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HUudopmauus npegocrapiena ¢ caiiTa KOMIAHUM |OOO "CTaHuapTCeanc"|

MOCT ISO/IEC 17025-2019

MEXTIOCYOAPCTBEHHbIA CTAHOAPT

OBLWME TPEBOBAHUA K KOMNETEHTHOCTU UCTIbITATENIbHbBIX U KANTMBEPOBOYHbIX TABOPATOPUN
GENERAL REQUIREMENTS FOR THE COMPETENCE OF TESTING AND CALIBRATION LABORATORIES

TekcT CpaBHutenbHoro aHanusa NOCT ISO/IEC 17025-2019 ¢ FTOCT NCO/M3K 17025-2009 cM. no ccbiike:
- MpumeydaHue narotoBuTens 6a3bl AaHHbIX.

MKC 03.120.20

[ata BBegeHunsa 2019-09-01

NMPEOUCNOBUE

Llenn, oOCHOBHble MpuHUMNBI K obWMe npaBuna npoBeaeHUss paboT MO MEeXrocy4apCTBEHHOW CTaHapTM3aumm
yctaHoBneHol [OCT 1.0 "MexrocygapcTBeHHaa cucteMa cTaHgaptu3auun. OcHoBHble nonoxenus" u [OCT 1.2
"MexrocygapcTtBeHHass cuctema cTaHgaptusaumm. CraHgapTbl MeEXrocygapCTBeHHble, nNpasuna wW pekomeHgauun no
MEXrocygapCTBEHHON cTaHAapTm3auun. MNMpasuna paspaboTku, NPUHATUSA, OOHOBNEHNS U OTMEHBI"

CBepeHuA o ctaHpapTe

1 NOAIOTOBJIEH PecnybnunkaHCkuM yHUTapHbBIM NpeanpuaTnem "bBenopycckuin rocyaapCTBEHHbINA LEHTP akkpeautaumm”
(FocypapctBeHHoe npegnpusitue "BILUA") Ha ocHoBe COOCTBEHHOro MepeBOda Ha PYCCKUMA A3blK aHrMoOSA3bIYHOW BEPCUM
CcTaHAapTa, yka3aHHOro B NyHkTe 4

2 BHECEH locygapcTBeHHbIM KOMUTETOM MO cTaHgapTtusaumm Pecnybnukn bBenapych

3 NMPUHAT MexrocynapCTBeHHbIM COBETOM MO CTaHAApTM3aUMM, METpororMm u ceptudmkauum (MPoToKomn OT 28 MIoHS
2019 . N 55)

3a NPUHATUE NporonocoBanu:

KpaTtkoe HanmeHoBaHue cTpaHbl Mo | Kop ctpaHbl no MK | CokpallieHHOe HavMeHOBaHWe HaLUMOHanbHOro
MK (MCO 3166).004-97 (MCO 3166) 004-97 opraHa no ctaHgapTmsauum

ApmeHuns AM MwuHakoHoMKKM Pecnybnunkm ApmeHus

Benapycb BY locctangapt Pecnybnuvkn Benapycb

KazaxcTtaH KZ loccraHpgapt Pecnybnukmn KazaxcraH

Kuprusna KG KbliprelactaHgapt

Poccus RU PocctaHgapt

TamXkukucraH TJ TapxkmkctaHgapT

Y3bekucraH uz Y3cTangapTt

4 [Mpukasom denepanbHOrO areHTCTBa N0 TEXHUYECKOMY perynvpoBaHuio 1 metponoruu ot 15 uona 2019 . N 385-cT
mexrocygapcTteeHHbin ctaHgapT FOCT ISO/IEC 17025-2019 BBegeH B OeNCTBME B KavyecTBe HaUMOHaNbHOrO craHgapTta
Poccuickon ®enepaumm ¢ 1 ceHtabps 2019 r.

5 Hacrtosawmn craHgapT uvaeHTUYeH MexayHapogHomy ctaHgapty ISO/IEC 17025:2017* "OO6wwue TpeboBaHusa K
KOMMNETEHTHOCTU MUCMbITaTENbHbLIX M KanubpoBoudHbix nabopatopuii ("General requirements for the competence of testing and
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calibration laboratories”, IDT).

* [locTyn K MexayHapoaHbIM 1 3apyBexXHbIM AOKYMEHTaM, YNOMSAHYTbIM B TEKCTE, MOXHO NOMy4nTb, 06paTuBLLUCH B
Cnyx6y noaaepxku nonb3osarenen. - lNpumevaHne nsrotosutenst 6asbl 4aHHbIX.

B HacTosilem cTtaHgapTe cnoBo customer nepeBedeHO Kak "3aka3uuk" M NpYMEHSeTCA B KayecTBe OOHOro M3 3HaYeHUN
TepmuHa "notpebutens” (cm. FOCT P MICO 9000-2015, nyHkT 3.2.4; CTB ISO 9000-2015, nyHKT 3.2.4), NOCKONbKY, Kak
npasuno, nabopatopuv B3aMMOOENCTBYIOT HENOCPEeACTBEHHO C 3aKa3yMKOM YCNyr no WMCMbITaHUAM W KanubpoBke, a He C
KOHEYHbIM nonb3oBatenem. Kpome Toro, B mMpakTuke OcyLlecTBneHus nabopaTopHon AesTenbHOCTM 06LleynoTpebutensHbiM
ABNSAETCH CrOBO "3aKasynk".

MexgyHapoaHbIi cTaHgapT paspabotaH Komutetom no oueHke coorBetcTBus (CASCO) MexayHapoaHo! opraHmM3auum no
ctangapTtunsauum (1ISO).

|_|pVI npuMeHeHnn HacToduwero crtaHgapTta pekomMeHOyeTCcda WUCNoNb30BaTb BMECTO CCbITOYHbIX MeXAyHapOAHbIX
CTaHOapTOB COOTBETCTBYHOLLME UM MEXrocyaapCTBeHHble CTaHOapTbl, CBEAEHUA O KOTOPbIX npuBeneHbl B OOMNOJIHUTENbHOM

npunoxeHun JA

6 BBAMEH [OCT MCO/M3K 17025-2009

7 MEPEM3OAHUE. Mapt 2021 1.

UHbopmayus o eeedeHuu e delicmeue (npekpaweHuu delicmeusi) Hacmosiu,e2o cmaHOapma U USMEHEHUU K Hemy Ha
meppumopuu yKka3aHHbIX 8bile 2ocydapcme rMybrnukyemcsi 8 ykasamerssax HayuoHasbHbIX cmaH0apmos, usdasaembix 8 amux
eocydapcmeax, a makxe 8 cemu VIHmepHem Ha calimax coomeemcmeyruiux HayUuoHabHbIX 0p2aHos o cmaHdapmusayuu.

B cnyyae nepecmompa, uamMeHeHUs Unu OMMeHbI Hacmosiuw,e2o cmaHdapma coomeemcemeyrowas uHgopmayus bydem
onybrukogaHa Ha oguyuanbHOM UHmMepHem-calime MexaocydapcmeeHHO20 coeema o cmaHOapmu3ayuu, Memposnoauu u
cepmugpukayuu 8 kamarioee "MexzaocydapcmeeHHbie cmaHOapmbi”

BBEOAEHUE

Hactosiwuin crtaHgapT paspaboTaH C Lenblo YKpenneHus OoBepus K aestenbHocTu nabopatopuin. B Hactosiwem
CcTaHgapTe cogepxartcsa TpeboBaHus K nabopatopusiM, BbINOMHEHWE KOTOPbIX MO3BONUT MM MNPOAEMOHCTPUPOBATh
KOMMETEHTHOCTb M CNOCOBHOCTL MoryyaTb JOCTOBEpPHble pesynbraThl. JlTabopatopuu, KOTOpble COOTBETCTBYIOT TpeboBaHMAM
HacTosLLEero ctaHaapTa, Takke 6yayT B LenomM yHKLUMOHMPOBATb B COOTBETCTBUM C NpuHumMnammu 1ISO 9001.

CornacHo TpeboBaHMsIM HacTosILIEro cTaHgapta nabopaTtopusi OOMKHA MMaHMpOBaTb W OCYLLECTBMNATbL OEMCTBUA MO
YrNpaBneHnio pUckamnv U BO3MOXHOCTAMMW. YMpaBreHue puckamyv U BO3MOXKHOCTSAMM CO30AeT OCHOBY AMS MOBbILLEHUS
PEe3ynbTaTUBHOCTM CUCTEMbI MEHEPKMEHTA, JOCTUKEHWUSA MYULIMX PesynbTaToB M NMpenoTBpaLleHnst HeraTuBHbIX NMOCMeaCTBUNA.
NaGopaTopusi HEceT OTBETCTBEHHOCTb 3a MPUHATAE pEeLUEHWs O TOM, KaKMe PUCKM U  BO3MOXKHOCTM HeoBxoaumo
paccmartpuBsarb.

Mcnonb3oBaHMe HacTosILLEro cTaHAapTa YNpOCTUT COTPYOHWMYECTBO Mexay nabopatopusiMv M ApYrMMU opraHamu u
NnoMoXeT B obMeHe MHopMaumueit 1 onbiTOM, a Takke B rapMOHW3auUMM CTaHZapToB M npoueayp. MNpusHaHve pesynsraToB
nabopaTopHOM AEATENBHOCTU MeXay CTpaHaMu ynpoLLaeTcs, ecnu nabopaTopum COOTBETCTBYIOT TpeboBaHMSIM HacTosILLEro
cTanfapra.

B HacTosiLeM cTaHgapTe UCNonb3yTes CreayroLwme rmarornbHble opMbl:

- "norkeH" - o6o3HavaeT TpebdoBaHue;

- "cnepyet" - 0603Ha4YaeT pekoOMeHAAUMIO;
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- "MoXxeT" - 0003Ha4YaeT paspeLleHne;

- "cnocobeH" - 0603Ha4YaeT BO3MOXHOCTb.

Bonee nogpobHyto nHpopmaumo moxHo HanTtn B Aupektnsax ISO/IEC, yacTb 2.

Ons uenei uvccrneqoBaHWs NOMb30BaTeENsM PEKOMEHAYeTcsl AEnUTbCS CBOMM BWAEHMEM HACTOsILLEro craHgapTa u

npeanoXeHUsMU No BHECEHUIO M3MEHEHUI B NOCneayoLlwme n3aanns. Ytobbl NpUHATL y4acTue B OHNanH-onpoce, HeobxoanMo
npownTh no ccbinke: https://www.surveymonkey.com/r/l6MQ95ZC.

1 OBJNIACTb NPUMEHEHUA
HacToswwui ctaHgapT ycTaHaBnuBaeT obuime TpeboBaHUsi K KOMMNETEHTHOCTW, GecnpucTpacTHOCTU M CTabunbHOMY
YHKUNOHMPOBaHMIO nabopaTopui.

HacTtoswumii cTaHgapT NPUMEHUM KO BCEM OpraHu3aumsiM, 3aHMMatoLWMMcst N1abopaTopHOi AEATENbHOCTbLIO, HE3aBUCUMO
OT YMCIIEHHOCTU NepcoHana.

3akazuuku nabopaTopuit, perynmpytoLime opraHbl, OpraH1M3auUnumn U CXeMbI, UCMONb3YOLLME NAPUTETHYIO OLEHKY, OpraHbl Mo

akkpeguTaummM, a Takke [pyrMe CTOPOHbl MPUMEHSIOT HACTOAWMA CTaHZapT Npu  MNOATBEPXKOAEHWM WUNU  NPU3HAHUK
KOMMETEHTHOCTU NabopaTopuii.

2 HOPMATUBHbIE CCbIITIKA

Mpy npumMeHeHWM HacToslLLero cTaHdapTa pPeKoOMeHOYeTCs WCMNofb3oBaTb BMECTO CCbIIOYHbLIX  MEeXAYHapOOHbIX
CTaHOapToB COOTBETCTBYHOLLME UM MEXIOCYAapCTBEHHble CTaHOapThl, CBEAEHUSA O KOTOPbLIX MpuBedeHbl B OOMNOMHUTENLHOM
nopunoxexun A

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and associated terms (VIM)
(MexayHapogHbIv crioBapb Mo meTponorun. OCHOBHbIE U 06LLME MOHATUSA U cooTBETCTBYOWME TepMuHbl (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (OueHka cootBeTcTBUs. CrioBapb 1 o6Liune
NPUHLMMbI)

3 TEPMUHBbI U ONPEAENEHUA

B HacToswem craHgapTe npumeHeHbl TepMuHbl o ISO/IEC Guide 99 n ISO/IEC 17000, a Takke cnefyrowime TePMUHbI C
COOTBETCTBYOLUMWN ONpeaeneHnsIMN.

ISO n IEC nogaepxmBatoT TepMUHONornyeckne 6asbl 4aHHbIX 48 UCNOMb30BaHUA B 06nacty cTaHgapTM3auumn, KoTopble
OOCTYMHbI MO CNEAYOLWUM CCbIfIKaM:

- oHnanH-nnatdopma 1ISO anga noncka gocTynHa no cebinke: http://www.iso.org/obp;
- anekTponenus IEC: goctynHa no ccbinke: http://www.electropedia.org/
3.1 6ecnpuctpacTHocTb (impartiality): Hanvmune ob6bekTnBHOCTW.

MpumeyaHme 1 - OBBLEKTUBHOCTb O3HAYaeT, YTO OTCYTCTBYIOT KOH(NMKTbI MHTEPECOB WM OHM paspeLualoTcs Takum
0obpa3oM, 4YTO He OKa3blBalOT HEraTVBHOMO BIUSIHUSA Ha NOCIeayoLLyto AesTensHocTb nabopartopun (3.6).

Mpumeyanve 2 - [dpyrumu TepMuMHaMK, WUCMONb3yeMbIMM NMPU Mepedave CyTM COCTaBMSHOLWMX OecnpucTpacTHOCTH,
ABMAOTCA "OTCYTCTBME KOH(IMKTOB MHTEPECOB", "OTCyTCTBME NpeaB3aTocTn”, "oTCyTCTBUE NpeaybexaeHun”, "HenTpanutet”,

"cnpaBenniMBoCTL", "OTKPLITOCTL", "0ObEKTUBHOCTL", "OTCTPaHEHHOCTL" 1 "napuTeT”.
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[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, nameHeHo - B npumedaHun 1 cnosa "opraHa no ceptudukauun” 3ameHeHbl Ha
"naboparopun”, B npyumeyaHnn 2 crnoeo "He3aBUCMMOCTbL" UCKIIOYEHO 13 cnmcka.]

3.2 xanoba (npeteH3us) (complaint): BbipaxeHue HeyOOBNETBOPEHHOCTM MNOObIM NMLUOM WU oOpraHusauven B
OTHoLwweHun nabopatopum (3.6), KacawoLleeca AeATENbHOCTU UK pe3ynbTaToB 3TOM Nabopatopun, NO KOTOPOMY OXMAaeTcs
OTBET.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, nameHeHo - cnoea "B OTNNYME OT anennauumn” GbIIn UCKIYEHBI, a crioBa "opraH
no OLEeHKe COOTBETCTBUS UMW OpraH no akkpeauTauum, OTHOCALLMINCS K AeATEeNbHOCTW 3TOro opraHa” 6binv 3aMmeHeHbl crnosamu
"naboparopun, KacatoLlencs 4eATENbHOCTU N pe3ynsTaTtoB 3aTon nabopaTtopmmn.]

3.3 mexxnabopatopHoe cnu4yeHue (interlaboratory comparison): OpraHnsaums, BbIMONTHEHNE U OLEHUBAHUE WU3MEPEHNI
UNKU UCNbITAHWI OOHOIO M TOTO e UMM HEeCKONbK1X NogobHbIx 06pa3uoB ABymsA unm 6onee naboparopusiMm B COOTBETCTBUM C
3apaHee yCTaHOBIEHHbIMU YCNOBUSIMUA.

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

3.4 BHyTpunabopatopHoe cnu4yeHue (intralaboratory comparison): OpraHu3auusi, BbINOMHEHWE U  OLEHMBaHUe
N3MEPEHWUI UNN UCTIbITAHUIA OAHOMO U TOTO XXe MIN HECKOMbKMX NogobHbIX 06pa3uoB B npeaenax ogHon nabopatopum (3.6) B

COOTBETCTBUMU C 3apaHee yCTaHOBJ1IE€HHbIMW YCITOBUAMN.

3.5 npoBepka kBanudukaumum (proficiency testing): OueHnBaHue xapakTepuUCTUKM (DYHKLUUOHUPOBAHWUS ydYacTHUKa Mo
3apaHee yCTaHOBMEHHbIM KpUTEPMAM NOCPEACTBOM MexnabopaTopHbIx crindeHun (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, N3MEHEHO - yaaneHbl NpUMeYaHnst K NyHKTY.]

3.6 nabopatopus (laboratory): OpraH, KOTOPbI/ OCYLLECTBIAET O4MH U HECKOMBKO U3 CNeayroLnX BUAOB OEeATENbHOCTH:
- UCnbiTaHUs;

- KanubpoBkKa;

- oT6op 06pa3uoB, CBA3AHHbLIN C NOCNEAYLWNUMM UCNIbITAHUAMUW UNN KanNnbpOBKON.

MpumeyaHne 1 - B KOHTEKCTe HacToOsILLEro craHgapTa MoHATME "nabopaTopHas AesTenbHOCTb" OTHOCUTCS K TpeM
BbllLleyKa3aHHbIM B1Aam OeATEeNbHOCTU.

3.7 npaBuno npuHATUA pewweHus (decision rule): NpaBuno, KOTOPOE OMUCHLIBAET, KaK YYNTbIBAETCS HEOMNpenerneHHoCTb
N3MEPEHUI NPY NPUHATUM PELLEHUS O COOTBETCTBUM YCTAHOBINEHHOMY TPEOOBAHMIO.

3.8 Bepudomkauus (verification): NMpegocraBneHne 06GbEKTUBHBLIX CBUAETENBCTB TOMO, YTO AAHHLIN 0OBLEKT COOTBETCTBYET
YCTaHOBMNEHHbIM TpeboBaHMAM.

lMpumepsbi

1 NModmeepxxdeHue Mo2o, Ymo OaHHbIl cmaHOapmHbIl obpa3sey siesissemcsi, KaKk 3asiesieHo, 0OHOPOOHbIM OJisl
3HayYyeHus eeslUYUHbI U coomeemcmeyruieli MemoOuKu usmepeHuli, ensioms 0o o6pasya maccoli 10 me.

2 [loOmeepxdeHue mMO20, 4YMO 3KCMJyamayUoHHbIEe XapaKmepucmuKu u3MepumeJsibHOl cucmembl uau
3akoHoOamesibHble mpebosaHusi K Heli CO6/1H00eHbI.

3 ModmeepxdeHue mo20, Ymo mMoxem 6bimb docmuz2Hyma yesieeasi HeonpeoesIeHHOCMb U3MEPEHUU.
MpumeyaHue 1 - Korga npymeHnmo, crieqyert yuuTbiBaTb HeonpeaerneHHOCTb U3MEPEHUN.

MpumeyaHne 2 - OOBLEKTOM MOXET ObiTb, Hanpumep, MNPOLECC, MEeToAWKa W3MEpPeHus, MaTepuarn, BeLlecTBO WNnu
namepuTenbHas cuctemMa.
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an/IMe'vlaHI/Ie 3 - YcraHoBneHHble Tpe6OBaHV|9| MOTyT 3akKn4aTtbCd, Hanpumep, B CO6J'IIO,EI,eHI/II/I Cl'leLl,I/I(*)I/IKaLI,VII/I
npon3sBoanTena.

MpumeyaHne 4 - B 3akoHogaTensHOW MeTponornn, Kak a1o onpeaeneHo B VIML, 1 npu oueHke COOTBETCTBUSA B LiENIOM
BepudurKaumnsa OTHOCUTCS K UCCNEA0BaHUI0 U KNENMEHUIO U/UnK Bbldadye CBUAETENBCTBA O MOBEPKE M3MEPUTENBHOW CUCTEMBI.

MpumeyaHune 5 - NoBepky He crneayeT nyTaTb ¢ Kanubposkon. He kaxxaas Bepudukaums ssnsaetca sanvagaumen (3.9).

MpumeyaHve 6 - B xvmun Bepudmkaumsa MOEHTUYHOCTM paccMaTpuBaemMoro obbekTa unv peakuum TpebyeT onvcaHust
CTPYKTYPbI UN CBOWCTB 3TOM0 0GbeKTa UIn peakLuu.

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

3.9 Banupaums (validation): Bepudukauus (3.8), npn KOTOpon ycTaHOBMEHHble TpeboBaHUSA CBSA3aHbI C NpeanonaraeMbimM
UCMOMNb30BaHUEM.

lpumep - Memoduka u3mepeHusi, 06bIYHO ucrnosib3yemMasi OJis1 U3MePeHUs1 Maccoeoll KOHUeHmpayuu azoma e
eode, Moxem 6bImb eanuduposaHa Makxe O/isi U3MepeHUsl Maccoeoll KOHUeHmpauyuu a3oma 8 Cbi8OPOMKe Kposu
qyesioseka.

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

4 OBLUIME TPEBOBAHUA
4.1 BECINMPUCTPACTHOCTb

4.1.1 JlabopatopHass [OesTENbHOCTb [OMKHA OCYLLECTBNATLCSH OecnpucTpacTHO, a Takke CTPYKTypupoBaTbCs W
ynpaBnATbCcsa TakMMm 06pasom, 4Tobbl obecneunBatb 6eCnpUCTpacTHOCTb.

4.1.2 PykoBoacTBo nabopatopum SOMKHO NPUHSATL 0bs3aTenscTea no 6ecnpucTpacTHOCTY.

4.1.3 J'Ia60paTop|/|9| AOJMKHa HeCTM OTBETCTBEHHOCTb 3a 6ECI'IpI/ICTpaCTHOCTb cBoen naGopaTopHoﬁ AoeAaATeribHOCTn N He
OOIXHa gonyckaTb KOMMep4ecKoe, CbI/IHaHCOBOG nnn nHoe aasrieHne, ctaBsllee 6eCI'Ip|/ICTpaCTHOCTb nopn yrpoasy.

4.1.4 Nabopatopus OomkHa MAEHTUMOUUMPOBATL PUCKM ANA cBoen 6ecrnpucTpacTHOCTU Ha MOCTOSAHHOW OCHOBE. JTO
OOIMKHO BKITHOYaTb PUCKM, KOTOPblE BO3HMKAIOT B NpoLecce ee AeATeNbHOCTU, B pesynbraTe ee OTHOLUEHUA U OTHOLUEHUI ee
nepcoHana. BmecTte c TemM TakMe OTHOWEHWs He 06s3aTenbHO NpPeacTaBnsloT cobon puck Ans BecnpucTpacTHOCTM
naboparopun.

MpumeyaHne - OTHOLWIEHUs,, KOTOpble YrpoXarT 6GecrnpucTpacTHOCTM naGopaTopuM, MOryT OCHOBLIBATLCH Ha Mpase
CcOoBCTBEHHOCTHM, YNpaeneHuu, PyKoBOACTBE, MepcoHane, obwWwux pecypcax, (oMHaHcax, [OroBopax, MapKeTuHre (Bknouas
BPAHAMHT) M KOMUCCMOHHbIX BbIMNaTax Uv Ha APYrux BUAax CTUMYNMPOBaHUS B OTHOLLEHWUWN HOBbIX 3aKas4uKoB U T.1.

4.1.5 lNMpwn oBHapyxeHUn prucka ans decnpuctpacTHOCTU nabopatopmusa AOMKHA ObITb B COCTOSIHMM NMPOAEMOHCTPMPOBATL
TO, KaK OHa YCTpaHsAEeT UM MUHUMU3MPYET TaKOW PUCK.

4.2 KOH®OUOAEHUWANBHOCTDb

4.2.1 NNabopatopuss 4ormkHa Ha OCHOBE HPUAMYECKM 3HAYMMbIX 00S3aTENbCTB HECTU OTBETCTBEHHOCTL 3a YrpaBlieHune
BCel MWHopmaumen, MNOCTYMMBLUEA W3BHE WKW MOMYYEHHOW B MPOLECCE BbIMOMHEHUS MabopaTtopHON [esATENbHOCTU.
Jlabopatopus pomkHa 3apaHee WHGOPMUPOBATL 3akasdvMka 00 WHOpMaLMM, KOTOPYH OHa HaMepeHa pas3MecTuTb B
cBobogHoM goctyne. VcknioueHne coctaBnsieT MHopMauus, KoTopasi CTaHOBUTCS OOLLELOCTYNHOW MO PELUEHUIO 3aKa3uuka
nnbo no corrmacoBaHu0 Mexay nabdopaTtopren U 3akasdMkom (Hampumep, C Lernbi pearMpoBaHusi Ha Xanobbl). Bea nHas
WHOpMaUMSa  cuyuTaeTca  NpeacTaBnsalolen KOMMEpPYECcKyld TavHy M OOfbKHa  paccMmaTtpuBaTbCd B KadyecTBe
KOHbUAEHUMANBHON.

4.2.2 Ecnn B COOTBETCTBUMN C 3aKOHOAATENbLCTBOM WUIN [OOTOBOPHBLIMU OTHOLUEHUSMU NabopaTopusi AOMmKHA PacKpbiTb
KOHdpmaeHUManbHyo MHGOopMaLuio, oHa AOSKHa YBeOOMWTb 3akasyuMka UMM MHOE 3auHTEpPEcOBaHHOE NMLO O PacKpbITOW
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I/IHd’.)OpMaLI,VIM, B Clty4dae eCl 310 He 3anpeLleHOo 3akoHo4aTelnbCTBOM.

4.2.3 NHdopmauna o 3akasyuke, MnofyvyeHHas He OT caMoro 3akasduka (Hanpumep, nuvua, HanpasuBLUErO >anoby,
perynupyroLLmnx opraHoB), AOMMKHA OblTb KOHpMAEHUMaNbHOW MexXay 3akasdnkom n naboparopuen. CeeaeHus 0 NocTaBLUUKe
(MCTOYHMKE) 3TOM UHOPMaUMM AOMKHbI ObITb KOHMAEHUManbHbIMK Ana nabopatopum M He OOMKHbI NepedaBaTbCs ee
3aKasyuKy, ecnn 3To He COrMacoBaHO C UCTOYHUKOM OaHHOW MHGOpMaLU.

4.2.4 MNepcoHan, BkNtoYasi fodbIX YIeHOB KOMUTETOB, NOAPSAYMKOB, NEPCOHaN BHELUHMX OPraHoB WM OTAENbHbIX Nnu,
OENCTBYOLWMX OT MMEHM nabopaTtopuu, AOMKeH cobnopaTb KOHUAEHUMANbHOCTb BCEW MHGOPMaLUKU, MOMYHYEHHON WK
co3gaHHOM B Xode BbINOMHEHWst nabopaTopHOWM OesATEeNbHOCTM, 3a  WCKIIYEeHWEeM  Cry4YaeB, NpedyCMOTPEHHbIX
3aKoHOoaaTenbLCTBOM.

5 TPEBOBAHUA K CTPYKTYPE

5.1 J'Ia60paTopMﬂ AormkHa ObiTb ropngn4eckuMm nuuomMm unu nopgpasgeneHmemMm rpuandeckoro nuua, KoTopoe HeceT
ropnanyecKkyro OTBETCTBEHHOCTb 3a €€ AeATENTbHOCTb.

Mpumeydanve - NS Lenel HacTosiero cTaHgapTa NpaBUTeNbCTBEHHas NnabopaTopus CUMTAeTCs PUANYECKUM NULIOM Ha
OCHOBE €€ MNpaBUTENbLCTBEHHOIO cTaTyca.

5.2 NNaBopaTopusa AoMmkHa ONpeaenuTb PYKOBOACTBO, KOTOPOE HECET MOrHY OTBETCTBEHHOCTL 3a nabopartopuio.

5.3 NNabopaTopusa fomKkHa onpeaenuTe U AOKYMEHTMPOoBaTb 06nacTb nabopaTtopHOn AeATenbHOCTU, NPY OCYLLECTBNEHUM
KOTOpOM OHa COOTBETCTBYET HacTodAwemy cTaHaapTy. ObnacTb, B OTHOLLEHMM KOTOpPOK nabopaTopust 3asiBnsieT 0 COOTBETCTBUM
HacTosILLleMy CTaHOapTy, HE OOIMKHA BKMtoYaTb 1abopaTopHy AeATeNnbHOCTb, OCYLLECTBMASIEMYK Ha MOCTOSIHHOW OCHOBE
BHELLUHMMW NOCTaBLUMKaMMU.

5.4 Nabopatopusa OormKHa OCYLLECTBMATb CBOK AEATENbHOCTb Takmm obpasom, 4Tobbl COOTBETCTBOBaTb TpebGoBaHUAM
HacTodALWero cTaHgapTa, CBOMX 3aKa34yMKOB, Perynupylowmux OpraHoB W opraHusauun, obecnevvBatolimMx MpuU3HaHueE.
Jlabopatopus pomkHa HecTn OTBETCTBEHHOCTb 3a [eATeNbHOCTb, OCYLUECTBNSEMYD BO BCEX MecCTax ee MNOCTOSHHOro
pasMeLleHuss, BHe MeCT ee MOCTOSAHHOro pasMeLleHusi, Ha BPEeMEeHHbIX WNW NepeaBuXHbIX MNnowaasx M Ha obbekTax
3aKasuuka.

5.5 [labopatopus gomxHa:

a) onpedenuTb OPraHU3auUMOHHYI U YNpaBrieHYecKkylo CTPYKTypy nabopaTtopun, ee MecTo B TONOBHOW opraHusauum u
B3aMMOCBSA3M MeXay yrpaBrieHY4eCkUMU, TEXHUYECKUMM U BCTIOMOraTeNlbHbIMU CryX6amu;

b) ycTaHOBWUTb OTBETCTBEHHOCTb, MOSIHOMOYMS W B3aWMOOTHOLUEHWUSI BCEX COTPYAHWKOB, 3aHSATbIX B YNpaBreHuw,
BbINOSTHEHWM UMK NpoBepKe paboT, BNUSIOWLMX Ha pe3ynbTaThbl NabopaTopHON AesTENBHOCTY;

C) JOKYMEHTUpPOBaTh CBOM Mpouenypbl B 06beme, Heobxogumom ans obecneyeHms CTabunbHOrO OCYLLECTBIEHUS CBOEN
OEeATeNnbHOCTU N IOCTOBEPHOCTM pPe3yNbTaToB.

5.6 IlaGopaTopus JomkHa MMETb MEepCcoHari, KOTOpblii, HE3aBUCMMO OT APYrMX oBsi3aHHOCTEN, MMEET MONTHOMOYUS U
pecypcbl, HeobxoanMble A BbINOMHEHUS] CBOUX 06S3aHHOCTEN, B TOM YKChe:

a) BHegpeHue, nogaepxaHme n coeepLleHCTBoBaHe CUCTEMblI MEHE)KMEHTA,

b) BbISIBMIEHNE OTKMOHEHUN OT CUCTEMbl MEHEMKMEHTa unuM ot npouenyp Ana ocyuwlecTtelieHnd na6opaTopH0171
OeATEeNbHOCTH,

C) MHULMUPOBaAHNE Mep NO NPEAOTBPALLEHMIO UM MUHUMU3ALMMN TAKUX OTKITOHEHWI;

d) npeacTaBneHvne pykoBOACTBY nabopaTopumn OTHETOB O (BYHKLMOHMPOBAHUU CUCTEMbI MEHEKMEHTA U HEOGXOAMMOCTU
ee ynyuLleHus:;
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e) obecneveHne pesynbLTaTMBHOCTY NabopaTopHON AeATENBHOCTH.
5.7 PykoBogcTteo naboparopun gormkHo obecneyvmnTsb:

a) obMeH WHdopmauven o pesynbLTaTUBHOCTU CUCTEMbI MEHEMXMEHTa U BaXHOCTW YAOBMETBOpeHus TpebosaHun
3aKa34uKoB 1 Apyrux TpebosaHni;

b) COXpaHeHune UenoCTHOCTU CUCTEMbI MEHEXXKMEHTa Npu NinaHnpoBaHMN N BHECEHUN N3MEHEHWI B Hee.

6 TPEBOBAHUA K PECYPCAM

6.1 ObLLUME TPEBOBAHUA

NaGopaTopus AoMKHa pacnofaraTe NepcoHanoM, nomelleHusM1, o06opyaoBaHWEM, CUCTEMAMKU M BCrOMOraTeNbHbIMU
cnyx6amu, HeoBxoauMbIMK AN ynpaeneHus nabopaTopHON AeATENbHOCTLIO U AN €€ OCYLLECTBIEHS.

6.2 MEPCOHAN

6.2.1 Becb nepcoHan nabopatopuu, kKak NOCTOSIHHbLIN, TaK U NPUBEKaeMbI, KOTOPbIA MOXET NOBMUATbL HA AeATENbHOCTb
nabopaTtopuun, OOMKeH gencTeoBaTtb GeCcnpmucTpacTHO, ObiTb KOMNETEHTHLIM N AOMKEH paboTaTb B COOTBETCTBUN C CUCTEMOM
MeHegKMeHTa nabopaTtopun.

6.2.2 JlaGopatopus [OmKHA AOKYMEHTMpoBaTb TpeboBaHMS K KOMMETEHTHOCTU NepcoHana Ansg Kaxaown dyHKUMM,
BNUSOWEN Ha pesynbraThl NlabopaTopHOW OeATenbHOCTN, B TOM u4ucne TpeboBaHus k obpasoBaHuio, kBanudukauum,
npoceccnoHanbsHoOn NOAroTOBKE, TEXHUYECKMM 3HAHUSAM, HaBbIKaM, OMbITY.

6.2.3 Jlabopartopus fomKHa rapaHTMpPOBaTb, YTO NepcoHan obnagaet KOMMNETEHTHOCTLIO AN BbINOMHEHUS TabopaTopHOn
AEeATENbHOCTY, 3@ KOTOPYIO OH HECET OTBETCTBEHHOCTb, U AN OLEHKN 3HAYMMOCTMW OTKIOHEHWIA.

6.2.4 PykoBoacTtBo nabopartopuu [OOMKHO [OOBECTM OO0 KaXOOro COTPyAHWKa ero obs3aHHOCTW, OTBETCTBEHHOCTb U
NONHOMOMMS.

6.2.5 Jlabopartopus gormkHa nmeTb npoueaypy(bl) U BECTW 3anucuy no:
a) onpenenexuto TpeboBaHM K KOMNETEHTHOCTH;

b) nog6opy nepconana;

C) NOArOTOBKE NepcoHana;

d) HabnogeHuo 3a NnepcoHanom;

€) HafeneHnto NnepcoHana NnofTHOMOUYUSIMU;

f) MOHMTOPUHIY KOMMNETEHTHOCTU NEpPCoHana.

6.2.6 JlabGopatopusi OOMKHa YMNOMHOMOYUTL MEPCOHAN Ha BbINOMIHEHWE KOHKPETHOW nabopaTopHOM OEeATENbHOCTH,
BKIto4as (HO He OorpaHn4MBasiCb) criegytoLlee:

a) pa3paboTky, M3MeHeHNe, BepudmKaLMIo 1 Banuaauuo METOAOB;
b) aHanu3 pe3ynLTaToB, B TOM YMCHE 3asiBIEHNIA O COOTBETCTBUM UMM MHEHWUIA U MHTEPRPETaLA;
C) NOATrOTOBKY OTYETOB O pe3ynbratax, UX NPOBEpPKY U yTBEpPXKAEHUE.

6.3 MOMELLIEEHMSA U YCNOBUA OKPYXXAIOLLEW CPEAbI
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6.3.1 MNomelLleHNs 1 yCrnoBMSI OKpyKatoLlen cpegbl AOMMKHbI ObliTb MPUrOOHLIMK ANs OCyLUecTBneHus nabopaTopHoM
AeATEerNbHOCTU M He AOMKHbI OKasbiBaTb HEraTVBHOE BIUsSIHWME HA JOCTOBEPHOCTL NOy4YaeMblX pe3ynbTaToB.

MpvmeyaHve - BospenctBusi, KOTOpble MOMYT HEraTUBHO BMMSITb HA [AOCTOBEPHOCTb PE3YNbTaToB, BKMOYAOT (HO He
OrpaHUYMBalOTCS) Creaylolme:  MUKPOBUMONOrMyeckoe 3arpsi3HEHUE, Mbiflb, SMEKTPOMAarHUTHblE MOMEXW, U3MNy4YeHue,
BNaXXHOCTb, aNeKTpocHabxeHne, TemnepaTypa, LWym 1 Bubpaums.

6.3.2 TpeboBaHusA, npeabaBnsieMble K MOMELLEHUAM W YCNOBMSM OKpyXatowen cpeabl, HeobxoguMmbiM — Ansi
ocyLlecTBNeHNs nabopaTopHo OeATENbHOCTHU, OOMKHbI OblTb JOKYMEHTUPOBAHDI.

6.3.3 Jlabopatopusa [OOMmKHa OCYLECTBMNSATb MOHWUTOPWUHI YCIOBUIA OKpy)XXalwen cpedbl, ynpaBleHne uMuM Kn  ux
perucTpaumio B COOTBETCTBUM C TEXHUYECKMMM TpeboBaHNSMM, METOAAMY U METOAUKAMM UMK B CryYasix, KOrga OHW BMMSIIOT Ha
OOCTOBEPHOCTb pe3yrbTaToB.

6.3.4 Mepbl No ynpaBreHnio NOMELLEHUAMM OOMKHbI GbiTb BHEAPEHbLI, NOABEPraTbC MOHUTOPUHIY M Nepuoandeckomy
nepecmoTpy U BKMoYaTb (HO HE OrpaHMYMBaTbLCS) creaytoLlee:

a) L0OCTYN U NCnornb3oBaHMe y4acTKoB, OKa3dbliBalOWKUX BIIMAHUE Ha naGopaTopHylo OEeATEeNbHOCTb;

b) npenorepailleHne 38Fpﬂ3HeHI/IVI, B3aMMHOIo BIMUAHUA WA H96J'IaFOﬂpVIF|THbIX BO3AENCTBUN Ha na6opaTopHy+o
0eATerbHOCTb;

C) SCt)d)eKTVIBHOG pa3rpaHnyeHune 30H, B KOTOPbIX MPOBOANTCA HECOBMECTUMAA na60paTopHaﬂ neATenbHOCTb.

6.3.5 |-|pl4 OocyLleCTBleHnn na60paTopmel71 OEeATEeNbHOCTM Ha obbekTax, HaxoAsLWmUXcst BHE ee NOCTOAHHOrO ynpaBneHua,
OHa JosmkHa obecneyYnTb COOTBETCTBME NOMELLEHWI 1 ycnoamﬁ Opr)KalOLIJ.eVI cpenbl Tpe6OBaHVI$-|M HacTodLlero craHaapTra.

6.4 OBOPYOOBAHME

6.4.1 JlaGopaTopus OOMmKHa MMETb AOCTYN K obopyaoBaHWIO (BKMOYasi, HO HE OrpaHU4YMBasiCb, CPEACTBa M3MEpPEHUS,
nporpaMmHoe obecrneveHune, 3TanoHbl, CTaHgapTHble 06pasubl, CrpaBoYHbIE AaHHbIE, PeaKTUBbI, PpacXoaHble MaTepuarnbl Unm
BCMomoraTesfibHble YCTPOWCTBA), KOTOpPOe HeoGXoOAMMO ANS Haanexallero OCyLLecTBreHus nabopaTopHON AesiTENbHOCTU U
KOTOPOE MOXET MOBMMUSATL Ha ee pesyrbraThl.

MprmeyaHne 1 - CylecTBYeT MHOXECTBO Ha3BaHUM AN CTaHOAPTHbIX 06pa3LoB M CcepTURULMPOBAHHbIX CTaHAAPTHbLIX
0o0pasuyoB, HanpuMMep 3TanoHbl, KannMbpoBOYHbLIE 3TanOHbl, CTaHAApPTHble 06pasubl, KOHTPOsNbHblIE 06pasubl. B ISO 17034
npuBegeHa AONONHUTENbHAsA MHOPMaLMs O NPOM3BOAUTENSAX CTaHAAPTHbIX 06pa3uos (RMP). MNMpoussogmTeny ctaHoapTHbIX
obpasuyoB, cooTBeTCcTBYOWMX TpeboBaHuam SO 17034, cumTtarotca KomneTeHTHoiMW. CTaHaapTHble obpasubl  OT
npousBoauTenen, cooTeBeTcTBylolmne TpeboBaHuam [ISO 17034, noctaensloTcss C nacnopTom/cepTndumkaToM, KOTOPbINA
onpefensieT Ccpeaud MpoYMX XapaKTepUCTMK OOHOPOAHOCTb UM CTabuNbHOCTb AN yKasaHHbIX CBOWCTB, a [Aansd
CepTMULMNPOBAHHBIX CTaHAApTHbIX O0OpasUoB - YyKa3aHHble CBOWCTBA C CEPTUDPMUUPOBAHHBIMU  3HAYEHUAMU, UX
HeonpeaeneHHOCTb U3MEPEHNUI U METPONOrMYECKYH NPOCMNEXUBAEMOCTb.

Mpumevarne 2 - B ISO Guide 33 gaHbl pekoMeHAaumy no BbIGOPY U MCMOMNb30BaHUIO CTaHOapTHbIX obpasuos. B 1ISO
Guide 80 npvBefeHbl ykazaHUs No U3roTOBMNEHMIO 06pa3LoB, MPUMEHSIEMbIX ANsl BHYTPEHHErO KOHTPOSs KavecTBa.

6.4.2 B Tex cnydasx, korga nabopartopusi Mcnornb3yeT 00OopynoBaHME, Haxodsleecs BHE 30Hbl €e MOCTOSIHHOIO
ynpaBsneHus, oHa gorxkHa obecneuntb ero cooTBeTCTBUE TpeboBaHMAM HacTosALWwero ctTaHaapTa.

6.4.3 JlabGopatopua AomkHa wWMeTb npoueaypbl obpalleHns ¢ obopygoBaHMEM, €ro TPaHCMOPTUPOBKU, XpaHEHWs,
3KCnnyaTauum M nnaHoBoro obcnyxuBaHWs B Lensax obecneveHus Hagnexawero pyHKLUMOHUMPOBaHNUA U NpefoTBpaLleHns
3arpsi3HEHUst UNK NOBPEXAEHUS.

6.4.4 JNlabopatopusa JormkHa NOATBEPANTL COOTBETCTBME 000PYA0OBaHMS YCTAHOBMEHHLIM TpeboBaHMAM nepes BBOAOM €10
B 9KCMNIyaTaLuio unm nocne Bo3sparta B aKCrnnyaTaumto.

6.4.5 O6opyooBaHue, ucnonb3dyemMoe Ans M3MepeHWn, OOMMKHO obecneymBaTb TOYHOCTb W/MNWM HEONPEAENEHHOCTb
n3mepeHuii, Tpebyemble ans obecneveHns 4OCTOBEPHOroO pesyrksraTa.
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6.4.6 MiameputenbHoe 060pyaoBaHue AOIMKHO ObITh kKannbpoBaHo, ecrnu:
- TOYHOCTb M HeonpeaeneHHOCTb U3MEePEHNA BAUSAIOT HA JOCTOBEPHOCTb NPeacTaBnaeMblX pe3ynsraToBs; u/nunm

- kanubposka obopyaoBaHus TpebyeTcst ONs YyCTAHOBMEHUSI METPOSIONMYECKON NPOCIEXUBAEMOCTM MpPeacTaBnseMbIX
pe3ynsTaToB.

I'Ipmmeanme - K Bugam 060pyﬂ,OBaHMFI, OKasblBawWuM BIUAHME Ha OOCTOBEPHOCTb NpencTtaBlieHHbIX pe3ynbraTos,
MOXHO OTHECTU O60pyD,OBaHMG, cnyxatwjee gna:

- NPSIMOTO M3MEPEHNS OMNpPeaensieMoli BENUYMHbI, HAaNnpUMep NPUMEHEHUE BECOB AN UBMEPEHUS] MacCh;
- BHECEHWS MONPaBOK B U3MEPEHHbIE 3HAYEHWs, HanpuMep U3MepeHusl TemnepaTypbl;
- MonyYeHus pesyrsTata U3MepeHusi MyTem BblYUCIEHMIA HA OCHOBE 3HAYEHWUIA HECKOMbKUX BEMUYMH.

6.4.7 Jlabopatopus p[ormkHa pa3paboTtaTb MporpamMMmy KanubpoBku, KOoTopasi [OSPKHa MepecMaTtpuBaTtbCs U
KOPPEKTMPOBATLCS MO MepPe HEOOXOAMMOCTU C LENbI0 NoAAEPKaHNS JOBEPUS K CTATyCy KannbdpoBKu.

6.4.8 Bce obGopynoBaHue, koTopoe TpedyeT KanvMbpoBKM UMM UMEET ONpedenieHHbli CPOK TFoAHOCTU, LOIMKHO ObiThb
MapKUPOBAHO, 3aKOOUPOBAHO MIU WHbIM 0Opas3oM MAEHTUMULMPOBAHO, YTOOLI MO3BONMMTL MOMb30OBaTENO OOOPYAOBaAHUS
ObICTPO MAeHTUMUMPOBATL CTATYC KanMbpoBKM MU CPOK FOQHOCTMU.

6.4.9 O6opynoBaHue, KOTOpoe ObINO NOABEPrHYTO NEperpy3ke uUnm HenpasuiibHOMY 06paLLEeHMIO, BbIGAET COMHUTENbHbIE
pe3ynbTaThbl, a Takke B cryyae, ecnv 6bino 3amMeveHo, YTO OHO SIBMSIETCS AedEKTHbIM UMM HE COOTBETCTBYET YCTAHOBIEHHbBIM
TpeboBaHMSM, OOMKHO ObITb BbIBEOEHO M3 3akcnnyaTtauum. OHO [OMKHO ObITb M30MMPOBaHO, YTOOLI NMPedoTBPaTUTL €ro
MCMNONb30BaHNe, M YeTKo 0603HaYEHO UMM NPOMapPKMPOBaHO Kak HeMCNpaBHOE, Noka He ByaeT NpoBepeHo, YTO OHO paboTaeT
npasBunbHo. Jlabopatopusi JormkHa uccnenoBaTb BnUsiHUE AedpeKkTa UM OTKIOHEHWSI OT YCTaHOBIEHHbIX TpebGoBaHWA U
npuCcTynuTb K paboyen npoueaype No ynpaeneHno HECOOTBETCTBYOLEN paboTon (cm. 7.10).

6.4.10 Ecnun npomexXyTovHble NPOBEPKN HEOOXoanMbl ANsl NoAAepPKaHMS YBEPEHHOCTU B UCMPABHOCTU 000pyQoBaHuUs, TO
3TW NPOBEPKM AOIMKHBI MPOBOAUTLCS B COOTBETCTBMU C YCTAHOBMEHHOM NpoLeaypon.

6.4.11 Ecnn pe3ynbratbl KanubpoBKU U CBELAEHWUs] O CTaHOApTHbIX obpasuax BKIHYaloT B ce0s OMnopHble 3HAYEHUs! Unv
nonpaBoYHble KO3 ULIMEHTHI, TO NabopaTopus OomKHa 06eCcnevnTb, YTO OMOPHbIE 3HAYEHMUS 1 MOMPABOYHbIE KOA(PPULINEHTI

OOHOBNATCA U NPUMEHATCA OOIMKHbIM o6pa30M B COOTBETCTBUUN C YCTAHOBITIEHHbIMU Tp66OBaHVIF|MI/I.

6.4.12 J'Ia6opaTop|/|ﬂ OOJMKHa NpuHnMaTb MNMpakTu4eCckne Mepbl No npeaoTBpalleHno HenpeaHaMepeHHbIX perynnpoBoOK
060py,lJ,OBaHI/IF|, KOTOpPbI€ MOTYT NpMBECTU K NPU3HAHUIO pe3yribraTtoB HeOeNCTBUTENbHbIMM.

6.4.13 [JomkHbl BECTUCb 3anmncu 0 COCTOSAHUN O60py,D,OBaHI/I9|, KOTOpO€ MOXET NOBIMNATb Ha na6opaTopHy+o AeATenbHOCTb.
3anucu gomKHbI BKOYaTb cnepgytwoulee, korga 3Tto NPUMEHNMO:

a) naeHTudmkauuo 0bopyaoBaHus, BKMYas BepCuo nporpammMHoro obecneyeHmnsi, B TOM YNCre BCTPOEHHOrO;

b) HaumeHoBaHMe N3roToBUTENS, MAEHTUMUKALMIO TUNA, CEPUAHBLIN HOMEP NN OPYTYHO YHUKANbHY NOEHTUdUKaLNIO;
C) AaHHble Bepudmkaumm o ToM, 4To obopyaoBaHMe COOTBETCTBYET YCTaHOBMNEHHbIM TpeboBaHUAM;

d) TekyLiee MECTOHaXOXOeHNE;

€) aatbl U pesynbTaThl KanMbpoBOK, PEryNIMPOBOK, KpUTEPUIN MPUEMKU U NIIaHUPYeMyto AaTy criedytoleid KanmopoBKu Unm
MEXKanmMGpOoBOYHbIN MHTEPBAIT;

f) OOKYMEHTauuto Ha CtTaHOapTHbIe 06pa3LLbI, pe3ynbraTbl, KpUTepumn NnpuemMkn, COOTBETCTBYHOLLME OaTbl U CDOKM TOOHOCTH;
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g) NnaH TEXHUYECKOro OBCNy>XUBaAHUS U TEXHUYECKOE OOCIYXMBaHUE, BbINOMHEHHOE K HACTOSILLEMY MOMEHTY BPEMEHMU,
ecnu aTo TpebyeTtcs Ansa paboTbl 06opyaoBaHUS;

h) nogpo6Hyto nHpopmauumio o NbbIX NOBPEXAEHUAX, HEUCNPaBHOCTAX, MOAUMDUKaALNSAX UM peMOHTE 0BopyaoBaHMUS.

6.5 METPOJIOTMYECKAA NPOCIEXXUBAEMOCTb

6.5.1 J'Ia6opaTop|/|;| AOJNKHa YCTaHOBUTb U nNogaepXuBatb METPOJIOTMYECKYH MNPOCIeXnBaeMoCTb pe3yribraToOB CBOUX
Msmepean?l, CBA3bIBaA UX C COOTBeTCTByI-OLLLeIZ OCHOBOW Ansi CpaBHEeHNA nocpeacTtBoM ﬂOKyMeHTVIpOBaHHOI;I Hel'lpepblBHOVl
uenmn KaJ'IVI6pOBOK, KaXXgaa n3 KoOTopbiX BHOCUT CBOW BKMag B HeonpeaeneHHoCTb MamepeHvuZ.

Mpumeyanne 1 - B ISO/IEC Guide 99 meTponornyeckas npocnexvBaemMoCTb ONPeAenseTcs Kak "CBOWCTBO pesynbrarta
MU3MepeHUsi, B COOTBETCTBUM C KOTOPbIM pe3ynbTaT MOXET ObiTb COOTHECEH C OCHOBOW Ans CPaBHEHUS MOCPELCTBOM
AOKYMEHTUPOBaHHOW HEMPEPbLIBHOW Lenu KannbpoBoK, kaxaas U3 KOTOpbIX BHOCUT BKNaz B HEONPeaeneHHOCTb M3MepeHUIA",

Mpumeyarne 2 - CM. npunoxeHne A [ns NOMyYeHUs OONOMHUTENbHOM WMHGOPMaLMM O METPONOrMyecKkom
NPOCNEXNBAEMOCTMW.

6.5.2 Jlabopatopuss pomkHa obecneynTb MPOCMEXMBAEMOCTb PE3ynbTaToB M3MepeHun K MexayHapoaHon cucteme
epuHuny (CU) nocpeacTteom:

a) kKannbpoBKKM, NpeJoCTaBNsIEMOWN KOMNETEHTHOW nabopaTtopuen; unm
Mpumeyarue 1 - Jlabopatopuu, yooBneTeopsitone TpeboBaHMAM HACTOSALWEro CTaHAAPTa, CHUTAKTCA KOMMNETEHTHLIMU.

b) cepTMdMUMPOBAHHBLIX 3HAYEHUN CEPTUDULUPOBAHHBIX CTaHOAPTHbIX 00pasLoB KOMMETEHTHOrO MPOW3BOAMTENS C
yKa3aHHOW MeTPONOrn4eckon npocnexmnsaemMocTtbio kK CU; nnm

MpumeyaHue 2 - MNpoussogntenn ctaHAapTHbIX 06pa3uoBs, BeinonHsawwue TpeboBaHuns ctaHgapTa 1ISO 17034, cuntatotes
KOMMETEHTHBLIMW.

C) HeI'IOCpeJJ,CTBeHHOﬁ peanuns3aunn eanHul CH, I'IO,CI,TBep)K,EI,eHHOM CnnyeHnamun, npaMmbiMn UM KOCBEHHbIMKU, C
HauMoHanNbHbIMU NN MeXAYHaPOAHbIMM 3TallOHaMW.

Mpumeyarne 3 - MoagpobHasa MHOPMaUMSA O NPAKTUYECKOW peannsauny onpeaeneHnini HEKOTOPbIX BaXKHENLINX eQuHUL,
npuBegeHa B bpowwtope CU.

6.5.3 Ecnn ycTaHOBneHne MEeTPONiorMyeckon MpocrexmBaemMocTn K eamHmuam CU ¢ TEXHUYECKOW TOYKM 3pEHUs He
npeacraBnsieTcd BO3MOXHbIM, nabopaTtopuss [OMmKHa NPOAEMOHCTPMPOBATb METPONOrMYECKy MpOCNexXnBaeMocTb K
COOTBETCTBYIOLLIE OCHOBE ANSA CPaBHEHWUS, Hanpuvep K:

a) CepTI/I(bI/ILI,I/IpOBaHHbIM 3Ha4YeHnam CepTI/ICbI/ILI,I/IpOBaHHbIX CTaHOapTHbIX O6pa3LI,OB, npegocTtaBNeHHbIX KOMMNETEHTHbIM
N3rotToBuUTENEM;

b) pe3ynbrataMm, nNoJlyd4eHHbIM C NMPpUMEHEeHnemMm ped)epeHTHle MeToaukK I/I3MepeHVIIZ, YCTAHOBJIEHHbIX MEeTOoO40B WInN

cormacoBaHHbIX CTaHOapTOB (3TaJ'IOHOB), €CITM OHU YETKO OonuncaHbl U NPU3HaHbl B Ka4ecCcTBe 06ecneq|/|Barou.|,V|x pesynbraTthbl
|/|3MepeHVII7I, KOTOpbl€ OTBEYakT CBOEMY npeanornaraéMomMmy Ha3dHa4eHuIo 1 NoATBEePXOakTCA COOTBETCTBYOLWLMMU CITUYEHUAMMWN.

6.6 MPOAYKLNA N YCNYTWU, NPEAOCTABIAEMbIE BHELULHUMW NOCTABLUUKAMU

6.6.1 J'Ia60paTop|/|9| OOJKHa obecneynTb NPUroaHOCTb UCMONb3yeMbIX NPOoAYKUMN U yChnyrl, npefoctaBA€MblX BHELUHUMU
NnocTaBWMKaMN, KOTOPbIE€ BJTIUAIOT Ha AeATENIbHOCTb na6opaTopV||/|, Korga OHu:

a) npeaHasHa4veHbl Anda Ucnonb3oBaHNA B cobcTBEHHOMN na6opaTopH017| 0eATernibHOCTH,

b) npegocTaBnATCA na60paTopMel7|, YaCTU4YHO UK NOJSTHOCTbIO, HanNpAMyto 3aka34uky B TOM COCTOAHUN, B KOTOPOM OHM
Obinn nony4yeHbl OT BHELWLHEIoO NocTaBLUMKaA;
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C) UCMoNb3yoTCA ANs nogaepxaHus paboTbl nabopaTtopum.

MprmevanHve - MNpodykuMs MOXET BKIOYaTb, Hampumep, STanoHbl U 0GopynoBaHWE, BCMOMOraTesfibHble YCTPOMCTBA,
pacxofHble MaTtepuanbl U cTaHOapTHble o6pasubl. YcrnyrM MOryT BKMOYaTh, Hampumep, YCnyru no KanubpoBke, oTGoOpy
06pasuoB, UCnbITaHWsAM, 0BCNYXMBaHMIO NMOMELLEHWI 1 0GOPYA0OBaHUS, MPOBEPKE KBanNUuKaLum, OLEHKE U ayauTy.

6.6.2 JlabopaTtopust gormkHa MMeTb Npoueaypbl U BECTU 3anucun Ans:

a) onpeaeneHus, PaccMOTPeHWs 1 yTBepXaeHUst TpeboBaHuin naGopaTopun K NPoAyKUMM W ycryram, npeaocTasnsembiv
BHELUHMMM NOCTaBLUMKAMU;

b) onpepeneHus kpuTepueB Ansl OUEHMBAHWUS, BblbOpa, MOHUTOPMHra OEATENbHOCTU U NEepPUOAMYECKOrO0 OLIeHMBAHUS
BHELLUHUX NMOCTaBLLMKOB;

c) obecrneyeHuss Toro, 4YTOOblI MPOAYKUMSI WM YCNyru, MOCTaBNsieMble BHELHUMMK MOCTaBLUMKaMK, COOTBETCTBOBAsIM
yCTaHOBMNEHHbIM TpebGoBaHMsaM nabopaTtopun nnum, Korga 310 NPUMeHMMO, TpeboBaHUSIM HAcTOSILLEro cTaHaapTa, Npexae Yem
OHU ByayT 1UCnornb3oBaHkbl B paboTe Unn HENOCPEACTBEHHO NepefaHbl 3aKkasyuky;

d) OCyLleCTBIeHNA Kakux-nnbo OEencTBui no pesynbratamMm oueHmBaHuUA, MOHUTOPUHIa OEATENNIbHOCTU U nepunognyeckoro
OoueHnBaHA BHELWHUX NOCTaBLLUMKOB.

6.6.3 NNabopatopus fomkHa MHPOPMUPOBATL BHELLHMX NOCTaBLLMKOB O CBOUX TPEOOBAHMAX B OTHOLLEHUN:
a) NpefocTaBnsieMbiX NPOAYKUUA U YCRIYT;

b) kpuTepmes npmemky;

C) KOMMETEHTHOCTH, BKIMto4as TpeboBaHusA K KBanudukauum nepcoHana;

d) peatenbHocTU, KOTOpyl nabopaTopusi UM ee 3aka3yuK HaMepeHbl OCYLIECTBUTb Ha TEPPUTOPUM BHELLHEro
nocTaBLLMKa.

7 TPEBOBAHUA K MPOLIECCY
7.1 PACCMOTPEHUE 3AMNPOCOB, TEHAEPOB U 1ONOBOPOB

7.1.1 NlabopaTopusi omkHa UMEeTb NpoLeaypy 4SS PacCCMOTPEHUs 3anpocoB, TeHAEPOB M AoroBopoB. MNpoueaypa AomkHa
obecneunBatb, YTO:

a) TpeboBaHusi Hagnexalimm obpasom onpeaeneHbl, JOKYMEHTUPOBaHbLI U NPaBUITbHO MOHUMAIOTCS;

b) nabopaTopus pacnonaraet BO3MOXHOCTAMW N pecypcamm Asi BbINONIHEHNSI TpeboBaHUN;

C) B Criydae NpvBReYeHUst BHELLHMX MNOCTaBLUMKOB BbINOMHSOTCA TpeboBaHus 6.6 1 nabopatopus npegnaraet 3akas4quky,
yTOObl KOHKpETHasi nabopatopHasi AeATenbHOCTb Obina BbIMOMHEHA BHELHWM MOCTaBLUMKOM, M Monydaer ogobpeHue

3aKas4uka.

I'Ipmmeanme 1 - rlpI/IHFlTO, 4yTO na6opaTopHaﬂ 0eATeNbHOCTb MOXEeT OCYLUeCTBNATbCA BHELWHUM MNOCTaBLMKOM B TeX
cnyyadx, Korga:

- na60paTopMﬂ pacnonaraetr pecypcamm M KOMNETEHTHOCTbKO OJ1A OCYyLeCTBIeHUA LOeATelnlbHOCTU, OOHaKO B Cuny
HenpeaBnaeHHbIX 00CTOATENLCTB OHA HE B COCTOSIHUM BbINOMHUTL €€ YaCTUYHO MY NOMNHOCTLIO;

- na6opaTopMﬂ He pacnoniaraet pecypcamMmu ninn KOMNEeTeHTHOCTbIO AN1A OCYLLEeCTBNEeHUA AEATENbHOCTU.

d) Bbl6paHbI COOTBETCTBYHOLWME MEeTOAbl TN METOAUKU N OHU CMOCO6HbI yooBNeTBOpUTb Tpe6OBaHVIF| 3aKa34MnKoB.
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I'IlemeanVle 2 - nsa BHYTPEHHUX UITN NOCTOAHHbIX 3aKa34MKOB paCCMOTpPEeHMe 3anpocoB, TeHOEepOB 1 OOroBOPOB MOXET
ObITb BbINONIHEHO B YNpoLwleHHOM Bunae.

71.2 J'IaGopaTopvm OOJDKHa I/IHdDOpMI/IpOBaTb 3aKa34yuka, Korga wmeTo[n, 3ar|paLuv|BaeMb||7| 3aKa34nkom, HABNdeTCA
HEeNnpuMeHUMbIM Unn yctapesLUnM.

7.1.3 Korga 3akasumk 3anpaluvBaeT 3aksllo4eHVWe O COOTBETCTBUM CreuuduKaumMm unu cTaHaapTy Ha WUCTbITaHus unu
KanubpoBKy (HanpuMmep, rogeH/He rodeH, B Npegenax gonycka/aa npegenamu gonycka), To cneuuduvkaums unu craHaapT v
npaBuna MpUHATUA peLleHniA OOSkHbl GbiTb YeTKOo onpederieHbl. Ecnu npaBuno MNpuHATUS pelleHusl He onpederieHo B
crneumuKaLmum nnu ctaHgapTe, TO OHO AOSMHKHO GbiTb COOBLLEHO 3aKasyMKy U COrnacoBaHo C HUM.

MprmeyaHume - [JononHUTENbHY MHGOPMaUUIo 0 3asBneHnsx o cootseTcTeum cm. B ISO/IEC Guide 98-4.

7.1.4 Jliobble pasHornacus mexagy 3anpocoM WM TEHAEPOM U OOrOBOPOM [OOSMKHbl ObiTb YCTpaHeHbl A0 Havana
nabopartopHon aesTenbHOCTU. Kaxabii 4oroBop OOmMKeH ObiTb NpueMneMbiM Kak anst nabopatopum, Tak v AnNst 3akasduka.
OTKNOHEHNs1 OT MOMOXEHU [A0roBopa MO 3anpocy 3akasyvMka He [OMMKHbl BMUATb Ha OOBLEKTMBHOCTb nabopartopuu unm
[OCTOBEPHOCTb €€ pesynsLTaToB.

7.1.5 3akasuuk gomkeH 6biTb NPOMH(OPMUPOBaH O NOOOM OTKMOHEHUM OT YCMOBUIA OroOBOpa.

7.1.6 Ecnne A0roBop BHOCATCA U3SMEHEHUA Nnocrie Toro, Kak pa60Ta Havyanacb, aHann3 gorosopa OOoJIKeH ObITb npoeeneH
MOBTOPHO U nobble N3MeHeHus OOJIKHbI ObITb [oBeeHbl 40 cBeAeHnA BCeX COTPYAHUKOB, Ha OEATENIbHOCTb KOTOPbIX BIIUAKOT
AaHHble U3BMEHEeHUA.

71.7 J'Ia60paTopV|ﬂ AOJMKHa COoTpyAHUYaTb C 3aKasdvynkamum nnn nx npencrasutendamMmm and yTodHeHUA 3anpocoB 3aka34duKka
1 HabnoaeHns 3a AesaTeNbHOCTbIO na60paTopMM, BbINOMHSOLEN pa60Ty.

I'Ipmmeanme - Takoe COTPyOHNYECTBO MOXET BKMO4YaTb:

a) obecnevyeHne npmMemMnemoro oCTyrna K COOTBETCTBYIOLMM 30HaM nabopatopun ansa HabnogeHus 3a nabopaTtopHon
AEeATENbHOCTLIO, BbINOMHSAEMON A1 KOHKPETHOIO 3aKasymka;

b) noaroToBKy, ynakoBKy v OTNpaBKy 0GbEKTOB, HEOOXOAMMbIE 3aKa34MKy C LIENbI0 NPOBEPKM.

7.1.8 3anucu no aHanuay, BKOYaa NOOble 3HAYUTEMbHbIE W3MEHEHWs, LOIMKHbI COXPAHSATLCS. Takke [OOIDKHbI
COXPaHATLCH 3anucu COOTBETCTBYIOLLUX MEPEroBOPOB C 3aKa3uuMKOM, Kacawlmecsi TpeboBaHWI 3akasymka Mnu pesynsTaToB
nabopaTtopHon AesATeNnbLHOCTL.

7.2 BblBOP, BEPUOUKALIUA N BANMOALNA METOOOB
7.2.1 BbIBOP U BEPUPUKALINA METOOOB

7.2.1.1 Jlabopatopua [O/mKHA MPUMEHNATb COOTBETCTBYHOLLME METOoAbl M METOOAMKM Onsi BCEX BMAOB nabopaTopHoi
OEeATenbHOCTM N NPy HEOBXOAMMOCTHM ANt OLEHUBaAHUS HEONPEOENEeHHOCTN N3MEPEHMIA, a TaKKe CTaTUCTUYECKME METoAb! OIS
aHanmsa gaHHbIX.

MpumeyaHne - TepmunH "mMeToa", MCMONb3yeMbld B HACTOALWEM CcTaHAapTe, U TepMuUH "MeToauka u3MepeHuin”,
npuBefeHHbIn B ISO/IEC Guide 99, MoryT paccmaTpmBaTbCst KAk CUHOHUMBbI.

7.2.1.2 Bce meTodbl, METOAMKA W COMYTCTBYIOLUME OOKYMEHTbI, TakMe KakK MHCTPYKUMW, CTaHOapTbl, PyKOBOACTBA MO
3KCNMyaTauum U CnpaBoYHble AaHHble, MMeloLMe OTHOLEHMEe K nabopaTopHOW OesTenbHOCTU, AOMMKHbI NoAdEPKUBATLCS B
aKTyanbHOM COCTOSIHMM U GbITb NErKOAOCTYNHbIMK Arsi nepcoHana (cm. 8.3).

7.2.1.3 NabopaTopusa gormkHa obecnevnTb NpUMEHeHue nocrnefHen OencTByOLWen peaakumm mMetoaa, 3a UCKMYeHNeM
cryyaeB, Korga ee npvMeHeHne sBnseTcs HeuenecoobpasHblM UM HEBO3MOXHLIM. [pn HeobxoauMocTu Ans NpUMeHeHNs
MeToAa A0MKHbI BbITh paspaboTaHbl AONONHUTENBHBIE YTOYHEHNS, YTOBLI 06eCne4nTb ero HeNPOTUBOPEUNBOE NMPUMEHEHME.
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I'IpmmeanVle - Me>+</:LyHapo,u,Hb|e, pernmoHanbHble UM HauunoHalnbHbl€ CTaHOAPTbl N gpyrne npu3HaHHble TEXHUYECKne
TpeGOBaHVIﬂ, cogepxalwune OoCTaTOYHYH U TOYHYHO I/IH(*)OpMaLI,I/I}O O TOM, KaK OCYyLLeCTBIATb naGopaTopHyro neATernbHOCTb, HE
Tpe6yeTC$| AONOJTHATL UK nNepenncbiBatb B Ka4eCTBe BHYTPEHHUX npouenyp na6opaTopV||/|, eClnn 3T CTaHOapTbl HAnMcaHbl
TaKNUM o6pasoM, YTO MOryT NPUMEHATLCA NPON3BOAOCTBEHHbLIM MepcoHalioMm na6opaTopV||/|. ,D,J'Iﬂ BapnaTtuBHbIX 3TanoB MeToaa
nnm ana aonosfiHNTernbHOro |'|O[J,p06HOFO onncaHuna Moxet ﬂOTpe6OBaTbCﬂ npenocrasiieHne [OMNONHUTENBHOW AOOKyMeHTauun.

7.2.1.4 Korga 3aka3uuMKk He onpegensieT MeTod, KOTopbid HeobxoaMmo npuMeHaTb, nabopatopus OofmkHa BblbpaTb
NnoaxogsWmnn MeTof, CamoCTOATENBHO UM NpouHdopMMpoBaTb 06 3TOM 3akasuuka. PekomeHayetcsi mcnonb3oBaTb MeTOAbI,
ony6nvKoBaHHblE B MEXAYHAapPOAHbIX, PervoHanbHbIX WM  HauMOHamnbHbIX CcTaHgaptax, nnMbo pekoMeHAOBaHHbIe
aBTOPUTETHBIMU TEXHUYECKUMUN OpraHn3aunsiMu, nMMbo onmcaHHble B COOTBETCTBYIOLLMX HaYYHbIX CTaTbAX UMK XypHanax, nmbo
yCTaHOBMNEHHbIE M3roToBUTENEM 060pyaoBaHUA. Takke MOryT NpUMeEHATbCS MeToAbl, pa3paboTaHHble nabopatopuen unm
MOANULIMPOBAHHbIE.

7.2.1.5 [lo BHeapeHus MeTogoB B paboTy nabopatopus OofkHa NoaTBepanTb, YTO OHA MOXET Hagnexawum obpasom
NPUMeHATb BbIbpaHHble MeToabl, obecneunBas Tpebyemoe ncnonHeHne. 3anucu o BepudmrkaLmnm OOMKHbI COXpaHaTbes. Ecnn
M3MEHEeHNss B MeTog Oblniv BHECEHbI OpraHu3aumnen-pa3padboTymkomM, TO Bepudmkaumsa gomkHa OblTb NpoBeAeHa MOBTOPHO B
Heobxoanmom obbeme.

7.2.1.6 Tlpun HeobxoaMmocTu pa3paboTKM HOBOrO MeToga [OMmkeH ObiTb COCTaBneH nnaH paboT M Ha3HaveH
KBanNMUUUPOBaHHbIA MNepcoHan, obecneyeHHbli HeobxoaMMbiMu pecypcamu. B npouecce paspaboTku meToda [OSMKHA
NPOBOAMTLCA Nepuoguveckasl OueHKa paboT C Uenblo MOATBEPXKAEHWS TOro, 4YTo TpeboBaHWsi 3akasvMka BCe eLle
BbINOMHsoTCS. JTtoOble M3MeHeHNsi, BHOCUMBbIE B MIiaH paboT, JOMKHbI OblTb 0400PEHb! U YTBEPXKAEHSI.

7.2.1.7 OTKNOHEHe OT METOAOB ANA BCeX BUAOB NabopaTtopHOn AeATeNbHOCTU A0MKHO A0NyCKaTbCs TONbKO Toraa, Koraa
3TO OTKIOHEHWEe OPOPMIIEHO AOKYMEHTArbHO, TEXHUYECKN 0BOCHOBaHO, YTBEPXKAEHO N NPUHATO 3aKa34YMKOM.

I'Ipmmeanme - Cornacue 3akas4dmka Ha OTKITOHEHUS MOXET ObITb 3apaHee oroBopeHo B A0roBope.

7.2.2 BANMgAUUA METOOOB

7.2.2.1 Jlabopatopus OorkHa NpoOBOAWUTbL Banugaumlo HeCcTaHA4ApTHbIX METOAOB, METOAOB, paspaboTaHHbIX
nabopatopuen, U cTaHOApPTHLIX METOAOB, MCMONb3yeMblX 3a Npegenamm ux obrnactu NPUMEHEHUS WUMU KaKUM-NNGO WUHbLIM
obpasoM mMoanduLMpoBaHHbIX. Banmagaumsa gomkHa ObiTb HACTONBKO MOSHOW, HACKOMbKO 3TO HeobxoaMMo, 4YToObl oTBEeYaTb
NoTpebHOCTSIM JAaHHOrO NPUMEHEHNUST UM 0bnacTu NPUMEHEHUS.

MpumeyaHne 1 - Banugauusa moxeT Bkntoyatb npoueaypbl otbopa 00pasuos, obpalleHnss ¢ 00beKTaMM UCTbITaHMS UMK
KanmbpoBKU M UX TPAHCMNOPTUPOBKM.

Mpumeyarve 2 - nsa BanuaaumMm Metoaa MoXeT NPUMEHATLCSA OAMH U3 CNeayoLLMX cnocoboB NMGo Mx KOMGUHaLUNS:

a) KaJ'IVI6pOBKa unn oueHumBaHme cmMmeleHnAa “n npeunsmoHHOCTU C UCnonb3oBaHMEM 3JTaJlIoHOB WM CTaHAapPTHbIX
0o0pasuos;

b) cucremMatnyeckasa oueHka d)aKTOpOB, BITMAKLWNX Ha pe3ynbrar,

C) NpoBepka YCTOWYMBOCTM METOdA MOCPEACTBOM W3MEHEHMsI YNpasnsemblx NapaMeTpoB, TakMX Kak TemnepaTtypa B
TepmocrTare, 403MpyeMblil 06beM;

d) cpaBHeHWe C pe3ynbTatamu, NoMyYEHHbIMW C MOMOLLIbIO APYrMX BannaMpOBaHHbIX METOO0B;
e) MexnabopaTopHble CANYEHNS;

f) oueHuBaHWe HeonpeaeneHHOCTU W3MEPEHWUA, CBA3AHHOW C pe3yrnbTaTaMu U3MEPEHWI, HA OCHOBaHWM MOHUMAaHWSA
TEOPETUYECKMX NMPUHLMMNOB METOAA U OMbITa €ro peanusauum npu otéope oopasLoB UM NPOBEAEHNN UCTIBITAHWIA.

7.2.2.2 lNpn BHECEHUN N3MEHEHMI B BanNnnOUPOBaHHbLIA METO UX BNUSHWE AOMXKHO ObiTb onpegeneHo u, B crnyyae ecnu
ObINIO YCTAHOBIIEHO, YTO OHM OKa3blBAKOT BMWSIHUE Ha NEepBOHAYanbHyl Banvaauuio, OOMKHa ObiTb BbINOMHEHA HoOBas
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Bannaauna metoaa.

7223 XapaKTepI/ICTVIKI/I BannanpoBaHHbIX METOOOB, OUEeHEeHHble AnA npeanonaraemMoro ncnornb3oBaHUA, OOJSXHbl
COOTBETCTBOBATb I'IOTpe6HOCTF|M 3aKa34MKOB N YCTAHOBJIEHHbIM TpeGOBaHI/IFIM.

MpumeyaHne - XapaKTepucTMKM MeToga MOryT BKMYaTb (HO He orpaHMyMBaTbCd) AManasoH M3MEPEHWUn, TOYHOCTb,
HEOMNpPeaEeneHHOCTb  pe3ynbLTaToB  U3MepeHun, npeden  obHapyXeHusi, npegen  KONMUMYECTBEHHOro  onpeaerneHuvs,
n3buparenbHoOCTb MeToAa, JIMHENHOCTb, NOBTOPAEMOCTb U BOCMPOM3BOAMMOCTb, YCTOMYMBOCTb K BHELIHMM BO3OENCTBUSIM
unum acbdekTam BNUSHUS MaTpulbl odpasua unmn UCnbiTbiBaeMoro o6bekTa u cMeLleHune.

7.2.2.4 JlabopaTopusi fOmKHA COXpaHATb CreayoLme 3anncu o Banmaaumm:

a) NCMNonb30BaHHY NpoLeaypy Banungauuu;

b) nepeueHb TpeboBaHui;

C) onpeaeneHne xapakTepucTuk MeToaa;

d) nony4yeHHble pe3ynesraThl;

e) 3aKnw4yeHne O npurogHoCcTM MetToga BMeCcTe C I'IO,EI,pO6HbIM onncaHmemMm ero cooTBeTCTBUA B OTHOLUEHUn
npennofiaraemMoro ncnorib3oBaHuA.

7.3 OTBOP OBPA3LIOB

7.3.1 B cny4ae korga nabopatopusi npoBoanT oT6op 06pasLioB BELLECTB, MaTepManos Uy NPOAYKLMKN AN NOCneayoLwmx
UCMbITAHW MK KanubpoOBKX, OHA AOIMKHA UMETbL MnaH U MeTodbl ux otbopa. MeTog oTtbopa 06pasuUoB AOMKEH Y4MTbIBATb
akTophbl, KOTOPblIE HEOOXOAMMO KOHTPONMPOBATL, YTOObLI 06eCcneYnTb AOCTOBEPHOCTL Pe3yNbTaToOB NOCMEeAYHLWMX UCTIBITaHUIA
unu kanubposku. NnaH n metoq otbopa o6pasLoB AOMKHbLI OblITb AOCTYNHbLI HA MecTe npoBefeHus otbopa. MNnaHbl oTbopa
0bpa3uyoB AOMKHbI OCHOBLIBATLCS, KOr4a 3To LienecoobpasHo, Ha COOTBETCTBYIOLLMX CTaTUCTUYECKMX MeToaaXx.

7.3.2 MeToabl ot6opa 06pa3uoB AOMKHbI ONUCLIBATL:

a) BbIbop 0b6pa3LoB nnm Touek otéopa;

b) nnan otbopa o6pasLoB;

C) noarotoBKy mnu obpaboTky obpasua(oB) BellecTBa, Matepuana Unu npoaykuum c Uenbito nonyyeHuss Tpebyemoro
obpasua aons nocneayoLlero NPoBeAeHUst UCTIbITAHWIA UK KannubpoBKu.

Mpumeyanne - [locne Toro kak obpaseL nonyyeH nabopatopuel, fanbHenwee oOpalleHne, KOTOpOoe MOXET
notpeboBaTbCs, onucaHo B 7.4.

7.3.3 JlabopaTtopus [OMKHA COXpaHsTb COOTBETCTBYIOLWME 3anucu o6 oTGope o6pasuoB, KOTOPbIA COCTaBMSieT 4acTb
MPOBEAEHHbIX UCTIbITAHWUI UK Kanmbposky. Takue 3anucy OOrKHbI BKIOYaTh B cebs (eCnv NpUMEHUMO):

a) CCbINKy Ha NPUMEHEHHbIN MeTof oTbopa 06pasLoB;

b) naty n Bpems otbopa obpasLos;

C) AaHHble ANs naeHTudMKaLmMm n onucaHmsa obpasua (Hanpymep, HoMep, KOfNIMYECTBO, HAMMEHOBaHNE);
d) ngeHTndurkauyunio nuua, BuINOMHMBLLEN 0TOOP 06pasLoB;

€) naeHTMdUKaLmo NCNonbL30BaHHOIO 06opya0BaHUS;

f) ycnoBus okpy»atoLLer cpegbl 1 TPaHCMOPTUPOBKN;

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB


http://docs.cntd.ru/

OCT ISO/IEC 17025-2019 O6wume TpeboBaHNS K KOMMETEHTHOCTMN UCMbITATENMbBHBIX U KanMBpPoBoYHbIX Nabopatopuii (MepensnaHne) Ctpanuua 15
FOCT om 15 utonsa 2019 2. Ne ISO/IEC 17025-2019

g) CXembl UNu Apyrve 3KBUBaneHTHble cnocobbl nageHTUdUKauum mecta otbopa o6pasLoB, ecrn 3To HeOBXOANMO;
h) OTKNOHEHUsI, AONOMHEHUS UMW UCKITIOYEHMS U3 MeToAa M MaHa oToopa o6GpasLoB.

7.4 OBPALUEHUE C OB bEKTAMU UCTMbITAHUA UNU KANTUBPOBKU

7.4.1 NaBopaTopmsa JormkHa UMEeTb npoLieaypy Anst TPaHCMOPTUPOBKU, NOMNyYeHUsi OGbEKTOB UCTbITaHUIA UN KannubpoBky,
obpallleHnst ¢ 06bekTaMn UCTbITaHUA UMK KanuBpoBKKM, 3alUUThbl, XpaHeHUsl, obecnevyeHnst COXPaHHOCTU, YHUUTOXEHUS UK
BO3BpaTa 06BLEKTOB UCMbITAHWI UK KannBpoBKKM, BKIOYas BCE YCINOBUS,, HeoBXxoamMMmble Ansi 3alluMThl LieNIOCTHOCTM OGbEeKTOB
UCMbITAHUA WM KanubpoBKM W 3aliMTbl UHTEpecoB nabopaTtopuv W 3akaszdvka. [OormkHbl OblTb MNPeanpuHATbl Mepbl
NpeaoCTOPOXKHOCTU, 4TOObl M30exaTb YXyALEHUS CBOWCTB, 3arpsisHeHWs, MOTeEpU WUNU MOBPEXAeHWss OGLEKTOB Npw
obpalleHnn, TPaHCMNOPTUMPOBKE, XPaAHEHUW/OXMOAHUM W MOArOTOBKE K MUCMbITaHUAM unu kanubpoeke. WHCTpykumm no
obpalleHnto ¢ 06bekTaMu, NpeaocTaBeHHbIe BMECTE C HUMW, [OSKHbI ObITb COBNoAEHDI.

7.4.2 JlaGopatopusi [OMmMKHA MMETb YETKYID CUCTEMY WAEHTUUKALUMN OOBLEKTOB WUCMbITAHUA WU KanvbpoBKy.
NpoeHTudukaums OomkHa COXpaHsTbCs, noka OObekT HaxoguTcs Nof OTBETCTBEHHOCTbio nabopatopun. [aHHas cuctema
JomkHa obecneumBaTtb, YTO OObeKTbl He OyayT nepenyTaHbl U3NYECKM WMIMU MPU CCbISIKE HA HUX B 3anucax UnuM Opyrux
AoKkymeHTax. Cucrtema uaeHTUdMKaUMM [OOSMKHA, €Cnn 3TO HeobxoauMMOo, yuuTbiBaTb pasfeneHne obbekta unu rpynmnbl
OObEKTOB M MX NEPEMELLIEHME.

7.4.3 Tlpn nomyyeHnn oObeKTa UCMbITAHWA WMNN KanMOPOBKU OTKIOHEHWS OT YCTAHOBMEHHbIX YCIOBUA OOMKHbl ObITb
3apernctpupoBaHbl. ECnv ecTb COMHEHMSA OTHOCMTENbHO MPUrOAHOCTM OObEeKTa ANs MCMbITaHUS WU KanmbpOoBKU UMW ecnu
0ObeKT He COOTBETCTBYET NpenCcTaBMeHHOMY OMnucaHuilo, TO nabopaTtopusi, mepen Tem Kak npogorrkutb paboTy, AormkHa
00paTUTbCA K 3aKas3yvKy 3a OOMOSNHWUTENMbHBIMWM MHCTPYKUMSMU U 3aperMcTpupoBaTb pesyrnbraTel aToro obcyxaeHus. Ecnu
3akasdmk TpebyeT MpoBeCTU UCMbITaHWe MNKN KanmbpoBKYy Kakoro-nmbo obbekTa, Npu3HaBas OTKIOHEHWE OT YCTaHOBIEHHbIX
ycrnoBuin, nabopatopus OOSKHA BKIOYMTE B OTYET 3aKMYeHMEe O TOM, Ha Kakue pesynbraTtbl MOTyT MOBNWUATb OaHHble
OTKIMOHEHUS.

7448B crny4yae ecnu 0b6bekTbl Heobxoanmo XPaHUTb NN KOHANLUMOHUPOBATL NPpU onpenerieHHbIX yCnoBunax Opr)KaPOLLleVI
cpenbl, 3TN yCcnoBuaA OO0 KHbI NOOAEPXNBATLCA, KOHTPONMNPOBATLCA U PETNCTPUPOBATLCA.

7.5 TEXHUWYECKUE 3AMNMNCHU

7.5.1 INabopatopusi porkHa obecneunBaTb HanuuMe B TEXHUYECKMX 3anucax Ans Kaxaoro Buaa nabopaTopHon
OeATenbHOCTU pe3ynbLTaToB, OTYyeTa M AOCTaTOMHOM MHOpMauuW, NMO3BOSIOLENR, ECNN 3TO BO3MOXHO, MAEHTUdOUUNPOBATL
aKkTophbl, BNUSIOLIME Ha pe3ynbTaT U3MEPEHUS U CBSI3aHHYK C HUM HeOoMNpeaeneHHOCTb M3MEPEHUI, a Takke obecneuntb
BO3MOXHOCTb MOBTOPHOIO MPOBEAEHWNS [aHHOW nabopaTopHOW AeATENbHOCTM B YCINOBUSIX, MaKCMManbHO OnuMskuMx K
nepBoHaYvanbHbIM. TeXHUYeCKne 3anucu OOMKHbl BKMOYATh AaTy M CBeAEeHUst 0 nepcoHarne nabopatopun, KOTOpbIA HeceTt
OTBETCTBEHHOCTb 3a Kaxabll BuA nabopaTopHOW [eATEeNnbHOCTM WM 3a NPOBEPKY AaHHbIX W pe3ynbratoB. [lepBuYHble
HabnogeHus, 4aHHbIE U pacyeTbl A0MKHbI ObITb 3anMcaHbl B MOMEHT, KOrAa OHW GbInn NONyYeHbl, U OOMKHbI OTOXAECTBNATLCA
C KOHKPETHOW paboToi.

7.5.2 Jlabopatopus pormkHa obecneymBaTb MNPOCHEXMBAEMOCTb W3MEHEHWIA, BHOCUMbIX B TEXHUYECKME 3anucu, K
npegbiaywMM BepcusaM nmbo K MNepBUMYHbIM HabnwogeHusM. U nepBuMYHble, U U3MEHEHHble AaHHble U annbl OOMKHbI
COXpPaHATbCH C yKaszaHMeM faTbl BHECEHUS W3MEHEHWI, CBeAeHMN OO0 acnekrax, NpeTepneBLUMX M3MEHEHUs, U nuuax,
OTBETCTBEHHbIX 3a AaHHble U3MEHEHNS.

7.6 OUEHUBAHME HEOMPEQENEHHOCTU U3MEPEHUN

7.6.1 Jlabopatopum porkHbl onpefensats Bknag(el) B HeonpedeneHHoCTb uaMmepeHwi. [pu  oueHnBaHWK
HeonpeaeneHHoOCT M3MEPEHUN BCE CYLLECTBEHHbIE BKMadbl, B TOM 4WCle CBfA3aHHble C OTOOPOM 06pasuoB, OOMKHbI
Y4MTbIBaATbCA C NPUMEHEHNEM COOTBETCTBYIOLUX METOAOB aHanusa.

7.6.2 J'IaGopaToleﬂ, BbIMONTHAKOLWanA Kaﬂl/l6pOBKVI, B TOM u4ucne cobCTBEHHOro O60py,EI,OBaHI/I9|, OOJPKHa oueHuBaTb
HeonpeneneHHOoCTb I/I3MepeHVIIZ Aanga Bcex KaJ'II/I6pOBOK.

7.6.3 J'Ia6opaTopV|;|, BbIMOJTHAKOLWAaA uUcnblTaHUA, OO0IMKHA OueHunBaTb HeonpeneneHHoOCTb V|3MepeHI/IIZ. B Tex cnyyasx,
Korga MeTof UCMbITaHUA UCKo4YaeT CTPOryto OoueHKy HeonpeneneHHoCTun I/I3MepeHVII7I, oueHunBaHune OO0JIKHO NpoBOOUTBLCA Ha

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB


http://docs.cntd.ru/

OCT ISO/IEC 17025-2019 O6wume TpeboBaHNS K KOMMETEHTHOCTMN UCMbITATENMbBHBIX U KanMBpPoBoYHbIX Nabopatopuii (MepensnaHne) CTtpanuua 16
FOCT om 15 utonsa 2019 2. Ne ISO/IEC 17025-2019

OCHOBE MOHUMAaHMWS TEOPETUYECKMX NPUHLMIMOB UMM NPAKTUYECKOro OMNbITa BbINONIHEHUS METOAA.

MpumeyarHne 1 - B cnyyae ecnu XOpoLlo M3BECTHbIA METOA MCMbITaHWIA yCTaHaBnMBaEeT npenenbl 3Ha4YeHU OCHOBHbLIX
WCTOYHMKOB HEonpeaeneHHOCTU U3MEPEHUA N yKasbiBaeT hopMy NpeacTaBlieHUs pe3ynbTaToB BbIYMCIEHWUA, CUUTAETCS, YTO
nabopatopus BeiNonHuna TpeboeaHus 7.6.3, cnegys METOAY UCMbITAHUA U UHCTPYKLMM NO NPEACTABNEHUIO Pe3ynbLTaToB.

Mpumeyarve 2 - Mpn UCNONb30BaHWM KOHKPETHOrO METOAA, AN KOTOPOro HeonpeaerneHHOCTb pe3ynbraTtoB M3MepEHUN
yxe Oblna yctaHoBneHa W noATBepXAeHa, HET HeoBXOAMMOCTM OLEHMBATb HEOMNpPedeneHHOCTb WM3MEPEHUN AN KaXaoro
pe3ynsTaTta, ecnv nabopaTopusi MOXET MPOAEMOHCTPMPOBaThb, YTO BbISIBMEHHbIE KpUTMYECKMEe (akTopbl, OKasbiBaoLLMe
BMUSIHUE, HAXOAATCS NOA KOHTPOMEM.

Mpumeyanune 3 - Onsa nogpobHon nHdopmaumm cm. ISO/IEC Guide 98-3, ISO 21748 v ctaHgapTtbel cepum 1ISO 5725.

7.7 OBECINEYEHUE OOCTOBEPHOCTU PE3YJIbTATOB

7.7.1 JlabopaTopusi QOmkHA MMETb Mpoueaypy Ansi MOHUTOPMHra OOCTOBEPHOCTU Pe3ynbTaToB CBOEN OEATENbHOCTM.
[Mony4eHHble gaHHble OOMMKHBbI PETMCTPUPOBATLCA TakMuM 06pasomM, YToObl MOXHO ObINO BbISBUTbL TEHOAEHUMMW, U TaMm, rae 3To
NPaKkTUYECKMN BO3MOXHO, OOMKHbI NMPUMEHATLCA CTaTUCTUYECKME METOAbI NS aHanm3a pesynsraToB. [omkeH 6biTb cocTaBneH
nnaH Takoro MOHWUTOPWHIra W NPOBOAMTBLCS €ero aHanu3. MOHWTOPWHI [OMKeH BKMYaTh (HO He orpaHuuuBaTtbhbesl), raoe
LenecoobpasHo, cnegyoLlee:

a) Mcnonb3oBaHMe CTaHOgapTHbIX 06pa3sLoB MM 06pasLIOB ANA KOHTPOMs KaYecTBa;

b) ncnonb3oBaHMe anbrepHaTUBHOIO O60pyﬂ,OBaHI/I9|, KOTOpoOe Obino KaJ'IVI6pOBaHO, ana obecnevyeHus npocnexmnBaemMmocTu
pe3ynbraToB;

) NpoBepKy(1) PYHKLNOHMPOBAHNS U3MEPUTENBHOMO U UCMbITAaTENbHOrO 060PYA0BaAHUS;

d) cnonb3oBaHUe KOHTPOSbHBIX UM paboynx aTanoHOB C BEAEHWEM KOHTPOIbHbIX KapT, rae 370 NPUMEHNMO;

€) NPOMEXYTOYHbIE NPOBEPKN M3MEPUTENBHOIO 0O0PYLOBaHWS;

f) NOBTOpPHbIE UCMbITAHWSA UK KanNnUMBPOBKK C UCMONb30BaHNEM OLHOIO M TOTO e WUIN PasfUYHbIX METOAOB;

g) NOBTOPHbIE UCMbITAHUS UM NOBTOPHYH KanNMBpoBKy XpaHsLLMXcs 06pa3LoB;

h) koppensuuio pe3ynsTaToB AN Pa3fUYHbIX XapakTepucTuk obpasua;

i) aHanmM3 NonyyYeHHbIX AaHHbIX;

j) BHyTpunabopaTopHbIe CrINYEHUS;

k) ncneitanus wndpoBaHHOro(bIx) obpasua(os).

7.7.2 NabopaTtopus OOSMKHA OCYLLECTBNATb MOHUTOPUHI CBOEW AEATENbHOCTU NYyTEM CPaBHEHUS C pe3ynkTatamu Apyrux
nabopartopuii, ecnu 3T0 BO3MOXHO W MPUMEHMMO. TakoM MOHUTOPUHI AOSMKEH NMaHMPOBATLCS, U €ro pesynbraThl JOMKHbI
aHanuaumpoBaTtbcs. OH JOMKEH BKIOYaTh (HO HE OrPaHNYMBATLCS) CrieayroLmMe MeponpUSTUSE UM OOHO U3 HUX:

a) y4acTue B NpoBepkax KBanudukauuu.

Mpumeyanne - B ISO/IEC 17043 npuBeneHa AONONHUTENbHAs MHGOPMauus O npoBepkax Keanudukauum u o
npoBangepax nposepku keanudukauun. NpoBangepbl NPOBEPKM KBanudukaumm, KoTopble BbinonHsawoT Tpedosarns ISO/IEC
17043, cuntaloTcs KOMNETEHTHBIMU;

b) y4acTtre B MexrnabopaTopHbIX CIIMYEHMSIX, OTIIMYHBLIX OT MPOBEPOK KBanMduKaumm.

7.7.3 JaHHble, NonyYeHHble C NOMOLLLI0 MOHUTOPWHIA, AOMMKHbI aHaNM3npoBaTbCS U UCMOMb30BaTbCS ANs YNpaBrneHns
nabopaTopHoOW AesTEeNnbHOCTbIO, a Takke MO BO3MOXHOCTU ANS BHECEHWUS yrnydlleHun B paboty nabopartopuun. Ecnm Gbino
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06Hapy>KeHo, YTO pe3ynbraTbl aHalM3a AOaHHbIX, MNOJTyYeHHbIX MPpU MOHUTOPWUHIE, BbIXOOAT 3a pPaMKU YCTAaHOBJIE€HHbIX
Kputepues, HGOGXO,D,I/IMO npennpuHATL COOTBETCTBYHOLLME OENCTBMS C Lenbto npenorepalieHna BKIMHOYEHNUA B OTHETHYH
OOKYMEeHTaUuuto HeBEPHbIX pe3yJibTaToB.

7.8 MPEACTABJIEHUE OTYETOB O PE3YJIbTATAX
7.8.1 OBLLWME NONOXEHUA
7.8.1.1 Pe3ynbraTbl AOMKHbI ObITb PACCMOTPEHBI U YTBEPXKAEHBI 40 UX BblAauu.
7.8.1.2 PesynbraThl AOMKHbI ObITh NpeacTaBneHbl TOYHO, YETKO, HEABYCMbICIIEHHO M OOBEKTUBHO, Kak NpaBuno, B opme
oTyeTa (Hanpumep, oT4eT 06 ucnbITaHMAX, CBUAETENLCTBO (cepTudmkar) o kannbpoBke nnu akT otéopa 06pasLoB) U AOIMKHbI
BKMoYaTh B cebs BCO MHOpMaUMO, COrMacoBaHHYO C 3aKa3yMKOM U HeOOXOAMMYK AONS MHTepnpeTauuu pesynsratoB, a
Takke BCK MHGopmaumio, Tpebyemyto B COOTBETCTBUM C NPUMEHSIEMbIM MeToAoM. Bce odopmneHHble 0TYETbI AOMKHBI ObITh

COXpaHeHbl B Ka4eCTBe TeEXHNYECKUNX 3anucen.

Mpumevanne 1 - Onsa uenem HacTosiero craHgapTa oTyeTbl 06 MCMbITaHUSX M cBuaeTenbcTBa (cepTudukartbl) O
KanMbpoBke MHOrAa MOTYT Ha3blBaTbCS NPOTOKONaMU UCTILITAHWIA K OTYETaMU O KanMbpoBKE COOTBETCTBEHHO.

I'Ipmmeanme 2 - Ot4eTbl MoryT ObITb M3gaHbl Ha 6yMa)KHOM HOCUTEne unn C NOMOLLbKO 3N1EKTPOHHbLIX CpeacTB Mnpu
ycnosun, 4To Tpe6OBaHI/IF| HacTodLlero craHaapTa BblMOJIHEHDI.

7.8.1.3 lNpun cornacoBaHuK ¢ 3aKa34nKoMm pesyrisTatbl MOryT ObiTb NPEeACTaBneHbl B yNpoLweHHOM Buae. JTiobble cBeaeHus,
yKa3aHHble B 7.8.2-7.8.7, koTopble He Oblnv NpeacTaBeHbl 3aKka34yunky, OMKHbI ObiTb NErkogoCTYMHbIMMU.

7.8.2 OBLUME TPEBOBAHUA K OTYETAM (OB UCIMNbITAHUAX, KANMBPOBKE UITN OTBEOPE OBPA3LIOB)

7.8.2.1 B uenax MUHUMMU3ALUM BO3MOXHOCTM HEMNpPaBWUIIbHOTO MOHUMAaHWS UMW HEMpaBWUIbHOMO  UCMONb30BaHus
WHOPMaUMKN KaxObli OTYET [OOIDKEH BKMOYATb Kak MUHUMYM Ccriefyloulylo uHdopmauuto, ecrnv y nabopatopuu HeT
060CHOBaHHbIX MPUYMH HE BbINOMHATL 3TO TpeboBaHwue:

a) HaseaHue (Hanpumep, "OTyeT 06 ucnbiTaHuaAx", "CeBugetenbcTBo (cepTndmkar) o kanubposke" unmu "AkT oTbopa
obpasLoB");

b) HavmeHoBaHWe 1 agpec naGopaTtopuu;
C) MEeCTO OcCylUecTBreHuss nabopatopHOn AEATENbHOCTM, B TOM YWCIe €Cnv OHa OCYLUECTBRAMacb Ha nnowiagsx
3aKkazumka, nMbBo Ha yyacTkax, ydaneHHbIX OT TMOCTOSIHHBIX MPOW3BOACTBEHHLIX Nnowaaen nabopatopun, nubo Ha

COOTBETCTBYHOLLNX BPEMEHHO UCNOJTb3yeMbIX NN MOBUNbHBIX 06bEKTaX;

d) YHUKaIbHYIO I/I,CleHTI/ld)I/IKaLlI/IlO, Onst Toro 4Tobbl BCE €ro cocTaBnsowme BOCNPUHUMAInMcCb Kak 4actb obuiero otyeTa, n
YEeTKYIo Mﬂ,eHTVI(*)VIKaUMPO KOHLUa oT4eTa,

€) HaMMEHOBaHMWE U KOHTaKTHble AaHHble 3aKa34vuKa;
f) noeHTndmkaumo NpuMeHssIeMoro MeToaa;
g) onncaHne, OgHO3HaYHY NOEHTMMUKALMIO 1 NPU HEOBXOAMMOCTM COCTOsIHME 0bpasua;

h) paty nonyyexunsa obpasua(oB) ANs UCNbITaHUA U obbekTa kanubpoBkM 1 gaty otbopa obpasua(os), Korga 3To UMeeT
Ba)kHOE 3Ha4YeHue AN 4OCTOBEPHOCTU U MPYMEHEHNS pe3ynbTaTos;

i) Aaty(bl) ocyliecTBneHns nabopaTtopHon OesTeNbHOCTY;
j) AaTy BbIAAYM OTYETa;

k) CCblJIKYy Ha njiaH u Meton 0T6opa O6pa3LI,OB, ncnonb3oBaHHbIE na6opaTop|/|e|7| unun gpyrmmm opraHamm, ecnin 3to BaxHoO
Ona JOCTOBEPHOCTU U NPUMEHEHNA pe3yrbraToB;
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[) 3asBNEeHne 0 TOM, YTO pe3ynbTaThl OTHOCATCS TONBKO K 0ObEKTaM, MPOLLEALLNM UCTBITaHUS, KannMbpoBKY UM 0TOOP;
m) pe3ynbsraThl, rge 3710 NPUMMEHUMO, C eOUHULAMUN N3MEPEHNS;

N) OOMNOMHEHMS, OTKIIOHEHNST UNN UCKITIOYEHNST U3 METOAA;

0) ngeHTndurkauunio nuu(a), yreepamsLLmMX(ero) OTYerT;

p) OQHO3HAYHYIO0 MOEHTUMDUKALMIO PE3YNLTATOB, NOMYYEHHbIX OT BHELLHWUX NOCTABLLMKOB.

MpvmeyaHne - BkrodeHVe 3asiBNEHWS O TOM, YTO OTYET He AOMKEH ObiTb BOCMpoOU3BedeH He B MOfiHOM obbeme 6e3
paspeLleHns nabopaTopun, MOXET 06ecrneUnTb yBEPEHHOCTE B TOM, YTO YaCTM OTYETA HE MHTEPNPETUPYIOTCS BHE KOHTEKCTa.

7.8.2.2 JlabopaTopus fomKHa HECTN OTBETCTBEHHOCTb 3a BCK MHPOPMaLMIO, MPeaCTaBNEHHYO B OTYETE, 3a UCKIIOYEHNEM
cny4yaes, koraa uHdopMaumsa npefocTaBnseTca 3aka3ynkoM. [aHHble, NMpeaoCTaBneHHble 3aKa3uuMKOM, OOMKHbI ObiTb YETKO
npeHtTudgumumpoBaHsl. Kpome Toro, B criydyae ecnu mHdopMauus npegocTaBrneHa 3akas3dyMkoM M OHa MOXET MOBMUATb Ha
OOCTOBEPHOCTb pPe3yrnbraToB, B OTYET JOIMKHO ObITh BKMOYEHO 3asaBrneHne o6 orpaHuveHnn OTBETCTBEHHOCTM nabopatopun. B
cny4yae ecnu nabopaTtopust He OCYyLLECTBISIET U HE HECET OTBETCTBEHHOCTM 3a CTaauo oTbopa obpasLoB (Hanpumep, obpasel,
Obin  NpedocTaBrneH 3akasyukoM), B OTYETe [JOMMKHO OblTb OTpaXeHOo, YTO MOMyYeHHble pe3ynbTaTbl OTHOCATCA K
npenocTaBneHHOMY 3aKa34nMkoM obpasLy.

7.8.3 CNEUMANBHBIE TPEBOBAHUA K OTYETAM OB UCTILITAHUAX

7.8.3.1 B pononHeHue k TpeboBaHNsIM, NepedncneHHbiM B 7.8.2, oT4eTbl 06 UCMbITAHUSAX AOMXKHbI, €CNN 3TO HeobxoaMmMo
ONS MHTEepnpeTauun pe3ynsTaTtoB UCTbITaHUIA, BKIoYaTh B cebsa cnegytoLlee:

a) uHdopmaumio 06 0cobbIx YCNOBUAX UCNbITAHUA, TaKMX KakK YCIIOBUS OKPYXKatoLweln cpeabl;
b) npu HeobxoanmocTn 3asBNeHne 0 COOTBETCTBUM TpeboBaHUSAM Unu cneuudukaumnsam (cm. 7.8.6);

C) rae 31O NpuMeHMMOo, HeonpenereHHOCTb M3MepeHVIl7I, npeacrtaBrieHHY0 B TeX Xe euHuuax, 4Tto U namMmepdaemad
BENn4YnHa, Nim B OTHOCUTENTbHOM NO OTHOLLUEHUIO K Msmepﬂemoﬁ Benn4nHe suae (Hanpmmep, B npou,eHTax), Korga:

- 3TO UMEET OTHOLLEHME K IOCTOBEPHOCTM UM NPUMEHEHUIO PE3YNLTaTOB UCMbITAaHWUIA;
- aTOro TpebyeT 3aKasymk; Unm

- HeonpeneneHHOCTb N3MEPEHUS BITUSIET Ha COOTBETCTBME YCTAHOBMNEHHOMY Npeaeny;
d) MHEHUs1 1 nHTepnpeTaunu, rae 3To NPUMEHMMO (M. 7.8.7);

€) [OoMonHUTEnbHY WHGOPMaUMIO, KoTopas MOXET noTpeboBaTbCs MO KOHKPETHbIM MeTodaM, opraHaMm BracTw,
3aKasdmKam Mnu rpynnamM 3akasvymkoB.

7.8.3.2 Ecnn nabopatopus HeceT OTBETCTBEHHOCTb 3a AeATEeNbHOCTb MO OTOopy 06pasuoB, OTYETHI 00 UCMLITAHUSAX
OOIKHbI COOTBETCTBOBaTb TpebOoBaHMAM, ykasaHHbIM B 7.8.5, ecrnv 310 HeobGXoAMMO AN MHTepnpetauum pesynbTaToB
UCMbITaHUNA.

7.8.4 CMMEUMATBbHBIE TPEBOBAHUA K CBUAETEJIbCTBAM (CEPTU®UKATAM) O KAITMUBPOBKE

7.8.4.1 B gononHeHue k TpeboBaHUSAM, NepedncrneHHbiM B 7.8.2, B cBMAETENLCTBA (CepTUdmKaTthbl) O KanMOPOBKE AOMKHbI
ObITb BKIOYEHBI CNeayoLne CBeaeHus:

a) 3Ha4YeHWe HeonpeneneHHOCTN U3MEPEHWUIn Ons pesynbTata U3MepeHuid, NPeAcTaBleHHoe B TeX XKe eauHuuax, 4yto u
nsmepsiemasi BENM4MHa, Unm B OTHOCUTENBHOM MO OTHOLLEHMIO K M3MepPSIieMO BENUYUHE BUAE (HAanpumep, B NPOLEHTax).

Mpumevanne - B cootBetctBUM € ISO/IEC Guide 99 pesynbtar M3MeEpeHWsi, Kak NpaBumio, BbIPAXAETCSs OOHUM
N3MEPEHHBbIM 3HaYEHNEM BEMNUYMHBI C YKa3aHUeM eauHULIbI U3BMEPEHMUS U HEOMPELENEHHOCTN U3MEPEHUIA;
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b) ceBegeHuss o6 ycnoBusiXx (HanpuMep, YCIOBUSX OKpyKatollen cpeppbl), MpU KOTOPbLIX BbIMNOMHANUCE KanMOpoOBKU U
KOTOpble MO OKasaTb BIUSIHUE Ha pe3yrbTaTbl U3MepeHui;

C) 3asBreHMe O TOM, KakuMm obpasom obecneymBaeTcs MeTPONorMyeckass MpOCNeXnBaemMocTb W3MEPEHUA (CM.
npunoxexuve A);

d) pesynesTraThl, MONyYeHHbIE A0 U NOCME PErYNIMPOBKA UIN PEMOHTA, €CINW TakoBble NPOBOAUIIUCH;

€) 3asBrneHne 0 COOTBETCTBMM TpeboBaHUAM unu cneuudmkaumam npn HeodxogumocTtu (cMm. 7.8.6);

f) MHEeHUsA n nHTepnpetaumn (cMm. 7.8.7) Npu HEOBXOAMMOCTH.

7.8.4.2 Ecnn nabopatopusi oTBevaeT 3a [AedATeNnbHOCTb Mo oTOopy 00pa3uoB, CBMAETENbCTBA (cepTudmkatbl) O
KannbpoBke [OOMKHblI COOTBETCTBOBATb TpeboBaHMSAM, yka3aHHbIM B 7.8.5, ecnu 3Tto HeobGXoouMMO AN MHTepnpeTauumu

pesynbTaToB KanmbpoBKy.

7.8.4.3 CeugetenbcTBo (cepTudmkat) O KanubpoBKe UNKM KanmbpOBOYHAas ITUKETKA HE OOMMKHblI COAepXaTb HMKaKMX
pekoMeHAauUmi No BeIGOPY MEXKanNMOpOBOYHbLIX MHTEPBAIIOB, KPOME TEX CyyYaeB, KOrda 3TO ObINO COrMacoBaHO C 3aKa3ynKoM.

7.8.5 MPEOCTABIEHUE PE3YILTATOB MO OTBEOPY OBPA3LIOB - CNNELUUAINBbHBLIE TPEBOBAHUA

Ecnn na6opaTop|/|9| HeCceT OTBETCTBEHHOCTb 3a AeATeNiIbHOCTb Mo 0T60py O6pa3LI,OB, B OOMNOJIHEHNE K Tpe6OBaHI/IF|M,
nepe4vncrieHHbimM B 7.8.2, xorga ato HeOGXO,EI,I/IMO ONnAa NHTepnpeTaunn pe3ynbratoB, OTYETbl AOIKHbI BKITHOYaTb CliefyoLllee:

a) gaty otbopa 06pasLoB;

b) yHukanbHyl wuaeHTudMKaumio BbiIGpaHHOro obpasua wnu maTtepuana (BKMYas HavMeHOBaHWEe MPOU3BOAMTENS,
obo3HayeHne Mogenu unu Tuna n cepuiiHble HoMepa, Koraa 370 NPUMEHNMO);

c) mecTto oTbopa 06pasuoB, BKNoYasa nobble guarpammel, 3CKM3bl Unn potorpadum;
d) ccbinky Ha nnaH otbopa n metog oTbopa;

€) cBegeHns 060 BCEX YCINOBUSIX OKPYKatoLLen cpeabl BO BpeMsi oT6opa o6pasuoB, KOTOpbIE BAMSIOT Ha MHTEpRpeTaumto
pe3ynLTaTos;

f) mHdopmaumo, HeobxoguMmyr ANS OLEHKM HEONpeneneHHOCTM W3MEpPeHWH Ans MOCNeayrwmux MWCnbITaHuiA  Unm
KannbpoBKu.

7.8.6 MPEACTABJIEHUE 3AKITIOYEHUXA O COOTBETCTBUMU

7.8.6.1 Ecnn no pesynstataMm MCMbITaHUSA UW KannubpoBKW Aenaetcs 3akntoyeHne O COOTBETCTBUM crieumdukaumm unm
CTanaapTy, nabopartopus OOMKHA OOKYMEHTUPOBATh MPAaBUIO MPUHSTUS peLUeHUsl, MPUHUMasi BO BHYMaHUE YpoOBEHb pucka
(HanprmMep, NOXHOMOMOXUTENBHOE WIMU NOXHOOTPULUATENBHOE peLUeHne, CTaTUCTUYECKME MNPEeAnOorioXeHUs1), CBSA3aHHbIA C
NpPUMeHAEeMbIM MPaBUNoM NPUHATUSA PELLEeHNS, U NPUMEHUTb JaHHOe NpaBuno.

I'IpmmeanVle - Ecnu npaBuno MNpPUHATUA pelleHna YCTaHOBIEHO 3aKa3dYukom, npasuiiaMmmn unn HOpMaTUBHbIMU
OOKyMeHTaMu, JanbHenwee paccMoTpeHne ypoBHA pUCKa He Tpe6yeTc;|.

7.8.6.2 J'Ia60paTopv|;| AOJKHa npeacTtaBuTb 3akrtoyYeHne 0 COOTBEeTCTBUKN, B KOTOPOM YETKO onpenerneHo:
a) K Kakum pegyrnbrataM NpuMeHAeTCcAa JaHHOe 3aKJlto4HeHne;

b) Kakmm CﬂeLl,MdDVIKaLlVIFIM, CTaHgapTamM Uim nx 4actqam COOTBETCTBYET UITN HE COOTBETCTBYET 00beKT;
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C) MpaBuUIIO MPUHSTUS pPELLEHWs, KOTOPOe ObINo MCMOMb30BaHO (€CrM OHO HE COOEPXKUTCA B COOTBETCTBYHOLLMX
cneundukaunm nnu ctaHgapTe).

MpumeyaHue - na nonydyeHusa gononHutensHon nHdopmauun cm. ISO/IEC Guide 98-4.

7.8.7 NPEACTABJNIEHVME MHEHUA U UHTEPNPETALIUA

7.8.7.1 B cny4ae npeacTaBreHnss MHEHUA N UHTepnpeTaumii nabopartopust AomkHa obecneyuntb, YTO TOMbLKO MepcoHarn,
YNOSTHOMOYEHHbIN Ha NPeAcTaBneHne MHEHUI N MHTepnpeTauni, NpeacTaBnsaeT COOTBETCTBYOLME 3aaBneHns. Jlabopatopus
OOMMKHa AOKYMEHTMPOBATb OCHOBAHWNSA, Ha KOTOPbIX 6asnpyoTCsa BKAOYEHHbIE B OTYET MHEHUS U UHTEpnpeTaLmu.

MpumeyaHve - BaxHO OTMYaTb MHEHWS U MHTEpNpeTaunM OT BbIBOAOB MO pe3ynbraTtam MHCMEKUMIA nnn cepTudmkaumm
npoaykumm, kak ato yctaHosneHo B ISO/IEC 17020 n ISO/IEC 17065, u oT 3asiBNEHWI 0 COOTBETCTBUMU, YNOMSIHYTLIX B 7.8.6.

7.8.7.2 MHeHust unu nHTepnpeTaumm, cogepxalumecst B oT4yeTax, AOIMKHbI OblTb OCHOBaHbl Ha pesyribTartax, NonyyYeHHbIX
ans obbekTa, NPOXOAMBLLETO UCNbITAHUSA/KAaNMOpPOBKY, U JOMKHbLI OblTb YETKO 0603HaYEHbI KaK TaKOBbIE.

7.8.7.3 Ecnn MHEHMA W uMHTepnpeTaumm NpPeacTaBnstoTCss MyTEM HEMNOCPEACTBEHHOrO 0O6CYyXOEeHWUs pe3ynbTaTtoB C
3aKa34MKoOM, HeobXoAMMO COXPaHATbL COOTBETCTBYIOLLME 3aNNCK TAaKOro 06CYXAEHUS.

7.8.8 UBMEHEHUA K OTHETAM

7.8.8.1 Ecnu Heobxoanmo BHECTM M3MEHEHUS!, OOMOMHEHMS B BblAAHHbIA OTYET, NepeodopMUTb ero, Noboe n3MeHeHune
MHOpMaLMN OOIMKHO OblTb YETKO 0603HAYEHO U, eCnN HEOBXOAMMO, NPUYMHA BHECEHUSA U3MEHEHNST JOMMKHA ObITb BKIIOYEHA
B OTYET.

7.8.8.2 /IameHeHusa B OTYET Mnocne ero BblAayn OOIMKHbl BHOCUTLCHA TOSMbKO B BUAE OOMOMHUTENbHOMO AOKYMEHTa Wnuv
WHOro crnocoba nepeaayn AaHHbIX, KOTOpble BKIOYAT hopMynupoBky: "MI3aMeHeHne K OTYETY, MOPSAKOBbIA HOMEP... [Mnu nHas
naeHTudurkauus]" nnu gpyryto nogobHyo opMynmnpoBKy.

Takne n3ameHeHus SOMKHbI COOTBETCTBOBATL BCEM Tpe6OBaHVIF|M HacTtodulero craHgapTa.

7.8.8.3 Korga HeoOGXogumo BbldaTb HOBLIN OTYET O pe3ynbratax, OH [JOMMKeH ObiTb YHMKanbHbIM  06pasom
MOeHTUMUMPOBAH U CoaepXaTb CCbISIKY Ha OTYET O pe3ynbratax, KOTOPbIA OH 3aMEHSIET.

7.9 XANOBbI (MPETEH3UN)

7.9.1 Jlabopatopus AormkHa MMEeTb AOKYMEHTMPOBAHHLIN NpOLEecC Afs NOofydYeHus, pacCMOTpeHns xanob (npeteHauin) u
NPUHATUSA peLleHnin No xanobam (NpeTeH3nsam).

7.9.2 OnncaHne npouecca obpaleHns ¢ xanobamu (MpeTeH3namMmn) OImMKHO ObITb AOCTYNHO BCEM 3aUHTEPECOBAHHbLIM
cTopoHam no 3anpocy. NMpu nonyyeHun xanobbl (NpeTeH3umn) nabopatopus SOMKHA YAOCTOBEPUTLCH, OTHOCUTCA N xanoba
(npeTeHsuns) k nabopaTtopHON OeATENbHOCTM, 3a KOTOPYIO OHa HECEeT OTBETCTBEHHOCTb, U, ECNN 3TO TakK, JOMKHA NPUHATL ee Ha
paccmoTpeHue. JlabopaTopus HeCET OTBETCTBEHHOCTb 3a NPUHATME BCEX PELUEeHMIN Ha BCeX CTaausax npolecca paccMOoTpeHus
Xanobbl (NpeTeH3nn).

7.9.3 NMpouecc paccMoTpeHus xanob (MpeTeH3nin) AorMKEH BKIKOYaTh MO KparHen Mmepe crieayowme arieMeHTbl U METoAbI:

a) onncaHune npouecca nonyyeHus, NPOBEPKN, PACCMOTPEHUS Xanodbl (NPETEH3NN) U NPUHATUS PeLLeHns 06 OTBETHbIX
OENCTBUSIX, KOTOPbIE AOSMKHbI ObiTb NPeanpPUHSATDI;

b) otcnexxuBaHne n pernctpaums xanobd (NpeTeHsui), BkNovas AeNCTBUs, NPpeanpuHATbIE ANst X paspeLLeHuns;
c) obecneyeHne TOro, YTo HeOOXOAMMbIE Mepbl NPEANPUHUMAOTCS.

7.9.4 Nabopatopusi, nony4yatowasi xanoby (MpeTeHsuio), OormkHa HEeCTM OTBETCTBEHHOCTb 3a COOp M MPOBEPKY BCEN
HeobxoanmMor HopMaLIMK C LEMNbo NOATBEPKAEHNST 000CHOBAHHOCTY Xanobbl (MpeTeHs3un).
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7.9.5 Korga ato Bo3MOXHO, nabopatopusi JorkHa MoATBEPAMTb MornydeHue xanobbl (MpeTeH3un) n MHOpMUpPOBaTh
3as8BUTENS O XOA€E U pesynbratax pacCMOTPEHMUS.

7.9.6 PesynbTaThl paccMOTpeHus >xanobbl (npeTeHsuu), koTopble OyayT AoBedeHbl OO 3asBUTENS, AOMXKHblI ObiTb
NMOArOTOBMEHbl UMW pPaccMOTpeHbl U odobpeHbl nuuom(amu), kotopoe(ble) He MNpUHUMAano(u) yyacTns B OEeSATENbHOCTU
nabopartopun, N0 NOBOAY KOTOPOM NocTynuna xanoba (npeteH3us).

I'Ipmmeanme - OTO MOXET BbINOMHATLCHA BHELLHUM nepcoHariom.

7.9.7 Korga 910 BO3MOXHO, nabopaTtopusi 4omKHa NpegocTaBuTh 3asiBUTENIO ouLlmanbHoe yBEAOMIIEHUE O pe3yrbTaTax
paccMoTpeHus xanobbl (NpeTeH3nn).

7.10 YNPABNEHWE HECOOTBETCTBYIOLWEN PABOTON

7.10.1 Jlabopatopusa gormkHa MMETb NPOLEaYpPY, KOTOPYK NPUMEHSIIOT B Criydae, ecnu kakon-nnbo acnekt nabopaTtopHomn
AeATENbHOCTN MU pe3ynbtatbl paboTbl HE COOTBETCTBYIOT COOCTBEHHbIM nNpouedypam nabopatopum unm TpeboBaHUsM,
COrMacoBaHHbIM C 3akas4yukom (Hanpumep, o6OpydoOBaHWE WNM  YCMOBUS OKpyXatollenh cpeabl He COOTBETCTBYHOT
YCTaHOBINEHHbLIM Npefenam, pesynsTaTbl MOHUTOPMHIA He OTBEYalOT YCTAHOBMEHHbIM KpuTepusim). [poueaypa AomkHa
obecneymBaTb, YTO:

a) onpeaeneHbl OTBETCTBEHHOCTb M MOMTHOMOYMS ANS yNpaBneHusl HECOOTBETCTBYIOLLEN paboTol;

b) pencrtBusa (Bkmovas MPUOCTAHOBKY UMM MOBTOP paboTbl M NPUOCTAHOBKY BbiayyM OTYETOB, €CrvM HeobXoaumo)
OCHOBaHbI Ha YPOBHSX pMUCKa, YCTAHOBMNEHHbIX NabopaTtopuen;

C) NPOBEAEHO OLeHMBaHME 3HAYMMOCTN HECOOTBETCTBYIOLLEN YCTaHOBNEHHbIM TpeGoBaHMsIM paboThl, B TOM YMCIe aHanm3
ee BO3[eNCTBUS Ha NpeablayLime pesynsrarhl;

d) NpMHATO peLleHne o NPUEMIIEMOCTU HECOOTBETCTBYOLEN paGoThl;
€) koraa aTo HeobXoAMMO, YBEAOMIIEH 3aKa34MK M aHHYNMPOBaHbI pesynsTaTbl paboThl;
f) onpepeneHa oTBETCTBEHHOCTb 3a NPUHSATUE PeLLEHUst O BO30OHOBNEHMN paGoThl.

7.10.2 NNabopatopus JOMmKHA BECTU 3anMCU B OTHOLLEHUW HECOOTBETCTBYHOLLEN paboThl N HEOOXOAMMBIX OENCTBUN, Kak
ykasaHo B 7.10.1, nepeuncnexus b)-f).

7.10.3 B T1ex cnyyasix, Korga OLeHKa MNoKasbliBaeT, YTO HEeCOOTBETCTByHOLlAs paboTa MOXET MOBTOPUTBLCHA, WU eCTb
COMHEHUs1 B OTHOLUEHWM COOTBETCTBUSA OEeATENnbHOCTM nabopaTopum COBCTBEHHOM CUCTEME MeHeXMeHTa, nabopatopusi
OOImKHa 00ecneynTb BbINOMHEHNE KOPPEKTUPYHOLLMX AENCTBUN.

7.11 YNPABJIEHUE OAHHBbIMU U UHOOPMALIMEN

7.11.1 JlabopaTtopus OoOfmkHa WMETb AOCTYN KO BCEM JAaHHbIM W MHOpMauun, HeobXxoaMmbiM Afsi BbINOSHEHMS
nabopaTopHON AESATENBHOCTU.

7.11.2 MpaBnnbHOCTb (PYHKUMOHUPOBaHUA cuctem(bl) ynpaBneHus nHdopmalmen nadboparopum, UCNonb3yeMbIx(0n) Ans
cbopa, 0o6paboTkM, 3anucy, NpeacTaBneHUst pPes3yrbraToB, XPaHEHUS! UIU MOMCKa [OaHHbIX, B TOM 4YuUCNEe NpaBUNbHOCTb
(PYHKLMOHMPOBaHNst UHTepdencoB cuctem(bl) ynpasneHuss uHdopmauven nabopatopun, pormkHa(bl) ObiTb NpoBepeHa
nabopartopueln nepen BHeapeHneM B paboty. Mpu nobbix N3MEHEHUAX, BKIOYas M3MEHEHUS KOHdUrypaumm nporpaMmMHOro
obecneyveHuss nabopaTopum Unn MoanUKaLMm KOMMEPYECKOro NPOrPaMMHOro obecneyeHunst, OHN JOMKHbI ObITb YTBEPXAEHbI,
OOKYMEHTUPOBaHbI U BanuaupoBaHbl 40 BBEAEHMUS UX B OENCTBUE.

Mpumevarve 1 - B HacTosdwem cTaHpapte "cucTembl ynpasneHus uHdopmauven nabopatopun" BknovaloT B cebs
ynpasfieHve AaHHbIMU U MHpopMaLMen, COAePKaLUMMMNCA Kak B KOMMbIOTEPU3NPOBAHHBIX, TaK U B HEKOMMbIOTEPU3NPOBAHHbIX
cuctemax. Hekotopble u3 TpeboBaHuin MOryT ObiTb B Gonbluel CTeneHn NPUMEHWMbI K KOMMbIOTEPU3MPOBAHHBIM CUCTEMAM,
YeM K HEKOMMbIOTEPU3MPOBAHHBIM CUCTEMAM.
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I'IpmmeanVle 2 - ,D,OCTyI'IHOG Ha PbIHKE KOMMep4YecCKoe nporpaMmmMHoe obecneyeHune npu 0ObLIYHOM €ero UCnorb30BaHUN B
O6J'|aCT|/|, and KOTOpOIZ OHO npegHa3Ha4YeHo, MOXeT CHUTaTbCA B [OCTaTovHOM CTENeHn BannanpoBaHHbIM.

7.11.3 Cuctema(bl) ynpasneHus nHcopmMaumen naboparopum, gomxkHa(bl):

a) 6bITb 3awuuieHa(bl) OT HECaHKLUMOHMPOBAHHOIO A0CTYNa;

b) ObITb 3awwmLLEeHa(bl) OT UCKAXKEHNSA UMW MOTEPU AaHHbIX;

C) dyHKUMOHMPOBATbL B YCMOBUAX OKpYyXalollenh cpedbl, KOTOpble COOTBETCTBYIOT crneuudukaumsM MocTaBLUMKa WK
naboparopuu, unu, B Cryvyae HEKOMMbIOTEPU3MPOBAHHbLIX CUCTEM, Cco3faBaTb YCMoBWs, obecneuymBaroliMe HEU3MEHHOCTb
BbIMOMHEHHbIX OT PYKW 3anncemn n pacumgpoBkuy;

d) nogaepxmMBaTbCA B TAKOM COCTOSHUK, KOTOpPOe 06ecnevmBaeT LenoCTHOCTb AaHHbIX U nHopMauuu;

€) BKIoYaTb PerncTpaumio CUCTEMHbIX COOEB 1 COOTBETCTBYHIOLLIMX ONEPaTMBHBIX U KOPPEKTUPYHOLLIMX OEACTBUN.

7.11.4 B Tom crniyyae, ecrniv ynpasneHve aHHOW CUCTEMON U ee noaaepxaHne ocyLecTBRAeTCA ANCTaHLUMOHHO Unu Yyepes
BHELUHero nocTtaBluMKa, nabopatopusa AdormkHa obecneunTb COOTBETCTBME MOCTaBLUMKA UMM ofnepatopa CUCTEMbl BCEM

NPUMEeHNMbIM Tpe6OBaHI/I9|M HacTtogdllero ctaHagapTa.

7.11.5 Jlabopatopusi gomkHa obecnevmBaTb, YTOObI MHCTPYKLUMMK, PYKOBOACTBA U CNPaBOYHbIE AaHHbIE, OTHOCALUMECS K
cucteme(am) ynpasneHusa nHdgopmarmen nadbopartopuu, 6einm NerkogocTynHbIMU 4115 NepcoHana.

7.11.6 PacueTbl 1 Nepefa4u AaHHbIX AOMKHBI NOABEPraTbCa HaAnexallym cucTemMaTn4yeckum npoBepkam.
8 TPEBOBAHUA K CUCTEME MEHEOXKMEHTA

8.1 BAPUAHTDI
8.1.1 OBLUME NMONOXEHUA

JlabGopaTopusi [ormkHa YCTaHOBUTb, OOKYMEHTMPOBATb, BHEAPWUTb W MOAAEPXMBATb CUCTEMY MEHEIXMeHTa, KoTopas
crnocobHa obecneunBaTb M 4EMOHCTPUPOBATL NMOCTOSHHOE BhINONMHEHME TpeboBaHMI HacTosILLero cTaHaapTa n obecneumBatb
Ka4yecTBO BbIMOMHEHHbIX Nabopatopueri pabot. B gononHeHWe k cOOTBETCTBUIO TpeboBaHusM pasgenosB 4-7 nabopatopus
OOMKHa BHEAPUTb CUCTEMY MEeHedXXMeHTa B COOTBETCTBMM C BapuaHToM A unv BapmaHTom B.

MpumeyaHume - Cm. npunoxeHue B ana gononHuTensHon nHdpopmaumm.

8.1.2 BAPUAHT A

Kak MMHUMYM cucTemMa MeHeaXMeHTa nabopaTopum JoMmkHa NpegycMaTpuBaTh criegyroLlee:
- JOKYMEHTaLMo CUCTEMbI MEHeLXMeHTa (CM. 8.2);

- ynpaBneHne JOKyMeHTaMn CUCTEMbI MeHemXXMeHTa (CM. 8.3);

- ynpasneHue 3anucsamu (cm. 8.4);

- 0ENCTBUS, CBA3AHHbIE C pUCKaMM U BO3MOXXHOCTAMM (CM. 8.5);

- ynyyweHus (cm. 8.6);

- KOppeKTupyloLue aencTeus (cMm. 8.7);

- BHYTPEHHUE ayauThl (cMm. 8.8);
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- aHanu3 co CTOPOHbLI pykoBoAcTea (cM. 8.9).

8.1.3 BAPUAHT B

JTabopaTopusi, KOTopas ycTaHOBWUMA U NOOOEPXKMBAET CUCTEMY MEHeIXXMeHTa B COOTBETCTBUM ¢ TpebosaHuamn 1ISO 9001
1 cnocobHa noaTeBepxaaTe U AEMOHCTPUPOBAThL MOCTOSHHOE BbINOMHEHWe TpeboBaHWIA pasnenos 4-7, Takke AEeMOHCTPUpyeT
Kak MMHUMYM FOTOBHOCTb BbIMOSMHATL TpeboBaHus, cogepxaimecs B 8.2-8.9.

8.2 NOKYMEHTALMA CUCTEMbl MEHEOXXMEHTA (BAPUAHT A)

8.2.1 PyKOBOJJ,CTBO na6opaTopV||/| OOIMKHO YCTaHOBUTb, AOOKYMEHTUMPOBATb W NogAepXuBatb MOJIMTUKM WU Uenn Ond
BbIMNOJTHEHUA TpeGOBaHI/IIZ HacTodullero craHgapta un AOO0IMKHO O6eCFIe‘-II/ITb, YTOObl 3TM NOMNMUTUKL U uenm ObInn NPU3HaHbI U
BHepeHbl Ha BCEeX YPOBHAX OpraHn3aumnmn ﬂaﬁOpaTOleVl.

8.2.2. lMonntnkn n uenn [OMKHbI ObITb HanpaeneHbl Ha obecnedyeHMe KOMMETEHTHOCTH, 6ecnpucTpacTHOCTM W
CcTabunbHOCTU AeATensHOCTM nabopaTopun.

8.2.3 PykoBoacTBO Nlabopatopui AOMKHO NPefcTaBUTh AoKasaTenbCTBa MPUBEPXKEHHOCTM K pa3paboTke U BHEAPEHUIO
CUCTEMbl MEHEPKMEHTa U MOCTOSIHHOMY MOBLILLEHWIO €€ Pe3ynbTaTUBHOCTU.

8.2.4 Bcsi OOKYMeHTauusi, NPOLECCHl, CUCTEMbI, 3anuUcK, OTHOCSLUMECS K BbINOMHEHUIO TpPeboBaHMM HACTOSILLErO
cTaHgapTa, AOMKHbI ObITb BKIOYEHbBI B CUCTEMY MEHEMKMEHTA, COOTHECEHBI UK CBSA3aHbI C HEN.

8.2.5 Becb nepcoHan, yyacTByloLmMIiA B NabopaTopHOn AeATEeNbHOCTU, JOMMKEH MMETb JOCTYN K TEM 4YacTAM JOKYMEHTaLmm
CUCTEMbI MEHEXKMEHTA 1 COOTBETCTBYHOLLEN MHOPMALIMM, KOTOPbIE NMPUMEHSIIOTCSA B Chepe ero OTBETCTBEHHOCTU.

8.3 YNPABNEHUE OOKYMEHTAMWU CUCTEMbI MEHEOXMEHTA (BAPUAHT A)

8.3.1 NabopaTtopusi OomKHa ynpaensTb AOKYMEHTaMWU (BHYTPEHHUMU W BHELLHUMM), OTHOCSLLMMUCA K BbINOSTHEHUIO
TpeboBaHMii HacTosILLEero cTaHgapTa.

MpumeyaHve - B gaHHOM KOHTEKCTe "OOKyMEHTOM" MOryT OblTb 3asBNeHMsI O MONUTMKE, Npoueaypbl, cneumdukalmu,
WHCTPYKUUM NPOU3BOANTENS], KanMbpOoBOYHbIE Tabnuupbl, CXembl, MOCOOUSA, NNakaTtbl, YBEAOMITEHNS, MAMSATKU, YEPTEXU, NNaHbI
n 1.4. OHn moryT ObiTb NpeacTaBrneHbl Ha PasfUM4YHbIX HOCUMTENSX WHGOPMAaLMKU, HanpuMMep B Me4YaTHOM Unu LudpOoBOM
dopmare.

8.3.2 JlabopaTopus gomkHa obecneynTb, YTO:

a) AOKYMEHTbI NpoBepeHbl Ha NPUrOgHOCTb YNOTHOMOYEHHbLIM NEPCOHANoOM 40 UX U3OaHUS;

b) AOKyMeHTbLI NeprMognyeckn aHanmMa3npyrTCcsa U Npu HeobxoaMMOCTM NepecMaTpmUBaloTCS;

C) UAEHTUMDULMPYIOTCH U3MEHEHUS 1 CTaTyC TeKyLLel peaakumm JOKYMEHTa;

d) akTyanbHble BepcuM MpUMEHSIEMbIX OOKYMEHTOB [OOCTYMHbI Ha BCeX paboynMx MecTax M npu HeobGXoaAMMOCTU KX
pacrnpocTpaHeHue ynpaBnsieTcs;

€) AOKYMEHTbI YHUKanbHbIM 06pasoM naeHTUULNPOBaHbI;

f) He ponyckaetcs HenpegHamMepeHHOEe MCMONb3oBaHUE YCTapPEBLUMX OOKYMEHTOB U MPUMEHSIETCS COOTBETCTBYIOLLAs
naeHTUMKaUMS AaHHbIX JOKYMEHTOB, B Cly4ae ecriv OHU COXPaHAIOTCS C Kakow-nnGo Lienbto.

8.4 YNIPABINEHUE 3AMUCAMU (BAPUAHT A)

8.4.1 JlabopaTopust JoMmKHA BECTU U COXpaHsTb pa3dbopumBble 3anucK ¢ Lenbio noaTeepxaeHns cobnogeHns TpeboBaHui
HacTosLLero cTaHaapTa.
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8.4.2 JlaGopaTopusi [OMmKHa OCYLLEeCTBNSATb YynpaeneHue, HeobxoaumMoe Ans uaeHTUUKAUMKW, XPaHEeHWUsi, 3aluuTbl,
pPEe3epBHOr0 KOMMPOBAHWUS, apXMBMPOBAHUSI, NMOUCKa, CPOKa XPaHEHUSI U YHUYTOXEHNS CBOMX 3anucei. Jlabopartopus gormkHa
COXpaHATb 3an1cu B TeYeHne nepuoaa, YyCTaHOBIEHHOIO AOrOBOPHbLIMU 06si3aTenbcTBamMu. [locTyn K AaHHbIM 3anucsaM AOIKEH
COOTBETCTBOBaTb 0653aTENbLCTBaM B 0611acTy KOHPUAEHUMANBHOCTH, U 3aMUCKU AOIMKHbI ObITb NTErKOAOCTYMHBLIMM.

Mpumeyarmve - B 7.5 npuBeaeHbl 4ONONHUTENbHbIE TPEGOBAHMUS, OTHOCALLMECS K TEXHUYECKUM 3arnmnCsM.

8.5 IEUCTBUA, CBA3AHHBLIE C PUCKAMU U BOSMOXXHOCTSAMMU (BAPUAHT A)

8.5.1 JlabopaTopus gormkHa paccMmaTpumBaTb PUCKM U BO3MOXHOCTU, CBSA3aHHble C nabopaTopHOM AeATenbHOCTbIO, ANS
TOro YToObI:

a) obecneymBaTb, YTO CUCTEMA MEHE)KMEHTA AOCTUrAeT HAMEYEHHbIX Pe3ynbTaToB;

b) HapalmBaTe BO3MOXHOCTW AN AOCTWXEHUS Lienen 1 3agady nabopatopuu;

C) NpegoTBpaLLaTh UM YMEHbLUUTL HEXenaTernbHble BO3eNCTBUS U BO3MOXHbIe cOon B nabopaTopHol AeATeNbHOCTY;

d) pobuBaTtbCs yny4dlLEeHUNA.

8.5.2 NNabopatopust 4OMmKHa NNaHMpoBaTh:

a) OencTBuS, CBSI3aHHbIE C AaHHbIMW PUCKaMU U BO3MOXHOCTSIMU;

b) kakum obpasom:

1) MHTerpmpoBaTh 1 BHEAPSATb AaHHbIE OEWCTBUS B CUCTEMY MEHEMKMEHTA;

2) OLlEHNBATb Pe3yrbTaTUBHOCTb AaHHbIX AENCTBUIA.

MpumeyaHre - XOTs B HacToslleM CTaHOapTe ykasblBaeTcsl, YTo nabopaTtopusi nnaHuMpyeT OEUCTBUS MO YCTPaHEHUo
puckoB, TpeboBaHusi Kk chopmarnbHbIM MeToAaM YMpaBleHUs PUCKaMW WKW LOKYMEHTMPOBaHHOMY MNPOLECCY YrnpaBneHus
puyckamy He YycTaHoBreHbl. Jlabopatopum MOryT pewuTb, cregyeT nu paspabatbiBaTte 6onee oOLIMPHYK MeTOOONoruto
ynpaeBneHus puckamu, Yem aTo TpebyeTcs B HACTOSILLEM CTaHAapTe, HanpyuMep, NOCPeACTBOM NPUMEHEHWS APYIMX PyKOBOACTB

nnn ctaHgapToB.

8.5.3 TlpeanpuHumaemble OENCTBUSI, CBA3AHHbIE C pPUCKAMU U BO3MOXHOCTSIMW, OOMKHbI OblTb COpasMepHbl KX
NoTeHLManbHOMY BIUSHWIO HA JOCTOBEPHOCTb N1abopaTopHbIX pe3ynsraToB.

Mpumeyarue 1 - MNMpumepamm OENCTBUN, CBA3AHHbLIX C pUCKaMu, MOryT ObiTb MOEHTUMMKALUSA 1 NpeaynpexaeHne yrpos,
NPUHATME PUCKOB C LIENbI0 peannsaumm BO3MOXHOCTH, YCTpaHeHNe NCTOYHUKA pucKa, U3MeHeHe BepPOATHOCTM pUCKa Unm ero
NoCcneacTBUIA, pasferneHne pUckoB I COXPaHEHNE pUcKa NOCPEACTBOM OOOCHOBAHHOMO pPeLLEHNS.

an/IMe‘-IaHI/Ie 2 - BoaMoxHOCTM MOryT npmBectn K pacLunpeHuro obnactu na6opaTopH0|7| AeATernbHOCTH, nNpuBnevYeHuto
HOBbIX 3aKa34MKOB, MCMOMNb30BAHUID HOBbIX TEXHOMOMMN UK apyrnx BO3MOXHOCTEN C LEeNbio yooBneTBOpeHusa I'IOTpeGHOCTeVI
3aKa34nKoB.

8.6 YJTYYLUEHUA (BAPUAHT A)

8.6.1 IaBopaTopusi gormkHa WAEHTUULMPOBaTL W BbliOpaTb BO3MOXHOCTU ONS YrYYLEHUR, a Takke npeanpuHNaTb
HeobxoauMble 4eNCTBUS.

an/IMe‘-IaHI/Ie - BosmoxHoctn ans ynqueanZ MoryT ObITb I/I,El,eHTI/I(*)VILI,VIpOBaHbI no pesynbrataMm aHanmsa pa6oqu
npouenyp, Mcnonb3oBaHUA NOJNMUTUK, OCHOBHbIX uenen, pe3ynbratoB ayguToB, KOPPEKTUPYHLNX OEencTBMn, aHanmsa co
CTOPOHbI pykKOBOACTBA, npe,u,nox(eHMVl nepcoHana, oueHKN pucka, aHanun3a gaHHblX U pe3ynbraTtoB NpoBEpPOK KBaﬂVI(*)VIKaLWIVI.

8.6.2 JlabopaTtopusi OOfmKHA CTPEMUTLCS MNofyyaTb OBpaTHY CBSI3b OT 3aKa3yMKOB, KakK MOMOXWTENbHYI, Tak W
oTpuuaTtenbHylo. ObpaTHas CBs3b OOSKHA aHanMsMpoBaTbCA M MPUMEHSTbCA ANA YNYYLWEHUs CUCTeMbl MeHemKMEeHTa,
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naGopaTopHon OeATeribHOCTUN K O6CJ'Iy)KI/IBaHI/I9| 3aKa34nKoB.

MpumeyaHne - Mpumepamn TUNOB OBPATHOW CBA3W ABMATCSA OMNPOCLI OTHOCUTEMNbHO YOOBMNETBOPEHHOCTU 3aKa34MKOB,
3anu1cu NeperoBopoB 1 0BCYXKAEHME OTYETOB C 3aKasYMKaMMu.

8.7 KOPPEKTUPYIOLWME OENCTBUA (BAPUAHT A)

8.7.1 Npwu BbISIBNEHUM HECOOTBETCTBUS NTabopaTopus OOMmKHa:
a) pearmpoBaTb Ha HECOOTBETCTBME U NPU HEOBXOANMOCTH:
- NPEANPUHATL OeNCTBUS AN YNpaBneHns HECOOTBETCTBMEM W €ro YCTPaHEHMS;

- oTpearnpoBaTtb Ha NocnencTBuUA;

b) oueHUTb HEOOXOOUMOCTL OENCTBUS ONSA YCTPaAHEHUsT Npu4YmH(bl) HECOOTBETCTBMSA, ANsi TOro YToObI NpeaynpeauTb ero
NMOBTOPHOE UMW HOBOE NPOSIBMEHME, NOCPEACTBOM:

- paccMOTPEHNS U aHanm3a HECOOTBETCTBYS;

- BbISIBNTEHUSI MPUYMH HECOOTBETCTBUS;

- BbISIBNIEHUS CYLLLECTBOBAHMS MU NOTEHLMANBbHON BO3MOXHOCTN BO3HUKHOBEHWS NOLOGHLIX HECOOTBETCTBUIA;
C) NpeanpuHATL Heobxoanmble AeNCTBUS;

d) oUEeHUTb pe3ynsTaTUBHOCTL NPEANPUHSATLIX KOPPEKTUPYHOLLUX AENCTBUIA;

€) NOBTOPHO OLIEHUTb PUCKM 1 BO3MOXXHOCTU, BbISIBIIEHHbLIE NO MTOraM NiaHUpPoBaHWsl, eCNn 3TO HEOBXOANMO;
f) Nnpn HeoGXoAUMOCTN BHECTU U3MEHEHMUS B CUCTEMY MEHEMKMEHTA.

8.7.2 Koppektupylowme [OencTBMA [OOSMKHbI  COOTBETCTBOBATb MacwTabam WM nocneacTBusM — OBGHapY>KEHHOro
HEeCOOTBETCTBUS.

8.7.3 Jlabopatopusi 4OmKHa COXpaHATb 3anncu B Ka4eCTBe CBUOETENbCTB CNeayoLLero:
a) CYLLHOCTWN HECOOTBETCTBUM, MPUYMH(bI) U NIOOLIX NPEANPUHATLIX NOCNEAYOWMX AEACTBUN;
b) pesynsraToB KOPPEKTUPYIOLLNX AEACTBUN.

8.8 BHYTPEHHUE AYOUTbI (BAPUAHT A)

8.8.1 JlabopaTopusi Oo/mkHa MPOBOAMTb BHYTPEHHME ayauTbl Yepe3 3anfaHUMpOBaHHble WMHTepBanbl AN MOnyYeHus!
VHGOPMaLIMK O TOM, SIBMSIETCA N CUCTEMA MEHEKMEHTA:

a) COOTBETCTBYIOLLEN:

- cobcTBEHHbIM TpeboBaHusIM nabopaTopun K CBOeln cuctemMe MeHe)KMeHTa, B TOM yucne nabopatopHol AesTenbHoCTY;
- TpeboBaHMAM HacToSALWEero cTaHAapTa;

b) pesynsraTMBHO BHEOPEHHOW U peanv3yemon.

8.8.2 Jlabopatopus gormxkHa:

a) nnaHnpoBaTb, pa3pa6aTb|BaTb, BHEOPATb W peannM3oBbiBaTb MNporpammy ayguta, B TOM 4ucne B OTHOLWIEHUU
nepnoan4yHoOCTn, MeToaos, Cd)epbl OTBETCTBEHHOCTH, NMiaHUpyeMblX Tpe6OBaHVIl71 N OTYETHOCTU, KOTOpadA AOJIKHa YyYUTbIBATb
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Ba)KHOCTb COOTBETCTBYIOLLEN NabopaTopHoOW AeATernbHOCTU, U3MEHEHWs, Brusiowme Ha nabopaTtoputo, a Takke pesynsTaTbl
npeablayLwmx ayauTos;

b) onpenensTb kpuTepum ayguTa 1 obnactb NpOBEAEHUS KaX4oro ayauTa;

c) obecneunBarthb, YTO pesynbraThl ayaMTa AOBeAeHbl A0 COOTBETCTBYIOLLEro PyKOBOACTBA;

d) BbINOMNHATL COOTBETCTBYHOLLME KOPPEKLUMMN N KOPPEKTUPYIOLLME AeNCTBUSA 6e3 He0O6OCHOBaHHbIX 3a4epKek;
€) COXpaHsTb 3anvcy B Ka4ecTBe NOATBEPXKOEHMA peanu3aumm NnporpaMmmbl ayauta n pesynsraTtoB ayauToB.
Mpumeyarme - B ISO 19011 npuBeaeHbl pykoBoAsLWME YKa3aHWs ANs NPOBEAEHUSA BHYTPEHHNX ayanTOB.

8.9 AHAJIN3 CO CTOPOHbI PYKOBO[ICTBA (BAPUAHT A)

8.9.1 PykoBoacTtBo nabopaTtopun SOMKHO aHanM3MpoBaTb CUCTEMY MEHEMKMEHTA C 3anyaHUpOBaHHON NePUOANYHOCTbIO,
4yTOGbI 06Ecne4nThb ee NOCTOSIHHYO NPUrOAHOCTb, afAeKBaTHOCTb M Pe3ynbTaTUBHOCTb, BKIOYAs 3asiBNEeHHbIe NOMUTUKL U Lienw,
CBsI3aHHbIE C BbIMOMHEHWEM TpeboBaHMI HAaCTosLWEro cTaHgapTa.

8.9.2 BxogHble AaHHble aHanm3a CO CTOPOHbI PYKOBOACTBA AOMKHbI OblTh 3aperncTpmMpoBaHbl U BKIoYaTb MHopMaumo
OTHOCMTENbHO:

a) MU3MEHEHUI BO BHYTPEHHNX M BHELLHMX BONPOCAX, MMEILLMX OTHOLLEHNE K nabopatopuy;
b) pocTuxkeHusa nocTaBNeHHbIX Lenew;

C) MPUrogHOCTY NOMUTUK U NPOLEAYP;

d) ctaTyca AeicTBuiA, 3annaHNpPOBaHHbLIX NOCne NpeablayLmMx aHann3oB CO CTOPOHbLI PYKOBOACTBA;
e) pesynbrata(oB) NOCNeAHUX BHYTPEHHUX ayanToB,

f) KoppekTUpyroLWnX OENCTBUN;

g) OLEHOK, MPOBOANMBIX BHELUHUMMW OpraHamu;

h) nameHeHun obvema n BMaa paboTbl MM obnactn geaTenbsHOCTH nabopaTopuu;

i) obpaTHON CBSI3M OT NepcoHarna u 3akas4ynKkoB;

j) xanob (npeteH3ni);

k) pe3ynsTraTMBHOCTM peanmn3oBaHHbIX YITyyLLEHWH;

|) JocTaTOMHOCTU pecypcos;

m) pe3ynbTaToB MAEHTU(UKALMN PUCKOB;

N) UTOroB OeATENbHOCTM NO 06ecnevYeHno 4OCTOBEPHOCTU Pe3yrbTaToB; a Takke

0) ApYrmx 3Ha4YMMbIX PaKTOPOB, TaKMEe Kak MOHUTOPUHI AeATEeNbHOCTU U 0ByyeHne.

8.9.3 BbixoaHble AaHHble aHanM3a Co CTOPOHbI PYKOBOACTBA OOMKHbI BKIKOYaTb 3anucu 060 BCex peLleHnsx U OeNCTBUSX,
OTHOCSLLMXCSA NO KpanHen mepe K:

a) pesynsTaTMBHOCTY CUCTEMbI MEHE)KMEHTA U e MPOLECCOB;
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b) yny4lieHuo nabopaTopHoi AeATerNbHOCTM, OTHOCSALLENCS K BbIMOMHEHWI0 TpeboBaHMWi HAaCcToSLLEro cTaHgapTa;
C) NpPenoCcTaBeHnio HEOOXOAUMbIX PECYPCOB;

d) nto6on HeoBx0aMMOCTU N3MEHEHWUIA.

MpunoxeHue A
(cnpaBo4HoOe)

METPOIOIMNM4ECKASA NMPOCINEXUBAEMOCTDb

A.1 O6Lwwue cBegeHus

B HacToswem npurioXeHnn npuneegeHa gonoriHnTenbHas I/IHCbOpMaLI,I/IFI 0} MeTpOJ'IOFI/I‘-IeCKOVI npocnexmnBaemMmocTtu, KotTopas
npencraBnaeT cobon Ba)KHeIZLIJyIO KOHUenuuw Aand obecrneyvyeHuss comnocTaBUMOCTU pe3yrnbraTtoB I/I3MepeHI/Il7I KakKk Ha
HauMoOHarnbHOM, Tak U Ha MeXOyHapOo4HOM ypOBHe.

A.2 YcTaHOBRNeHMe MeTpOoNormnyeckon NpocrnexmBaemMocTu
A.2.1 MeTpornornyeckasi NpoCneXmnBaemMoCTb YCTaHaABMMBAETCS C Y4ETOM U NOATBEPKOEHNEM:
a) onpegenexHns namepsaemMon BENNYMHbI (BENMWYMHBI, Noanexallen namepeHuio);

b) noKyMeHTUMpOBaHHOWM HeNpepbIBHOW Lienn KanmbpoBOK, NO3BOMSIOLLEN YCTaHOBUTL CBSI3b C COOTBETCTBYIOLLEN OCHOBOM
ANs CpaBHeHMs (B KadyecTBe TaKOW COOTBETCTBYIOLLEN OCHOBbI ANS CPaBHEHUS MOTyT BbICTYMaTb HaUMOHamnbHbIE WK
MeXOQyHapoaHbIe 3TarnoHbl, a Takke BHYTPEHHUE (paboymne) aTanoHbl);

C) oueHunBaHuna HeonpeaeneHHocTn VI3MepeHVIIZ Ha KaXgomM J3Tane B Uenn MnpocrnexmnBaeMoCctn C MNpuMeHeHuem
cornacoBaHHbIX METOO0B;

d) peanusauum Kaxgoro atana B Lenu NpOCHeXMBaeMoCT C NPUMEHEHWEM COOTBETCTBYIOLLUX METOAOB, C MONyYeHUEM
pes3yrkTaToB U3MEPEHMI U CBA3AHHbLIX C HUMW 3aperncTpUpoBaHHbIX 3HAYEHMI HeonpeaeneHHOCTN N3MePEHI;

e) npenocrtaBlieHnA na60paTopV|;|M|/|, peanm3yowmmMmm OoAunH WM HECKOJIbKO 3TanoB B Uenn npocnexmnBaemMoCcTH,
[oKas3aTenbCTB TEXHNYECKON KOMMNETEHTHOCTU.

A.2.2 CuctemaTnyeckasi NorpeLlHocTb (MHoraa HasbliBaeMasi CMeLLeHeM) KanmbpoBaHHOrO 060pyaoBaHMS YYMTLIBAETCS
npu pacnpocTpaHEeHUN METPONOrMYEecKON MNPOCIEXMBAEMOCTU Ha pes3ynbTaTbl M3MEpPEeHWi, MonyveHHble B nabopaTtopuu.
CyLlecTBYIOT pasfuyHble MexXaHW3Mbl ANs y4eTa CUCTEMATUYECKOW MOrpellHoCT W3MEpPEeHWid Npu  pacrnpocTpaHeHum
METPONOrMYeCcKo NPOCNeXMBAEMOCTH.

A.2.3 [nAa pacnpocTpaHeHWsi METPOSIOrMYEecKon MPOCNEXMBAEMOCTU WMHOT4A MNPUMEHSIIOT 3TanoHbl, WHopMaums o
KOTOpbIX, NPEeAOCTaBNeHHAs KOMMNETEHTHON nabopaTopuen, CoaePKUT TOMNbKO 3asiBfieHe O COOTBETCTBUM cheundukaumy (6es
yKasaHusi pesynsTaToB U3MEpPEHWii Y 3HaYeHWU HeomnpeaerieHHOCTH, CBSA3aHHbIX ¢ HUMKM). Peanusaums oaHHoro nogxoga, B
COOTBETCTBUWU C KOTOPbIM MpefenbHble 3Ha4YeHUs, yKasaHHble B creuudukaumsx, UCMoNb3ylTca B KavyecTBe WCTOYHMKA
HeonpeaeneHHoCTH, 3aBUCUT OT:

- MPUMEHEHNA COOTBETCTBYIOLLIErNO NpaBuiia NPpUHATUA peUJeHVIVI Aana yctaHoBI1EHUA COOTBETCTBUA,

- nocrnefywllero y4vera yka3aHHbIX B creuudumkaumax npefenbHbiX 3HayeHuid B OloaxeTe HeonpeaerneHHOCTU
nocpeacTBOM TEXHMYECKM 0OOCHOBaHHOIO crnocoba.

TexHu4yeckoe 0b6OCHOBaHME OaHHOMO MOAXOAa 3aKMYaeTcsl B TOM, YTO npu 3aaBneHnmnm o CooTBeTCTBUU CI'IeLI,I/ICbI/IKaLI,VII/I
onpegenaeTca nHtepBarn n3MepeHHbIX 3HayYeHun, B npenenax KoToporo npu 3agaHHOM ypoBHE OoBepua npennonoXnTeribHO
HaxoamnTcAa WUCTUHHOE 3HayveHune, U Mnpu 3TOM paccMaTpuBaeTCAa Kak noboe cMmelleHne OT UCTUHHONO 3HayeHusi, Tak W
HeonpeaeneHHOoCTb I/I3MepeHI/|I7I.
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lMpumep - lNMpumeHeHue 2upb C NPUCBOEHHbIM coa2siacHo mpeboeaHussim OIML R 111 knaccom movyHocmu Onsi
Kaslubpoeku secos.

A.3 [leMOHCTpaLMA MeTPONOrn4ecKon npocnexxmBaeMocTu

A.3.1 Jlabopatopun HecyT OTBETCTBEHHOCTb 3a YCTaHOBMEHWE METPONOrMYEeCcKon NPOCNeXnBaemMocT B COOTBETCTBUN C
HacTosIlUMM cTaHdapToMm. MeTponoruyeckyto npocnexmnBaemMocTb obecnevmBatoT pesynsraTtbl KanubpoBKu, NpeacTaBreHHble
nabopatopusiMn, COOTBETCTBYIOLLMMMK HacTosweMy cTaHgapty. CepTuduUMPOBaHHbIE 3HAYeHUs CepTUULNPOBAHHbLIX
CTaHOapTHbIX 0Opas3sLoB, MPeACcTaBliEHHbIX MOCTaBLUUMKaMKU CTaHAapTHbIX 06pasuoB, cooTBETCTByOWME TpeboaHusM I1SO
17034, o6GecneynBaldT METPOMOrMYECKY0 NpocnexmBaeMocTb. CylecTBYOT pasfnuyHble  Cnocobbl  AeMOHCTpaumu
COOTBETCTBUS HACTOSILLLEMY CTaHAApPTy: NPU3HaAHME TPETbEN CTOPOHON (TaKOW, Kak OpraH no akkpeauTaumm), BHELLHAS OLeHKa
3akasdmkamu unm camooueHka. K cnocobam, NpuHSATEIM Ha MEXAyHapOAHOM YPOBHE, OTHOCAT (HO HE OrpaHUYMBaOTCS 3TUM)
cnepytowme:

a) KanubpoBOYHbIE U WN3MEpUTENbHbIE BO3MOXHOCTK, oObecrnevyMBaeMble HaUMOHANbHBIMA  METPONOrMYECKUMU
WHCTUTYTaMU U Ha3HAYEHHbIMW WMHCTUTYTaMu, KOTOpble Obinv MNOABEPrHYTbl COOTBETCTBYHLUMM MpoLeccam napuTETHOMN
oueHku. Takas naputeTHas oueHka nposoanTtcs B pamkax CIPM MRA (CornalueHve 0 B3auMHOM MPU3HaHUW, NOArOTOBIIEHHOE
MexayHapoaHbIM KOMUTETOM Mep M BecoB). C BMgamu ycriyr, Ha Kotopble pacnpocTpaHsieTca gercteue CIPM MRA, MOXHO
0o3Hakomutbesl B npunoxeHun C BIPM KCDB (6a3bl AaHHbIX MO KMHOYEBLIM CAMYEHUsIM, cchopmMupoBaHHon MexayHapoaHbiM
6lOpOo Mep 1 BECOB), r4e coaepXuTcsa nogpobHas nHdopMaumsa o0 agnanasoHax U HEONPEAENEHHOCTN U3MEPEHUI ANSt KaXOO0N
13 NepevncrneHHbIX B HEM YCHYT;

b) kanubpoBouHble N M3MepUTENbHbIE BO3MOXHOCTM, KOTOpble MOATBEPXKAEHbI MNPU akkpeauTauum B OpraHe Mo
akkpeauTaumm, YNoriHOMOYEHHOM B pamkax cornawenust ILAC (MexayHapogHoe COTpyOHWYECTBO MO akkpeautauum
nabopartopuin) MM pernoHanbHbIX cornaweHun, npuaHaBaembix [LAC, obnagatoT NOATBEPXKOEHHOW METPONorM4eckomn
npocnexmBaemocTblo. CBeaeHns o6 obnacTu akkpeauTaumn kannbpoBoYHbLIX nabopaTtopuii SBNAKOTCA 0OLLEAOCTYMNHLIMU U
MOryT ObITb 3aNpoLLEHbI Y COOTBETCTBYHIOLLIMX OPraHoOB MO akKpeamTaLuu.

A.3.2 CoBmecTHas geknapauusa BIPM, OIML (MexayHapoaHOoW opraHmM3auumn no 3akoHogatenbHon metponorun), ILAC n
ISO o mMeTponornyeckoi MPOCMNEXNBAEMOCTM COOEPXKUT creumanbHble ykasanus no obecnedeHunto MexayHapogHoro
NPU3HaHWS Leny METPONOrMYECKON NPOCIEXNBAEMOCTY.

MpunoxeHune B
(cnpaBo4HoOe)

BAPUAHTbI CAICTEMbI MEHEDKMEHTA

B.1 PacwunpeHne npuMeHeHWsa cucTeM MeEHeMKMeHTa B LEenoM yBenuuuno noTpebHOCTb B MOATBEPXAEHWMM TOro, YTO
nabopartopun Moryt obecneumBatb QYHKUMOHMPOBAHME CUCTEMbI MeHemXMeHTa, cooTtBeTcTByowen mn ISO 9001, un
HacTodweMy ctaHaapTy. Takum obpasom, HacToawmin ctaHgapT obecnevmBaeT ABa BapuaHTa TpeboBaHMMN, OTHOCALLUMXCS K
peanusaumm CUCTEMbI MEHEOXXMEHTA.

B.2 BapuanHt A (cm. 8.1.2) nepeuncnser MUHUMarnbHble TpeboBaHMA K BHEOPEHWUD CUCTEMbl MEHEMXKMeEHTa B
nabopartopun. BHMmaHue 6bino yaeneHo Tomy, 4tobbl BKNOUMTL Bce TpeboaHusa ISO 9001, nmetowme oTHoLeHME K obnactsm
nabopaTtopHON [OeATENbHOCTW, Ha KOTOpble pacrnpoCcTpaHseTcs cucteMa MeHemxkMmeHTa. JlaBopartopuun, KoTopble
cooTBeTcTBYIOT TpeboBaHusam ISO/IEC 17025 (pasgensl 4-7) n BHeOpsoT BapuaHT A pasgena 8, Takum obpasom, Takke OyayT
B LIENOM AencTBOBaTb B COOTBETCTBUM C NpuHumnamm 1ISO 9001.

B.3 BapuaHT B (cm. 8.1.3) no3sonsieT nabopatopusam co3gaBaTtb U NogaepkmnBatb CUCTEMY MEHEI)KMEHTA B COOTBETCTBUM
¢ TpeboBaHusimm ISO 9001 Takmm obpasom, 4Tobbl 0becneunBaTb U AEMOHCTPMPOBATL MOCTOSIHHOE BbIMONHEHUE TpeboBaHMI
pasgenoB 4-7. JlabopaTtopuu, KOTopble NMPUMEHSOT BapuaHT B pasgena 8, 6yayT Ttakke pabotate B cootBetcTBumM ¢ ISO 9001.
CootBetctBre TpeboBaHusiM ISO 9001 cuctembl MEHeMKXMEHTa, B pamKax KOTOpPoW (YyHKLUMOHMpYyeT nabopaTtopus, He
ABMAEeTCa camMo no cebe [OeMOHCTpaumeln KOMMETEHTHOCTU nabopaTopyvM B OTHOLIEHUWM NPEOOCTaBIEHUS TEXHUYECKU
OOCTOBEPHbIX AaHHbLIX U pe3ynbTaTtoB. TO TpeboBaHNe peann3yeTcs Yepes COOTBETCTBUE pasgernam 4-7.

B.4 O6a BapuvaHTa npegnonararoT AOOCTUXKEeHUEe TOro Xe pesynbrarta B npouecce d:)yHKLLI/IOHI/IpOBaHI/IFI CUCTEMBbI
MeHe)XMeHTa N COOTBETCTBUA Tpe6OBaHI/I9|M pasaenos 4-7.
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MpumeyaHue - [JokyMeHTbI, AaHHbIE U 3anncK SBNAKOTCA COCTaBHbIMU YacTMU AOKYMEHTUPOBaHHOW nHdopmauun B 1ISO
9001 n gpyrux ctaHgaptax Nno cucteMaM MeHeLXMeHTa. YnpasneHue OOoKymMeHTamu paccmaTpusaetcs B 8.3. YnpasneHue
3anucamm paccmatpusaetrca B 8.4 un 7.5. YnpaBneHue [aHHbIMW, KOTOpble OTHOCATCA K NnabopaTopHoW AeATenbHOCTH,

paccmatpuBaetca B 7.11.

B.5 Ha pucyHke B.1 nokasaH npumep BapuaHTa cXxeMaTu4eckoro NpeacTaBneHns paboumnx npoLeccos Nabopatopuu, Kak

onucaHo B pasgene 7.
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PucyHok B.1 - BapraHT cxemaTU4eckoro npeacrasneHms pabounx npoueccos nabopatopun

A

MpunoxeHune

cnpaBo4yHoOe

CBEOEHUA O COOTBETCTBUU CCbINOYHbLIX MEXXOYHAPOOHbLIX CTAHOAPTOB
MEXITOCYOAPCTBEHHbLIM CTAHOAPTAM

Tabnuua JA.1

O60o3Ha4eHne cCblfoYHOro CreneHb O60o3Ha4yeHne 1 HaMMeHOBaHNe COOTBETCTBYHOLLEIO
MeXO4yHapo4HOro cTaHgapTa COOTBETCTBMSA MEXXIrocy4apCTBEHHOro cTaHaapTa
ISO/IEC Guide 99 - *
ISO/IEC 17000 IDT [OCT ISO/IEC 17000-2012 "OueHKka COOTBETCTBUS.
Cnoeapb 1 obwme npuHUMbI"
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* COOTBeTCTByIOLIJ,I/IVI Me)KFOCWJ,apCTBeHHbIIZ CTaHOapT OTCYTCTBYET. ,D,O €ro NPpUHATNA peKoMeHOyeTcA
Mncnonb30oBaTb NepeBo Ha pyCCKI/IVI A3bIK JAHHOIo MeXxayHapoaHoro ctaHgapra.

I'Ipvlmeanme - B HacTosWwen Tabnumue ncnonb3oBaHo cnepyrwoulee ycrnosHoe 0b03HayeHue cTeneHun
COOTBETCTBUA CTaHAapTa:

- IDT - MaeHTU4YHLIN CTaHdapT.

ISO 5725-1

ISO 5725-2

ISO 5725-3

ISO 5725-4

ISO 5725-6

ISO 9000

ISO 9001

BUBJNINOIrPAD®UA

Accuracy (trueness and precision) of measurement methods and results - Part 1:
General principles and definitions

(ToyHOCTb  (MPaBMIBHOCTb UM MPELU3NOHHOCTb) METOAOB U pe3ynbTaToB
namepeHnii. Yacte 1. OCHOBHBIE MONOXEHUSA 1 onpeaeneHnst)

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  (MPaBMIBHOCTL U MPELU3NOHHOCTb) METOAOB U pe3ynbLTaToB
namepeHni. Yactb 2. OCHOBHOW MeTOA oOnpedeneHust MOBTOPSIEMOCTU W

BOCMNPOnU3BOAMMOCTMN CTaHOAPTHOIo MeToda M3MepeHI/Il7I)

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

(ToyHOCTb  (NPaBUIBLHOCTL W MPEUU3NOHHOCTb) METOAOB W pes3ynbTaToB
namepeHnn. Yacte 3. [lpomexyTouHble nokasaTenn npeLmM3roOHHOCTH
CTaHJapTHOro MeToAa U3MepeHuin)

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 (NPaBUNBLHOCTL W MPEUU3NOHHOCTbL) METOAOB W pes3ynbraToB
namepeHni. Yactbo 4. OcHOBHble MeTOAbl OnpedeneHust MpaBUNIbHOCTMW

CTaHOapTHOrO MeToda U3MEPEHWIA)

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

(ToyHOCTb  (NPaBUMBLHOCTL W MPEUU3NOHHOCTb) METOAOB W pe3ynbraToB
namepeHuii. HYactb 6. Micnonb3oBaHne 3Ha4YeHUM TOYHOCTU Ha NPaKTUKe)

Quality management systems - Fundamentals and vocabulary
(Cuctembl MeHegxMeHTa kadecTBa. OCHOBHbIE NMOMOXEHUS U CrioBapb)
Quality management systems - Requirements

(CuctemMbl MeHemKMeHTa kadecTBa. TpeboBaHUs)
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1ISO 10012 Measurement management systems - Requirements for measurement processes
and measuring equipment

(CncteMbl MeHegXMeHTa naMepeHuid. TpeboBaHust K mpoueccam U3MEPEHUIA U
n3meputenbHoMy obopyaoBaHUIO)

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

(MHdbopmaumoHHble TexHonormu. pouecchl XU3HEHHOTO LKA MporpamMmmHbIX
CcpencTB)

1ISO 15189 Medical laboratories - Requirements for quality and competence

(MeguumHckne na6opatopun. CreunanbHble TpebGoBaHMS K  KayecTBy M
KOMMETEHTHOCTM)

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
(MeguumHckue usgenua gns in  vitro-guarHocTuku. M3mepeHue BenuuuH B
obpasuax Ouonorumyeckoro npoucxoxaeHus. TpeboBaHUA K aTTECTOBAHHbLIM

cTaHOapTHLIM 06pasLiaM U cofepkaHuo COoNPOBOAUTENBHON AOKYMEHTaLNN)

ISO/IEC 17011 Conformity assessment - Requirements for accreditation bodies accrediting
conformity assessment bodies

(OueHka cootBeTcTBUA. O6LimMe TpeboBaHUSA K opraHam MO akkpeauTauuu
OpraHoB Mo OLeHKe COOTBETCTBUSA)

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

(OueHka cootBetcTBUMS. OO6OWme TpeboBaHuA k paboTe pasnNUyHbIX TUMOB
OpraHoB, NPOBOASILLMX MHCMEKLMN)

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

(OueHka cootBeTcTBUA. TpeboBaHuMs K opraHam, MpoOBOAALMM ayauT W
cepTuduKaLmio cucteM MeHemxmeHTa. Yacte 1. TpeboBaHus)

ISO 17034 General requirements for the competence of reference material producers
(ObLwme TpeboBaHUS K KOMNETEHLUN NPOM3BOANTENEN 3TANIOHHLIX MaTepunanos)
ISO/IEC 17043 Conformity assessment - General requirements for proficiency testing

(OueHka cooTBeTcTBUSl. OCHOBHble TpeboBaHWSA K NPOBEOEHUID MPOBEPKM
KBanudukaumm)

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

(OueHka cooTtBeTcTBUA. TpeboBaHMA K opraHam Mo cepTUdmkaumm npoaykKuum,
NpOLLeCCOB 1 ycnyr)
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ISO 17511

1ISO 19011

ISO 21748

ISO 31000

ISO Guide 30

ISO Guide 31

ISO Guide 33

ISO Guide 35

ISO Guide 80

ISO/IEC Guide 98-3

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

(N3penus mMeguuMHCKMEe Ans OMAarHoCTUMKM in vitro. M3mepeHwe BenuumH B
ouonornyecknx npobax. MeTponornyeckass MPOCIEXMBAEMOCTb 3HAYEHUN,
NpUNMCaHHbIX KanMbpaTopaM 1 KOHTPOIbHbIM Matepuanam)

Guidelines for auditing management systems
(PykoBopsiLume ykasaHusi No ayamTy CUCTEM MEHEMKMEHTA)

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

(Ctatuctnyeckne  mMetodbl.  PykoBoACTBO MO MCMOMb30BaHWIO  OLEHOK
NMOBTOPSIEMOCTW,  BOCTPOM3BOAMMOCTM M MPaBUIIBHOCTM  MpU  OLEHKe
HeonpeneneHHOCTN U3MEPEHNI)

Risk management - Guidelines
(MeHepxMeHT puckoB. PykoBoasiiue ykasaHus)
Reference materials - Selected terms and definitions

(CtangapTtHble obpasubl. TepMuHbl 1 onpegeneHnsi, UCnonb3yemble B obnactu
CTaHAapTHbIX 06pa3sLoB)

Reference materials - Contents of certificates, labels and accompanying
documentation

(CtanpapTHble 0bpa3supbl. CogepkaHue cepTnduKkaToB (MacnopToB) U STUKETOK)
Reference materials - Good practice in using reference materials

(CtaHgapTHble 0bpasubl. YCTaHOBMBLUASACS NpaKTMKa NPUMEHEHUs CTaHO4apTHbIX
o6pasLoB)

Reference materials - Guidance for characterization and assessment of
homogeneity and stability

(CtaHpapTHble obpasubl. O6LWMe n cTaTUCTUYecKMe NPUHLMNLI cepTudmrkKaulmm
(aTTecTaumm))

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

(PykoBoactBO no  BHyTpurabopaTOpHOMY W3rOTOBMEHWIO MaTepuanoB Afs
koHTpons kadectBa (MKK))

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

(HeonpepeneHHocTb wm3amepeHmin. Yacte 3. PyKOBOACTBO MO  BbIPaXeEHMHO
HeonpeaeneHHoCTN U3MepeHus)
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ISO/IEC Guide 98-4 Uncertainty of measurement - Part 4. Role of measurement uncertainty in

conformity assessment

(HeonpeneneHHocTb uamepeHuin. Yacte 4. Ponb HeonpegeneHHoCTU U3MepeHnst

B OL|eHKE COOTBETCTBUSA)

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

the electrotechnical sector

(MorpelwHOCTb  M3MEPEHUSI MPU  OLEHKE COrMAacOBaHHOCTU [OEATENbHOCTU B

3MEKTPOTEXHNYECKOM CEKTopeE)
Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 2)
(CoBmecTHaga geknapaumsa BIPM, OIML, ILAC n ISO o meTponoruyeckon npocnexmsaemocTtu, 2011)
ILAC International Laboratory Accreditation Cooperation 3)

(MexxgyHapogHasi opraHusauusi no akkpeauTaumm nabopartopun)

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

(MexxgyHapogHbI crioBapb TEPMUHOB MO 3aKkoHodaTtensHon metpornoruu, 2013)

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

conformity assessment

(OueHvBaHMe [JaHHbIX M3MepeHuii. Porb HeonpeneneHHoCTU U3MepeHus

OLIEHKE COOTBETCTBMS)
EEE/RM/062rev3, Eurachem4) The Selection and Use of Reference Materials
(Bbibop 1 ucnonb3oBaHWe 3TanOHHbIX MaTepMarnoB)
BIPM SI Brochure 5) : The International System of Units (SI)

(Bpowtopa CU: MexayHapogHas cuctema eamnuy (CA), BIPM)

2) http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO_joint_declaration_2011.pdf
3) http:/filac.org/
4) https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf

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

(Hymepaumsa cHocok npuBedeHa no opurnHany.)
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