopatopuss [OofkHa obecrneuvBaTb MPOCMEXMBAEMOCTb W3MEHEHWUN, BHOCUMBLIX B
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TeXHN4eCkme 3anucu, K npeabigywiuMm BepCcusam nmbo K nepBnYHbIM HabntogeHunsam. U nepBu4HbIEe, "
M3MEeHEHHbIe AaHHble U CpaVIJ'IbI OOJTDKHblI COXPaHATLCA C yKa3aHMeM OaTbl BHECEHUA N3MEHEHN, CBeEeHNI
00 acnekTax, npertepneswnx NAMeHeHns, n nmuax, OTBETCTBEHHbIX 3a AaHHble UBMEHEHUA.

7.6 OueHnBaHMe HeonpeneneHHOCTU N3MepeHumn
7.6.1 JlabopaTtopun [OOMMKHbI oOnpegenaTb BkNag(bl) B HeonpeneneHHoCTb uaMepeHun. [pu
OLeHMBaHUM HeonpeaeneHHOCTU M3MEPEHUNn BCe CYLLECTBEHHble BKMadbl, B TOM YUCME CBSA3aHHble C
oTbopoM 06pa3uoB, AOMKHbI YYUTLIBATLCSA C NPUMEHEHNEM COOTBETCTBYHOLLUX METOLOB aHanms3a.

7.6.2 NNabopaTtopus, BbINOMHSAOLWAA KannbpoBKn, B TOM Yncre cobcTBEHHOro 060pyaoBaHUA, AOMKHA
OLEeHNBaTb HEONMpPeAEeNeHHOCTb M3MEPEHUI AN BCeX KannbpoBoK.

7.6.3 J'Ia60paTopV|s=|, BblIMOJTHAOWanA UCNbiTaHnA, AOJHKHA oUueHMBaTb HeonpenesieHHOCTb M3mepeHm7|.
B Tex cnyyadax, Korga meton ucnbiTaHUn UCKo4YaeT CTpOryro OUEHKY HeonpenesieHHOCTU M3mepeHm7|,
oueHmBaHmne OOJKHO NMpoBOOUTBLCA Ha OCHOBE NMOHUMAaHUA TEOPETUYECKUX NPUHUNNOB UM MNMPaKTU4YEeCKOoro
onbiTa BbINOJIHEHNA MeTOoOa.

MpumeyaHne 1 - B cnyyae ecnu xopowo M3BECTHbIN METOA MCNbITaHWW ycTaHaBnvBaeT npegensl
3HAYeHN OCHOBHbLIX MCTOYHUKOB HeOoNpeaerneHHOCTU WM3MEpeHWn M ykasbiBaeT (popmy npeacTaBreHus
pe3ynbTaToB BbIMUCIEHWI, cYMTaeTCcd, 4TO nabopartopusi BeinonHuna TpebosaHusa 7.6.3, cnegya metoay
NCMbITAHMIN N UHCTPYKUMM NO NPeACTaBneHnto pe3ynbTaTos.

MpumeyaHne 2 - Tpu MCNONb30BaHMU KOHKPETHOro MeToda, AMns KOTOpOro HeonpeaeneHHoOCTb
pe3ynbTaToB WM3MEpEHWA yxe Oblna yCTaHOBMEHa W MOATBEPXAEHA, HEeT HeoOXOAMMOCTM OueHMBaTb
HeonpedeneHHOCTb  M3MEPEHUn  Ona Kaxdgoro  pesynertara, ecnu  nabopaTtopus  MOXeT
NPOAEMOHCTPMPOBaTh, YTO BbISIBNIEHHbIE KpUTUYECKME (DaKTOpbl, OKa3blBalOLMe BIAMSHWE, HAaxXo4AaTCca noja
KOHTpOmneM.

Mpumevanune 3 - Onsa nogpobHon mHdopmauun cm. ISO/IEC Guide 98-3, ISO 21748 u ctaHgapThl
cepum ISO 5725.

7.7 ObecneyvyeHne AOCTOBEPHOCTU pe3yribTaToB
7.7.1 JlabopaTtopusi 4OMMKHA UMETb Npoueaypy ANS MOHUTOPUHIa JOCTOBEPHOCTM pe3ynbTaToB CBOEMn
aeatenbHocTW. [lonyyeHHble AaHHble OOMKHbI PerMcTpMpoBaTbCs TakMum 06pasom, 4YToObl MOXHO Obino
BbISIBUTb TEHOEHUMW, U TaM, FAe 3TO MNPaKTUYECKM BO3MOXHO, AOSMKHbI MPUMEHATLCA CTaTUCTUYECKue
MeToAbl AN aHanu3a pe3ynbTaToB. [JomkeH ObiTb COCTaBMEH MilaH Takoro MOHUTOPUHIA Y NPOBOAMTLCS €ro
aHanu3. MOHUTOPWHT JOIMKEH BKNOYATh (HO He orpaHM4mBaThCsl), rae LuenecoobpasHo, cneayoLlee:
a) ucnonb3oBaHWe cTaHAapTHbIX 06pasLoB nnv obpasuUoB ANS KOHTPOMS KavyecTBa;

b) ncnonb3oBaHne anbTepHaTMBHOrO 060OPYAOBAHUA, KOTOpPOE ObINo KanMbpoBaHo, Ana obecneveHus
NPOCNEeXNUBaeMOCTUN pe3ynbTaToB;

C) npoBepky(1) MYHKLNOHNPOBAHNS U3MEPUTENBHOIO U UCMbITaTeNbHOro 060pyaoBaHus;

d) NCcnonb30oBaHNE KOHTPOJIbHbIX WUIn pa6qux 3TalIOHOB C BeAEeHUEeM KOHTPOIJIbHbIX KapT, rae 3T1o
NPUMEHNMO;

e) NPOMEXYTOYHbIE NMPOBEPKN N3MEPUTETIBHOIO OGOpy,D,OBaHI/IFl;

f) NOBTOPHbIE WCMbITAHWSA UMW KAanUMBPOBKU C MCMOMb30BaHWEM OOHOMO W TOrO X€ WMN PasfuyHbIX
METO/OB;

g) NOBTOPHbIE UCMbITAHWSA UITN NMOBTOPHYHO KannbpoBKy XpaHALWMXCS 06pa3sLoB;
h) koppensaumto pe3ynbTaToB AN pasfMyHbIX XapakTepucTuk obpasua;
i) aHann3 Nony4YeHHbIX JaHHbIX;

j) BHyTpunabopaTopHble CrNYeHUs:;
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k) ucnbiTanus wmdgpoBaHHoro(bix) obpasua(os).

7.7.2 NaGopatopusi OOMMKHA OCYLUECTBNSATE MOHUTOPUHI CBOEN AESTENbHOCTU NMyTEeM CpaBHEHWS C
pesynbTatamy Opyrux nabopaTopuidi, ecnyM 3TO BO3MOXHO W MPUMEHMMO. TakoW MOHMUTOPWHI [OJTKEH
nraHMpoBaTbCs, WM €ro pesynbTaTbl JAOMKHbI aHanuaupoBaTtbes. OH  OOMkeH BKYaTb (HO He
orpaHu4YMBaThCS) criegyoLne MeponpusTUs NN OOHO U3 HUX:

a) yyacTue B NpoBepkax kBanmdukauum.

Mpumevanne - B ISO/IEC 17043 npuBegeHa pgononHuTenbHas uWHGOpMauus O MpoBepKax
KBanudpukaumm u O npoBangepax npoBepku kBanudwmkaumu. [MpoBangepbl NPOBEPKU KBanudukaumu,
KoTopble BbINonHAT TpeboBaHus ISO/IEC 17043, cuMtaroTcs KOMNETEHTHBIMU;

b) yyactue B mexnabopaTopHbIX CIIMYEHUSIX, OTIIMYHBIX OT NPOBEPOK KBanudukalum.

7.7.3 [laHHble, NONYyYEHHbIE C MOMOLLBI MOHUTOPUHIA, AOMKHbI aHANU3MPOBAaTLCS WM UCMONb30BaTLCS
Ana ynpaeneHus nabopaTopHoW AeATENbHOCTLIO, @ Takke MO BO3MOXHOCTU AN BHECEHUS YNyYlUEeHWUA B
paboty nabopatopun. Ecnm 6bino obBHapykeHo, 4YTO pesynbTaTbl aHanusa AaHHbIX, MOMYYEeHHbIX Mpu
MOHWUTOPWHIE, BbIXOAAT 3@ paMKM  YCTAHOBMEHHbLIX  KpuTepueB, HeobXooumMo  NpeanpuHsiTb
COOTBETCTBYHOLUNE OENCTBUS C LieNbio NPeAoTBPaLlEHMs BKIOYEHUS B OTYETHYIO JOKYMEHTALMIO HEBEPHbIX
pe3yrbTaToB.

7.8 MNMpeacTaBneHne oTYETOB O pe3ynbTaTax

7.8.1 O6LwWue nonoxeHus
7.8.1.1 Pe3ynbTaTbl A0MKHbI ObITb pPACCMOTPEHbI U YTBEPXKAEHBI 40 UX Bblaauun.

7.8.1.2 Pe3ynbTaTtbl OMKHbI ObITb NpeacTaBieHbl TOYHO, YETKO, HEABYCMbICIEHHO 1 OGBEKTUBHO, Kak
npaswuno, B hopme oTyeTa (Hanpumep, oT4eT 06 UCMbITaHMAX, CBUOETENLCTBO (CepTndmkaT) 0 Kanmbposke
nnn akT otbopa obpa3uoB) 1 JOSMKHbLI BKOYaTL B cebs BCO MHAOPMALIMIO, COMNAacoBaHHYIO C 3aKa3ynMKoM 1
HeobXxoAMMYO ANs UHTepnpeTauny pe3ynbTaTos, a Takke BCo MHopmauumio, Tpebyemyio B COOTBETCTBUN C
npMMeHseMbiM MeTogom. Bce odopmneHHble oT4eThbl JOMKHbI ObiTb COXpaHeHbl B KaYyeCTBE TEXHUYECKUX
3anucen.

I'Ipmmeanme 1 - Ona uenen HacrtosLlero CTaHOapTa OT4eThl 006 uChblITaHUSAX K CBMAETENbCTBA
(CepTI/ICbVIKaTbI) (0} KaJ'IVI6p0BKe nmHorga MOryT HasblBaTbCA MNPOTOKOJN1aMun ucnblTaHMA U oT4YeTamMn o
KaJ'IVI6POBKe COOTBETCTBEHHO.

MpumeyaHune 2 - OTYeTbl MOTyT ObITb M34aHbI HA OYyMaXXHOM HOCUTENE UM C MOMOLLLHO SNEKTPOHHbIX
CPEACTB Npu yCroBuK, YTo TpeboBaHMSA HACTOALLEro CTaHAapTa BbINOSIHEHbI.

7.8.1.3 lpwn cornacoBaHnn C 3aka3yMkoM pe3ynbTaTbl MOryT ObiTb NpeacTaBfeHbl B YNPOLLEHHOM
Buae. Jliobble cBeadeHusl, ykasaHHble B 7.8.2-7.8.7, KOTOpble He Obinu nNpeacTaBreHbl 3aKas3yuky, AOIMKHbI
ObITb NErkogOCTYMHBbIMMU,

7.8.2 O6wume TpeboBaHUs K oTyeTaM (00 UCMbLITAHUAX, KANMOPOBKe UNU oT60pe ob6pa3LoB)
7.8.2.1 B uensix MUHMMU3AUUM BO3MOXHOCTU HEMPaBWUIIbHOFO MOHUMAHUS WM HEMNpPaBWUSIbHOMO
NCMONb30BaHUS MHPOPMaLMN KaXkabliA OTYET OOMKEH BKMOYaTb Kak MUHUMYM CriefytoLyto MHgopmaLmio,
ecnu y nabopaTtopum HET 060CHOBaHHbLIX NMPUYNH HE BbINOMHATL 3TO TpeboBaHue:

a) Ha3BaHue (Hanpumep, "OTyeT 06 ucnbiTaHuax", "CenaeTenscTBo (cepTndmrkaT) O kKanmbpoBke" nnm
"AKT oTOOpa obpasuoB");

b) HaumeHoBaHWe 1 agpec nabopartopuu;
C) MecCTO OCyLLeCTBNEHNsI NabopaToPHON AEATENLHOCTU, B TOM YKCIIe €ClM OHa OCYLLeCTBANach Ha

nnoLlagsx 3akasuvka, NuMbo Ha ydacTKkax, yAaneHHbIX OT MNOCTOAHHbIX NPOW3BOACTBEHHbIX nnowaaen
na6opaTop|/W|, nnbo Ha COOTBETCTBYHOLMX BPEMEHHO UCMOJ1b3yEeMbIX UIKN MOOUNbHbIX 0bbekTax;
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d) yHuKanbHyl uaeHTUdUKaLMo, Ans Toro 4tobbl BCE €ro COCTaBMsioLME BOCMPUHUMANUCL Kak
YacTb O6OLLEro oTYeTa, U YETKYI0 MAEHTUMMKALMIO KOHLA OTYETa;

€) HaMeHOBaHWNEe U KOHTAKTHblE JaHHbIe 3aKasuuka;
f) noeHTUUKaLUNIO NPUMEHAEMOro MeToaa;
g) onucaHue, 0AHO3HAYHYI MOEHTUUKALIMIO M NpYU He0BX0OMMOCTM COCTosHME obpasua;

h) paTty nonydyeHws ob6pasua(oB) Ans wucnbiTaHui unu obbekta kanubpoBkn wn paTty otbopa
obpasua(oB), korga aTo MMeeT BaXXHOe 3HaJYeHve Ang AOCTOBEPHOCTU U NMPUMEHEHUS pe3ynbTaToB,;

i) oaTy(bl) ocylecTBneHns nabopaTopHON AeATENbHOCTY;
j) AaTy Bblga4m oT4eTa;

k) ccbinky Ha nnaH M MeTond oTOopa 006pasuoB, UCMONb3oBaHHbIE nabopaTopueint Unn Opyrumu
opraHamu, eCfiv 3TO BaXXHO AN AOCTOBEPHOCTM UMW NPUMEHEHUS PEe3YbTaToB,;

I) 3asBneHVe o TOM, YTO pe3ynbTaTbl OTHOCATCS TOMbKO K OOGBbeKTam, MmpollewnM WCnbiTaHus,
Kanmbposky nnn otéop;

m) pe3ynbTaTbl, FA€ 3TO NPUMEHUMO, C €AMHULAMN U3MEPEHMS;

N) OONOSIHEHWS, OTKITOHEHWNSI UMW UCKITIOYEHWS U3 MeToAa;

0) aeHTnduKkauuo nuu(a), yreepauBLINX(ero) oTyerT;

p) OAHO3HAYHYIO MAEHTUMDUKALMIO Pe3yNbTaToB, NOMYYEHHbIX OT BHELUHMX NMOCTaBLUMKOB.

MpumeyaHune - BknioyeHve 3asiBNEHUS O TOM, YTO OTYET He AOIMKeH ObiTb BOCNpOM3BEAEH He B
nonHom ob6beme 6e3 paspelleHus nabopaTopum, MoXeT obecneynTb yBEPEeHHOCTb B TOM, YTO 4acTu oTyeTa
He MHTepPNPeTMPYHOTCHA BHE KOHTEKCTA.

7.8.2.2 JlabopaTtopus OOMKHa HECTU OTBETCTBEHHOCTb 3a BCH MHAOPMAaLMIO, NPEeACTaBlEHHYK B
oTyeTe, 3a WCKMNIOYEHMEeM CcryyaeB, Korga WHdOpMauusi npefocTaBnseTcs 3akas3ymkom. [aHHble,
NpeaocTaBrieHHble 3aKa3unKkoM, OOMKHbl OblTb 4eTko maeHTuduumpoBaHbl. Kpome Toro, B cnydae ecnu
nHdopmaumsa nNpeaocTaBeHa 3aka3ynkoM U OHa MOXET MOBMUSATL HAa JOCTOBEPHOCTb pe3ynbTaToB, B OTYET
OOIDKHO ObITb BKIIOYEHO 3asBrieHne ob orpaHvyeHun OTBETCTBEHHOCTM nabopaTopun. B cnyvae ecnu
nabopaTopus He OCYyLLECTBMSAET U He HeceT OTBETCTBEHHOCTM 3a CTaguio oTbopa obpasuoB (Hanpumep,

o6pa3sel 6bi NpeJoCTaBneH 3aKka3yvkoM), B OTYETE AOMMKHO BbiTh OTPaXKEHO, YTO NMOMyYeHHbIe pesynbTaTthl
OTHOCATCS K NPEeAOCTaBleHHOMY 3aka34yvkoM obpasuly.

7.8.3 CneymanbHble Tpe6oBaHMA K oTYeTaM 06 UCNbITAHUAX

7.8.3.1 B gononHeHune k TpeboBaHUAM, NepevncrneHHbiM B 7.8.2, oT4eTbl 06 UCMbITAHUSAX AOIMKHBI,
€Ccrnn 3To HeobXoaUMO ANsl MHTepnpeTauun pe3ynbTaToB UCTbITaHWIA, BKITHOYaTb B cebs cnegyollee:

a) HcpopmMauuio 06 0cobbiX YCIOBMSAX UCTbITAHWI, TAKUX Kak YCITOBUS OKpYXKatoLLEen cpeabl;

b) npn HeobxoanmocTu 3asiBneHne o cCooTBETCTBUM TpeboBaHMAM unu cneumdukaumsm (cm. 7.8.6);

C) rae 370 NPUMEHUMO, HEONPEAENEHHOCTb U3MEPEHUI, NPEACTABIIEHHYIO B TEX XEe eAuMHULax, YTo U
n3mepsiemas BenMunHa, Unmn B OTHOCUTENBHOM MO OTHOLLEHUIO K U3MEPSIEMON BENMYNHE BMAe (Hanpumep, B
npoueHTax), korga:

- 3TO UMEET OTHOLLEHME K OCTOBEPHOCTU NN MPUMEHEHMUIO PE3YIIbTaTOB UCTbITAHWI;

- 9TOro Tpe6yeT 3aKa34uk; Unn

- HeonpeneneHHoOCTb NaMepeHua BInAeT Ha COOTBETCTBME YCTAHOBIIEHHOMY npeaeny;
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d) MHEHWs1 1 MHTepnpeTaumK, rge 3To NPUMEHUMo (cm. 7.8.7);

e) AOONOJTHUTETTbHYIO Mchopmau,mo, KOTOpasa MOXeT I'IOTpe6OBaTbCF| NO KOHKpPEeTHbIM MeToaaMm,
OopraHam BJ1aCTu, 3akKa34dyuMkam Uiy rpynnam 3aka34mnkosB.

7.8.3.2 Ecnn nabopatopus HeceT OTBETCTBEHHOCTb 3a AEATENbHOCTb MO O0TOOpYy 06pasLoB, OTYETHI
06 ucnbITaHMAX OOSMKHBI COOTBETCTBOBAThL TpeboBaHWsM, ykadaHHbIM B 7.8.5, ecnu 910 Heobxoaumo aAngd
WHTepnpeTauumn pesynsTaToB UCMbITAHWUN.

7.8.4 CneuynanbHble Tpe6oBaHMA K cBUAeTeNbCTBaM (cepTucmkaram) o kKanmbépoBke
7.8.4.1 B gononHeHune k TpeboBaHUsAM, NepevncrieHHbIM B 7.8.2, B cBUAETENbCTBA (CepTMduKaThl) o
KanmbpoBKe AOMKHbI ObITb BKITHOYEHbI Ceayowmne CBeaeHns:

a) 3HayeHne HeonpeaeneHHoOCTN N3MepPEeHniA Ang pesynbTata U3MepeHUn, NPeacTaBNeHHoe B TEX Xe
eguHMLax, YTO U u3mepsiemas BeIMYMHa, UM B OTHOCUTENBbHOM MO OTHOLUEHUIO K M3MEPSIEMON BENUYMHE
BMAe (HanpvMmep, B NpoLeHTax).

MpumeyaHne - B cootBetctBuMM c ISO/IEC Guide 99 pesynbTaT u3MepeHus, Kak npaBuno,
Bblpa)XaeTcs OAHWM W3MEPEHHbIM 3HAYEHMEM BENUYMHbI C YyKasaHMeM eOuHULbl W3MEpPEeHMs W
HeonpeaeneHHOCTU U3MEPEHUN;

b) cBegeHns 06 ycnosusax (Hanpumep, YCNOBUSAX OKpYXatlowen cpedbl), MPU KOTOPbIX BbIMOMHANNCH
KannbpoBKM 1 KOTOPbIE MOIMWN OKasaTb BMUSHWE Ha pe3yrnbTaTbl U3MEpPEHUI;

C) 3asBneHne O TOM, kakuMm ob6pa3oM obecneynBaeTcs MeTporiorndyeckasi MpocnexvBaeMocTb
namepeHuii (cMm. npunoxexve A);

d) peaynbTaTbl, NOMy4YeHHbIE A0 M NOCNe PeryMpoBKy UM PEMOHTA, ECMNY TakoBble NPOBOAMUIIUCH;

€) 3asBreHne 0 COOTBETCTBUMN TpeboBaHNSaM Unu cneumdukauusam npu HeobxogumocTtu (cm. 7.8.6);

f) MHeHuns n nHTepnpetauun (cm. 7.8.7) npn HeobxoaUMOCTN.

7.8.4.2 Ecnn nabopaTopus OTBeYaeT 3a [JesTeNbHOCTb MO OTOOpYy 06pasuoB, CBUAOETENbLCTBA
(cepTudbmkatbl) 0o KanubpoBke OOJMKHbI COOTBETCTBOBATb TpeboBaHUSAM, yka3aHHbIM B 7.8.5, ecnu 3To
HeobX04MMO AN HTepnpeTaumn pe3ynbTaToB KannbpoBKy.

7.8.4.3 CeupgetenbctBo (cepTudmkart) o kanubpoBKe WM KanmbpoBOYHAA ITUKETKA HEe LOJIKHbI

coaepKaTtb HUKaKuX peKOMeH}J,aU,I/M no Bbl60py Me)KKaJ'II/I6pOBO‘-IHbIX MHTEpBasrioB, KpomMe TeX Cllyyaes,
Koraa 3710 6bINo COrnacoBaHoO C 3aKa34yMKoMm.

7.8.5 NpeacTtaBneHne pe3ynbTaToB MO OTOOPY 06pasLOB - cneunanbHble TpeboBaHUsA
Ecnun nabopatopusi HeceT OTBETCTBEHHOCTb 3a AeATENbHOCTb N0 0TOOPY 06pa3uoB, B AONOMHEHUE K
TpeboBaHuAM, nepeyncreHHsiM B 7.8.2, korga 310 Heo6xoaMMo AN MHTepnpeTaumMn pesynbTaTtoB, OTYEThI
OOIDKHbI BKIOYaTh criegyioLlee:
a) gaty otbopa 06pasLos.;

b) yHuKkanbHyl0 MaeHTUdMKauMo BblibpaHHOro obpasua unuM MaTepuana (Bkno4yasi HaMMeHoBaHue
npon3soaunTens, o6o3HauyeHe Modenu Unn T1na u cepuitHbie Homepa, Koraa 3To NPUMEHUMO);

¢) mecTo oTHopa 06pasLoB, BKMoYas nobblie guarpaMMbl, 3CKU3bl Nnu cotorpadum;
d) cchinky Ha nnaH otbopa u meTog oTbopa;

e) cBefeHust 060 Bcex ycnoBuax 0|<py>|<arou.|,e|7| cpenbl BO BpeMA 0T6opa 06pa3LI,OB, KOTOpble BITNAKOT
Ha UHTepnpeTauuno pe3ynbTaToB;

f) uHdbopmaumio, HeoBXOAMMYIK AN OLEHKM HeonpederieHHOCTW W3MepeHWi ANns nocneayoLmx
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UCMbITAHUI MU KannBpoBKN.

7.8.6 NpeacraBneHue 3aknO4YeHUM 0 COOTBETCTBUU
7.8.6.1 Ecnn no pesynbTaTam WCMNbITaHUSA UM KannbpoBKN AenaeTcsl 3akioYyeHne O COOTBETCTBUM
crneuMdukaumm unu crtaHgapTy, nabopartopus OOIDKHA AOKYMEHTMPOBATb MPAaBUIIO MPUHSTUS PeLLeHUs,
NpvHMMasi BO BHMMaHWE YPOBEHb puUcKa (Hanpumep, JNOXHOMOMOXUTENBHOE WX NOXHOOTpUUaTENbHOE
peLLeHne, CTaTUCTUYECKE NPeanorioXKeHUs), CBA3aHHbIA C MPUMEHSIEMbIM MPaBUNOM NPUHATUSA PELLEHUSs, 1
NPUMEHUTb AaHHOE NpaBuno.

MpumevaHne - Ecnu npaBuno MNPUHSATUS peLUEHMsT YCTaHOBMEHO 3aka34yuMKOM, MpaBuramMu unum
HOPMaTUBHbLIMW AOKYMEHTaMu, fanbHelllee pacCMOTPEHNE YPOBHS pucka He TpebyeTcs.

7.8.6.2 JlabopaTopusi [OMmKHa NpeacTaBUTb 3aKlOYEHWEe O COOTBETCTBUMM, B KOTOPOM 4YETKO
onpeaerneHo:

a) K KakKnuM pesyrnbTtatam NpuMeHAaeTCcAa JaHHOE 3aKIto4eHne;

b) kakum cneumdukaumsm, cTaHgapTam WM MX 4YacTsiM COOTBETCTBYET WM He COOTBETCTBYET
00BEKT;

C) NpaBuMO MNPUHATUSA peLUeHusi, KOTopoe ObiNo MCNOoMb30BaHO (€CNM OHO HEe COoOEepXUTCa B
COOTBETCTBYHOLUMX Crieumdukauum nnm ctaHgapre).

MpumeyvaHue - [Ns nonyyeHns gononHuTensHon nidopmauumn cMm. ISO/IEC Guide 98-4.

7.8.7 NpeacrtaBneHne MHEHUM U UHTepNpeTaLnn
7.8.7.1 B cny4ae npeacTtaBneHnss MHEHUIA U MHTepnpeTaumii nabopaTopusa AormkHa obecneunTb, YTO
TONbKO MEpPCoHas, YMONIHOMOYEHHbLI Ha MpeAcTaBneHMe MHEHWA W WHTepnpeTauui, npeacrasnser
COOTBETCTBYIOLME 3asBreHus. JlabopaTopus [OMmKHa [OKYMEHTUMPOBaTb OCHOBaHWS, Ha KOTOpPbIX
0a3npyroTCs BKIMOYEHHbIE B OTHYET MHEHUSA N MHTEPNpeTaumu.

MpumeyaHne - BaxxHO OTnMYaTb MHEHWUS M MHTeprnpeTauMm OT BbIBOGOB MO pe3ynbTaTam MHCMEKUMN
unn ceptudmkaumm npoaykumm, kak ato yctaHosneHo B ISO/IEC 17020 n ISO/IEC 17065, u oT 3asaBneHun o
COOTBETCTBMM, YNOMSAHYTLIX B 7.8.6.

7.8.7.2 MHeHua unn MHTEpnpeTaunn, copgepxawmecda B OTHeTax, AOJIKHbl OblTb OCHOBaHbl Ha
pe3ynbTaTtax, nojlydeHHbIX Ana 00bekTa, npoxogmeLuero MCI'IbITaHI/IFI/KaﬂI/I6pOBKy, W OOMXKHbl OblTb YeTKO
0003Ha4eHbI Kak TaKoBbIE.

7.8.7.3 Ecnu MHeHMa u uHTepnpeTaumm NpeacTaBnsAlTcs NyTeM HenocpeacTBEHHOro obcyxaeHus
pe3ynbTaToB C 3aKa3ynkoMm, HEO6XOAMMO COXPaHATb COOTBETCTBYHOLLME 3anncu Takoro obcykaeHus.

7.8.8 U3meHeHuUs K oTyeTam
7.8.8.1 Ecnn Heob6XxoanmMo BHECTU U3MEHEHUS, JOMOMHEHNS B BblAAHHbIN OTYET, NepeodopMnTb €ro,
noboe n3aMeHeHne MHopMaLun OOMKHO ObITb YeTKO 0603HA4YeHO U1, ecnn HeobXxoaMMo, NPUYMHA BHECEHMS
N3MEHEHNs JOIMKHA ObITb BKIKOYEHA B OTYET.

7.8.8.2 IameHeHns1 B OTYET MOCHe ero BblAayn AOIMKHbI BHOCUMTBECS TOSbKO B BUAE AOMNOMHUTENBHOMO
AOKyMeHTa unu uHoro crnocoba nepefayn OaHHbIX, KOTOpble BKM4YalT opmynupoBky: "MameHeHne k
OT4eTy, NOPSAKOBbINA HOMEP... [MNK MHas ngeHTudunkaumns]" unu gpyryo nogobHy hopMynmnpoBKY.

Takue n3meHeHus JOMKHbI COOTBETCTBOBaTb BCEM TPeOOBaHWSAM HACTOSILLEro CTaHdapTa.

7.8.8.3 Koroa HeoGxoammo BbigaTb HOBbIA OTYET O pesynbTaTax, OH OOIDKEH ObITb YHUKasbHbIM

o06pa3oM naeHTUULMPOBaH U codepKaTb CChINKY Ha OTYET O pesynbTaTax, KOTOpbI OH 3aMeHsieT.

7.9 XXano6bI (npeTeH3uK)
7.9.1 JlaGopaTopusi omkHa UMeTb AOKYMEHTMPOBAHHbLIA MPOLECC Afs MOMyyYeHUsl, pacCMOTPEHUs
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xanob (NpeTeH3ni) n NPUHATUSA peLleHniA No xanobam (NpeTeH3nsam).

7.9.2 OnncaHne npouecca obpalieHus ¢ xanodamm (NpeTeH3nsiMM) OOIDKHO ObiTb OOCTYMHO BCEM
3aMHTEpPEeCOBaHHbIM CTOPOHaM Mo 3anpocy. MNpu nonyyeHun xanobbl (NpeTteH3uun) nabopatopus AoMmKHa
YOOCTOBEPUTLCS, OTHOCUTCA NM xanoba (npeTeH3ns) Kk nabopaTopHOW AEesTENbHOCTU, 3a KOTOPYH OHa
HeceT OTBETCTBEHHOCTb, W, €CNM 3TO TaK, AOJPKHA MPUHSTL €e Ha paccMoTpeHue. JlaGopaTopus HeceT
OTBETCTBEHHOCTb 3a MPUHATME BCEX pEeLleHU Ha BCEX CTafusix npouecca pPacCMOTPEHUs Xanobbl
(npeTeHsun).

7.9.3 Mpouecc paccMoTpeHus xanob (npeTteH3uin) JOMKEH BKOYaTh MO KpanHen mepe criegyouime
drieMeHTbl U MeToabl:

a) onucaHuWe npouecca MNonyYeHusi, NMPOBEPKM, PacCMOTPEHUs Xanobbl (MPeTeH3nn) U NPUHATUS
pelueHnsi 06 OTBETHbIX OENCTBUAX, KOTOPbIE AOSKHbI ObITb NPeanpPUHSITHI;

b) oTcnexusaHne n pernctpauus xano6 (NpeTeHswit), BKIOYas OEWCTBUSA, NpeanpuHsaTbie Ans ux
paspeLleHust;

c) obecneyveHune TOro, 4To HeobxoanmMble Mepbl NPeANPUHUMAKOTCS.
7.9.4 Jlabopatopus, nony4varowas xanoby (NpeTeH3unto), AoSMKHA HECTU OTBETCTBEHHOCTb 3a cbop 1
npoBepky BCeW Heobxoammon wuHdopmMaumm C Uenbilo noareepxaeHuss 06O0CHOBAHHOCTU  Xarnobbl

(npeTeHsun).

7.9.5 Korga 310 BO3MOXHO, nabopaTopusi AoMKHa NMoATBEPAUTL NosyYyeHue xanobbl (NpeTeHsun) u
MHpOPMUMPOBATL 3asBUTENSI O XoAe U pe3yribTaTax pacCMOTPEHNS.

7.9.6 PesynbTatbl paccmoTpeHus xanobbl (npeTeH3uu), koTopble OyayT AoBedeHbl 4O 3asBUTEns,
OOMKHbI BbITb NOArOTOBMEHbI UM PACCMOTPEHbI N 0J06peHbI NUuoM(amu), KoTopoe(ble) He NpUHUMAano(u)
yyacTus B AeATenbHOCTM nabopartopuu, No NoBoAdy KOTOPOW NocTynuna xanoba (npeteHsus).

MprvmMeyvaHne - OTO MOXET BbINOMHATLCS BHELLHMM NEPCOHANoOM.

7.9.7 Korga 370 BO3MOXHO, nabopatopus [OIpKHa MpefocTaBuTb 3asBUTENO oduumnansHoe

yBeJOMIIEHME O pe3ynbTaTax PacCMOTPEHUS xanobbl (MpeTeH3un).

7.10 YnpaBneHue HeCOOTBETCTBYHOLEN paboTomn
7.10.1 Jlabopatopuss gormkHa MMETb Npoueaypy, KOTOPYH MPUMEHSIIOT B criydae, ecnn Kakomn-nmbo
acnekt nabopaTopHOW AeATenbHOCTM WNU  pe3ynbTaTbl paboTbl HE COOTBETCTBYT COOCTBEHHBLIM
npouegypam nadopatopun unm TpeboBaHUSAM, COrMAcoOBaHHbIM C 3aka3yukoM (Hanpumep, obopynoBaHue
UNU YCNOBUS OKPYXXalLLEeWn cpeabl He COOTBETCTBYKT YCTAHOBMEHHbIM npedenam, pesynbTaTtbl
MOHUTOPWHIa He OTBEYatoT YCTAHOBMNEHHbLIM kputepuam). MNMpoueaypa gomkHa obecneymBarb, YTO:
a) onpegeneHbl OTBETCTBEHHOCTb U MOMTHOMOYMSA ANS YNpaBneHns HECOOTBETCTBYHOLEN paboTon;

b) pnencTBusi (BkNtoYasi NMPUOCTAHOBKY MK NMOBTOP paboTbl M NMPUOCTAHOBKY BblAayM OTHETOB, ecnu
Heobx0MMO0) OCHOBaHbI Ha YPOBHSIX pUCKa, YCTaHOBINEHHLIX nabopaTopueis;

C) npoBegeHo oueHmnBaHmne 3Ha4YnMMoCTuU HeCOOTBeTCTBleLLI,eIZ YCTaHOBJIEHHbIM Tpe6OBaHI/IF|M pa6OTbI,
B TOM YUCIle aHanM3 ee BO34ENCTBUA Ha npeabigywne pesynbrarthl,

d) NpMHATO peLLeHne o NPUEMIEMOCTU HECOOTBETCTBYHOLLEN paboThI;
€) Korga 3To HeobX0AMMO, YBEAOMITIEH 3aKa3uMK U aHHYINTMPOBaHbI pe3yrbTaThl paboThl;
f) onpepeneHa OTBETCTBEHHOCTb 3a MPUHATUE peLlEHNs] O BO3OOHOBIEHUN paboThl.

7.10.2 JlabopaTtopus [OMmKHa BECTM 3annucu B OTHOLUEHUW HECOOTBETCTBYKOLEN paboTbl U
HeobXxo4MMbIX AEWCTBUI, Kak yka3daHo B 7.10.1, nepeuncneHus b)-f).

7.10.3 B Tex cnyyasix, Korga oueHka rokasblBaeT, 4YTO HEeCOOTBETCTBYylLlas paboTa MOXeT
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NOBTOPUTLCSH, UM €CTb COMHEHUS B OTHOLLIEHWUN COOTBETCTBUSA AeATENbHOCTU NabopaTtopun coBCTBEHHO
cucTeMe MEHeKMeHTa, nabopaTtopusi AomkHa 0GecneynTb BbINOMHEHNE KOPPEKTUPYIOLLUX OENCTBUA.

7.11 YnpaBneHue gaHHbIMU U nHopmaLumen
7.11.1 JlabopaTtopuss AofmkHa MMeTb OOCTYM KO BCEM AaHHbIM M MHAOPMaLUK, HEOOXOONUMbIM OSis
BbINOSIHEHWST NabopaTOpPHON AEATENBHOCTH.

7.11.2 TMpaBunbHOCTb YHKUMOHMPOBaAHUS cuctem(bl) ynpaBneHuss uMHdopmauuen nabopatopuu,
ucnonb3yembix(on) ans cbopa, obpaboTku, 3anucu, NpeacTaBneHns pesynbTaToB, XpPaHEHUS UMW NOUCKa
OaHHbIX, B TOM 4uUCre MpaBUNbHOCTb (YHKLUMOHUPOBAHUSA WHTEPdENCoB cucTem(bl) YynpaBneHus
nHpopmaumenn nabopatopun, gormkHa(bl) ObiTb NpoBepeHa nabopatopuern nepen BHeapeHuem B paboTy.
Mpun nMoBbIX N3MEHEHUSIX, BKINOYAA M3MEHEHUs KOHUrypaLmm nporpammMHoro obecneveHuns naboparopun
unn mMoamdvkaumm KOMMEPYECKOro MNPOrpaMMHOrO obecrneyeHus, OHW [OIKHbl ObiTb yTBEpPXOEHbI,
OOKYMEHTUPOBaHbI M BannanpoBaHbl 40 BBEAEHWSI UX B AENCTBUE.

MpumeyaHne 1 - B HacTosweM cTaHgapTe "cUCTeMbl ynpasreHusi uHgpopmaumen nabopatopumn”
BKIIOYAKOT B ce0A ynpaBneHne gaHHbIMU U MHOPMaLMEN, COOEPXKALLMMUCS KaK B KOMMbHOTEPU3NPOBAHHBIX,
Tak U B HEKOMMbIOTEPM3NPOBAHHbIX cucTemax. HekoTopble 13 TpebosaHui MoryT 6biTb B 6onbLUen cTeneHn
NPUMEHNMbI K KOMMNBbIOTEPU3NPOBAHHBIM CUCTEMAM, YEM K HEKOMMbIOTEPU3UPOBAHHBLIM CUCTEMAM.

MpumeyaHue 2 - JOCTYNHOE Ha pblHKE KOMMepYeckoe nNporpamMmmHoe obecneveHune npu obbIYHOM ero
ncrnonb3oBaHMM B obnacTtu, Ans KOTOPOM OHO MpeAHa3HayYeHo, MOXEeT CYMTATbCsl B JOCTATOYMHOW CTeneHu
BanMaMpoBaHHbIM.

7.11.3 Cuctema(bl) ynpaenenust uHdopmaumein nabopatopum, gormkHa(bl):

a) ObITb 3awuLLeHa(bl) OT HECAHKLMOHMPOBAHHOIO AOCTYNA;

b) 6bITb 3awwmLLeHa(bl) OT UCKaXXEHUS UK NOTEPU AaHHBIX;

C) (byHKLMOHMPOBATL B YCMOBUSAX OKPYKalOLen cpedbl, KOTOpble COOTBETCTBYIOT cneuudukalmam
noctaBLiMKa unu nabopatopuu, Unu, B criy4ae HEKOMMbIOTEPU3NPOBAHHLIX CUCTEM, CO34aBaTb YCIOBUS,

obecneynBaioLLne HEM3MEHHOCTb BbIMOMHEHHbIX OT PYKM 3anncen 1 paclundpoBKuy;

d) noppepxvBaTbCA B TakOM COCTOSIHUM, KOTOpoe obecneymBaeT LEMOCTHOCTb [AaHHbIX W
MHopmMauuu;

€) BKIYaTb PErMcTpaumio CUCTEMHbBIX COOEB U COOTBETCTBYIOLLUX ONEPATMBHBLIX Y KOPPEKTUPYHOLLIMX
JencTBun.

7.11.4 B Tom cnyyae, ecnu ynpasrieHWe OaHHOW CUCTEMOW W ee noggepxaHue OCyLIeCTBrseTcs
ONCTaHUMOHHO MMM 4Yepe3 BHELIHEero nocTaBluka, nabopatopus AomkHa obecneyntb COOTBETCTBUE
nocTaBLLMKa UK onepaTopa CUCTEMbl BCEM NMPUMEHMMbIM TpeboBaHUAM HacTosALWero ctaHgapTa.

7.11.5 Jlabopatopua pomkHa obecneuymBaTtb, YTOObI WMHCTPYKLWUW, PYKOBOOCTBA U CMNpaBOYHbIE
AaHHble, OTHOCALIMECS K cucTeme(am) ynpasneHms nHdopmaumen nabopatopum, 6binmM NerkogocTynHbIMU
Onsi nepcoHana.

7.11.6 PacuyeTbl u nepefayn [aHHbIX AOIDKHbI NOABEPraTtbCA Hagnexawum CUcTeMaTUYECKUM
npoBepKam.

8 TpeboBaHuA K cUCTEME MEeHeAKMEHTa

8.1 BapuaHThbl

8.1.1 O6wWwme nonoxeHus
JlaGopatopusi [ofmKHa YCTaHOBWUTb, [LOKYMEHTMPOBATb, BHEOPWUTb W NOALEPXKMBATb CUCTEMY
MeHeIKMeHTa, KoTopasi crnocobHa obecneynBaTb W OEMOHCTPUPOBATb MOCTOSIHHOE  BbINOSIHEHUE
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TpeboBaHWiN HacToAWEero cTaHaapTa M obecrnedynBaTb Ka4ecTBO BbIMOMHEHHbIX nabopaTopueii paboT. B
JOMOSIHEHME K COOTBETCTBUMIO TpeGoBaHuAM pasgenioB 4-7 naGopatopusi OOSDKHa BHEAPWUTb CUCTEMY
MeHe)KMEHTa B COOTBETCTBUM C BapuaHTOM A Unn BapuaHTom B.

MpumeyaHue - Cm. npunoxenne B ans gononHuTensHon nHdopmMaumm.

8.1.2 BapuaHt A
Kak MuHnMyM cuctema meHempkMmeHTa nabopaTtopum AoMmkHa NpeaycMaTtpusaTth criegyioLlee:

- JOKYMEHTaLMI0 CUCTEMbl MEHeKMeHTa (cM. 8.2);

- ynpaBneHue JOKyMeHTaMun CUCTEMbI MeHepKkMeHTa (cM. 8.3);
- ynpaeneHue 3anncsamu (cm. 8.4);

- OeNCTBUSI, CBA3aHHbIE C PUCKaMUN U BO3MOXHOCTAMMU (CM. 8.5);
- yny4weHus (cMm. 8.6);

- KOppekTupyoLwme aencTems (cm. 8.7);

- BHYTpPeHHue ayauTsl (cMm. 8.8);

- aHanu3 co CTOPOHbI pykoBoacTea (cMm. 8.9).

8.1.3 Bapuant B
JlabopaTtopus, koTopas ycTaHOBMNa M MOAAEPXMBaET CUCTEMY MeHeIKMeHTa B COOTBETCTBUM C
TpeboaHuamn ISO 9001 n cnocobHa noaTBepXAaTb M OEMOHCTPMPOBATb MOCTOSIHHOE BbINOMHEHMWE
TpeboBaHui pasgenos 4-7, Takke OEMOHCTPUMPYET Kak MUHWMYM TOTOBHOCTb BbINOMHATH TpeboBaHus,
copgepxawmecs B 8.2-8.9.

8.2 [lokymMeHTauusa cucteMbl MeHeA)KMeHTa (BapmaHT A)
8.2.1 PykoBoacTBO nabopatopun LOIMKHO YCTAHOBUTL, AOKYMEHTMPOBATL U NOAAEPXKMBATL NMOMUTUKU
W Lenu ans BbiNonHeHMs TpeboBaHWI HAacToSALWEero cTaHaapTa U AOMMKHO obecneynTb, YTOObI 3TU NONUTUKN
1 Uenu 6biny NpM3HaHbl U BHEAPEHbI HA BCEX YPOBHAX OpraHuM3auuyn nabopatopun.

8.2.2. TonuTMkM ” Uenn [OMKHbl ObITb HanpaslieHbl Ha obecrneyeHne KOMMETEHTHOCTH,
6eCFIpl/ICTpaCTHOCTI/I M CTabuNbHOCTUN OeATENbHOCTU na6opaTopV||/|.

8.2.3 PykosBoactBo nabopatopun AOMMKHO NPeAcTaBUTb AoKasaTeNnbCTBa MNPUBEPXKEHHOCTU K
pa3paboTke 1 BHEAPEHWNIO CUCTEMbI MEHEKMEHTA U NOCTOSHHOMY NOBLILLEHWIO €€ Pe3yIibTaTUBHOCTH.

8.2.4 Bca pokymeHTauus, npouecchl, CUCTEMBbI, 3anNnCK, OTHOCALLMECS K BbINOMHEHMIO TpeboBaHui
HaCTOALLEro ctaHaapTa, AOMMKHbI ObITh BKIMIOYEHbI B CUCTEMY MEHEIKMEHTa, COOTHECEHbI UMK CBSI3aHbl C
Hen.

8.2.5 Becb nepcoHar, yyacTBylolMiA B nNabopaTopHoW AeATENbHOCTU, AOHKEH UMETb AOCTYN K TeM
YyacTsaM JOKYMEHTaLuM CUCTEMbl MEHEMKMEHTA U COOTBETCTBYIOLLEN UHpopMaLIMK, KOTOpble MPUMEHSIOTCS
B cdhepe ero 0TBETCTBEHHOCTM.

8.3 YnpaBneHue foKyMeHTaMn CUCTEMbI MeHeA)KMeHTa (BapuaHT A)
8.3.1 JlabopaTtopusa gormkHa ynpaBnaTb AOKYMEHTaMU (BHYTPEHHUMU U BHELLUHUMMW), OTHOCALLNUMACS K
BbINOMHEHN0 TpeboBaHMIN HACTOSLLEro CTaHaapTa.

MpumeyaHune - B gaHHOM KOHTEKCTe "OOKYMEHTOM" MOryT ObiTb 3asiBMIEHWUsI O MONUTUKE, NPoLEeaypbl,
cneundurKaLmMn, WHCTPYKUUX Npou3BoauTensi, KanubpoBoYHble Tabnuubl, CXeMbl, Mocobus, nnakarbl,
yBeOOMIIEHUS, NAMATKKN, YepTexun, nnaHbl U T.4. OHM MoryT ObiTb NPeAcTaBneHbl Ha Pa3NMYHbIX HOCUTENSAX
MHopMaunm, Hanpumep B Ne4aTHOM Unn undpoBom dopmare.
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8.3.2 JlabopaTtopusa gomkHa obecneunTb, YTo:

a) OOKYMEHTbI NPOBEPEHbI HA MPUrOAHOCTb YMOSTHOMOYEHHBIM NEPCOHANIoM 40 UX U3OaHUS;
b) AOKYMEHTLI NepnoanYeckn aHann3npPyTCsa 1 Npu HeobxoaMMOCTH NepecMaTprBatoTCs;
C) MOEHTUMDULMPYIOTCA N3MEHEHMUS U CTaTYC TEKYLLEeN peaakLmm OOKYMEHTa;

d) akTyanbHble BepcuM NPUMEHSIEMbIX OOKYMEHTOB [OCTYMHbl Ha BCeX paboynx MmecTtax U npu
HeobX0AMMOCTU UX pacnpocTpaHeHUe ynpaensieTcs;

€) JOKYMEeHTbI YHMKarnbHbIM 06pa3oM MAeHTURULMPOBaHDI;
f) He pOonyckaeTcs HenpedHaMepeHHOE WCMONb30BaHWe YCTapeBLUMX AOKYMEHTOB U MPUMEHsieTcs

COOTBETCTBYIOLLAA UAEHTUMMKALUUSA OaHHBIX JOKYMEHTOB, B CrydYae eclii OHU COXPaHSATCHA C Kakoh-nnbo
Lenbto.

8.4 YnpaBneHue 3anucsamu (BapmaHT A)
8.4.1 NlabopaTopusa OoOrmkHa BECTM M COXpaHATb pa3bopumBbie 3anvMCuM C Lenblo NOATBEPKASHUS
cobnoaeHnst TpeboBaHMI HAcTOsALLEro cTaHaapTa.

8.4.2 Jlabopatopusa [OSPKHA OCYLWECTBNATbL YynpasreHne, Heobxogumoe pAna ugeHTudukauum,
XpaHeHUs1, 3alUMTbI, Pe3epPBHOI0 KOMMPOBaHWS, apXUBMPOBaHUS, NMOUCKA, CPOKA XPaHEHUS U YHUUTOXEHUS
cBoux 3anucen. JlabopaTopus [OomKHa COXpaHsATb 3anncu B TeYeHwe nepuoda, YCTaHOBIIEHHOTO
[0roBOpHbIMU 06s3aTenbcTBaMu. [JOCTyn K AaHHLIM 3anucsM OOMKeH COOTBETCTBOBaTbL 0bsi3aTenscTeam B
obnacTu KOHUAEHUMANBHOCTH, 1 3aNUCK JOIKHbI OblTb NErkOAOCTYNHBLIMU.

MNpumeyaHne - B 7.5 npuBegeHbl fononHuTeNbHble TpebGoBaHWUSI, OTHOCSILLMECS K TEXHUYECKUM
3anucsam.

8.5 [leicTBMA, CBA3aHHbIe C PUCKAMMU U BO3MOXHOCTSAMMU (BapuaHT A)
8.5.1 Jlabopatopusa OormkHa paccMaTpuBaTb PUCKA M BO3MOXHOCTW, CBA3aHHbIEe C rlabopaTopHOM
OeATenbHOCTbIO, AN TOro YToObI:
a) obecneymnBaThb, YTO CMCTEMA MEHEKMEHTA AOCTUraeT HAMEYEHHbIX Pe3ynbTaToB;

b) HapalwmBaTb BO3MOXHOCTM AN AOCTMXKEHUA Lieneit 1 3agad nabopaTtopuu;

C) npegoTeBpawiate UMM  YMEHbLWUTb HeXenaTellbHble BO3p,eI7ICTBI/IF| M BO3MOXHble cbon B
nabopaTopHon [eATeNbHOCTH;

d) pobumeBaTtbCcs ynyyLIEeHUi.

8.5.2 JlabopaTtopusa JormkHa NNaHNpPoBaTh:

a) OelCTBUSA, CBSI3aHHbIE C JAHHBIMU PUCKAMU Y BO3MOXHOCTSIMU;

b) kakum obpasom:

1) MHTerpmMpoBaTb U BHEAPATb AaHHblE AENCTBUSI B CUCTEMY MEHEKMEHTA;

2) oueHuBaTb Pe3ynbTaTUBHOCTb AAHHbIX AENCTBUIA.

MpuvmedaHne - XOTS B HACTOsILLEM CTaHAApTe ykasblBaeTcsi, YTo nabopatopus nnaHuMpyeT OenCTBuUS
Mo yCTpaHeHWlo puckoB, TpeboBaHMs K dopmanbHbIM  MeTo4aM  YNpaBfeHWst puckamu  unu
[OKYMEHTUPOBAHHOMY MPOLeCcCy YNpaBneHUsi PUCKaMu He YCTaHOBMeEHbl. JlaGopaTopuu MOryT peLunTb,

cnenyert nn paspa6aTb|BaTb bonee OGLUVIpHyIO MEeTOL0JI0TUK ynpaBJlieHUA puckamMmun, 4em 31O Tpe6yeTc;| B
HacTodweM CTaHgapTe, HanpumMmep, nocpeacTtBoOM NpMMEeHeHnA Opyrmx pykoBoACTB UK CTaHO4apTOB.
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8.5.3 [peanpvHMMaemble OENCTBUS, CBA3aHHbIE C PUCKAMM U BO3MOXHOCTSAMWU, OOMMKHbI ObITb
Copa3sMepHbl UX NoTeHUMaribHOMY BIIMSIHUIO Ha JOCTOBEPHOCTbL 1abopaTopHbIX Pe3ynbTaTo..

MpumeyaHne 1 - lpumMepamun OENCTBUIA, CBSI3AHHbLIX C pUCKaMK, MOryT ObiTb uaeHTUUKaUMa u
npegynpexaeHne yrpos, NpUHATME PUCKOB C LENbI0 peanu3aunyv BO3MOXHOCTM, YCTpaHeHWe WCTOYHMKA
pucKa, N3MEHEHNE BEPOATHOCTM pUCKa UM ero NocneacTsui, pasfgernieHne puckoB UM COXpaHeHMe pucka
nocpencTBoM 060CHOBAHHOIO peLIEHMS.

MpumeyaHne 2 - BO3MOXHOCTM MOryT MpPMBECTU K pacluupeHuto obnactm nabopatopHom

OEeATenbHOCTU, MNPUBMEYEHUIO HOBBbIX 3aKa34MKOB, WCMONb30BAHMIO HOBbLIX TEXHOMOrMN WUnM  Opyrux
BO3MOXHOCTEN C Lenbto yaoBNeTBOpeHns noTpebHOCTen 3aka3vmKoB.

8.6 YnyuweHus (sapuaHTt A)

8.6.1 JlabopaTtopusa gomkHa naeHTndurumMpoBaTbh U BeiopaTb BO3MOXHOCTU OS1S YNYYLIEHWIA, @ Takke
npeanpuHATL HeOOX0AMMbIE AENCTBUS.

MpumeyaHne - BoO3MOXHOCTM ANA ynydweHui MoryT ObiTb MAEHTUULMPOBAHbLI MO pe3ynbTaram
aHanusa paboumx npouenyp, WCNOMbL30BaHMA MOSMIMTUK, OCHOBHBbIX LeENen, pe3ynbTaTtoB ayguTos,
KOPPEKTUPYIOLLNX OENCTBUN, aHanM3a CO CTOPOHbI PYKOBOACTBA, NPeANoXEeHNA NnepcoHana, OLEHKN pucka,
aHanusa gaHHbIX 1 pe3ynbTaToB NPOBEPOK KBANMdUKaummn.

8.6.2 Jlabopatopuss [ormkHa CTpPeMUTbCA Mofnydatb OOpaTHYl0 CBA3b OT 3aKa3uyMKkoB, Kak
NONOXNUTENbHYIO, Tak N oTpuuaTteneHyto. ObpaTHas CBSA3b OOMKHA aHanNM3MpoBaTbCs U MPUMEHSTbLCA ANs
yNyyLlEeHUs CUCTEMbI MEHEXXMEHTA, NabopaTopHO AeATENBHOCTM U 0OCNY)XUBAHUS 3aKa34NKOB.

MpumevaHne - Tllpumepamm TUMOB OOpaTHOM CBS3NM  SIBNSKOTCA  OMPOCbl  OTHOCUTENBHO
YAOBNETBOPEHHOCTN 3aKa34MKOB, 3anmcu NeperoBopoB 1 06CyXaeHne OTYETOB C 3aKasynkamu.

8.7 Koppektupyrowme aenctema (BapmaHTt A)

8.7.1 Npw BbISIBNIEHUN HECOOTBETCTBUA NabopaTopums SOMKHa:

a) pearMpoBaTtb Ha HECOOTBETCTBUE U MPU HEOOXOAMMOCTH:

- NpeanpuHATbL OEACTBUS A8 yNpaBlieHs HECOOTBETCTBMEM U €ro YCTPaHEHUS;

- OTpearnpoBaTb Ha NocneancTBuA,

b) oLeHNTb HEOBXOAMMOCTL AeNCTBMSA ANA YCTPaHEeHWs NMPUYKNH(bI) HECOOTBETCTBMS, AN TOro YTOObI
npeaynpeauTb ero NoBTOPHOE UMW HOBOE MpOosIBIIEHNE, NOCPEACTBOM:

- pacCMOTpeHNda N aHann3a HeCoOOTBETCTBUA,
- BblABIIEHUA NPUYNH HECOOTBETCTBUA;

- BbldABIEHUA CyulwleCTBOBaHUA UK NoTeHUManbHOM BO3MOXHOCTM BO3HUKHOBEHUA MOAOBHbLIX
HEeCOOTBETCTBUI;

C) NpeanpuHATL HeoGXxoanMble AeiCTBUS;
d) oLueHUTb pe3ynbTaTUBHOCTL NPeANPUHATLIX KOPPEKTUPYIOLLMX AeNCTBUI;

e) NOBTOPHO OUEHUTb PUCKM U BO3MOXHOCTWU, BblIABJIEHHblIE NO UTOramMm nnaHnpoBaHUA, ecliim 3TO
HeobxoauMmo;

f) Npn He06Xx0AMMOCTN BHECTUN U3MEHEHMS B CUCTEMY MEHE)KMEHTA.

8.7.2 KOppeKTMpyPOUJ,MG OENCTBMA  OOJMKHbI COOTBETCTBOBATb MacwTabam u  nocneacteusiv
o6Hapy>KeHHoro HEeCOOTBETCTBUA.

8.7.3 J'Ia60paTop|/|ﬂ OOJDKHa COXPaHATb 3anncu B Ka4eCTBe CBUAOETENbCTB CrefyroLero:
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a) CYLLHOCTN HECOOTBETCTBUN, MPUUUH(bI) 1 NMOOLIX NPeANPUHATBLIX NOCNEeAYOLWNX AENCTBUN;
b) pe3ynbTaToOB KOPPEKTUPYHOLLNX AEACTBUN.
8.8 BHyTpeHHMe ayanTbl (BapuaHT A)
8.8.1 NlabopaTopusa OormkHa NPOBOAWUTbL BHYTPEHHME ayauTbl Yepe3 3annaHWpoBaHHbIe MHTepBarbl
ONnst nonyvyeHus HcpopmMauum o Tom, SIBRSIETCA NN CUCTEMA MEHEKMEHTA:!

a) COOTBETCTBYIOLLEN:

- COGCTBEHHbIM TpeboBaHWAM nabopaTopun K CBOEW CUCTEME MEHEMKMEHTa, B TOM 4ucre
nabopaTopHOW AeATEeNbHOCTY;

- TpeboBaHWNsIM HACTOSILLErO CTaHAApPTa;

b) pe3ynbTaTMBHO BHEAPEHHOW U peann3yemon.

8.8.2 lNNabopaTopusa gommkHa:

a) nnaHupoBaTb, pa3pabaTbiBaTb, BHEOAPATb U peannsoBbiBaTb Nporpammy ayamta, B TOM 4Yucre B
OTHOLLEHMM NEPUOONYHOCTU, METOOOB, CepPbl OTBETCTBEHHOCTU, NNAHNPYyEMbIX TPeOOBaHWI N OTHYETHOCTH,
KOTOpas AOIPKHa YYUTbiBaTb BaXXHOCTb COOTBETCTBYOLWEN nabopaTopHON AeATenbHOCTU, WU3MEHeHMs,
BMNMsOLLME Ha nabopaTopuio, a Takke pesynbTaTbl NPeabliayLLnX ayanTos;

b) onpegenaTe kpuTepuu ayauta n obnacte NPOBEAEHUSA KaXO0ro ayauTa;

C) obecneunBatb, YTO pe3ynbTaTbl ayanTta goseaeHbl O COOTBETCTBYHOLLENoO pykoOBOACTBA,

d) BbINOMHATL COOTBETCTBYIOLLME KOPPEKLUMM U KOppeKTUpylowme aenctsms 6e3 HeoboCHOBaHHbIX
3aepxex;

€) COXpaHsiTb 3anvcu B ka4yecTBe MOATBEPXAEHWUS peanu3auum nporpammbl ayauTa v pesynbTaToB
ayauToB.

MpumeyaHne - B ISO 19011 npuBedeHbl pyKoBOAsLIME YKa3aHWSA ONs NPOBEAEHUS BHYTPEHHUX

ayaouTos.

8.9 AHanu3 co cTopoHbI pyKkoBoACcTBa (BapuaHT A)

8.9.1 PykoBoactBo nabopatopuy  OOSDKHO — aHanNu3MpoBaTb  CUCTEMY  MEHEKMEHTa C
3anfnaHMpoBaHHON MEPUOANYHOCTBLIO, YTOObI 06ecneynTb ee NOCTOSHHYK MPUrogHOCTb, aAeKBaTHOCTb U
pe3ynbTaTMBHOCTb, BKMNiOYasd 3asiBMEHHble MNOMUTUMKM W LEenu, CBA3aHHble C BbIMONHeHMeM TpeboBaHum
HacTosLLero ctaHgapTa.

8.9.2 BxogHble OaHHble aHanm3a CO CTOPOHbl PYKOBOACTBA AOSMKHbI ObiTb 3aperncTpupoBaHbl U
BKIOYAaTb MHGOPMALMIO OTHOCUTENBHO:

a) UBMEHEHMWIN BO BHYTPEHHMX M BHELLHUX BONPOCaXx, MMEILLMX OTHOLLEHME K nabopaTopuu;

b) pocTnxeHns nocTaBneHHbIX Lienew;

C) NPUrogHOCTM MOMUTUK U NPOLEAYP;

d) cTaTtyca gencTBUI, 3annaHMpoBaHHbLIX NOCHe NpeablayLnX aHanm3oB CO CTOPOHbLI PYKOBOACTBA;
€) pesynbTaTta(oB) NOCNEAHUX BHYTPEHHMX ayaUTOB;

f) KoppekTupyoLWnx oencTeni;

g) OLEHOK, NpoBOANMbIX BHELLHUMU OpraHamMu,
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h) nsmeHeHun obvema v Buaga paboTbl UM 00NacTn AeaTenbHOCTU nabopaTopuy;
i) obpaTHOI CBSI3M OT NepcoHarna v 3aKasynKoB;

j) »anob (npeTeH3ni);

k) pesynbTaTMBHOCTU peanu3oBaHHbIX YNy4YLLEeHN;

|) mocTaToyYHOCTN pecypcos;

m) pe3ynbTaToB MAEHTUMUKALMN PUCKOB;

N) NTOroB AeATENbHOCTM NO 0becnevyeHno JOCTOBEPHOCTY Pe3yNnbTaToB; a TakkKe
0) APYrmMx 3Ha4YNMbIX DAKTOPOB, TaKne kak MOHUTOPUHI AeATENbHOCTM U 0byyeHne.

8.9.3 BbixogHble gaHHble aHanmu3a CO CTOPOHbI PYKOBOACTBA AOSKHbI BKMIOYATb 3anucu 060 Bcex
peLleHnsax n AenCTBUSX, OTHOCSLLMXCS MO KpanHen Mepe K:

a) pe3ynbTaTMBHOCTY CUCTEMbI MEHEeI)KMEHTa 1 ee NPOLECCOB;

b) yny4yweHnunio nabopaTopHON AEeATENbHOCTU, OTHOCSLLIENCS K BbINOMHEHMIO TpeboBaHWIn HAcTosLLEro
cTaHaapTa;

C) NpefocTaBnNEHN0 HEOBXOANMBIX PECYPCOB;
d) nobon HeobXxoAMMOCTU N3MEHEHWIA.

Mpunoxexne A
(cnpaBo4Hoe)

MeTponornyeckas npocrnexuBaemMocTb

A.1 O6Lwune cBeageHns

B HacToswem npunoxeHuu npuBefeHa AOMNOMHUTENbHAsA WHQoOpMauns O METPONOrnyeckon
MpoCNexXMBaemMocTn, KoTopasd npefdcTtaBnser cobon BaxHelwyw KoHuenuuio ana obecneveHus
COMNOCTaBUMOCTU pe3ynbTaToB N3MEPEHWUI KaK Ha HaLWOHannbHOM, Tak U Ha MeXAyHapo4HOM YPOBHE.

A.2 YcTaHOBRnEeHUe MEeTPOJIOrM4ecKom NpocnexnBaeMocTn

A.2.1 MeTponoruyeckas NpoCnexmBaeMocTb yCTaHaBNNBAETCS C Y4€TOM M NOATBEPXKAEHNEM:

a) onpeaeneHns M3amepsieMon BeNnYMHbl (BENUYMHbI, Noanexallen n3amepeHuio);

b) AOKyMEeHTMpOBaHHOW HenpepbIBHOM Uenu KanubpoBOK, NO3BONSAIOLWEN YCTaHOBUTb CBSA3b C
COOTBETCTBYIOLLE/ OCHOBOW ANS CPpaBHEHUs (B Ka4ecTBe TaKOW COOTBETCTBYIOLLLEN OCHOBbLI AMS CpaBHEHUS
MOryT BbICTYNaTb HaUMOHamnbHble UMW MeXAyHapoAHble 3TanloHbl, a Takke BHYTpeHHue (pabouue)

3TanoHbl);

C) oueHmBaHuA HeonpeaeneHHoCTn M3MepeHl/Il7I Ha KaXxaoM 3Tane B uenun npocnexmBaemMocTtn C
npuMmeHeHneMm corfiacoBaHHbIX METOO0B;

d) peanusaumm Kaxgoro aTana B Lenu MpOCreXMBAaeMOCTM C NMPUMEHEHWEM COOTBETCTBYHOLLNX
MeToaoB, C MnoJjlydeHnem pesyrnbTaToB V|3mepeHv||7| N CBA3aAHHbIX C HUMU 3aperncTpupoBaHHbIX 3HaAYEeHUNn
HeonpeaeneHHOCTU U3MepPEeHUN;

e) npegoctaBlieHnsa naGopaTopwﬂMM, peanmsyowmMmmn OoAMH U HECKOJIbKO 3TanoB B UeNnn
npocneXxXmnBaemMocCTun, oKa3aTesbCTB TEXHNYECKON KOMMETEHTHOCTM.

A.2.2 CuctemaTnyeckass MorpewHocTs (MHorga HasbiBaemasi CMeLeHMEM) KanmbpoBaHHOIO
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060pya0BaHMA YYUTbIBAETCS MPU PacrnpoCTpaHeHU MeTPOIOrMYeckoi NMpPoCneXxnBaeMocTy Ha pesynbTaTbl
M3MEpPEHWUIA, TMNoNydYeHHble B nabopatopun. CylEcTBYIOT pasfiMyHble MexaHu3Mbl Ans  ydyeTa
CMCTEMATUYECKON NOrPeLIHOCT N3MEPEHWIA NPU pacipoCTpaHeH MeTPOSIONMYECKON NPOCIEXNBAaEMOCTH.

A.2.3 Ons pacnpocTpaHeHnd MeTpOJ'IOFVI‘-IeCKOVI npocnexmnBaemMoCcTn nHorga npuMeEeHAKT 3TallOHblI,
VIHCpOpMaU,VIﬂ O KOTOpbIX, NpenoctaBlieHHad KOMMNETEHTHON na60paTopmel7|, COOEepPXUT TOJIbKO 3adABlieHne O
COOTBETCTBUN CI'IeLI,VI(bVIKaLI,VIVI (663 YKa3aHua pes3yfibTaTtoB VI3MepeHVIl7I N 3HaYeHun HeonpenerneHHoCT!,
CBA3aHHbIX C HVIMVI). Peanusauua gaHHoro nogxoga, B COOTBETCTBUM C KOTOpPbIM npeperfibHble 3Ha4YeHu4,
YKa3aHHble B CI'IeLI,I/Iq)VIKaLWIHX, MCNoNb3yTCA B Ka4eCTBe UCTOYHUKA HeonpeaeneHHoOCTn, 3aBUCUT OT:

- IPUMEHEeHNA COOTBETCTBYHOLLEro npasuia NpuHATUA peUJeHMVI Ona yCctaHOBIIEHUA COOTBETCTBUA,

- nocrnegywulero y4yeta YyKa3aHHbIX B CI'IeLI,VI(bVIKaLI,VIﬂX npegeribHbIX 3HayeHMn B OlogxeTe
HeonpeneneHHoCTn nocpencTtBoOM TEXHNYECKU 000oCcHOBaHHOro cnocoba.

TexHuyeckoe OOOCHOBaHME [AHHOrO MoAxoda 3akrfi4yaeTcss B TOM, 4TO npn 3adBleHnn o
COOTBETCTBUMN CI'IeLI.VIq)VIKaLI,VIVI onpependaeTcd nHTepBasnli NISAMEPEHHbIX 3HayeHun, B npegenax KoToporo npu
3agaHHOM YypoOBHE AOoBepuda npeanosioXmntesibHO HaxoaAuTtcA WUCTUHHOE 3HadeHue, U1 Nnpu  3TOM
paccmaTpunBaeTca Kak noboe cmeleHne 0T UICTUHHOIO 3HAYEeHNs, Tak n HeonpeaeneHHOCTb I/I3MepeHVIl7I.

lMpumep - lpumeHeHue 2upb C NPUCBOEHHLIM coasiacHo mpebosaHusm OIML R 111 knaccom
moyHocmu 0ssl KanubpPoeKU eecos.

A.3 leMOHCTpaLuMs MeTPOJIorMyeckoi NpocneXxnBaeMocTu

A.3.1 JlabopaTtopumn HecyT OTBETCTBEHHOCTb 3a YCTAHOBSIEHWE METPOSIONMYECKON NMPOCIEXMBAEMOCTH
B COOTBETCTBMM C HACTOSWLMM CTaHOgapToM. MeTponornyeckylo MpocrexmnBaeMocTb obecneunBatoT
pe3ynbTaTtbl KanMOpPOBKW, NpeacTaBneHHble TabopaTopnsiMmn, COOTBETCTBYIOLLMMWN HACTOSILLLEMY CTaHOapTy.
CepTndurumpoBaHHble 3HadeHUs CepTUUUMPOBAHHBLIX CTaHAAPTHbIX 00pasuoB, nNpeacTaBNEHHbIX
nocTaBLiMKaMn CTaHOApPTHbIX 06pasuoB, cooTBeTcTBylOWMEe TpeboBaHusm ISO 17034, obecneumBaioT
METPOSIOMMYECKY0 MPOCrnexmBaemMocTb. CyLlecTBYOT pa3nuyHbie Cnocobbl AEMOHCTpaLMM COOTBETCTBUSA
HacTodAWeMy CTaHAapTy: NPu3HaHWe TPeTben CTOPOHOWM (TakOW, Kak OpraH Mo akkpeauTauun), BHELUHAS
oLeHKa 3akasumkamy unu camooueHka. K cnocobam, NpUHATBIM Ha MeXAyHapogHOM YpPOBHE, OTHOCAT (HO
He OrpaHM4YMBalOTCA 3TMM) CreayoLme:

a) KanubpoBOYHbIE U  U3MepUTENbHbIE BO3MOXHOCTM, ODecrneyMBaemble  HauLWOHaNbHbIMU
METPOMOMMYECKUMN  MHCTUTYTaMM U HaA3HAYEHHbIMU  UMHCTUTYTaMu, KOTopble ObiMM  NOABEPrHyThI
COOTBETCTBYHLUUM NpoLueccamM NapuTeTHON oLeHKN. Takas naputeTHasi oLueHka nposoantcs B pamkax CIPM
MRA (CornaweHvne o B3aMMHOM Mpu3HaHuu, nogrotosrneHHoe MexayHapoaHbIM KOMUTETOM Mep U BECOB).
C Bupgamu ycnyr, Ha koTopble pacnpocTtpaHseTca pgewncteue CIPM MRA, MOXHO O3HaKoMUTbCH B
npunoxexnun C BIPM KCDB (6a3bl gaHHbIX MO KH4YEBbIM CIIMYEHUsIM, cchopmMupoBaHHoOn MexayHapoaHbiM
Olpo mMep M BeCOB), rae cogepxutca nogpobHasi MHgopmaumss o AmanasoHax U HeonpeneneHHoOCTU
N3MEepPEHN ANSA KaKO0W U3 NEPEUYUCTIEHHBIX B HEM YCIYT;

b) kannbpoBoYHbIE M M3MepUTENbHbIE BO3MOXHOCTM, KOTOPbIE NOATBEPXKAEHbI NPW akkpeauTaumm B
opraHe no akkpeguTauuu, YNONMHOMOYEHHOM B pamkax cornaweHuns ILAC  (MexgyHapogHoe
COTPYOHMYECTBO MO akkpeautTauum nabopaTtopun) unu pervoHarnbHbIX cornawleHui, npusHasaembix ILAC,
obnapgatoT NoATBEPXKAEHHON MEeTPONOrMyeckon npocnexmesaemoctbio. CBeaeHns 06 obnactu akkpeamTauum
KannbpoBoYHbIX NabopaTopuii ABNAIOTCA 06LLIEeAOCTYNHBIMU U MOTYT ObiTb 3amnpoLLEHbl Y COOTBETCTBYIOLLMX
OpraHoB No akkpeauTaumm.

A.3.2 CoBmecTHasa geknapauua BIPM, OIML (MexayHapogHoW opraHusaumm no 3akoHoAaTernbHOWM
meTponorun), ILAC n ISO 0 MeTponormyeckon npocrexmMBaemMocT COO4EPXUT CrneumanbHble yKasaHust Mo
obecneyeHno MexagyHapogHoOro NpM3HaHUs Lieny METPOSTIOrMYEeCKON NPOCIIEXMBAEMOCTH.

MpunoxeHve B
(cnpaBo4Hoe)

BapVIaHTbI CUCTeMbl MEHeAXKMeHTa

B.1 PaCLIJl/IpeHI/Ie npumMmeHeHna Cuctem MeHep)KMeHTa B LUeJsloM YyBeInun4uro ﬂOTpe6HOCTb B
noaTeepXxXaeHumn Toro, 4To naGopaTopMM MOoryT obecneunBaTb (byHKLI,MOHVIpOBaHI/Ie CUCTEeMbl MEeHEXXMEHTA,
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cootBeTcTBytowern m I1ISO 9001, m Hactosiwemy craHoapTy. Takum o6pasom, HacToAWwmA cTaHaapT
obecneynBaeT ABa BapuaHTa TpeboBaHMU, OTHOCSLLUXCS K peanv3aummn cucTemMbl MEHEIKMEHTA.

B.2 BapmaHt A (cm. 8.1.2) nepeuncnsieT MuHMMarsbHble TpeboBaHWsI K BHEOPEHUID CUCTEMbI
MeHemKMeHTa B nabopatopun. BHUMaHue ObINo ygeneHo Tomy, 4Tobbl BKMOUYUTL Bce TpeboBaHusa 1SO
9001, mmetowme oTHOLIEHME K obnacTam nabopaTopHON AEATENbHOCTM, Ha KOTOpble pacnpoCcTpaHseTcs
cuctema MeHemkmeHTa. Jlabopatopum, KoTopble cooTBeTCTBYHOT TpeboBaHuaMm ISO/IEC 17025 (pasgenbl
4-7) wn BHegpsawT BapuwaHT A pasgena 8, Takum obpasom, Takke OyaoyT B LeENOM [OencTBOBaTb B
cooTBeTCTBUM C npuHumnamm 1ISO 9001.

B.3 Bapuant B (cm. 8.1.3) nossondetr nabopatopusm co3gaBaTb W NogAepxuBaTtb CUCTEMY
MeHeKMeHTa B CooTBeTCTBUM C TpeboBaHuamu ISO 9001 Takum obpasom, 4Tobbl obGecneuvvBaTb U
OEMOHCTPUpOBaTb MOCTOSIHHOE  BbINOMHEHWe TpeboBaHun pasgenoB 4-7. Jlabopatopuu, KoTopble
npuMeHsiloT BapuaHT B pasgena 8, OyayTt Takke paboTtate B cootBetcTBuM ¢ ISO 9001. CooTBeTcTBME
TpeboBaHuam ISO 9001 cuctembl MEHeOXMEHTa, B paMKax KOTOpoW (YHKUMOHMpYeT rnabopaTopusi, He
ABnsieTca camo no cebe AemMoHCTpaumen KOMMEeTEeHTHOCTM nabopatopum B OTHOLUEHUWM MpeaoCTaBleHus
TEXHUYECKN OOCTOBEPHbIX AAHHbIX U pe3ynbTaToB. OTO TpeboBaHMe peanu3yetcs 4epe3 COOTBETCTBME
pasgenam 4-7.

B.4 O6a BapuaHTa npegnonaratT JOCTWKEHNE TOro Xe pesynbTaTta B npouecce OyHKLUMOHUPOBAHWSA
CUCTEMbI MEHEDKMEHTA 1 COOTBETCTBMSA TpeboBaHMAM pa3aenos 4-7.

MpumeyaHue - [JokyMeHTbl, aHHbIE M 3an1Ccu SBMNSATCSA COCTaBHLIMU YacTAMU AOKYMEHTMPOBAHHOM
nHdopmaumm B ISO 9001 n gpyrux craHgapTax no cucTemMam MeHeKMEHTa. YnpasreHne SOKYMeHTamu
paccmatpuBaeTca B 8.3. YnpaBneHue sanucamu paccmatpuBaeTcsa B 8.4 n 7.5. YnpaBneHue OaHHbIMMU,
KOTOpble OTHOCATCS K NabopaTopHOW AeATenbHOCTH, paccMaTtpuBaeTca B 7.11.

B.5 Ha pucyHke B.1 nokasaH npumep BapuaHTa cCXeMaTU4eckoro npeacTaBneHmst pabounx npoLeccoB
nabopaTopuu, Kak onucaHo B pasgene 7.

Buumanue! O mopsike MpUMEHEHUs JOKYMEHTa CM. SIpJIBIK "Mpumeyanmna”
NC «Texakcnepr: 6 nokonenue» VHTpaHer



I'OCT ISO/IEC 17025-2019 O6uue Tpe6oBaHus K KOMIIETCHTHOCTH UCIIBITATENIbHBIX M KaJTHOPOBOYHBIX Jabopartopuii (Ilepensnanue)
Tpumensiemes ¢ 01.09.2019 ezamen I'OCT HCO/MOK 17025-2009

Crpannua 30
Ofganuerne © 0BLERTIMA HSNLTIHAR AW KANWSROBKA CT.-'#—_)
A
I I
MeoroTopxa Brinonienwe kanwbposku | I
Obpasay [ " obpasua METBI TR HWA  O0pazel A
) Othop ofipasuce I 2
h — —..—..—.D
73 B . ~
G
TEI HHAYMECKWE JANHTH _—‘—H.\_H
C7.10)
Pecype < » < > YnpasneHue
YNpapneHds JaHHBMIA YnpanneHme
¥ uHpopMELER HECOOTRETCTEYIOLER
!,f——ﬁ paboTol
2D
h Gt B
BwiGop, BUIJPII}IW(B.JPH] o
PaccmoTpenne ( THET
Zanpoc Hnm{i’;*u _________ CBecneqeHas ClLEHABAHIE MNpegcTasnad1e D peIynETaTAY
Tﬂllﬂ&p(}lb‘ [ AoCToBaDHICTA MM DR ENEHHOCTH aryaEToe
W [OTOBOPOB | Banuaauws Matona | praynieTaToR WM ED MR O peaynsTaTax
S D
G 17 ) (8 (78

CT_Qﬁl Hanobel (npeTedaEe) |

PucyHok B.1 - BapmaHT cxemaTtudeckoro npegcrasneHuns pabounx npoueccos nabopatopum
Mpunoxexue JA
(cnpaBo4Hoe)

CBefieHUNsA 0 COOTBETCTBUM CCbINIOYHbLIX MeXAYHAPOAHbIX CTAHAAPTOB MEXrocyAapCTBEHHbLIM
cTaHgapTam
Tabnuua JA.1

O60o3Ha4eHne CCbINoYHOro CrteneHb O6o3HaveHne N HaMeHOBaHME COOTBETCTBYIOLLETO
MeXayHapo4Horo ctaHaapTa COOTBETCTBUSA MEXrocyapCTBEHHOro cTaHaapTa
ISO/IEC Guide 99 - *
ISO/IEC 17000 IDT [OCT ISO/IEC 17000-2012 "OugeHKka cCOOTBETCTBUS.
CnoBapb 1 06Lme npuHLMNbI"

* COOTBETCTBYHOLUMIA MEXTOCYAAPCTBEHHBIM CTaHAAPT OTCYTCTBYET. [JO €ro NpuHATUS peKOMeHyeTCst
MCNonb30BaTb NEPEBOA Ha PYCCKUIA 513bIK JAHHOTO MEXAYHapOAHOro cTaHaapTa.

MpumeyvaHne - B HacTosiwen Tabnuue ncnonb3oBaHo cnepywulee ycrnoBHoe 0603Ha4eHne cTeneHu
COOTBETCTBUA CTaHOapTa:

- IDT - naeHTUYHbIN cTanaapT.

Bubnuorpadus

1ISO 5725-1 Accuracy (trueness and precision) of measurement methods and results - Part 1:

General principles and definitions
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(ToyHoCTb (NPaBUNBHOCTL W MPELM3NOHHOCTb) METOAOB U Pe3ynbTaToB U3MEpPEHUN.
YacTb 1. OCHOBHbIE MNONOXEHWSA 1 onpefeneHns)

ISO 5725-2 Accuracy (trueness and precision) of measurement methods and results - Part 2: Basic
method for the determination of repeatability and reproducibility of a standard
measurement method
(ToyHOCTb (NPaBMNBHOCTL M NPELM3NOHHOCTL) METOAOB W pPe3ynbTaToB U3MEpPEHWA.
Yactb 2. OcHOBHOM MeTOn oOnpeaeneHus MnoBTOPSEMOCTM W BOCMPOU3BOOUMOCTMU
CTaHOapTHOro MeToaa U3MepeHNin)

ISO 5725-3 Accuracy (trueness and precision) of measurement methods and results - Part 3:
Intermediate measures of the precision of a standard measurement method

(ToyHOCTb (MPaBUNBHOCTL W MPELM3NOHHOCTL) METOOOB W PesynbTaToB U3MEPEHWUN.
Yactb 3. [lpomexyTouHble MoKa3aTenu nNpeumsnoHHOCTN CTaH4apTHOro MeToAa
N3MEPEHUI)

ISO 5725-4 Accuracy (trueness and precision) of measurement methods and results - Part 4: Basic
methods for the determination of the trueness of a standard measurement method

(ToyHOCTb (MPaBUNBHOCTL W MPELM3NOHHOCTE) METOAO0B W Pe3ynbTaToB U3MEPEHWN.
Yactb 4. OcHOBHble MeToAdbl onpedeneHvus MnpaBUbHOCTW CTaHAapTHOro MeTtoAa
n3MepeHun)

ISO 5725-6 Accuracy (trueness and precision) of measurement methods and results - Part 6: Use in
practice of accuracy values

(ToyHoCTb (MPaBUNBHOCTb M MPELM3NOHHOCTE) METOAOB U Pe3ynbTaToB U3MEPEHUI.
YacTb 6. Micnonb3oBaHne 3Ha4YeHU TOYHOCTU Ha NpaKTUKe)

ISO 9000 Quality management systems - Fundamentals and vocabulary
(Cuctembl MeHemxMeHTa kavecTBa. OCHOBHbIE MONOXEHNS 1 CNOBapb)
ISO 9001 Quality management systems - Requirements
(Cuctembl MeHeaxMeHTa kavecTBa. TpeboBaHus)

ISO 10012 Measurement management systems - Requirements for measurement processes and
measuring equipment

(Cuctembl MeHeOxMeHTa u3MepeHuii. TpeboBaHWa K npoueccam W3MepeHuid |
n3MepuTenbHoMy 060py0BaHMIo)

ISO/IEC 12207 Systems and software engineering - Software life cycle processes

(MHdopmauuoHHble  TexHomnornu. [pouecchbl  XWM3HEHHOrO  LUKMa  MNporpamMMHbIX
CpeacTB)

ISO 15189 Medical laboratories - Requirements for quality and competence

(MeguuunHckme  nabopatopun.  CneumanbHble  TpeboOBaHUA K KayectBy U

KOMMNETEHTHOCTH)

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

(MeguuuHckMe usgenus ans in vitro-guardHoctuku. Mamepenune BenuuvH B obpasuax
Ovonornyeckoro npovcxoxaeHus. TpeboBaHMs K aTTeCTOBaHHbIM CTAHAAPTHBLIM
obpasuam 1 CoaepxaHno CoNPOBOANTENBHOM AOKYMEHTaLMK)

ISO/IEC 17011 Conformity assessment - Requirements for accreditation bodies accrediting conformity
assessment bodies
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(OueHka cooTBeTcTBUSA. ObLLME TpeboBaHMS K opraHam Mo akkpeauTauMu opraHoB Mo
OLeHKe COOTBETCTBUS)

ISO/IEC 17020 Conformity assessment - Requirements for the operation of various types of bodies
performing inspection

(OueHka cootBeTcTBUs. Obwme TpeboBaHMA Kk paboTe pasnUyHbIX TUMOB OPraHoB,
NPOBOAALLMX MHCNEKLMN)

ISO/IEC 17021-1 Conformity assessment - Requirements for bodies providing audit and certification of
management systems - Part 1: Requirements

(OueHka cooTtBeTCcTBUSA. TpeboBaHUs k opraHaM, NPOBOAALLMM ayauUT U cepTUdUKaLmio
cucTem MeHegxkMmeHTa. Yactb 1. TpebosaHus)

ISO 17034 General requirements for the competence of reference material producers
(ObLwme TpeboBaHMs K KOMMNETEHLMM NPOU3BOANTENEN STANOHHbIX MaTepuarnos)
ISO/IEC 17043 Conformity assessment - General requirements for proficiency testing

(OueHka cooTtBeTcTBMS. OcHOBHble TpeGoBaHUSI K MPOBEAEHUID  NPOBEPKU
KBanudukawmm)

ISO/IEC 17065 Conformity assessment - Requirements for bodies certifying products, processes and
services

(OueHka cooTtBeTcTBMA. TpeboBaHus K opraHam no ceptudpmkaumm npogyKumn,
npoLEeccoB 1 yCnyr)

ISO 17511 In vitro diagnostic medical devices - Measurement of quantities in biological samples -
Metrological traceability of values assigned to calibrators and control materials

(Mspenna  mMeguuMHCKME Ans  AuarHocTukm in vitro. M3mepeHve BenuuvH B
6uonornyecknux  npobax.  MeTponornyeckas  MPOCHEXMBAEMOCTb  3HAYEHWN,
NPUNUCaHHbIX kKanubpaTopam 1 KOHTPONbHBIM MaTepuanam)

ISO 19011 Guidelines for auditing management systems

(PykoBoasiLume ykasaHus no ayauty CUCTEM MeHeKMeHTa)

ISO 21748 Guidance for the use of repeatability, reproducibility and trueness estimates in
measurement uncertainty evaluation

(CTaTMCTMHECKMe MeToAbl. PyKOBO,EI,CTBO Nno MCnonb3oBaHUKO OLEHOK MOBTOPAEMOCTH,
BOCNpOM3BOANMOCTU U NpaBUITbHOCTU NpU OoLUEeHKe HeonpeaeneHHOCTU MSMGDEHMVI)

ISO 31000 Risk management - Guidelines
(MeHepxmeHT puckoB. PykoBoasiune ykasaHus)
ISO Guide 30 Reference materials - Selected terms and definitions

(CtanpapTtHble oOpasubl. TepMUHbI U ONPeAeneHusl, ucnonb3yemble B obnactu
CTaHAapTHbIX 06pa3uoB)

ISO Guide 31 Reference materials - Contents of certificates, labels and accompanying documentation
(CtanpapTHble 06pa3upbl. ConepxaHve cepTudukaToB (NacnopToB) U STUKETOK)
ISO Guide 33 Reference materials - Good practice in using reference materials

(CtaHpapTHble 06pasubl. YCTaHOBMBLUASCA NpakTUka MpUMEHEHUs1 CTaHaapTHbLIX
obpasuoB)
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ISO Guide 35 Reference materials - Guidance for characterization and assessment of homogeneity
and stability
(CtaHpapTtHble o6pasubl. O6wme u cTaTUcTUYEeCKue MpUHUMMNBLI  cepTuduKkaumm
(aTTecTtauumn))

ISO Guide 80 Guidance for the in-house preparation of quality control materials (QCMs)

(PykoBoacTBO MO BHYTpunabopaTopHOMY W3roTOBMEHUIO MaTepuanoB ANA KOHTPONs
kayecTtBa (MKK))

ISO/IEC Guide 98-3 Uncertainty of measurement - Part 3: Guide to the expression of uncertainty in
measurement (GUM:1995)

(HeonpepeneHHocTs  m3mepenuii. Yacte 3. PykoBogcTBO MO BbIpaXeHuto
HeonpeaeneHHOCTU N3MEepPEHNs)

ISO/IEC Guide 98-4 Uncertainty of measurement - Part 4. Role of measurement uncertainty in conformity
assessment

(HeonpepeneHHocTb uamepeHun. Yacte 4. Ponb HeonpegeneHHoOCTM M3MepeHus B
OLeHKe COOTBETCTBUS)

IEC Guide 115 Application of uncertainty of measurement to conformity assessment activities in the
electrotechnical sector

(HOFDELIJHOCTb n3mepeHna npm oueHkKe CcornacoBaHHOCTU  OEeATEeSIbHOCTU B
ANIEKTPOTEXHNYECKOM CeKTOpe)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 2)
(CoBmecTHasa geknapaums BIPM, OIML, ILAC 1 ISO o meTponoruyeckon npocnexusaemoctu, 2011)
ILAC International Laboratory Accreditation Cooperation 3)

(MexgyHapogHas opraHusauus Nno akkpeauTauum nabopatopuii)

(VIML), International vocabulary of terms in legal metrology, 2013
OIML V1:2013

(MexayHapoaHbIn crnoBapb TEPMUHOB MO 3akoHogaTensHou metponorun, 2013)

JCGM 106:2012 Evaluation of measurement data - The role of measurement uncertainty in conformity
assessment

(OueHuBaHve [aHHbIX U3MepeHuii. Porb HeonpeaeneHHOCTM WU3MEepeHUst B OLeHKe
COOTBETCTBUSA)

EEE/RM/062rev3, Eurachem 4) The Selection and Use of Reference Materials
(Bbibop 1 Mcnonb3oBaHWe 3TaroHHbLIX MaTepranos)
BIPM SI Brochure 3) ; The International System of Units (SI)

(Bpowtopa CU: MexayHapogHas cuctema eguHuy (CH), BIPM)

2) http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO_joint_declaration_2011.pdf

3) http://ilac.org/
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4) https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf

3) http://www.bipm.org/en/publications/si-brochure/

(Hymepauwmsa cHocok npvBefeHa no opuriuHarny.)
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