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MEXIOCYOAPCTBEHHbLIA CTAHOAPT

OBLUME TPEBOBAHUA K KOMMETEHTHOCTU UCNbITATENbHbIX U KATMUBEPOBOYHbLIX JIJABOPATOPUN
GENERAL REQUIREMENTS FOR THE COMPETENCE OF TESTING AND CALIBRATION LABORATORIES

Tekct CpaBHuTenbHoro aHanusa FOCT ISO/IEC 17025-2019 ¢ TOCT MCO/M3K 17025-2009 cm. No cCblKe:
- MpumeyaHmne narotoBuTens 6asbl JaHHbIX.

MKC 03.120.20

[arta BBegeHna 2019-09-01

NMPEOUCIIOBUE

Llenn, ocCHOBHble nNpuHUMNLI K 0OWue npaBwuna npoBeAeHust paboT Mo MEeXrocy4apCTBEHHOW cTaHgapTU3aumm
ycTaHoBneHbl [OCT 1.0 "MexrocygapctBeHHaa cuctema craHgaptu3auun. OcHoBHble nonoxeHus" u [OCT 1.2
"MexrocygapcTBeHHasi cuctema cTaHgapTusaumu. CTaHgapTbl MeEXrocydapCTBEHHble, MpaBuna WM pekoMeHgauum no
MeXrocyapcTBeHHoW cTaHgapTusaumm. Npaeuna pa3paboTky, NPUHATUS, OBHOBNEHMS U OTMEHbI"

CBeaeHus o cTaHaapTe
1 NOArOTOBJIEH PecnybnvkaHCKMM yHUTapHbLIM NpeanpuaTnem "benopycckuin rocygapCTBEHHBIN LEHTP akkpeanTaummn”

(FocypapcteeHHoe npegnpusitue "BILA") Ha ocHoBe COOCTBEHHOro nepeBoda Ha PYCCKUIM SA3bIK aHMMOsA3bIMHON Bepcumn
cTaHgapTa, yKkazaHHoro B nyHkTe 4
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2 BHECEH lNocyaapcTBeHHbIM KOMUTETOM MO CTaHAapTu3auun Pecnybnukn Benapycb
3 MPUHAT MexrocygapCTBEHHBEIM COBETOM MO CTaHAAPTM3aUUN, MeTpororMm u ceptudmkauumn (npotokosn ot 28 noHa 2019 r. N 55)

3a NPUHATNE NporosiocoBanun:

Kpatkoe HanmeHoBaHwue cTpaHbl No| Kop ctpaHbl no MK CokpalleHHoe HaumMeHoOBaHue

MK (MCO 3166) 004-97 (NCO 3166) 004-97 | HauMoHaNbLHOrO opraHa No cTaHaapTU3auun
ApmMeHuns AM MuH3akoHOMMKM Pecnybnukn ApmeHust
Benapycb BY locctanpapt Pecnybnukn Benapycb
KasaxcTaH KZ locctangapT Pecnybnukn KasaxctaH
Kuprusus KG KblpreiactaHgapT
Poccua RU Poccrangapt
TapxukncTtaH TJ TamxkukctangapT
Y36ekucTtaH uz Y3ctaHgapT
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4 MNpwukasom PegepanbHOro areHTCTBa MO TEXHUYECKOMY PerynupoBaHuio u metponorum ot 15 mnons 2019 . N 385-ct
mexrocyaapctBeHHbii ctangapt FTOCT ISO/IEC 17025-2019 BBefeH B OEWCTBME B KadeCTBE HaUMOHANbHOro cTaHgapTta
Poccuiickon ®epepauum ¢ 1 ceHTs16pa 2019 .

5 HacTtoswun crangapTt waeHTMdeH MexayHapogHomy crtaHgapTy ISO/IEC 17025:2017* "O6wwme TpeboBaHus K
KOMMETEHTHOCTW MCbITaTENbHbIX U KannbpoBoYHbIx nabopatopun ("General requirements for the competence of testing and
calibration laboratories", IDT).

* [locTyn K MexayHapoaHbIM 1 3apy0OeXHbIM [OKYMEHTaM, YNIOMSIHYTbIM B TEKCTE, MOXHO NOJy4uTb, 06paTUBLLMCH B
Cnyx0y noaaepxkn nons3osareneu. - NpmumeyaHne narotosutensa 6asbl 4aHHbIX.

B HacTosiem ctaHgapTe cnoBo customer nepeBefeHO Kak "3aka3uuk" M NPUMEHSIETCSA B Ka4eCTBE OOHOMO U3 3Ha4YeHWN
TepmuHa "noTtpebutens" (cm. TOCT P NMCO 9000-2015, nyHkT 3.2.4; CTB ISO 9000-2015, nyHKT 3.2.4), NOCKONbKY, Kak
npasuno, nabopaTopum B3aUMOLENCTBYIOT HEMOCPEACTBEHHO C 3aKa34yMKOM YCIyr Mo WUCMbITaHUSIM U KanubpoBke, a He C
KOHe4YHbIM Mnonb3oBaTenem. Kpome Toro, B NpakTuke OCyLLEeCTBMNEeHUs nabopaTopHON AesATENbHOCTH obLeynoTpebuTenbHbIM
ABMSETCA CrNOBO "3aKka3uuk”.

MexayHapoaHbIi ctaHaapT paspabotaH Komutetom no oueHke cootBetcTBus (CASCO) MexayHapogHowm opraHusaumm
no craHgaptusauum (1ISO).

Mpy nNpYMEHeHUM HaCTOSALIEro CcTaHaapTa PeKOMEeHIyeTcs WCMonb3oBaTb BMECTO CCbIIOYHbIX  MeXOyHapOAHbIX
CTaHOApTOB COOTBETCTBYIOLUME UM MEXIOCY[apCTBEHHbIE CTaHAapTbl, CBEAEHNS O KOTOPbIX NPUBEAEHbl B AOMOMHUTENBHOM
npunoxexun OA

6 BBAMEH [OCT MCO/M3K 17025-2009

7 NMEPEN3JAHUE. Mapt 2021 r.

UHebopmayus o esedeHuu 8 delicmeue (rpekpaweHuu delicmeusi) Hacmosuwie2o cmaHGapma U U3MEHeHUl K HeMy Ha
meppumopuu yKkalaHHbIX 8blue 2ocydapcme nybrukyemcsi 8 ykasamesnsix HayuoHaslbHbIX cmaHOapmos, u3dasaembiX 8
amux eocydapcmeax, a makxe 8 cemu WHmepHem Ha calmax COooOmeemcmeyUWUX HaUyUOHabHbIX O0p2aHo8 o
cmaHO0apmu3ayuu.

B cny4ae nepecmompa, UsMeHeHUs Unu OmMeHbl Hacmosiweao cmaHdapma coomeemcmsytowas uHgopmayusi 6ydem
onybrukosaHa Ha oghuyuanbHOM UHmepHem-calime MexzocydapcmeeHHO20 cogema o cmaHOapmu3auuu, Memponoauu u
cepmugpukayuu 8 kamaroee "MexzaocydapcmeeHHbie cmaHdapmbi”

BBEAEHUE

Hactoswun ctanHgapt paspaboTaH C Uenbi YKpenneHuss OosBepus K aesTtenbHocTu nabopatopun. B HacTosiwem
cTaHgapTe cogepxkartcsa TpeboBaHua Kk nabopaTopusaM, BbINOMHEHUE KOTOPbIX MO3BOMMT WM  MPOAEMOHCTPUPOBATH
KOMMETEHTHOCTb U CNOCOBHOCTb Nonyvatb AOCTOBEpPHbIE pe3ynbraTthl. JlabopaTtopuun, KOTopble COOTBETCTBYIOT TpeboBaHUAM
HacTosLero cTaHaapTa, Takke 6yayT B LLenom pyHKLUMOHMPOBaTb B COOTBETCTBUU C npuHumnamu 1ISO 9001.

CornacHo TpeGoBaHWsIM HacTosLWero cTaHaapTa nabopaTtopus OOfkHa MaHMpoBaTh U OCYLUECTBNATL OENCTBUS Mo
yNpaBneHnio puckamMn U BO3MOXHOCTAMMW. YrnpaBreHue puckamum 1 BO3MOXHOCTSAMU CO3[4aeT OCHOBY AN MOBbILLEHWs
PE3ynbLTaTMBHOCTM  CUCTEMbl  MEHEKMEHTA, [OOCTUXKEHUS NydlMX pe3ynsTaTtoB UM NPedoTBpalleHust  HeraTMBHbIX
nocnencTeuin. fllaGopaTopus HeceT OTBETCTBEHHOCTb 3a NPUHSATUAE PELUEeHUsI O TOM, Kakue PUCKM 1 BO3MOXHOCTU HeoBXoanumMo
paccmaTpuBaTth.

Mcronb3oBaHMe HacCTOSLLIEro CTaHaapTa YnpoCTMT COTPYOHMYECTBO Mexdy nabopatopusamu M ApYruMU opraHamu u
MOMOXeT B 06MeHe MHGopMaLMei 1 OMbITOM, a TaKkKe B rapMoHM3aUMM CTaHOapToB M npoueayp. MpusHaHue pesynsratos
naGopaTopHON OesATeNbHOCTU MeXay CTpaHamu ynpollaeTcs, ecnv nabopaTopun COOTBETCTBYIOT TPeGOBaHNUAM HaCTOsLLErO
cTaHgapTa.

B HacTosilem cTaHgapTe UCnonb3yloTcs crieayoLme rnarofibHble hopmbl:

- "nomken" - o6o3HavaeT TpeboBaHue;
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- "cnepyet" - 0003Ha4YaeT peKOMeHAAUMIO;

- "MoxeT" - 0603Ha4aeT paspeLLeHme;

- "cnocobeH" - 0603Ha4YaeT BO3MOXHOCTb.

Bonee nogpobHyo nHdopmauuio MoxHO HanTu B dupektusax ISO/IEC, yacTb 2.

Onsa uenen wccnegoBaHWs Monb3oBaTeNsM PeKOMEHAYeTCs AenuTbCs CBOUM BUOEHMEM HacTosAWero craHgapta wu
NpeanoXeHMs MM N0 BHECEHU0 W3MEHEHWN B nocnedywlne u3gaHus. YTobbl MpUHATL yvacTue B OHMawH-onpoce,

Heobxoaumo NporTK No cebinke: https://www.surveymonkey.com/r/l6MQ95ZC.

1 OBJIACTb NPUMEHEHUA

HacToawwui craHgapT ycTaHaBnuBaeT ob6uwime TpeboBaHUs K KOMMNETEHTHOCTW, GecnpucTpacTHOCTU U cTabunbHOMY
YHKUMOHNPOBaHMO nabopaTopuii.

Hactoswun CTaHgapT NpMMeHMM KO BCeEM opraHunsaunam, 3aHnMaknmca na6opaTopH0171 neATenbHOCTb, HE3aBUCUMO
OT YMCINEHHOCTU NnepcoHana.

3akasuunku nabopaTopuii, perynupytolime opraHbl, opraHu3auum u cxembl, UCMONMb3yoLMe NapUTETHYIO OLEHKY, OpraHbl
Mo akkpeguTauuu, a Takke [OpyrMe CTOPOHbl MPUMEHSIOT HACTOSAWWMA CTaHOApPT MpU NOATBEPXKAEHUMA UMW MPU3HAHWU
KOMMNeTeHTHOCTW nabopaTtopui.

2 HOPMATUBHBbIE CCbIJIKU
Mpn npuMeHeHWM HacTosIero cTaHAapTa PeKOMEHAYeTCsl MCMoMb30BaTb BMECTO CCbITOYHBIX  MEeXOyHapOAHbIX

CTaHOAPTOB COOTBETCTBYIOLUME UM MEXIOCYAapCTBEHHbIE CTaHAapTbl, CBEAEHNSI O KOTOPbIX NPUBEAEHbI B AOMONHUTENBHOM
npunoxexnun OA

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and associated terms (VIM)
(MexayHapogHbIvi crioBapb Mo MeTporiorn. OCHOBHbIE 1 0DLLMe NOHATUS 1 COOTBETCTBYHOLWME TepMuHbl (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (OueHka cootBeTcTBUsA. CrioBapb 1 obLime
NPVHUMNBLI)

3 TEPMUHbI N ONPEQENEHUA

B HacToswem ctaHgapte npumeHeHbl TepMuHbl no ISO/IEC Guide 99 u ISO/IEC 17000, a Takke cnefytoLime TEPMUHbI C
COOTBETCTBYHOLUMMY ONpeaerneHns MU,

ISO u IEC nogaepxuBatoT TepMUHOornyeckne 6asbl AaHHbIX 4N UCNONb30BaHNs B obnacTu ctaHgapTusaumm, Kotopble
OOCTYIMHbI MO CNEeAyLLUM CCbINIKaM:

- oHnanH-nnartcdopmMa ISO anga noncka goctynHa no cebinke: http://www.iso.org/obp;
- anektponeausa IEC: goctynHa no ceeinke: http://www.electropedia.org/
3.1 6ecnpucTtpacTHocTb (impartiality): Hanmune o6bektuBHoCTH.

MpumedaHne 1 - OOGBEKTUBHOCTb O3HAYAET, YTO OTCYTCTBYHOT KOH(MMKTbI MHTEPECOB WM OHW paspelualTcsd Takum
06pa3om, 4YTO He OKa3bIBalOT HEraTMBHOMO BMMSAHUS HA NocnenyLyo AedaTensHocTb nabopatopum (3.6).

MpumevaHve 2 - [OpyrMu TepMmuUHaMu, UCMOMb3yeMbiMU MpW fnepedave CyTU COCTaBNSAOWMX GecrnpucTpacTHOCTH,

ABNSOTCA "OTCYTCTBUE KOH(PMMKTOB MHTEPECOB", "OTCYTCTBUE NpeaB3saTocTn”, "oTCyTCTBUE NpenybexaeHnin”, "HedTpanmTeT",
" ", "0OBEKTUBHOCTL", "OTCTPaAHEHHOCTL" 1 "naputeT”.

"cnpaBeannBoCTL", "OTKPLITOCTL",
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[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, n3MeHeHo - B npumedaHmm 1 crnoea "opraHa no ceptudmkalmm" 3aMeHeHbl Ha
"naboparopumn”, B npumedaHmm 2 crioBo "He3aBUCUMOCTL" UCKITHOYEHO M3 cnucka.]

3.2 xanoba (npeteH3nsa) (complaint): BblpaxeHne HeygoBNETBOPEHHOCTM MOObIM NULOM WX OpraHuM3aunen B
OoTHOLLEeHMN nabopaTtopum (3.6), KacaroLeecs AeATENbHOCTM UMK pe3ynsTaToB 3ToW nabopaTopun, No KOTOPOMY OXUAAETCS
oTBeT.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, nameHeHo - crioBa "B OTnM4YMe OT anennauumn” 6binm UCKNoYEHbI, a crioBa "opraH
MO OLlEHKe COOTBETCTBMSI MW OpraH MO akkpeauTauuWu, OTHOCALUMIACA K OeATENbHOCTM 3TOro opraHa" Obinu 3ameHeHbl
cnoeamu "nabopatopum, KacatoLlencs 4eATENbHOCTM UK pe3ynbTaToB 3Ton nabopatopmmn”.]

3.3 mexxnabopaTtopHoe cnuueHue (interlaboratory comparison): OpraHnsaums, BeINOSIHEHWE U OLEHVBAHNE U3MEPEHUN
UMM UCMbITAHWIA OZHOMO U TOTO e UMM HEeCKOMbKMX NogobHbIX 06pa3uoB AByMs unn 6onee nabopaTopusimm B COOTBETCTBUM C
3apaHee yCTaHOBMEHHLIMU YCIOBUSIMU.

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

3 . 4 BHyTpunabopatopHoe cnu4veHue (intralaboratory comparison): OpraHusauusi, BbINOfIHEHWE W OUEHUBaHUE
N3MEPEHNIA NN UCMbITAHWUIA OOHOrO N TOTO XXe MM HEeCKOMbKNX NogobHbIX 06pa3uoB B Npeaenax ogHon nabopatopun (3.6) B

COOTBETCTBUM C 3apaHee YCTaHOBJ1IEHHbIMU YCITOBUAMN.

3.5 npoBepka kBanudmkauum (proficiency testing): OueHnBaHWe XapaKTEPUCTUKN (PYHKLUMOHMPOBAHUSA YYacTHWUKA Mo
3apaHee yCTaHOBMNEHHbLIM KPpUTEPUSIM NOCPEACTBOM MexnabopaTopHbIX cnndeHni (3.3).

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

3.6 nabopatopusa (laboratory): OpraH, KOTOpbIN OCYLUECTBMSET OAWMH WM HECKONbKO W3 creayllwmx BuOoB
LEeATENbHOCTU:

- UCnbITaHUS;
- KannbpoBka;
- oT6op 06pasLoB, CBA3aHHbLIN C NOCNEAYOLLMMMN UCMbITAHUSIMU UK KannOpoBKON.

MpumeyaHne 1 - B KOHTEKCTE HACTOALWEro craHgapTa MNoHsaTue "nabopaTopHas AeATeNbHOCTb" OTHOCUTCS K Tpewm
BblLLEeyKa3aHHbIM BUAAM AEeATENbHOCTU.

3.7 npaBuno npuHATUA peweHua (decision rule): MpaBuno, KOTOPOE ONUCLIBAET, KaK y4YUTbIBAETCS HeonpeneneHHoCTb
N3MEepPEHNI NPU NPUHATUN PELLEHWUSI O COOTBETCTBUMN YCTAHOBNEHHOMY TpeboBaHuI0.

3.8 Bepudmkauma (verification): lNpegoctaBneHne o6bEKTUBHBIX CBUOETENLCTB TOMO, YTO AaHHbI OOBEKT COOTBETCTBYET
YCTaHOBMNEHHbIM TPEOGOBAHMUSM.

lMpumepsbi

1 ModmeepxxdeHue Moz2o, Ymo OaHHbIl cmaHOapMHbIl obpa3ey siesisiemcsi, Kak 3asieJieHOo, 0OHOPOOHbLIM 0151
3HayeHuUs1 eeslu4UHBLI U coomeemcmayroujeli MemodOuKu usmepeHuti, ennoms Ao obpasua maccoli 10 me.

2 [lodmeepxdeHue mMoO20, YMO 3KcrylyamayUoHHblIe XapaKmepucmuKu u3mMepumesnbHol cucmembl Uunu
3akoHoOamesbHble mMpeboeaHusi K Heli CO6/1H00€eHbI.

3 lModmeepxdeHue Mmo20, Ymo Moxem 6bimb docmuzHyma yesegasi HeorpedesleHHOCMb U3MepeHul.
MpumeyaHue 1 - Korga npMmeHUMo, criegyeT yunTbiBaTb HeonpeaeneHHOCTb U3MepeHuid.

I'IlevleanlAe 2 - O6bekToM MOXeT ObITb, HanpumMmep, npouecc, MetToaunka U3MepeHud, mMartepuan, BewecTBO Unun
n3mepuTtenbHada cucrtema.

Mpumeyanne 3 - YcTaHoBrneHHble TpeboOBaHWS MOryT 3akn4daTtbCs, Hanpumep, B cobniogeHun cneumdunkaumm
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npounssoguTena.

MpumeyaHune 4 - B 3akoHogaTenbHOM METPOnorMu, kak ato onpeaeneHo B VIML, n npu oueHke COOTBETCTBUSA B LIESIOM
BepudmKaLms OTHOCUTCS K UCCIIEA0BaHUIO U KNEVNMEHUIO U/UNK Bbldaye CBUOETENbCTBA O NOBEPKe N3MEPUTESNbHOW CUCTEMBI.

MpumeyvaHue 5 - MNMoBepky He cnegyeT nyTaTb ¢ kKannbposkon. He kaxaas Bepudmkauna sensetca sanugaumen (3.9).

MpumeyaHve 6 - B xumun BepudmMKaums MOeHTUYHOCTU paccMaTtpuBaemoro obbekTa unu peakuum TpebyeT onucaHus
CTPYKTYpPbI UIM CBOMCTB 3TOr0 06BbEKTa Unu peakuum.

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

3.9 Banmpauums (validation): Bepudmkaunsa (3.8), npn koTopon ycTaHoOBMeHHbIE TpeboBaHWs CBA3aHbl C Npegnonaraembim
NCMONb30BaHUEM.

Mpumep - Memoduka usmMepeHusi, 06bIYHO ucnonb3yemasi Osi1 u3MepeHuUsi Maccoeoli KOHUyeHmpayuu azoma e
eode, Moxxem 6bimb eanudupoeaHa makxe OJsis U3MepPeHuUsi Maccoeoli KOHUeHMpayuu a3oma e Cbieopomke Kpoeu
Yyesiogexa.

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

4 OBLUIME TPEBOBAHUA
4.1 BECMNIPUCTPACTHOCTb

4.1.1 INabopaTopHas [eATEeNnbHOCTb [OOIMKHA OCYLLEeCTBNATbLCA OecnpucTpacTHO, a Takke CTPYKTYpUpOBaTbCsl WU
yrpaBnaTbCcsa Takum obpa3om, YTobbl o6ecneunBaTe GECNPUCTPACTHOCTD.

4.1.2 PykoBofcTBO nabopatopmm SOMKHO NPUHATL 06si3aTenbcTea no 6ecnpucTpacTHOCTU.

4.1.3 J'IaGopaToleﬂ AOJKHa HeCTn OTBEeTCTBEHHOCTb 3a 6eCI'IpI/ICTpaCTHOCTb cBoen na6opaTopH0|7| OeATeNnbHOCTN N He
OOJDKHa aonyckaTtb KOMMep4ecKkoe, (bI/IHaHCOBOe nnn nHoe gaBneHue, ctaBdllee 6eC|'|p|/ICTpaCTHOCTb non yrpoasy.

4.1.4 JlabopaTopusi JOMmKHa MOEHTMULMPOBATE PUCKM AN CBOEN GecnpucTpacTHOCTU Ha MOCTOSIHHOW OCHoBe. JTO
JOJIDKHO BKIHOYATb PUCKK, KOTOPble BO3HUKAIOT B MpoLuecce ee OeATeNnbHOCTU, B pe3ynbraTe ee OTHOLUEeHWA UMM OTHOLLIEHUI
ee nepcoHana. Bmecte ¢ Tem Takue OTHOWEHMS He 06s3aTenbHO NPeACcTaBnstOT COOOM puck Ans 6ecnpucTpacTHOCTU
nabopartopum.

MpumeyaHne - OTHOLIEHWS!, KOTOpblE YrpoXalT GecrnpucTpacTHocTM nabopaTopun, MOryT OCHOBLIBATbCA Ha Mpase
COGCTBEHHOCTU, yMNpaBneHun, PyKOBOACTBE, NepcoHane, oblux pecypcax, (uMHaHcax, AOroBopax, MapKeTuHre (Bkro4vast
GP3HAMHI) M KOMUCCUOHHbIX BbINaTax Unn Ha Apyrnx Buaax CTUMyrMpOBaHUSi B OTHOLLEHUM HOBbIX 3aKa34yMKoB M T.1.

4.1.5 MNpwn oBHapyxeHnn pucka ans GecnpucTpacTHocTy nabopaTtopus 4omKHA ObiTb B COCTOSIHUM NPOAEMOHCTPUPOBATD
TO, KaK OHa YCTpaHSAET UM MUHUMU3UPYET TaKoN PUCK.

4.2 KOH®UOEHUWAIIBHOCTDb

4.2.1 JlabopaTopusi JOmKHA Ha OCHOBE HOPUAMYECKN 3HAYMMbIX 0093aTENbCTB HECTU OTBETCTBEHHOCTb 3a YynpaBreHue
BCEN MWHMOPMaUMEN, MOCTYNUBLUEN W3BHE WM MNOJTYYEHHOW B MPOLECCE BbLIMOMHEHNS abopaTOpHON OeATEeNbHOCTHU.
Jlabopatopusi gomkHa 3apaHee WMHAOPMMpoOBaTb 3akaduuka o6 uHOpMaLuMKM, KOTOPYH OHa HamepeHa pas3MecTUTb B
cBobogHoM foctyne. VcknioveHne coctaBnsieT MHpopmaums, kKoTopas CTaHOBUMTCS OOLLEAOCTYNHOM NO peLleHno 3aKka3yuka
nnbo Mo cornacoBaHuMo Mexay nabopaTopuer U 3aka3vymMkom (Hanpumep, C Lenblo pearnpoBaHns Ha xanobbl). Beca nHas
MHpOpMaLMa  cuMTaeTcs NpeacTaBrsiolLle KOMMEpPYEecKytd TalHy W [JOfKHa paccMmatpuBaTbCs B KavyecTBe
KOH(pmaeHumaneHo!.

4.2.2 Ecnv B COOTBETCTBMU C 3aKOHOAATENbCTBOM WM LOrOBOPHLIMM OTHOLLEHUSIMWU NaGopaTopusi AoMKHA packpbiTh
KOHGMOEHUMANbHYI0O MH(OPMaLWIo, OHa [OMKHA YBEAOMWUTb 3aKasyuka UM UHOe 3auHTepecoBaHHOE NMLO O PacKpbITOW
MHcbopMaLMK, B CIly4ae ecrnu 3To He 3anpeLleHo 3aKoHOoAaTeNbCTBOM.

4.2.3 WNHdpopmauma o 3akasymke, MorlydYeHHass He OT CaMOro 3akasuvka (Hanpumep, nuvua, HanpaBUBLLErO >Kanooy,
perynupyroLmMx opraHoB), OOMKHa ObiTb KOHMAEHUMANbHOM MeXay 3aka3umkoM u nabopartopuen. CBeeHNss O NOCTaBLLMKe
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(MCTOYHMKE) 3TON MHGOPMALMM OOSKHbI BbiTh KOHMDUAEHUMANbHLBIMU ANs nabopaTopun U He OOMKHbI NepedaBaTbCs ee
3aKa3umKy, ecfiv 3TO He COrfacoBaHO C UCTOYHMKOM AaHHOM MHopMaLmu.

4.2.4 TMepcoHan, BKNtoYas MiobbIX YEHOB KOMUTETOB, NMOAPAOUMKOB, NepCoHan BHELLIHWX OpraHoB UMW OTAemNbHbIX MWL,
OeNCTBYIOWNX OT UMeHU nabopaTopuu, OomkeH cobniogaTh KOHMUAEHUMANbHOCTL BCei MHAopMaLuu, NOonyYeHHON unum

CO3JaHHOW B Xo4e BbIMOSHEHNS na60paTopH017| OeATEeNIbHOCTW, 3a WCKMK4YeHnem cCcriy4yaeB, nNpegycMOTpeHHbIX
3akoHOOaTesNIbCTBOM.

5 TPEBOBAHUA K CTPYKTYPE

5.1 J'Ia6opaTopV|ﬂ JoImKHa ObiTb ropungn4ecknMm nuuom unu nogpasgeneHnem rpuanyvyeckoro nuua, KOTopoe HeceT
ropnagn4eckyro OTBETCTBEHHOCTb 3a €€ AEeATEJIbHOCTb.

I'Ipmmeanme - [Ina uenen HacTosilwero CTaHOapTa npaBUTeNibCTBEHHAA na6opaTopV|9| cHynTaeTca pnanvyeckmm nmuom
Ha OCHOBe€ €€ NpaBUTENbCTBEHHOIO CcTaTyca.

5.2 NabopaTopusi formkHa onpeaennTb PyKOBOACTBO, KOTOPOE HECET MOSHYH OTBETCTBEHHOCTL 3a nabopartopuio.

5.3 JlabGopaTopus gormkHa onpeaenvTb U AOKYMEHTMPOBaTbL 06nacTb nabopaTtopHon AeATernbHOCTU, NPY OCYLLLECTBIIEHUN
KOTOpPOW OHa COOTBETCTBYET HacTosweMy craHgapty. O6nactb, B OTHOWeHunM koTopon nabopartopus 3asBnseT o
COOTBETCTBUM HACTOsILLIEMY CTaHAapTy, He [OMKHa BKIOYATb NabopaTopHyl [esiTeNbHOCTb, OCYLUECTBMSEMYO Ha
NMOCTOSIHHOWM OCHOBE BHELLUHUMW MOCTaBLLMKaAMMU.

5.4 JlabopaTopusi OoSmKHa OCYLECTBMSATbL CBOK AEATENbHOCTb TakuM obpasom, 4Tobbl coOOTBETCTBOBaTL TpeboBaHUAM
HacTosiLLero craHgapTa, CBOMX 3aKka3uMKOB, PEryrnvpyrlolMx OpraHoB W opraHusauun, obecrnevvBalolmMx MNpuU3HaHUe.
JlabopaTtopus gomkHa HecTM OTBETCTBEHHOCTb 3a [eATENbHOCTb, OCYLLECTBMSEMYD BO BCEX MeCTax €€ MOCTOSIHHOro
pasMellleHnsl, BHe MeCT ee MOCTOSIHHOTO pasMeLLEeHUsl, Ha BPEMEHHbIX WM MepPedBWKHBIX MroWaasx U Ha obbekTax
3aKasuuika.

5.5 JlabopaTopusa gomnxkHa:

a) onpegenqTb OpraHM3aLMOHHYI0 M YMpaBlieHYecKylo CTPYKTypy naGopaTopuu, ee MecTo B rofioBHOM OpraHusaumm u
B3aMMOCBA3M MeXay YNpaBneHYECKUMU, TEXHUYECKUMU 1 BCrioMoraTernbHbIMU Cryx6amu;

b) YCTaHOBUTbL OTBETCTBEHHOCTb, MOJIHOMO4YMA N B3aMMOOTHOLUEHUA BCeX COTPYAHUKOB, 3aHATbIX B YynpaBlieHUN,
BbIMNOJIHEHUN UMK NpOBEpPKe pa60T, BIMUAKOLWNX Ha pe3ylibTaTbl na6opaTopH0|7| AeATenbHOCTHU;

C) AOKYMEHTUpPOBaTL CBOU npoueaypbl B 06beme, Heobxoaumom Ans obecreyeHnss CTabunbHOro OCyLLeCTBEHUS CBOE
[EeATENbHOCTU U JOCTOBEPHOCTU PE3ynbTaToB.

5.6 JlabopaTopusi gofmkHa MMeTb NepcoHan, KOTOpblW, HE3aBUCUMO OT ApPYrnx OBsi3aHHOCTEW, UMEeeT MOSTHOMOYUS Y
pecypcbl, Heobxoaumble A5 BbINOHEHMS CBOMX 0693aHHOCTEN, B TOM YncCre:

a) BHepeHue, nognepxaHne n copepLueHCTBoBaHMEe CUCTEMbl MEHE)KMEHTA,

b) BbISIBNieHWE OTKNOHEHUI OT CUCTEMbl MEHEeMKMEHTa UMM OT npoueayp Ans OCYyWecTBreHns nabopaTopHoW
OEeATenbHOCTH;

C) nHnunmnpoBaHne Mep no npenorspalleHnto nm MMHMMn3aumm Takmx OTKIOHEHWIA;

d) npeacraBneHvne pykoBoACTBY nabopatopun 0TYETOB O (hYHKLMOHUPOBaAHUN CUCTEMbI MEHEKMEHTA U HE0BX0AMMOCTU
ee ynyJleHus;

e) obecneyeHne pe3ynbTaTMBHOCTU NabopaTopHON AeATENbHOCTY.
5.7 PykoBoacteo nabopaTtopum 4omkHO obecneynTsb:

a) obmMeH uWHopmauven o pesynsTaTMBHOCTM CUCTEMbI MEHEeOXMEHTa M BaXHOCTU YAOBMETBOpPeHWUs TpeboBaHui
3aKa34umKoB 1 Apyrux TpebosaHuii;

b) COXpaHeHue LernnoCTHOCTU CUCTEMbl MEeHEP)KMEHTa Npwu niaHNpoBaHUN N BHECEHUN N3MEHEHWI B Hee.
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6 TPEBOBAHUA K PECYPCAM
6.1 OBLLME TPEBOBAHUA

J'IaGopaToleﬂ AOJ1KHa pacnonaratb nepcoHanom, nomMmelweHnamMu, o6opynosaH|/|eM, cucremMmamMm n BcnomoratesibHbIMU
cny>|<6aM|/|, HeobxoauMbIMKM OIS ynpasJieHnA naGopaTopHon OEeATENIbHOCTbIO N ONA €€ OCYLEeCTBI1IeHUA.

6.2 MEPCOHAN

6.2.1 Becb nepcoHan nabopatopun, kak NOCTOSAHHbINA, TaK 1 MPUBMEKAEMbIA, KOTOPbIA MOXET NMOBMUATbL HA AESATENBHOCTb
nabopaTtopun, OOMKEH AeNcTBOBaTbL 6eCnpucTpacTHo, ObITb KOMNETEHTHBIM U JOIMKEH paboTaTb B COOTBETCTBUM C CUCTEMOM
MeHeXMeHTa nabopaTopum.

6.2.2 JlabopaTopusi OOMKHa [OOKYMEHTUpOBaTb TpeboBaHMS K KOMMETEHTHOCTM MnepcoHana Ans Kaxgon hyHKumM,
BMNMAIOLLEN Ha pe3ynbrathl NabopaTopHOM AeATenbHOCTM, B TOM 4ucrne TpeboBaHusA K 0Opa3oBaHUio, KBanudukauumu,
npodeccnoHarnbHOM NOAroTOBKE, TEXHNYECKUM 3HAHWUSM, HaBblkaMm, OMbITY.

6.2.3 Jlabopatopusi [OorkHa rapaHTMpoBaTb, YTO MNepcoHan obrnagaeT KOMMETEHTHOCTbI ANs  BbINOSHEHUS
nabopaTopHO AeATEeNbHOCTH, 32 KOTOPYK OH HECET OTBETCTBEHHOCTb, U AMsi OLEHKN 3HAYUMOCTU OTKIMOHEHWI.

6.2.4 PykoBoactBo nabopatopum [OMKHO OOBECTU [0 KaXOOro COTpyAHMKA ero 06s3aHHOCTM, OTBETCTBEHHOCTb U
NOMHOMOYUS.

6.2.5 JlabopaTtopusa gomkHa nMmeTb npoueaypy(bl) 1 BECTH 3anucy no:
a) onpedeneHunio TpeboBaHMIM K KOMMETEHTHOCTH;

b) non6opy nepcoHana;

C) NOAroTOBKE NepcoHana;

d) HabniogeHWo 3a nepcoHanomM;

€) HageneHuo nepcoHana NoMHOMOYMAMY;

f) MOHUTOPWHIY KOMNETEHTHOCTU NEPCOHana.

6.2.6 JlabopaTopusi OOMKHa YMNOMHOMOYUTbL MEpPCOoHan Ha BbINOMHEHWE KOHKPETHOW nabopaTopHOW OesTENnbHOCTH,
BKIOYas (HO He OrpaHM4YMBasChb) criegyloLuee:

a) pa3paboTky, u3aMeHeHne, BepudmrkaLmio 1 BannaaLmio MeToa0B;
b) aHanu3 pe3ynbTaToB, B TOM YMCre 3asiBNEHUA O COOTBETCTBUM UMM MHEHUI N MHTEPNPETaLniA;
C) MOArOTOBKY OTHETOB O pe3ynbTaTax, X NPOBEPKY U yTBEPXAEHME.

6.3 MOMELLEHMA U YCNIOBUA OKPYXXAIOLLEW CPEAbI

6.3.1 MNMomelleHnss 1 yCrnoBusa OKpyXatowen cpedbl AOMKHbI ObITb MPUrogHbIMM ANS OCYLLECTBNEHMs nabopaTopHOn
OesTeNbHOCTM U He JOIMKHbI OKa3blBaTb HEraTMBHOE BIMSIHWE Ha [OCTOBEPHOCTb NONyvYaeMblX pe3ynbTaTos.

MpumedaHne - Bo3gencTBUsi, KOTOpble MOFYT HEraTMBHO BRUSITb Ha AOCTOBEPHOCTb pe3ynbraToB, BKIOYAlOT (HO He
orpaHu4MBaloTCs) crefylowme: MUKpoBMOnorMyeckoe 3arpsisHEHUe, Mbifb, 3NIEKTPOMarHWTHbIE MOMEXU, U3IydeHue,

BIAXXHOCTb, aNeKTpocHabxeHne, TemnepaTtypa, Wym 1 Bubpaums.

6.3.2 TpeboBaHus, npeaobsaBnsiemMble K MOMELLEHUAM UK YCMOBUSIM OKpyXKatwowen cpegbl, HeobxooumbiM — ans
OCYLLECTBEHMS NabopaTopHON AEATENBHOCTU, AOKHBI OblTb AOKYMEHTMPOBAHbI.

6.3.3 Jlabopatopus [OMmKHa OCYLLECTBMASATb MOHWUTOPUHI YCIOBUIA OKpYXalowen cpedbl, YrnpaBneHWe UMM U UnX
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permcrpauunto B COOTBETCTBUN C TEXHNYECKMMMU TpeGOBaHMFIMVI, MeTogamMun n MetToamkamum unun B criydasx, Korga OHU BITUAKOT
Ha OOCTOBEPHOCTb pe3ynbTaToB.

6.3.4 Mepbl No ynpaBneHWio NoMeLLEHNAMMW OOMKHbI BbiTb BHeApPEeHb!, MOABEpPraTbCs MOHUTOPUHTY U NMepUoanYeckoMy
nepecMoTpy ¥ BKMoYaTb (HO He orpaHMYMBaThCs) cneayoulee:

a) AOCTyn N ncnosb3oBaHMe y4aCTKOB, OKa3blBalOLWKMX BNNAHNE Ha na6opaTopHyro OEeATENbHOCTb;,

b) npepoTBpalleHVe 3arpsisHEHWUI, B3aMMHOIO BIUSHUA WM HEGNaronpuATHLIX BO3AEUCTBUIA Ha naGopaTopHyto
[AeATeNbHOCTb;

C) athhekTUBHOE pasrpaHUYeHne 30H, B KOTOPLIX MPOBOAUTCS HECOBMECTMMas NabopaTopHas AesATeNbHOCTb.

6.3.5 I'Ile OCYyLLEeCTBIIEHUN na60paTopmel7| [eATenbHOCTN Ha obbekTax, HaXOAsLWMNXCsl BHE €€ NOCTOAHHOIo ynpasrieHud,
OHa [oImKkHa obecnevnTb COOTBETCTBME NOMELLEHUI U YCrOBUWI OKpyXatoLlen cpeabl TpeGOBaHMHM HacTodALllero craHaapTa.

6.4 O6OPYJOBAHUE

6.4.1 JlaGopaTopusi OomkHa UMeTb OOCTYn Kk obopyAoBaHUo (BKMOYas, HO HE OrpaHMYMBasicb, CpeacTBa M3MepeHus,
nporpamMmmHoe oGecneyeHne, aTanoHbl, CTaHaapTHble 06pasLbl, CNPaBOYHbIE AaHHbIE, PeaKTUBbLI, pacxodHble MaTepuanbl Unu
BCriomMoraTesibHble YCTPOWCTBA), KOTOPOe HEOOXOAMMO ANs HaAnexallero ocylecTBrneHuss nabopaTopHou AeSTENbHOCTU U
KOTOpOE MOXEeT MOBMNUSTL Ha ee pe3ynbTaThl.

MpumeyaHne 1 - CyllecTByeT MHOXECTBO Ha3BaHUN ANS CTaHAapTHbIX 06pasLoB U cepTUULMPOBAHHBLIX CTaHOAPTHbLIX
obpasuoB, HanpumMep 3TanoHbl, KannMbpoBOYHbIE 3TarnoHbl, CTaH4apTHble obpasubl, KOHTpoNbHble o6pasubl. B 1ISO 17034
npvBeaeHa AononHUTenbHas nHdopmMauus o NPoM3BoAUTENSX cTaHAapTHeIX obpasuos (RMP). MNponssoanTenn ctaHaapTHLIX
obpasuoB, cooTBeTcTBYOWMX TpeboBaHuam ISO 17034, cuuTawoTca KoMneTeHTHbiMW. CTaHaapTHble obpasubl OT
npoussoauTenen, cooteeTcTBylowme TpeboBaHuam ISO 17034, noctaBnsAwTCA C NacnopTom/cepTUUKaToOM, KOTOPbIN
onpepensetT Ccpeau MNpPOYUX XapakTepUCTUK OOHOPOAHOCTb W CTabwWnbHOCTL ANA  yKasaHHbIX CBOWCTB, a Ang
cepTUMULMPOBAHHBIX CTaHOApPTHbIX 06pasuoB - YyKasaHHble CBOWMCTBA C  CEePTUUUMPOBAHHBIMU  3HAYEHUAMU, KX
HeonpeaeneHHOCTb U3MEPEHUA U METPOSTOMMYECKYI0 NPOCMEXMBAEMOCTb.

Mpumevanne 2 - B ISO Guide 33 gaHbl pekomeHaaumn no BbIGOPY M UCMOMb30BaHUIO CTaHA4apTHbIX obpasuos. B ISO
Guide 80 npuBeaeHbl ykasaHUs No N3roToBneHnio obpasLoB, MPUMEHSEMbIX ANs BHYTPEHHEro KOHTPOMs KayecTsa.

6.4.2 B Tex cny4yasx, korga nabopaTtopus ucnonb3yeT obopyaoBaHue, HaxoAslieecs BHE 30Hbl ee MOCTOSHHOro
ynpasneHus, oHa fomkHa obecnevnTb ero CooTBeTCTBME TpeboBaHMUAM HaCTOSALWEro cTaHaapTa.

6.4.3 JlabopaTopua pdomkHa wMMeTb npoueaypbl obpalleHus ¢ obopygoBaHWEM, ero TPaHCMOPTUPOBKWU, XpaHeHus,
3KCnfyaTauMn 1M NrnaHoBOro obcnyxvMBaHusi B Lensax obecnevyeHus Haanexawero (yHKLUMOHUMPOBaHWSA M NpedoTBpalleHus

3arpAa3HeHnsa nnu noBpexaeHus.

6.4.4 J'Ia6opaTopV|;| OOJNKHa noaTBepAnTb COOTBETCTBUE O60py,D,OBaHVIﬂ YCTaHOBJ1EHHbIM TpeGOBaHVIFIM nepen BeBoaoM
€ro B 3Kcriyatayuo Uiy nocrie Bo3Bparta B 3Kcniyatauuio.

6.4.5 O6GopygoBaHue, ucnonb3yemoe AN U3MEpPEeHUIN, OOMKHO obecneymBaTb TOYHOCTb W/MMAWM HeonpeaeneHHOCTb
namepeHui, Tpebyemble ans obecneyeHns 4OCTOBEPHOro pe3ynbTara.

6.4.6 lamepuTensHoe obopyaoBaHne A0mKHO ObiTb kKanMbpoBaHo, ecrnu:
- TOYHOCTb M HEONPEAENEHHOCTb U3MEPEHUI BIUSIIOT HA AOCTOBEPHOCTL NpeAcTaBnsieMblX pe3ynbTaToB; u/unm

- KanubpoBka obopynoBaHusi TpebyeTcst ANs YCTAHOBIIEHWUSI METPOSIOMMYECKON MPOCNEXMBAEMOCTU MpPeacTaBnsiemMblX
pe3ynbLTaToB.

I'Ipmmeanme - K Bugam OGOpy,D,OBaHI/Iﬂ, OKa3blBawWKMM BIIUAHME Ha OOCTOBEPHOCTb NpeacTaBlfieHHbIX pe3ynbraTos,
MO>XHO OTHEeCTU O60py,D,OBaHI/Ie, cnyxaulee gna:

- NPAMOro namMmepeHusa onpe,qenﬂemoﬁ BEITMYNHbI, HanpumMmep npnmeHeHne BecoB A4 NSMepeHnA Macchbl;

- BHECEHMA NonpaBoK B USMEPEHHbIE 3Ha4YeHuA, HanpnMmep n3MepeHna TemMmneparTypbl;
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- NoNly4yeHunda pesynbtaTta usmepeHunda nytem BbIYMCIIEHNIN HA OCHOBE 3HAY€HUN HECKOSBbKNUX BESTUYUH.

6.4.7 Jlabopatopusi p[ormkHa paspaboTaTtb nNporpaMmy KanubpoBKM, KOTOpasi AOfKHa nepecMmatpuBatbCs U
KOPpPEeKTUpoBaTLCS N0 Mepe HEOOXOAMMOCTM C LIENbO NoaaepXKaHUs JOBEPUS K CTaTycy KannbGpoBKu.

6.4.8 Bce obopynoBaHue, koTtopoe TpebyeT KanmbpoBKM MM UMEeEeT OMNpedeneHHbIi CPOK FOAHOCTU, OOIMKHO ObITb
MapKMpoBaHO, 3aKoAMPOBAHO UMM UHbIM 0Bpas3oM MAaeHTUUUMPOBaHO, YTODOLI NMO3BONUTL MoMnb3oBaTento obopyaoBaHUs
ObICTPO MAEHTUDMLMPOBATL CTaTyC KAaNMBPOBKM MK CPOK FOAHOCTH.

6.4.9 ObopyanoBaHue, KOTOpOe ObINI0 NOABEPrHYTO Neperpy3ke Unn HenpaBubHOMY ObpaLLeHuIo, BblAAaeT COMHUTESbHbIE
pe3ynbTaThl, a Takke B Cryyae, ecnuv 6blno 3ameyeHo, YTO OHO SIBMNSETCA AedEKTHBIM U HE COOTBETCTBYET YCTAaHOBIEHHBLIM
TpeboBaHMAM, OOMKHO ObiTb BbiBEAEHO M3 akcnnyaTauun. OHO AOMKHO ObiTb U30NMPOBaHO, 4TOObI NPeaoTBpaTUTL €ro
MCMoNb30BaHNe, UNM 4YeTko 0BO3HAYEHO WM NPOMAPKMPOBAHO Kak HewcnpaBHOe, Noka He OyaeT MpoBEpeHo, YTO OHO
paboTaeT npaBunbHO. JlabopaTopus [orfkHa wccrnegoBaTb BRUSIHUE AedekTa WM OTKMOHEHWUSI OT  YCTaHOBMEHHbIX
TpeboBaHWin U NPUCTYNUTL K paboyen npoueaype No ynpaenieHnio HECOOTBETCTBYOLLEN paboTon (cm. 7.10).

6.4.10 Ecnn npomMexyToyHble NPOBEPKU HEOOXOAMMbI AA NoAdepKaHusl YBEPEHHOCTU B UCMPaBHOCTU 06GopyAoBaHus, TO
3TN NPOBEPKM AOIMKHbI MPOBOANUTLCS B COOTBETCTBUM C YCTAHOBIIEHHO NpoLieaypo.

6.4.11 Ecnu pesynbratbl KannbpoBKN N CBeAEHUS O CTaHOAPTHLIX 00pasuax BKYaloT B cebst ONopHble 3HAYEHUSA Unn
nonpaBoYHble KO3(PULUMEHTLI, TO nabopaTopusi [ofkHa 06ecnevnTb, YTO OMOPHbIE 3HAYEHUSI W MOMPaBOYHbIE

KO3(PpULMEHTBI OGHOBNSIOTCS U MPUMEHSIIOTCS AOIMKHBIM 06pa3oM B COOTBETCTBUM C YCTAHOBINEHHLIMU TPEGOBAHNUAMM.

6.4.12 JlabopaTopusi JOSMKHA MPUHUMATL NPaKTUYECKMe Mepbl MO NPeaoTBPALLEHMNIO HENPEAHaMEPEHHbIX PErynMpoBOK
0bopynoBaHus, KOTOpblE MOTYT NMPUMBECTU K NPU3HAHWIO Pe3ynbTaToB HeAENCTBUTENbHbLIMU.

6.4.13 [omKkHbl BECTUCb 3annucu O COCTOSIHMM ODOpyAOBaHMs, KOTOPOE MOXET MOBNMUATL Ha NabopaTopHyto
OesaTenbHOCTb. 3anucuK JOMKHbI BKNoYaTh crieqytollee, koraa aTo NpUMEHUMO:

a) ngeHTudrkaumo obopyaoBaHus, BKMOYasi BEPCUIO NporpaMMHOro obecneyeHuns, B TOM YMUCre BCTPOEHHOrO;

b) HaumeHoBaHMe U3roToBUTENS, MAEHTUUKALMIO TUMNA, CEPUNHBIA HOMEP UIK APYTYI0 YHUKAINbHYI0 MOEHTUGUKALMIO;
C) AaHHble BepudmKaumm o ToM, 4To 0bopyaoBaHNe COOTBETCTBYET YyCTaHOBMNEHHbIM TpeboBaHMsAM;

d) TekyLee MECTOHaAXOXAEHME;

€) oaTbl U pesynsTaThl KanMbpoBOK, PEryNUPOBOK, KPUTEPUM MPUEMKN U MITaHUPYEMYLo AaTy creaytolleit kannmbpoBKu unm
MEXKanMopoBOYHbIV MHTEepBarT;

f) mokymeHTaumMio Ha cTaHgapTHble 00pasubl, pesynbTaTbl, KPpUTEPUM MPUEMKM, COOTBETCTBYHOLUME AaTbl U CPOKM
rogHoOCTH;

g) nnaH TEXHUYECKOro 0BCMyXMBaHNA N TEXHUYECKOE OOCy>XMBaHMWE, BbINOMHEHHOE K HACTOSILLEMY MOMEHTY BPEMEHMW,
ecnu aT1o TpebyeTtca ansa paboTbl o6opyaoBaHmus;

h) nogpobHyto MHpopMaLMIo 0 NOLIX NOBPEXAEHUSAX, HENMCNPABHOCTAX, MOANMUKALMAX UM PEMOHTE 000pYaOBaHUS.

6.5 METPOJIOT'MYECKAA NMPOCIEXUBAEMOCTD

6.5.1 JlabopaTopus OOMmKHa yCTaHOBWUTb W MOAAEPXMBaATb METPONOIMYECKY0 MPOCNEXNBAEMOCTb PE3yNnbTaToB CBOMX
N3MEepeHNIA, CBA3bIBas MX C COOTBETCTBYHOLLIEN OCHOBOW ANs CPaBHEHUS MOCPEACTBOM [JOKYMEHTMPOBAHHOW HemnpepbIBHOM
Lenu KanMbpoBOK, Kaxxaasi U3 KOTOPbIX BHOCUT CBOW BKMNaj, B HEONpeAeneHHOCTb U3MEPEHUI.

Mpumeyanne 1 - B ISO/IEC Guide 99 meTponormyeckas NpocnexmBaemMocTb onpefenseTca Kak "CBOMCTBO pesynbrarta
N3MEepeHNsi, B COOTBETCTBMU C KOTOPbIM pe3ynbraT MOXeT ObiTb COOTHECEH C OCHOBOW [Afsi CpaBHEHWUs MocpencTBOM

,ﬂOKyMGHTMpOBaHHOM HeﬂpeprBHOVI uenu KaﬂVI6DOBOK, KaXxxgasa U3 KOTOpblX BHOCUT BKIad B HeonpeaeneHHOCTb M3MepeHl/Il71".

Mpumeyanne 2 - CMm. npunoxeHne A ANg NOMAyYEeHUA OOMNOMHUTENbHOW WHGOPMaLMM O METPONOrM4eCcKon
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npocnexmnBaemocTu.

6.5.2 Jlabopatopusi gomkHa obecneunTb MPOCNEXMBAEMOCTb Pe3yrbTaToB U3MepeHui k MexxagyHapogHowm cucteme
eanHuny, (CUN) nocpencteom:

a) KannGpPOoBKK, NPeaoCTaBNSEMON KOMMNETEHTHON naGopaTopuen; Unu
MpumeyaHue 1 - NlaGopaTopuu, yAoBNeTBOpstoLMe TpeboBaHNUAM HACTOSLLEro CTaHAapTa, CHATaAOTCS KOMMETEHTHLIMM.

b) cepTUPULMPOBAHHbLIX 3HAYEHWI CepTUGULIMPOBAHHbLIX CTaHOapTHbIX 0BGpa3LOB KOMMETEHTHOTO MPOM3BOAMTENS C
yKa3aHHOW MeTpPOorMyeckol npocrnexwsaemoctbto k CU; unm

Mpumeyanne 2 - [lpomsBoguTenn cTaHOapTHbIX 0OpasuoB, BbiNonHswWMe TpeboBaHua crtangapta ISO 17034,
CUMTaTCS KOMNETEHTHBLIMU.

C) HenocpeaCcTBEHHOW peanusauun eguHuL, CH, NOATBEPXKAEHHON CAUYEHUAMU, MPSMbIMUA UMW KOCBEHHbBIMW, C
HauMoOHalbHbIMU N MeXOyHapoaAHbIMU 3TalloOHaMW.

Mpumedanne 3 - MogpobHas MHopMauns O NPaKTUYECKON peanu3aunn onpeaeneHnii HEKOTOPbIX BaXKHEWLIMX eanHULL
npueeneHa B bpowtope CU.

6.5.3 Ecnu yCTaHOBIIEHWE METPOSIOrMYECKON MNPOCHEXNBAEMOCTN K ednHULam CU ¢ TexHu4ecKkon Touku 3peHNA He
npeacrtaendaeTcaA BO3MOXHbIM, na60paTopMﬂ OOJNKHa npoAeMOHCTpUpoBaTb METPOSIONTMYECKY0 MpoCcnexXnBaemMoCTb K
COOTBETCTBYIOLLEN OCHOBE AN CPpaBHEHUS, Hanpumep K:

a) CepTVI(*)VILI,MpOBaHHbIM 3Ha4YeHUAM CepTVI(*)VILI,VIpOBaHHbIX CTaHOapTHbIX 06pa3LI,OB, npeanocTaBfiEHHbIX KOMNETEHTHbIM
N3roToBUTENEM;

b) pesynbratam, MNofy4YeHHbIM C MPUMEHEHWEM PeqEepPEeHTHLIX METOAMK WU3MEpPEHWid, YCTAHOBMEHHbIX METOAO0B WK
COrNacoBaHHbIX CTaHAapPTOB (3TANOHOB), €CMM OHWM YeTKO OMNuCaHbl U NPU3HaHbl B Ka4ecTBe OGecrnevnBatolmnx pesysbraTh
M3MepeHuii, KOTopble OTBeYaloT CBOEMy MNpearnonaraeMoMy HasHauyeHWio W MOATBEPXKAAlTCA COOTBETCTBYHOLMMMU
CIINYEHUAMM.

6.6 MPOAYKLUUA N YCNYTU, NPEAOCTABINAEMbBIE BHELULHUMU NOCTABLUUMKAMU

6.6.1 JlabopaTtopusa gomkHa obecrnevmTb NPUroAHOCTb NUCMONb3yeMbIX NPOAYKLUN U YCAyr, NpeocTaBnseMblX BHELUHUMU
noCcTaBLLMKaMW, KOTOpbIE BMMAIOT Ha AeATeNbHOCTb abopatopuu, Korga oHu:

a) npegHasHa4vyeHbl Ana ncnonb3oBaHNA B cobcTBEHHOMN na6opaTopH017| 0eATeNlbHOCTU;

b) npepoctasnsoTca nabopatopmen, YaCTUYHO U NOMHOCTBIO, HaNPsMYyo 3aKa3ynky B TOM COCTOSIHUM, B KOTOPOM OHM
ObINY NONyYeHbl OT BHELLIHErO MOCTaBLUUKA;

C) MCMOMb3YHTCA ANs noaaepxaHus paboTel nabopaTtopum.

MpumeyaHne - lMpoaykuusi MOXET BKIOYaTb, HanpuMep, 3TanoHbl U 06opynoBaHWE, BCMOMOraTernbHble YCTPOWCTBA,
pacxofHble maTtepuanbl U CTaHgapTHblie o6pasubl. YCnyrM MoryT BKMOYaTb, HanpuMmep, YCryru no kanubpoBke, oTGopy
06pasLoB, UCMbITaHUAM, 06CMYKMBaHMIO NOMELLEHNI 1 060PYAOBaHNSA, NPOBEPKE KBANMUUKaLMK, OLIEHKE U ayauTy.

6.6.2 JlabopaTopusa AormkHa UMeTb npoueaypbl U BECTU 3anucu ans:

a) onpeaeneHunsi, pacCMOTPEHUS U YTBEPXKAEHUS TpeboBaHUii nabopaTopumn K NPOAYKUUM U ycnyram, npefocTaBnsieMbiM
BHELLHMMW NOCTaBLUMKaMU;

b) onpeneneHna Kputepues AOnd oueHuBaHuA, Bbl60pa, MOHUTOPUHIA AOEATENIbHOCTU N nepunoamnyvdeckoro oueHmBaHUA
BHELUHUX NOCTaBLLUWNKOB;

C) obecneyveHns Toro, 4TOObI npoaykuma un ycnyru, nocrtaBlidemble BHELWHWMMU TMocCTaBLKMKaMK, COOTBETCTBOBaIln
YCTaHOBJ1EHHbIM Tpe6OBaHI/IF|M na6opaTop|/w| unu, Korga 3To NnpuMeHnmo, TpeGOBaHVIﬂM HacTodlero craHaapTa, npexae 4em
OHU 6y,1:|,yT Mcnosib3oBaHbI B pa60Te nnn HenocpeacTBeHHO nepenaHbl 3aKa34vunKky,
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d) ocyluecTBneHUs Kakux-nnbo AecTBUI MO pesynbTaTam OLeHVWBaHUS, MOHUTOPUHIa AESTENbHOCTU U NEPUOANYECKOTO
OLIEHVBaHMS! BHELLHUX NOCTaBLLMKOB.

6.6.3 JlabopaTtopus gormkHa MHPOPMUPOBATL BHELLHMX MNOCTaBLLMKOB O CBOMX TPEOOBAHUSAX B OTHOLLEHWM:
a) NpeAoCTaBnAsieMbIX NPOAYKLMU U YCNYT;

b) kputepmes npmemku;

C) KOMNETEHTHOCTH, BKMoyasi TpeboBaHUA K KBanudukauum nepcoHana;

d) mesitenbHocTW, KOTOpylo nabopaTopusi WM €ee 3aKkasdydMk HaMepeHbl OCYLIECTBUTb Ha TeppuTOpUM BHELLHEro
nocTaBLLMKa.

7 TPEBOBAHUA K NMPOLIECCY
7.1 PACCMOTPEHMUE 3AMNPOCOB, TEHOEPOB 1 1OrOBOPOB

7.1.1 JlabopaTtopus [omkHa MMeTb npoueaypy ANs pacCMOTPEHUst 3anpocoB, TEHOEPOB U [oroBopoB. [lpouenypa
OomkHa obecneynBaTb, YTO:

a) TpeboBaHus Hagnexalumm obpa3om onpeaeneHbl, JOKYMEHTUPOBAaHbI U NMPaBUIIbHO NMOHUMAOTCS;

b) nabopaTopusi pacnonaraeT BO3MOXHOCTSIMU U pecypcamu Ansi BbINOMHEHUS TpeGoBaHWiA;

C) B Criy4ae npuBeYeHnst BHELLHUX NOCTaBLUMKOB BhbINONHAIOTCA TpeboBaHust 6.6 1 nabopaTtopusi NpeanaraeT 3akasyuky,
4YTOObI KOHKpeTHasi nabopaTopHas OeATenbHOCTb Oblna BbINOMHEHA BHELHUM MOCTaBLUMKOM, W norfyyYaeT opobpeHue

3aKa34uka.

I'IpmmeanVle 1- an/IHﬂTO, 4YTO na6opaTopHa;| OEATENIbHOCTb MOXET OCYLeCTBATbCA BHELWHUMM MOCTaBLMKOM B TeX
cny4adx, Korga:

- na60paTop|/|9| pacnonaraet pecypcammn n KOMMETEHTHOCTbK AnA OCYWEeCTBIIeHUA OeATeribHOCTU, OAOHaKO B Ccuny
HenpeaBMaeHHbIX 0OCTOATENBLCTB OHA HE B COCTOSIHUW BLIMOMHUTL €€ YaCTUYHO UIM NMONHOCTLIO;

- na6opaTop|/|9| He pacnonaraeTt pecypcamMu Ui KOMNETEeHTHOCTbIO AJ1A OCyLeCTBIIEeHNA 0eATeNIbHOCTW.
d) Bbl6paHbI COOTBETCTBYHOLME MEeTOAbl U METOOUKN U OHU CMOCOOHbI yooBneTBOpPUTb TpeGOBaHVIﬂ 3aKa34unKoB.

I'IpwmeanVle 2 - [nsa BHYTPEHHUX UITN NMOCTOAHHbLIX 3aKa34MKOB pacCMOTpPEeHne 3anpocoB, TeHOEepOB 1 AOroBOPOB MOXET
ObITb BbIMNOSTHEHO B ynpoLweHHoOM Buae.

71.2 J'Ia6opaTop|/|s=| AOJKHa I/IHd)OpMI/IpOBaTb 3aKa34yunka, Korga meTona, 3ar|anJv|BaeMb||7| 3aKa34nkom, dBndaeTca
HenpMMeHnMbIM Unn yctapesLUnUM.

7.1.3 Korga 3akasuuk 3anpalmBaeT 3aKrryYeHne O COOTBETCTBUU CI'IeLLI/Id)I/IKaLI,I/II/I nnn CtaHOapTy Ha ucnbiTaHnAa Unn
KaJ'II/I6pOBKy (Hanpvlmep, rogeH/He rofdeH, B npepenax ,u,onyCKa/3a npegenamm ,D,OI'IyCKa), TO CI'IeLI,I/I(*)I/IKaLI,VIﬂ nnn ctaHgapT u
npasuna npuHATUA peLueHvu7| AOJTXHbI OblTb YeTko onpeneneHobl. Ecnu npaBuno MNpuUHATUA pelleHna He onpenerieHo B
CI'IeLI,I/I(*)I/IKaLI,VII/I nnn ctaHgapTe, ToO OHO AOJTXHO ObITb COO6LL|,eHO 3aKa34uKy 1 corniacoBaHo C HAM.

MpumeyaHue - JononHUTENbHYO MHpopMaLMIo O 3aaBreHusax o cooTBeTcTBumn cM. B ISO/IEC Guide 98-4.

7.1.4 Jlobble pasHornacus Mexagy 3anpocoM MM TEHOEPOM U OOrOBOPOM [AOMKHbl ObITb yCTpaHeHbl OO0 Havana
nabopaTopHoli aesaTenbHOCTU. Kaxabii JOrOoBOpP AOMKEH ObITb NpueMneMbiM Kak Anst nadopatopun, Tak U AnNst 3akasuvuvka.
OTKMNOHEHMA OT MOMOXEHWI OOroBopa MO 3anpocy 3aka3uuka He OOIDKHbl BMMATb Ha OOBLEKTMBHOCTH nabopaTopuu mnu
AOCTOBEPHOCTb €€ pe3ynbTaToB.

7.1.5 3akasuuk JormkeH ObiTb NPOMH(OPMUPOBAH O NIOGOM OTKIMOHEHMM OT YCIIOBUA AOroBopa.

716 Ecrue A0roBop BHOCATCA U3AMEHEHUA Nnocre Toro, Kak paGOTa Hayanacb, aHallin3 AoroBopa AoJimkeH ObITb npoeeaeH
NOBTOPHO U nobble N3MEHEHNs AOJTXHbl ObITb goBedeHbl 4O cBeeHUA BCeX COTPYOHUKOB, Ha OeATENIbHOCTb KOTOPbIX BITUAIKOT
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AaHHble UBAMEHEHUA.

717 J'Ia6opaTopV|$| AOJDKHa coTpyaAHMYaTb C 3aKa34vnkaMu nnm nx npeacraButenamm ana yTodHeHUda 3anpocoB 3aKa34nka
N HabntogeHns 3a 0eATeNbHOCTbIO J'IaGOpaTOPMM, BbIMOSHSAOLLEN pa60Ty.

I'IlevleanlAe - Takoe COTPYAHNYECTBO MOXET BKIHOYaTb:

a) obecneyeHre npuemsiemMoro AocTyna K COOTBETCTBYIOLWMM 30Ham nabopatopun Ans HabnogeHus 3a naGopaTopHon
[AeATeNbHOCTbLIO, BbIMOMTHAEMOM AN KOHKPETHOrO 3aKasunka;

b) noaroToBky, ynakoBky 1 OTNpaBky 06beKTOB, HeO6X0AMMbIEe 3aKa3uuKy C LieSbio MPOBEPKU.

7.1.8 3anucu Mo aHanuay, BKMOYas niobble 3HaYMTENbHbIE W3MEHEHWsl, [OOJDKHblI COXpaHATbCHA. Takke [OMMKHbI
COXPaHATLCS 3anMcK COOTBETCTBYIOLMX MEPErOBOPOB C 3aKa3uMKoM, Kacalolmecs TpeGoBaHUi 3aKasunka Unu pesynsTaToB
na6opaTopHol AesTeNIbHOCTH.

7.2 BblIBOP, BEPUPUKALINA U BATTMOALUA METOOOB
7.2.1 BbIbBOP U BEPUOUKALINA METOLOB

7211 J'Ia60paTopV|;| OOJDKHa NMPUMEeHATb COOTBEeTCTBYyWLWMe MeTonbl U MeTOOAUMKM ONnA BCEeX BUOOB na6opaTopH0|7|
AeATeNnbHOCTN U npu HeO6XO,EI,I/IMOCTI/I Aanga oueHmBaHua HeonpenerieHHOCTU I/I3MepeHVII7I, a TakKXe CTaTuctnyeckme mMetTodbl
Anga aHanun3a gaHHbIX.

MpumeyaHne - TepmuH "meTon", MCMOMb3yeMbli B HACTOSALWEM cTaHgapTe, W TepMuH "MeToauka u3MepeHun",
npvBeaeHHbIn B ISO/IEC Guide 99, moryT paccMaTpmBaTbCs Kak CUHOHUMBbI.

7.2.1.2 Bce meToabl, METOOAUKN ” conyTtcTBywowine OOKYMEHTbl, Takne KakK WMHCTPpyKUuun, CtaHgapTbl, pyKOBOACTBa MO
JKCnyaTaunm n cnpaBo4Hble AaHHble, MMEeLWNe OTHOLEeHNEe K na6opaTopH0|7| AeATeNbHOCTU, OOJDKHbI nogaepXmBatbCA B
AKTyalibHOM COCTOAHUN N ObITb NerkogocTtynHbIMU ONA nepcoHana (CM. 83)

7.2.1.3 JlabopaTtopusi gomkHa obecneynts NpMMEHeHWe NocrneaHen AeNCTBYIOLEN peakumMn MeToaa, 3a UCKITIYeHNeM
CrnyyaeB, KOrda ee NMpUMEHEHNe sIBNSAETCS HelenecoobpasHbiM MM HEBO3MOXHBIM. [1py HeobGXoouMOCTV AN NpUMEHeHUs
MeToda JOIMKHbI ObITh pa3paboTaHbl AONOMHUTENBHBIE YTOYHEHUS, YTOObLI 06EeCneYnTb ero HENPOTMBOPEYMBOE NPUMEHEHME.

I'Ipvlmeanme - Me>|<,quapo,qu|e, pernoHalnbHble Ui HauMoHalbHble CTaHO4apTbl U apyrme npu3HaHHble TEXHUYECKne
Tpe6OBaHVIF|, cogepxaiwime oCTaTtO4YHy0 N TOYHYHO I/IHd)OpMaLI,VI}O O TOM, KaK OCyLLEeCTBIIATb na6opaTopHylo 0eATenbHOCTb, HE
Tpe6yeTc;| OOMOJTHATL NN nNepenncbiBatb B Ka4eCTBe BHYTPEHHUX mnpouenyp na6opaTop|/||/|, eCnn 3T CtaHaapTbl HAanncaHbl
Takmm 06p330M, YTO MOTYT NPUMEHATBLCA NPON3BOACTBEHHbLIM NMEPCOHAIIOM na6opaTopV||/|. ,D,J'Iﬂ BapnaTuBHbIX 3TanoB MeToaa
nnn an4a AonoJIHUTerIbHOro I'IO,EI,pO6HOFO OnncaHuna Moxet I'IOTpeGOBaTbCﬂ npenoctaslieHne OOMNOSTHUTENBbHON OOKyMeHTauun.

7.2.1.4 Korga 3akasyvk He onpenensieT MeTof, KOTOpbl Heobxogumo npuMeHsTb, NabopaTopusi gofkHa BblGpaTb
NOOXOOSILLUMIA MEeTOA CaMOCTOSITENbHO M NPOUHGOPMUPOBaTL 06 3TOM 3akasuuka. PekomeHOyeTcsl MCMonb3oBaTb MeTOAb!,
onybrnvKoBaHHbleE B MeEXAyHapoAHbIX, PerMoHanbHbIX WM HauMoOHamnbHbIX CcTaHgapTax, nubo pekoMeHOOoBaHHbIe
aBTOPUTETHLIMU TEXHUYECKMMMU OpraHM3auusiMv, B0 onvcaHHble B COOTBETCTBYHOLUMX HAy4HbIX CTaTbsX WMNWU XKypHanax,
nmMbo ycTaHOBMEHHbIE U3rotoBuTenem obopyaoBaHus. Takke MOryT NMPUMEHSTbLCS MeToAbl, paspaboTaHHble nabopaTtopuen
UM MoaNVLIMPOBaHHbIE.

7.2.1.5 [o BHegpeHus MeToaoB B paboTy nabopaTopusi OOJKHA MOATBEPAUTb, YTO OHA MOXET Haanexawiym obpasom
NPpUMeHsITb BbliOpaHHble MeTofbl, obecneumBasi Tpebyemoe ucnonHeHne. 3anucu o BepudmKauMnm OOMKHbI COXPaHSTHCS.
Ecnn uameHeHnss B MeToa ObiINM BHECEHbl OpraHusauuen-pas3paboTymMkoM, TO BepuduMkaums OOMKHa ObiTb NpoBedeHa
NOBTOPHO B HEO6X0AMMOM ObbeME.

7.2.1.6 Tpn HeobxoguMmocTu pa3paboTkM HOBOrO MeToda [OOIKeH ObiTb cocTaBrneH nnaH paboT M HasHadveH
KBannUUMPOBaHHbIA NepcoHan, obecrneveHHbIl HeoOXoaMMbIMKU pecypcamu. B npouecce pa3paboTkM meToga [OSKHA
NPOBOAMTBCS MNepuoguyeckasl oueHka paboT C uUenbi MNOATBEPXOEHUS TOro, 4to TpeboBaHUS 3aka3uvka Bce elle
BbINOMHSAOTCSA. JIloOble MU3MEHEHUSs!, BHOCMMbIE B MnaH paboT, AOMKHbI ObiTb 0A00PEHBI 1 YTBEPXKAEHBI.

7.2.1.7 OTKNoHeHue oT mMeToOoB And BCEX BMOOB na6opaTopH0|7| OEATENIbHOCTU OO0JMKHO O0MnyCKaTbCA TOJIbKO TOrAa,
Korga 31O OTKIIOHEeHune Oq:)OpMJ'IeHO OOKYMEHTal1bHO, TEXHUYECKU OGOCHOBaHO, YTBEPXKOEHO N NPUHATO 3aKa34MKOM.
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I'IlevleanlAe - Cornacue 3akas4mnka Ha OTKINOHEHUS MOXeT ObITb 3apaHee OoroBopeHo B gorosope.

7.2.2 BANMMQALUNA METOLOOB

7.2.2.1 JlaGopatopua [ofpkHa NPOBOAMTbL Banugauuvio HecTaHO4apTHbIX METOA4OB, MeETOAOB, pa3paboTaHHbIX
nabopartopuen, n ctaHgapTHbIX METOAO0B, MCMOMb3yeMbIX 3a npegenamy ux obnactu NPUMEHEHUS WU KakMM-nnbo MHbIM
obpasom MoamdpuumnpoBaHHbIX. Banngaunsa gomkHa OblTb HACTOMLKO MOSIHOWM, HACKOSbKO 3TO HeobxoamMMo, YToDbl OTBEeYaTb
NoTpeBGHOCTAM AaHHOrO NPUMEHEHUsT UM 06acT NPUMEHEHMS.

MpumeyaHne 1 - Banmpauma MoxXeT BKMNoYaTb npoueaypbl oTbopa 06pa3uyos, obpalleHms ¢ obbekTaMmn UChbITaHUs Unn
KannbpoBKM U UX TPAHCNOPTUPOBKM.

MpumeyaHue 2 - [Ina BanvaaumMm Metoda MoXeT NPUMEHSITbCA OAUH U3 criedyoLwmx cnoco6oB NMBo nx KoMeMHaLms:

a) kanubpoBKa MM OLEHMBAHUE CMELLEHUS U MPELM3NOHHOCTU C UCMOSIb30BaHMEM 3TaNiOHOB WIN CTaHAapPTHBLIX
obpasuos;

b) cuctemaTtuyeckasi oLieHka hakTopoB, BMMSOLWMX Ha pe3ynbTar;

C) NpoBepka YyCTOMYMBOCTU MeTOoAa MNOCPeacTBOM UM3MEHEHUS yrnpaBnseMblX napamMeTpoB, TakMX Kak TemnepaTtypa B
TepmMocTaTe, Jo3npyembi 00beM;

d) cpaBHeHUe ¢ pe3ynbTaTaMu, NOMYYEHHbIMU C MOMOLLbIO APYTUX BanMaupoBaHHbIX METOO0B;
e) mexnabopaTopHble CUYeHUS;

f) oueHmBaHmne HeonpeaerieHHoOCTU I/I3MepeHI/II7I, CBSI3aHHOW C pe3ynbratamMmu M3MepeHI/Il7I, Ha OCHOBaHWMN NOHUMaAHUA
TeOpEeTUYECKMX NpnHUMNOB MeToda 1 OnbiTa ero peann3auunm npu 0T6ope 06pa3uos mnnun npoeeneHnn NCMbITaHUMNA.

7.2.2.2 Tpn BHECEHUN U3MEHEHWUIA B BanuAMpPOBaHHbLIN METOA UX BRMSHWE OOMKHO BbITb onpeaeneHo u, B cnyvae ecnm
ObINO YCTAHOBMEHO, YTO OHW OKa3blBaAlOT BMUSHWE Ha MNepBOHaYarnbHyl Banuaauuio, AOMKHA OblTb BbINOMHEHa HoBas
Banugauus metoaa.

7.2.2.3 XapaKTepVICTI/IKVI BanngnupoBaHHbIX MEeTOoaO0B, OUEHEeHHble OnA npegnofiaraeémMoro ucnosib3oBaHUA, OOJDKHbI
COOTBETCTBOBATb I'IOTpe6HOCTF|M 3aKa34MKOB U YCTaHOBJ1IEHHbIM Tpe6OBaHI/I$|M.

MpumevaHne - XapakTepucTrku MeTtoda MOryT BKMYaTb (HO He orpaHuymBaTbCs) AvanasoH U3MepeHWi, TOYHOCTb,
HeonpefeneHHoOCTb  pe3ynbTaToB  M3MepeHun, npeden obHapyxeHus, npeden  KONMUYECTBEHHOro  onpegeneHus,
n3bupartenbLHOCTb MeToaa, IMHENHOCTb, NOBTOPSEMOCTb UMW BOCMPOU3BOAMMOCTb, YCTONYMBOCTbL K BHELUHUM BO3OENCTBUAM
nnu acpchekTam BAUAHMSA MaTpuLbl obpasua nnm UcnblTbiIBAEMOro o6bLekTa U CMeLLeHne.

7.2.2.4 JlabopaTtopusi OMKHA COXpaHATb CneaytoLme 3anmcm o Banuaaumm:

a) ncnonb3oBaHHY0 Npoueaypy Banuaauuu;

b) nepeyeHb TpeboBaHui;

C) onpegeneHne xapakTepucTuk MeToaa;

d) nony4eHHble pesynbTaThl;

e) 3aknw4yeHne O npurogHoCctm wMetoda BMeCTe C FIO,D,pO6HbIM onnMcaHnemMm ero cooTBeTCTBMUA B OTHOLUEHUU
npeagnonaraemMmoro Ucnosyib3oBaHus.

7.3 OTBOP OBPA3LIOB

7.3.1 B cniyyae korga nabopatopusi npoBogut ot6op 06pasLoB BeLLecTB, MaTepuarnoB Unm NpoaykLmMmu Ang nocnenyoLmx
UCMbITAHUIA UNN KanuUbpPOBKM, OHA AOMKHA UMETb MMaH U MeTodbl ux oTbopa. MeTon oTbopa 06pasLOB AOMKEH y4YUTbIBATh
akTopbl, KOTOpble HEOOXOAMMO KOHTPONMpOBaTb, 4YTOObI 06ecneunTb [OCTOBEPHOCTb pPe3yrnbTaToB  MOCMEAYHLLINX
UCNbITaHU unu Kanmbposku. MNnaH n meton oTbopa 0OpasLoB [OMKHLI ObITb JOCTYMHLI HA MECTe npoBeaeHus oTbopa.
MnaHbl oTOOpa 0OpasuUoB [OIMKHbI OCHOBBLIBATbCS, KOMda 3TO LenecoobpasHo, Ha COOTBETCTBYHLUMX CTATUCTUYECKUX

[okymeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro oHaa us 6onee 25 000 000 HopMaTMBHO-NPABOBLIX Y HOPMATUBHO-TEXHUYECKUX
[OKYMEHTOB


http://docs.cntd.ru/

FOCT ISO/IEC 17025-2019 O6wwme TpeboBaHUs K KOMNETEHTHOCTU UCTbITaTeNbHbIX U KanMBpPOBOYHbLIX NabopaTopuii CtpaHnuua 15
(MepeunsgaHue)
F'OCT om 15 utona 2019 a. Ne ISO/IEC 17025-2019

MeToAax.
7.3.2 MeTogbl oT6opa 06pa3uoB AOMKHBI ONUCLIBATL:
a) BbIbop 06pasLoB nnn To4ek 0Tbopa;
b) nnan otbopa 06pa3uos.;

c) nogroToBKy munn obpaboTtky obpasua(oB) BelwlecTBa, Matepuana wunu nNpoaykuum c Uenbko nonyveHuss Tpebyemoro
obpasua ons nocnenyoLwero NpoBeAeHNUs UCNbITAHUA MU KanMOPOBKM.

MpumedaHne - [llocne Toro kak ob6pasel nonyvyeH nabopaTtopuel, AanbHeliee obpalleHne, KOTOpoe MOXET
notpeboBartbcs, onucaHo B 7.4.

7.3.3 JlabopaTopusa [OmKHa COXpaHsTb COOTBETCTBYHOLWME 3anncu o6 oTbope obpasuoB, KOTOPbIA COCTaBMsieT YacTb
NpoBEeAEHHBIX UCMbITAHUIA U KaNMBPOBKWU. Takue 3anMcu JOMmKHbI BKMoYaTb B cebs (ecnu npuMeHMmo):

a) CCbINKy Ha NPMMEHEHHbI MeToa 0TOopa 06pasLoB;

b) naty n Bpems otbopa o6pasLoB;

C) AaHHble Ans naeHTUdUKauum 1 onucaHus obpasua (Hanpumep, HoMep, KOM4YecTBO, HaMMeHOBaHUE);

d) ngeHTndurkaumo nuua, BbiNONHMBLLEro 0T6op 06pasuoB;

€) naeHTMdUKaLmo NCNosb30BaHHOrO 060pyA0BaHNS;

f) ycnoBus okpyatoLlen cpefbl U TPAHCNOPTUPOBKY;

g) CXembl UNK apyrve aKBMBaneHTHble cnocobbl naeHTUdMKaumMm mecta otbopa obpasLoB, ecnm 3To HEOBX0AMMO;
h) oTKNOHeHWs1, 4ONOMHEHNsI NN UCKINIOYEHNst U3 MeToAa M NnaHa otbopa obpasLoB.

7.4 OBPALLEHME C OB EKTAMU UCTbITAHUA UNTU KATTUBPOBKMU

7.4.1 JlabopaTtopusa JosmkHa UMeTb npouenypy Ansa TpaHCNOPTUPOBKK, NOMy4YeHUs 06bEKTOB UCMbITaHUA U KanMbpoBKMy,
obpalleHnss ¢ ob6beKkTamMn UCNbITaHUN NN KannbpoBKW, 3alLUTbl, XpaHEHUS, oGecnevyeHns COXPaHHOCTU, YHUUTOXEHUS UNu
BO3BpaTa 06bEKTOB UCMbITAHUI UK KanMbpOoBKK, BKOYasa BCE YCNOBUS, HEOOXoAMMbIe AN 3aLUThl LLENOCTHOCTN 0OBHEKTOB
UCNbITAHUN WNKN KanMbpoBKM U 3aliMTbl WHTEepecoB nabopatopun u 3akaszuyuka. [JorkHbl ObiTb NpeanpuHATH Mepbl
NPeaoCTOPOXHOCTM, 4TOObl M3bexaTb YXyALEHWs CBOWCTB, 3arpsA3HeHus, noTepu WM noBpeXaeHUs OOBLEKTOB npwu
obpalleHnn, TPaHCNOPTUPOBKE, XpPaHEHUW/OXMAAHMM W MOArOTOBKE K WCMbITAHMAM WM Kanubposke. WHCTpykuMm no
obpalleHuto ¢ obbekTamu, NpefocTaBNeHHbIe BMECTE C HUMU, OOSDKHbI ObITb COBNI0AEHbI.

7.4.2 JabopaTopus [dOMXHa WMETb YeTKylo cucteMmy WwaeHTUduKaumm oOB6bLEKTOB UCNbITAHUA UK KanubpoBKK.
UaoeHTndukaumsa OormkHa COXpaHATbCH, Moka oBbeKT HaxoouTcs Mof OTBETCTBEHHOCTbIO nabopaTtopuun. [laHHas cuctema
JomxkHa obecnevnBaTtb, YTO OBBLEKTHI He OyAyT nepenyTaHbl PU3NYECKM UMM NPU CCbIfIKE Ha HUX B 3anucax wunu apyrux
AokyMeHTax. Cuctema maeHTudMKauum [OMkHa, ecrnim 3TO HeobxoauMMo, yuuTbiBaTb pasgeneHne obbekta unu rpynnbl
0OBLEKTOB U UX NepeMelLieHmne.

7.4.3 Tpn nonydyeHun obbekTa UCNbITAHUAN UM KanMOpPOBKM OTKMOHEHUSA OT YCTAHOBIIEHHbLIX YCNOBUWA OOSKHbI ObITh
3aperncTpmpoBaHbl. ECnin ecTb COMHEHUS OTHOCUTENBHO NPUrOAHOCTM OObeKTa AN UCMbITaHUA UK KannubpoBKU uUnn ecnm
00bEeKT He COOTBETCTBYET MPeACTaBfeHHOMY OMucaHuIo, TO flabopatopus, nepen TeEM Kak NPOAOKuUTb paboTy, AOSMKHA
obpaTUTbCA K 3akas3uymKky 3a OOMOMHUTENbHBIMU MHCTPYKUUAMKU N 3apernctpupoBaTb pesynbratbl aToro obcyxaeHus. Ecnu
3aKkasuyuk TpebyeT NpoOBECTU UCMNbITaHWE UIM KanuMBpPOBKY Kakoro-nubo obbekTa, npusHaBas OTKIIOHEHWE OT YCTAHOBMEHHbIX
ycrnosuin, nabopaTopusi OOSDKHA BKIKYUTL B OTYET 3aKMYEeHMEe O TOM, Ha Kakue pesyrnbraTbl MOryT MOBMAWUSATbL AaHHble
OTKINOHEHUS.

744B cny4yae ecnum 00bekTbl He06X0aMMO XPaHUTb U KOHOMUMOHMPOBATb NP onpenenieHHbIX yCnoBuax 0pr>+<alou.|,e|7|
cpenbl, 3TN ycnoBua O0JMKHbI NoAOepPXMBATbCA, KOHTPONMNPOBATbCA U PEermcTpnpoBaTbCA.
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7.5 TEXHUHECKUE 3AMNMNCU

7.5.1 Jlabopatopus pomxHa obecneymBaTb HanMune B TEXHUYECKUX 3anucsax ANd Kaxpaoro Bupaa nabopaTopHoM
OeATenbHOCTU pesynsTaToB, oT4yeTa U AOCTaTOYHOM UHMOPMAaLIMK, MO3BONSAOLLEN, €Crn 3TO BO3MOXHO, AeHTMdULMpoBaTh
hakTophbl, BAUSIOWME Ha pe3ynbraT M3MEPEHUs U CBA3aHHYI0 C HUM HeonpedeneHHOCTb U3MEepPeHUn, a Takke obecneuntb
BO3MOXHOCTb MOBTOPHOIO nNpoBeAeHMs [AaHHOW nabopaTopHOW AeATenbHOCTM B YCMOBUSIX, MaKCUManbHO Onu3KuUX K
nepBoHavanbHbIM. TexHUYeckue 3anucu OOMKHbI BKMYaTh AaTy U CBedeHUs O nepcoHane nabopatopun, KOTOpbIN HeceT
OTBETCTBEHHOCTb 3a Kaxabli Bua nabopaTopHOW AeATEeNbHOCTU W 3a MNPOBEPKY AaHHbIX U pesynstaToB. [lepBu4Hble
HabnoaeHns, faHHble W pacyeTbl [AOMKHbl ObITb 3anMcaHbl B MOMEHT, Korda OHW Obinv NOMyyveHbl, W [AOMKHbI
OTOXOECTBNATLCA C KOHKPETHOW paboTon.

7.5.2 JlaGopatopus OormkHa obGecrneuymBaTb MPOCIEXNBAEMOCTb W3MEHEHWU, BHOCUMbIX B TEXHUYECKME 3anucu, K
npedbloylwiMm BepcusiM nMBo K NepBuYHbIM HabnogeHusiM. W nepBuYHble, U U3MEHEHHble AaHHble WM (ainbl AOIKHbI
COXPaHSTbCA C YykasaHWeM [aTbl BHECEHUS WU3MEHEHMWI, cBedeHuin o6 acnekTax, NpeTeprneBNX WU3MEHeHWs, U nuuax,
OTBETCTBEHHbIX 3@ JaHHblE U3MEHEHUS.

7.6 OLEHUBAHWE HEONPEOENEHHOCTU U3MEPEHUHA

7.6.1 JlabGopatopum [OOrkHbI onpefdenaTe Bknag(el) B HeonpedeneHHocTb u3mepeHun. [lpu  oueHuBaHuM
HeonpeaeneHHOCTU M3MEPEHU BCE CYLLECTBEHHblE BKMadbl, B TOM 4YMCME CBsi3aHHble C OTOOPOM 06pasuoB, AOMMKHbI
Y4MTbIBaTbCHA C MPUMEHEHUEM COOTBETCTBYIOLUX METOA0B aHanmaa.

7.6.2 J'Ia6opaTop|/|9|, BbIMOJTHAOLWanA KaJ'IVI6pOBKI/I, B TOM 4ucrne coOGCTBEHHOro OGOpy,EI,OBaHVIﬂ, AOJKHa oueHuBaTb
HeonpeneneHHOCTb |/|3M9peH|/||7| ana Bcex KaJ'IVI6pOBOK.

7.6.3 J'IaGopaTopvm, BbINONHAKLWAA UCnblTaHUA, OOJKHA OUeHMBaTb HeonpenerieHHOCTb |/|3mepeH|/||7|. B Tex cny4askx,
Korga MeTOA MCMbITaHWA UCKoYaeT CTPOryto OUeHKy HeonpeneneHHoCTn I/I3MepeHI/II7I, oueHunBaHne OOIMKHO NpoBOOUTLCA Ha
OCHOB€ NOHMMaHuA TeopeTU4eCKNX NPpMHUMNOB UMK NPaKTUYECKOro onbiTa BbINONTHEHUA MeTOoAa.

MpumeyaHne 1 - B cnyyae ecnv XopoLUO M3BECTHbIA MeTOA UCMbITaHWMN yCTaHaBnuBaeT npegenbl 3HaYeHUn OCHOBHbIX
WCTOYHMKOB HeornpeaeneHHOCTU U3MepPeHUn 1 ykasbiBaeT hopMy NpeacTaBrneHus pesynbsTaToB BblMUCIIEHUN, CHUTaETCH, YTO
nabopartopus BbinonHunia TpeboBaHus 7.6.3, cregys MeToay UCTbITAHWUIA U MHCTPYKLUMKW MO NPEeACTaBMNEHUIO Pe3yNbTaToB.

MpumeyaHne 2 - MNMpu MCNONb30BaHUN KOHKPETHOrO MeToAa, Afs KOTOPOoro HeonpeaeneHHOCTb pe3ynbTatoB U3mMepeHui
yXe Oblna ycTaHOBNeHa M MOATBEPXOEHa, HET HEOOXOAMMOCTU OLEHUBaTb HEOMNpPeneNieHHOCTb U3MEPEHUN AMs KaXaoro
pesynbrata, ecnu nabopaTopusi MOXET MPOAEMOHCTPUPOBATb, YTO BbISIBIIEHHbIE KPUTMYECKME (haKTOpbl, OKa3blBaOLLME
BNUSIHWE, HAXOAATCH MO KOHTPONEM.

Mpumevanwne 3 - Onsa nogpobHon nHdopmauum cm. ISO/IEC Guide 98-3, ISO 21748 un craHgapTbl cepum ISO 5725.

7.7 OBECNEYEHVE OOCTOBEPHOCTU PE3YJNIbTATOB

7.7.1 NabopaTtopus QOMmMKHA MMETb Mpoueaypy AN MOHUTOPMHra OOCTOBEPHOCTM pPe3yrbTaToB CBOEN AesTENbHOCTU.
lMony4eHHble AaHHble AOMKHbI PEMMCTPUPOBATLCS TakuM 06pa3om, YTOObl MOXHO ObINO BbIABMTb TEHOAEHUMUW, U TaMm, fge 3To
NPaKkTU4ECKM BO3MOXHO, [OOJDKHbI MPUMEHSITbCA CTaTUCTUYECKMe MeToabl Ansi aHanu3a pesynbratoB. [omkeH ObiTb
COCTaBIIEH MfaH Takoro MOHUTOPWUHra M NPOBOAUTLCSA €ro aHanua. MOHUTOPUHI AOSMKEH BKMNOYaTb (HO HE OrpaHM4YMBaThCs),
roe uenecoobpasHo, criegytollee:

a) ncnosb3oBaHMe CTaHg4apTHLIX 00pa3uoB UM 00pPa3uoB AN KOHTPOSS KavyecTBa;

b) wncnonb3oBaHue anbTepHaTMBHOrO  0OOpyaoOBaHMs, KOTOpoe Obino  kanubpoBaHo, ans  obecneyeHus
MPOCNEXNBAEMOCTN PE3YNbTATOB;

C) NnpoBepKy(1) PYHKLMOHNPOBAHUS N3MEPUTENBHOIO U UCNbITATENTbHOrO 060PYAOBaHNS;
d) Mcnonb3oBaHWe KOHTPONbHbLIX UMM PaBoYnx 3TanoHOB C BEAEHMEM KOHTPOSbHbIX KapT, r4e 3TO NPUMEHUMO;
€) NPOMEXYTOYHbIE NPOBEPKN U3MEPUTENBHOIO 060PYA0BaHNS;

f) NOBTOPHbIE UCMbITAHNA U KaJ'IVI6pOBKI/I C ncnonb3oBaHMeM OHOIo 1 TOro e Unn pasrnyHbIX MeToaoB,
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g) NOBTOPHbIE UCTbITAHWS UMW MOBTOPHYIO KanuMbpoBKy XpaHsiLLMXcs 06pasLoB;
h) koppensiuuio pesynbTaToB AN pasnUYHbIX XapakTepucTuk 06pas3ua;

i) aHanM3 NonyyYeHHbIX 4aHHbIX;

j) BHyTprnabopaTopHble CANYEHUS;

k) ncnbitaHna wngpoBaHHoro(bix) obpasua(os).

7.7.2 NabopaTopusa O0IKHa OCYLLECTBSATE MOHUTOPUHT CBOE AeATENIbHOCTM NyTEM CPaBHEHUs C pesynbTataMun Apyrux
na6opaTtopuit, ecrniv 3T0 BO3MOXHO M MPUMEHUMO. TakoM MOHUTOPWHT AOSDKEH MIIaHMPOBATLCS, U ero pesynbraTbhl AOMKHbI
aHanusupoBaTbcs. OH JOSHKEH BKIOYaTh (HO HE OrpaHNYMBaTLCS) CrieaytoLme MeponpUSTUS UMK OOHO U3 HIUX:

a) yyacTue B NpoBepkax Keanudukaumu.

Mpumevanne - B ISO/IEC 17043 npuBedeHa pJononHuTenbHas WHgoOpMaumsi O npoBepkax Keanudukaumm m o
npoBangepax nNpoeepkn keanudukauun. MNMposangepbl NPOBEPKN KBaNUukauumn, Kotopble BbinonHsT TpeboaHua ISO/IEC
17043, cuntaloTcs KOMMNETEHTHbIMMU;

b) yyactne B MexnabopaTopHbIX CAINYEHUSAX, OTIINMYHBLIX OT MPOBEPOK KBANUdMKaLmm.

7.7.3 [aHHble, NOnyyYeHHblE C NMOMOLLBI0 MOHUTOPMHTIA, OOMKHBI aHaNM3MpPoBaTLCS M UCMONb30BaThCA ANA YNpaBeHus
nabopaTopHOW AeATENbHOCTLIO, a Takke MO BO3MOXHOCTM AN BHECEHUS ynydlueHun B paboTy nabopatopun. Ecnun 6bino
oBHapyXeHo, YTO pesynbTaTbl aHanmsa [OaHHbIX, MOMYYEeHHbIX MPU MOHUTOPWHIE, BBLIXOAAT 3a PaMKW YCTAHOBMEHHbIX
KpUTepueB, HeoBXOoAMMO MPEeANpPUHATL COOTBETCTBYIOLIME OEWCTBUA C LEnblo MNpedoTBpaLleHUsl BKIIOYEHWUSI B OTYETHYIO
[AOKYMEHTaLMI0 HeBEPHbIX pe3ynbTaToB.

7.8 MPEACTABJIEHME OTHYETOB O PE3YJIbTATAX
7.8.1 OBLUME MNMOJNTOXEHUA

7.8.1.1 PesynbTatbl AOMKHbI ObITb PACCMOTPEHBI N YTBEPXKAEHbLI 4O UX BblAAYN.

7.8.1.2 Pe3ynbraThl 4OMKHBI ObITb NpeacTaBneHbl TOYHO, YETKO, HELBYCMbICIIEHHO U OO BEKTUBHO, Kak NpaBuro, B oopme
oT4yeTa (Hanpumep, oT4eT 06 NCMbITAaHUSX, CBMOETENLCTBO (CepTudmkaT) o kKannbpoBke UM akT otdéopa 0OpasLOoB) U AOIMKHbI
BKIOYaTh B cebsi BCO MHGOPMALIMIO, COTMAcoOBaHHY0 C 3aKa3yMKOM M HEOOXOAMMYK AN UHTepnpeTauuu pesynsraToB, a
Takke BCHO MHopmaumio, Tpebyemyto B COOTBETCTBUM C NPUMEHSIEMbIM METOAO0M. Bce odhopMneHHble 0TYEThI AOMKHbI ObITh
COXpaHEHbI B Ka4eCTBE TEXHNYECKMX 3annCen.

I'IlemeanVle 1 - ﬂ,J'IFl Luenen HacrosLero CTaHOapTa OT4YeTbl 006 ucnbiTaHUSAX K cBuaeTenbCTBa (CepTI/I(bI/IKaTbI) o
KaJ'II/I6pOBKe MHOorga MoryTt HasbiBaTbCA NPOTOKOIaMu WCMbITAHUKW U OTYEeTaMm O KaJ'IVI6pOBKe COOTBETCTBEHHO.

I'IpwmeanVle 2 - Otyetbl MOryT ObITb n3aaHbl Ha 6yMa>KHOM HOcuUTEene unn C NOMOLLUbIK 3J1IEKTPOHHbIX CpencTtB npu
ycnosuu, 4To TpeﬁOBaHI/IFl HacTodlero cCraHgapTa BbIlNMOJTHEHbI.

7.8.1.3 I'Ile cornacoBaHnm C 3akKa34yMKoOM pegylibratbl MOIyT ObITb npeacrtasliieHbl B ynpoweHHOM Buae. Jliobble
cBeleHNAd, YKa3aHHble B 7.8.2-7.8.7, KOTOpble HE Obinn npeacTtaBlieHbl 3aKa34uKy, OOJKHbI ObITb NerkogocCTynHbIMN.

7.8.2 OBLUME TPEBOBAHUA K OTYETAM (OB UCTNbITAHUAX, KATMBPOBKE UMK OTBOPE OBPA3LIOB)

7.8.21 B uenax MUHMMM3AUUN BO3MOXHOCTU HEenpaBWUSIbHOIO MOHWMAHUS WM HEeNpaBWibHOMO MWCMNONb30BaHWSA
MHpOpMaUMM KaxKObI OTYET AOSHKEH BKIHOYATb Kak MWHUMYM criefylowyl mnHdopmauuio, ecnu y nabopaTtopum HeT
00OCHOBaHHbIX MPUYMH HE BLINOMNHATL 3TO TpeboBaHue:

a) HasBaHue (Hanpumep, "OTyeT 06 ucnbiTaHusAx", "CBnaetenscTBo (cepTudmkaT) o kanubposke" nnm "AkT oTtbopa
obpasuos");

b) HaumeHoBaHMe n agpec nabopartopuu;

C) MeCTO OCYyLLeCTBreHVs NnabopaTopHON [OeATeNnbHOCTM, B TOM YMCle €eCliM OHa OCYLLeCTBRsnacb Ha nrowagsx
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3aKasyuka, nubo Ha yyacTkax, YyAaneHHbIX OT MOCTOAHHbIX MPOM3BOACTBEHHbLIX Mrowanen naGopaTopMM, nmbo Ha
COOTBETCTBYOLLNX BPEMEHHO NCNOJIb3yEeMbIX U MOOUIbHBIX 0ObEKTAX;

d) YHUKalbHYIO Mﬂ,eHTM(bMKaLI,MPO, Ansa Toro 4YTodbl BCe ero cocraBnstowmne BOCMPUHMUMarumcb Kak 4actb obuero oTyeTa, 1
YEeTKyl WJ,eHTI/I(*)MKaLI,VIPO KOHLa oT4eTa,

€) HauMeHOBaHWE M KOHTaKTHblE AaHHble 3aKa34unKa;
f) noeHTUdmkaumno NpuMeHsemMoro mMeToaa;
g) onucaHue, 0AHO3HAYHYO MOEHTUMKALMIO U NPU HEOBXOONUMOCTM COCTosiHME 0bpasua;

h) gaty nonyyeHns obpasua(oB) 4nsa ucnbiTaHMM Mnu obbekTa kKanMbpoBkM 1 aaty oTbopa obpasua(oB), kKorga 3TO UMeET
Ba)KHOE 3HaYeHWe AN JOCTOBEPHOCTU U MPUMEHEHUSI Pe3yNnbTaToB;

i) oaTy(bl) ocywlecTBneHms nabopaTopHON OeATENBHOCTY;
j) paTy Bblga4mn otyeTa;

k) ccbinky Ha nnaH 1 meTon oT6opa oGpasLoB, UCNONb30BaHHbIE NaGopaTopren Unu ApyrMM opraHaMm, eciim 3To BaXKHO
ANsi JOCTOBEPHOCTU UM NPUMEHEHWS Pe3ynbTaToB;

I) 3asiBNeHne o ToM, 4TO pe3ynbTaTbl OTHOCATCS TONbKO K 06 beKTaM, NPoLLEeALIMM UCTIbITaHWS, KanMbpoBKy Unm oToop;
m) pe3ynbTaThl, rAe 3T0 NPUMEHUMO, C EAVHULIAMU U3MEPEHUS;

N) AONOMHEHUS, OTKIIOHEHUS UNN UCKIMIOYEHNS U3 METOAa;

0) ngeHTndukaumo nuu(a), yreepamsLLmx(ero) oTyeT;

P) OAHO3HAYHY UAEHTUMKALMIO Pe3yNbTaToB, NOMYYEHHbIX OT BHELLHUX NOCTaBLLMKOB.

I'IlevleanlAe - BknoyeHne 3asBneHMs O TOM, YTO OTYET He AOSKEH ObiTb Bocnpou3seneH He B MNMOJIHOM obbeme 6e3
pa3pelieHuna na6opaTopMM, MOXeT obecneynTb YBEPEHHOCTb B TOM, YTO YaCTh OT4eTa HE UHTEPNPETUPYIOTCA BHE KOHTEKCTa.

7.8.2.2 JlabopaTopusi [OmKHa HECTU OTBETCTBEHHOCTb 3a BCH WHoOpMauuio, npeacTaBfeHHyld B oOT4yeTe, 3a
UCKINIOYEHNEM CIyYaeB, Koraa uHopmaums NpefocTaBnaeTcs 3aka3ynkom. [JaHHble, NPefoCTaBMNeHHbIE 3aKadyKoM, JOMKHbI
ObITb YeTko MaeHTUdUUMpoBaHbl. Kpome Toro, B crnyyYae ecnv uvHgopmauus npefocTaBrieHa 3aKa3yMkoM M OHa MOXeT
NOBMUSATb HA JOCTOBEPHOCTb Pe3ynbTaToB, B OTYET AOJMKHO ObiTh BKIOYEHO 3asiBNeHue 06 orpaHu4yeHMn OTBETCTBEHHOCTU
nabopaTopun. B cnyyae ecnu nabopaTopusi He OCYLLECTBNSET U HE HECET OTBETCTBEHHOCTM 3a CTaauio oTbopa obpasuos
(Hanpumep, obpasey Gbin NpegoCTaBneH 3aka3uMkom), B OTYETE JOIMKHO OblTb OTPaXXeHO, YTO MOSyYeHHble pesynbraThl
OTHOCSHITCS K NpefoCTaBEHHOMY 3aka3ynkoM obpasLy.

7.8.3 CMELUUAIBbHBIE TPEBOBAHUA K OTYETAM OB UCTbITAHUAX

7.8.3.1 B gononHeHwne k TpeboBaHnsiM, nepedncrieHHbIM B 7.8.2, oTyeTbl 06 UCMNbITAaHUAX LOMKHbI, €Crn 3To HeobxoaMMo
ONa NHTepnpeTaumm pesynbTaToB UCMbITaHUI, BKIoYaTh B cebs cneaytoLlee:

a) nHpopmaumio 06 0cobbIX YCOBUAX UCTIBITAHWIA, TaKUX KaK YCOBUS OKpYXatoLLen cpeabl;
b) npu HeobxoamMmMocTH 3asBneHne o cCooTBETCTBUM TpeboBaHUAM nnu cneumndnkaunsam (cm. 7.8.6);

C) roe 310 NpuMeHMMo, HeonpeneneHHOCTb M3MepeHI/II7I, npeacrtaBlieHHY0 B TeX Xe eauHuuax, 4to U unaMepaemad
BennynHa, nnn B OTHOCUTEJIbHOM MO OTHOLUEHUIO K Mamepﬂemoﬁ BennynHe smnge (Hanpmmep, B npou,eHTax), Korga:

- 3TO MMEeET OTHOLLEHME K OCTOBEPHOCTU UMW NPUMEHEHUIO PE3YIbTaTOB UCTbITAHWIA;
- aToro TpebyeT 3akasuuk; nnm

- HeonpeneneHHoCTb N3MepeHnd BIindeT Ha COOTBETCTBME YCTaHOBIIEHHOMY npeaeny;
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d) MHEeHus1 1 MHTepnpeTauun, rae 3To NPUMeHUMO (cMm. 7.8.7);

€) [OMOMHUTENbHYI0 MHGOPMauuto, KoTopasi MOXeT MoTpeGoBaTbCA MO KOHKPETHbIM MeTodamM, opraHaMm BracTu,
3aKasymkam Unm rpynrnam 3akas4ymkos.

7.8.3.2 Ecnn nabopaTtopus HeceT OTBETCTBEHHOCTb 3a AEATENbHOCTb MO OTOOPY 06pasuoB, OTYETbI 00 UCNbITAHUAX
OOMKHbI COOTBETCTBOBAaTL TpeboBaHUsIM, ykasaHHbIM B 7.8.5, ecnu 3To Heobxooumo Ansi MHTeprpeTauuu pesynsTaToB

NCNbITaHUN.

7.8.4 CNNELUMAINBbHBIE TPEBOBAHUA K CBUOAETEJIbCTBAM (CEPTU®UKATAM) O KAIIMBPOBKE

7.8.4.1 B pononHeHune k TpeboBaHnsaM, nepedncnenHbiM B 7.8.2, B cBMAETENbCTBA (CEPTUdDUKATLI) O KannMbpoBKe OOSMKHbI
ObITb BKIOYEHDI CrieaytoLmne cBegeHUs:

a) 3Ha4YeHune HeonpeaerieHHoCTn M3MepeHVIl7I ana pesynbrata M3MepeHVIl7I, npeacrtaesiieHHOE B TeX Xe eAunHuuax, 4Tto u
namepsaemasn BesimdmHa, nnm B OTHOCUTESTbHOM MO OTHOLUEHUIO K M3MepﬂeMOl7I BennynHe smnge (Hanpmmep, B npou,eHTax).

Mpumevanne - B cooteetctBum ¢ ISO/IEC Guide 99 pesynstaT uaMepeHusi, kak NpaBuno, BblpaXaeTCcs OOHUM
N3MEPEHHBbIM 3HaYEHNEM BENUYUHbI C YKaszaHWEM eQUHULbI UBMEPEHUS U HEONPeaEeNeHHOCTU U3MEPEHNIA;

b) cBegeHua o6 ycnosusix (Hanpumep, YCrOBUSAX OKpPYXKaloLen cpenbl), Npu KOTOPbIX BbIMOMHANUCL KanubpoBKM W
KOTOpble MOIMN OKa3aTb BMMSHWE Ha pe3ynbTaTbl U3MepPEHUN;

C) 3asiBneHMe O TOM, Kakum obpa3oM obecrneumBaeTcs MeTponornyeckas MNpPOCNEXMBAEMOCTb W3MEPEHUIA (CM.
npunoxexue A);

d) pesynbTaTbl, NOMyYeHHbIE 4O Y NOCNE PErynnpoBK/A UM PEMOHTA, ECIN TaKOBble NPOBOOUIIVUCH;

€) 3asBneHne 0 COOTBETCTBMU TpeboBaHUAM nnn cneumndmrkaumam npm HeobxogmmocTtu (cMm. 7.8.6);

f) MHEHUA N nHTepnpeTauum (cm. 7.8.7) Nnpyn HeO6XOAMMOCTN.

7.8.4.2 Ecnn nabopaTtopusa oTBeYaeT 3a [AedATenbHOCTb Mno oTOopy obpasuoB, cBuaeTenbcTBa (cepTudpmkatbl) O
KannbpoBKe [OJKHbI COOTBETCTBOBATb TpeboBaHWsAM, ykaszaHHbIM B 7.8.5, ecnu 3aTto HeobXxoauMMO ONS MHTeprnpeTaumm
pe3ynbTaToB KanubpoBKu.

7.8.4.3 CBnaetenbctBo (cepTudmkaT) O KanmbpoBKE WM KanMBPOBOYHAs 3TMKETKA He AOMKHblI coaep)XaTb HUKaKMX
pekoMeHJaumi Mo BbIGOPY MEXKanMbpOBOYHBLIX WMHTEPBANoB, KpPOMEe Tex CryyaeB, korga 3To Obino cornacoBaHo C

3aKa34nKoMm.

7.8.5 MPEACTABJIEHUE PE3YJIbTATOB MO OTBOPY OBPA3LIOB - CNIELIWAJIbHBIE TPEBOBAHUA

Ecnu na60paTop|/|;| HeceT OTBETCTBEHHOCTb 3a AeATeJIbHOCTb Mo 0T6opy o6pa3u03, B OONOJIHEeHue K Tpe6OBaHI/IF|M,
nepeyncrieHHbiM B 7.8.2, xorga aTo HeO6XO,D,I/IMO ana nHTepnpetaunn pe3ynbTaTtoB, OTYETbl AOJIKHbI BKIMKOYaTb cleayroulee:

a) gaTy otbopa 06pasLoB;

b) YHUKalbHYHO VlﬂeHTI/I(*)VIKaLI,I/II-O Bbl6paHHOFO o6paaua nnn mMatepuana (BKJ'II-O'-IaFI HanMmeHoBaHWe npoun3BoaunTend,
0bo3HayeHne Moagenun nnn tuna u CepI/IVIHbIe HOMepa, Korga 31o I'IpI/IMeHVIMO);

c) mecTo oT6opa 06pasLoB, BKNoYas nobble AnarpamMmmbl, 3CKU3bl Unu doTorpacum;
d) ccbinky Ha nnaH oTbopa u metog oTbopa;

€) cBefileHus1 000 BCeX YCIOBUSIX OKPYXatoLLen cpeabl BO BpeMsi 0TOopa 06pasLoB, KOTOPbIE BIUSAKOT HA MHTEpMNpeTaLuo
pe3ynbTaToB.;

f) mMHdopmauuo, Heobxooumyr ANs OLEHKU HeonpedeneHHOCTM W3MEPEHUMW ANs MOCreayrowmX WCMbITaHUA unm
KanmbpoBKMy.
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7.8.6 MPEACTABJIEHUE 3AKIIIOYEHMA O COOTBETCTBUU

7.8.6.1 Ecnn no pes3ynbrataMm UcnbliTaHUA Unn Kaﬂl/l6pOBKVI genaeTtca 3aknyeHne o CoOoTBETCTBUN CI'IeLI,I/I(*)VIKaLI,I/II/I nnn
CTaHOapTy, na6opaTopv|9| OOJKHa OOKYMEHTUPOBAThb NpaBuIio NPUHATUA pelleHunsd, npuHnMmaa BO BHUMaHUE YypOBEHb PUCKa
(Hanpmmep, JTIOXKHOMOJNIOXUTENTbHOE UITK NTOXHOOTpUuuaTesribHoe pelleHune, CTtaTuCtu4eckne npe,qnonox(eva), CBSI3@aHHbLIN C
NnpuMeHAeMbIM NMpaBUtoM NPUHATUA peLlleHnd, h NPpUMEeHNUTb JaHHOEe NpaBuso.

I'Ipl/lmeanme - Ecnn npaBuiio nNpUHATUA pelleHnA YCTaHOBJIEHO 3akKa34duMKOM, nMnpasuiamMum unn HOPpMaTUBHbIMU
OOKYMeHTaMu, hanbHenwee paccmMmoTpeHne ypoBHA pUCKa He Tpe6yeTcsL

7.8.6.2 NNabopaTopusi AomkHa NpeAcTaBUTb 3aknioUYeHe 0 COOTBETCTBUU, B KOTOPOM YETKO ONpefeneHo:
a) K KakUM pesynbTaTam NPUMEHSETCS JaHHOE 3aKIOYEHME;
b) kakum cneumdukaumsm, ctaHaapTam UK MX YacTsM COOTBETCTBYET MINN HE COOTBETCTBYET OOLEKT;

C) NpaBuUNO MPUHATUA peLLeHUs, KOTopoe O6bIfo MCNOoNb3oBaHO (€CM OHO He COAEpPXWUTCA B COOTBETCTBYIOLLMX
cneundukauum unn ctaHgapTe).

Mpumeyanue - [ins nonyyeHus gononHutensHon nHdopmMauum cm. ISO/IEC Guide 98-4.

7.8.7 NPEACTABINEHUE MHEHUA N UHTEPNPETALUIA

7.8.7.1 B cnyyae npefctaBneHuss MHEHWA U UHTepnpeTaumin nabopaTtopus gormkHa obecneyunTb, YTO TOMBKO NepcoHan,
YMONTHOMOYEHHbIV Ha NpeAcTaBrieHne MHEHUI U MHTEpPNpeTaLui, NpeacTaBNsAeT COOTBETCTBYHOLLME 3asBneHus. JlabopaTtopus
OOMKHA JOKYMEHTUPOBATb OCHOBAHWSI, HA KOTOPbIX 0a3MpYOTCS BKIIOYEHHbIE B OTYET MHEHMWS 1 MHTEPMNPETAaLUW.

MpumeyaHne - BaxHO oTnnyaTb MHEHUSA U UHTepnpeTaunn OT BbIBOAOB MO pesyrbrataM MHCMeKUUn unu ceptudumkauum
npoaykumu, kak 31o ycraHosneHo B ISO/IEC 17020 u ISO/IEC 17065, 1 oT 3asBneHniA 0 COOTBETCTBUM, YNOMSIHYTbIX B 7.8.6.

7.8.7.2 MHeHusa nnu MHTEpnpeTaunn, cogepxawmneca B otyeTax, OOJIKHbI ObITb OCHOBaHbI Ha pes3ynbratax, nosy4eHHbIX
ana O6'beKTa, npoxogumeLuero VICI'IbITaHVIﬂ/KaJ'II/I6pOBKy, N OOJTXHbI ObITb YEeTKO 0603HaYEHbI Kak TaKoBbIE.

7.8.7.3 Ecnu MHeHVMs n uHTepnpeTauuyM npeacTaBhsitoTCs NyTeM HernocpeAcTBEHHOro Oo6CYXaeHWsi pesynbTaToB C
3aKa34ynKkoM, HEOBXOAMMO COXpaHsATb COOTBETCTBYIOLLME 3aMMCU TaKoro 06CyKaeHus.

7.8.8 UBMEHEHUA K OTYETAM

7.8.8.1 Ecnn Heob6XoaAnMO BHECTU U3MEHEHUS, AOMOSTHEHUS B BblOAHHbLIA OTYET, NEpeodOpMnUTL €ro, ftobdoe nameHeHne
NMHpopMaumm AomkHO BbITb 4eTKO 0603HaYEHO 1, ecnn HeobxoaMMO, NPUYMHA BHECEHUS] UIBMEHEHUS OOIMKHA ObITh BKIOYEHa
B OTYET.

7.8.8.2 NameHeHns1 B OTYET MNOCre ero Bblgayn JOMMKHbl BHOCUTBLCS TOMbKO B BMAE AOMOMHUTESNIbHOIO AOKYMEHTa Win
MHOro crnocoba nepegayn AaHHbIX, KOTOpble BKMNOYAT POpMynupoBKy: "M3aMeHeHne Kk oT4yeTy, NOpsAKOBLIN HOMEp... [uUnu
nHas ngeHTudpmkaumnsa]" nnu gpyryto nogooHyo opMyMpoBKy.

Takue nameHeHus1 4OMKHbI COOTBETCTBOBATb BCEM TpGGOBaHVIﬂM HacTodLllero craHgapTa.

7.8.8.3 Korma Heobxooumo BblgaTb HOBbIM OTYET O pesynbratax, OH [AOMMKeH ObiTb YHUKanbHbIM 0bOpasom
NOeHTUOULMPOBAH M COAEPXKaTb CCbINIKY Ha OTYET O pesyribTaTax, KOTOPbIA OH 3aMeHsIET.

7.9 XANOBbbI (MPETEH3UN)

7.9.1 JlabopaTopust OMmKHa UMETb OKYMEHTUPOBAHHbIV NPOLIECC A5 NOMyYeHUs, pacCMOTPEHUs Kanob (npeTeHsunin) u
NPUHATUA peLLeHWI No xanobam (npeTeHsnam).

7.9.2 OnucaHune npouecca obpalleHus ¢ xanobamm (NpeTeH3nsamMmn) OOMKHO ObiTb 4OCTYMHO BCEM 3aUHTEPECOBAHHbLIM
cTopoHam no 3anpocy. Mpu nonyyeHun xanobbl (NpeTeH3nn) nabopaTopusi AOMKHA yOOCTOBEPUTLCS, OTHOCUTCS N xanoba
(npeTeH3ns) k NnabopaTopHON AeATENBHOCTU, 33 KOTOPYIO OHA HECET OTBETCTBEHHOCTb, W, ECINN 3TO Tak, JOIHKHA MNPUHATL ee
Ha paccmoTpeHue. JlabopaTopusi HeceT OTBETCTBEHHOCTb 3a MPUHATME BCEX PELUEHWMI Ha BCeEX CTagusix npoecca
paccMoTpeHus xanobbl (NpeTeHsnn).
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7.9.3 Tlpouecc paccmoTpeHuss xanob (NpeTeH3nn) OOMMKEH BKMAYaTb MO KparWHenm Mepe criegylowme anemMeHTbl U
mMeToabl:

a) onucaHue npouecca MnoslyyYeHus, NPOBEPKU, PACCMOTPEHUS Kanobbl (MPeTeH3nN) N NPUHATUSA peLleHns 06 OTBETHbIX
[AeVCTBUSIX, KOTOpPble AOIKHbI BbITb NPeanpPUHATLI;

b) oTcnexuBaHue 1 perucTpaums xanob (NpeTeHsuit), BKNoyas AeicTBUSs, NpeanpuHATLIE AN UX paspeLleHust;
c) oBecneyeHe Toro, YTo HeoGXoAnMble Mepbl NPeanpPUHUMALOTCS.

7.9.4 NlabopaTtopus, nonyyawoLwas xanoby (npeTteH3uio), AOMMKHA HEeCTU OTBETCTBEHHOCTb 3a COOp M MPOBEPKY BCEN
Heobxoaumon nHdopmMaLmm ¢ Lenbio NoATBepPXKAeHNA 000CHOBaAHHOCTY Xanobbl (MpeTeH3nm).

7.9.5 Korga 310 BO3MOXHO, nabopaTopusi AofmKHa NOATBEPAUTb MOMy4YeHue xanobbl (NpeTeH3un) u MHpopMmMpoBaTh
3asBUTENS O XO4€E M pe3ynbTaTax pacCMOTPEHUS.

7.9.6 Pesynbratbl paccMoTpeHus kanobbl (NpeTeH3un), KoTopble OyayT OoBedeHbl OO0 3asiBUTENd, AOSMKHbI ObiTb
NnoAroTOBMEHbI UM PACCMOTPEHbl M o0gobpeHbl nuuomM(amu), kotopoe(ble) He NpuHMMano(n) ydactuss B OeATENbHOCTU
naboparopuu, No NoBoAy KOTOPOW noctynuna xanoba (npeteHaus).

I'IlevleanlAe - OTO MOXET BbINOSTHATLCS BHELLUHUM nepcoHarnom.

7.9.7 Korga 310 BO3MOXHO, nabopatopusi A0MmKHa NpeJoCTaBUTb 3asiBUTEN0 ouumanbHoe YBEAOMIIEHUE O pe3ynbTaTtax
paccMoTpeHus xanobbl (NpeTeHsnn).

7.10 YNIPABNIEHME HECOOTBETCTBYIOLLENA PAEOTON

7.10.1 NNabopaTtopusa gomkHa MMeTb npoueaypy, KOTOPY MPUMEHSAIOT B Criyvae, ecnn Kakon-nnbo acnekt nabopaTtopHom
OEeATENbHOCTU UM pesynbratbl paboTbl HE COOTBETCTBYIOT COOCTBEHHbLIM Npoueaypam nadopatopum unu TpeboBaHUSIM,
COrMnacoBaHHbIM C 3aka3yukom (Hampumep, oOOpPyAOBaHWE WNU YCINOBUSI OKpYXalollen cpedbl He COOTBETCTBYHOT

YCTaHOBMEHHbIM MpeAenam, pesynbTaTtbl MOHUTOPWUHIA He OTBEYalT YCTaHOBMEHHbIM kputepusMm). lNpouenypa AOMmKHA
obecne4ynBaTb, 4YTO:

a) onpenenexHbl OTBETCTBEHHOCTb U NOJTHOMO4YUA AnA ynpaBlieHnA HeCOOTBeTCTByIOLIJ,eVI pa60T0|7|;

b) gencteua (Bknoyas NpUOCTaAHOBKY WNW MNOBTOp paboTbl M MNPUOCTAHOBKY BblgadyM OTYETOB, €Cnn Heobxoammo)
OCHOBaHbI Ha YPOBHSIX PUCKa, YCTaHOBMNEHHLIX NabopaTopuen;

C) NPOBEAEHO OLEHMBAHWE 3HAYMMOCTU HECOOTBETCTBYHOLLEN YCTAHOBMEHHLIM TpeGoBaHWsSIM paboTbl, B TOM 4uche
aHanu3 ee BO34ENCTBUS Ha NpeablayLine pesyrnbTaThbl;

d) NpUHSATO peLLeHne 0 NPUEMNEMOCTM HECOOTBETCTBYHOLLEN paboThl;
€) korga aTo HeobxoaMMOo, YBEAOMIEH 3aKa3uMK U aHHYNMPOBaHbI pe3ynbTaThl paboThbi;
f) onpepeneHa oTBETCTBEHHOCTL 3@ NPUHATUE PELLEHUSI O BO30GHOBNEHNM paboThbl.

7.10.2 JlabopaTtopusa OormkHa BECTM 3anncu B OTHOLUEHMM HECOOTBETCTBYIOLLEN paboTbl U HEOOXOAMMBIX AENCTBUMI, Kak
ykasaHo B 7.10.1, nepeuuncnenus b)-f).

7.10.3 B Tex cny4adax, Korga oOueHKa noka3bliBaeT, YTO HeCOOTBETCTBYHOLLAA pa60Ta MOXeT MNMOBTOPUTbLCA, UM €CTb

COMHEHUSI B OTHOLLEHUM COOTBETCTBUSI AesiTENbHOCTM nabopaTopun coBCTBEHHON cUCTEME MeHeaxMeHTa, nabopatopusi
[ormkHa 06ecneunTb BbINOMHEHUE KOPPEKTUPYIOLLMX AENCTBUN.

7.11 YNPABNEHME OAHHBIMU U UHOOPMALIMEN

7.11.1 NabGopaTopus OormkHa UMETb OOCTYN KO BCEM [aHHbIM M WHOpMauuuM, HEeOOXOAMMbIM AN BbIMNONHEHMWS
nabopaTopHoWn AeATeNbHOCTH.

7.11.2 MNpaBunbHOCTb (PYHKLMOHUPOBAHUS cucTeM(bl) ynpaBneHus nHdgopmavmen nabopatopum, Mcnonb3yembix(on) ansi
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cbopa, obpaboTku, 3anucu, NPeLcTaBneEHUs pe3ynbTaToB, XPaHEHWs WM MOUcKa OaHHbIX, B TOM 4uUCle NPaBUITbHOCTb
YHKUMOHNPOBaHNS UHTepdencoB cuctem(bl) ynpaBneHns uHdopmaumen nabopatopum, pomkHa(bl) ObiTb nNpoBepeHa
nabopaTopuenn nepen BHeapeHveM B paboTy. Mpu nobbIX M3MEHEHUSIX, BKIOYAS U3MEHEHUS KOH(UIypaLmMm nporpaMMHoro
obecneyeHnss nabopatopum unu  MoaMdMKaLUKM  KOMMEPYECKOrO NpOrpaMMHOro obecneyeHusi, OHW  [OMKHbI  ObiThb
yTBEPXAEHbI, JOKYMEHTUPOBaHbI U BanuamMpoBaHbl 4O BBEAEHUSI UX B AeNCTBUE.

Mpumevanne 1 - B HacToswem crtaHgapTe "cuctembl ynpasneHus uHdopmaumen nabopaTtopun" BKMAOYalT B cebs
ynpasreHne gaHHbIMU 1 MHOPMaLMEN, COAEPXKALLUMNCS KakK B KOMMbIOTEPU3NPOBAHHLIX, Tak U B HEKOMMbIOTEPU3UPOBAHHbIX
cucteMax. Hekotopble 13 TpeboBaHuii MOryT ObiTb B GOMbLUEN CTENEHU MPUMEHNMbI K KOMMbIOTEPU3NPOBAHHBIM CUCTEMaM,
YeM K HEKOMMbIOTEPU3NPOBAHHBLIM CUCTEMAM.

I'IlevleanlAe 2 - ,D,OCTyI'IHoe Ha pblHKE KOMMep4ecKoe nporpammHoe obecneyeHne npu 0OObIYHOM €ro MCcnosib30BaHUN B
obnactn, ana KOTOPOW OHO NpefHa3Ha4YeHo, MOXET CHATATbCH B JOCTAaTOYHOM CTEeNeHn BanuampoBaHHbIM.

7.11.3 Cuctema(bl) ynpaBneHus nHcdopmaumen nadbopatopmm, gormkHa(bl):

a) 6bITb 3awmwieHa(bl) OT HECAHKLNMOHUPOBAHHOIO 4OCTYNA;

b) ObITb 3awmLLeHa(bl) OT UCKAKEHUS MW NOTEPU AaHHbIX;

C) (OYHKUMOHMPOBATb B YCIIOBUAX OKPYXalollewh cpefbl, KOTOpble COOTBETCTBYHOT cheuvuKkauusiM nocTaBLLiMKa WK
nabopaTopun, Unu, B crnyvyae HEKOMMbIOTEPU3NPOBAHHBIX CUCTEM, co3faBaTb YCroBus, obecrnedvBalolime HEU3MEHHOCTb
BbIMOSTHEHHbIX OT PYKM 3anuncen 1 pacunpoBKY;

d) nogaepxmBaTbCs B TAKOM COCTOSIHUM, KOTOpPoe obecneynBaeT LIeNOCTHOCTb AaHHbIX U MHhOpMaLK;

€) BKI0YaTh PerncTpaumio CUCTEMHbIX COOEB 1 COOTBETCTBYHIOLLMX ONEPATUBHbIX U KOPPEKTUPYHIOLLMX OEACTBUA.

7.11.4 B TOM cnyyae, ecnv ynpaBreHve OaHHOW CUCTEMOMW W ee MoadepXKaHue OCYLLECTBNSETCH AUCTaHUMOHHO WK
Yepes BHELUHEro nocrasLUvka, nabopaTopusi AoMmKHa obecneynTb COOTBETCTBUE MOCTaBLUMKA UMM onepaTopa CUCTEMbI BCEM

NnPpUMEHNMbIM Tpe6OBaHMF|M HacTodALlero ctaHgapTa.

7.11.5 NaBopaTopusi AomkHa oGecneynBaTb, YTOObI MHCTPYKLMM, PYKOBOACTBA M CMPaBOYHbIE AAHHbIE, OTHOCALLMECS K
cucteme(am) ynpaerneHus MHdopMauuein nabopatopum, Gbiny NerkogocTynHbIMK AN nepcoHana.

7.11.6 PacyeTbl 1 nepefayun AaHHbIX JOMKHbI NOABEPraTbCs HaaIeXalluMM cUCTEMaTUYECKUM NPOBEPKaM.
8 TPEBOBAHUA K CUCTEME MEHEIXKMEHTA
8.1 BAPUAHTDI
8.1.1 OBLLUME NOJNTOXEHUA

JlTaBopaTtopusa OomkHa YCTaHOBWUTb, AOKYMEHTMPOBAaTb, BHEOPWUTb M NOAAEPXKMBATbL CUCTEMY MEHeIXMeHTa, KoTopas
crnocobHa obecneymBaTb U 4EMOHCTPMPOBATL NOCTOSIHHOE BhINOMHEHME TPeboBaHUI HACTOALWEro cTaHgapTa U obecnevnBaTb
Ka4yeCTBO BbIMOSTHEHHbLIX NabopaTopuern paboT. B gononHeHne Kk cooTBETCTBUIO TpeboBaHusM pasgenoB 4-7 nabopatopus
OOMKHa BHEOPUTb CUCTEMY MEHE)KMEHTa B COOTBETCTBUM C BapMaHTOM A unu BapvaHTom B.

MpumeyaHue - Cm. npunoxeHre B ons gononHuTensHom nHgopmauuu,

8.1.2 BAPUAHT A

Kak MuHuMym cuctema meHegKMeHTa nabopaTtopum fosmkHa NpeaycMaTpyBaTh crieaytoLuee:
- OOKYMEHTaLMIO CUCTEMbI MEeHeKMEHTa (CM. 8.2);
- ynpaBreHne OKYMEHTaMn CUCTEMbl MeHeKMeHTa (cM. 8.3);

- ynpasneHue 3anucamu (cm. 8.4);
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- AENCTBUSI, CBA3AHHbIE C PUCKaMM U BO3MOXHOCTAMMU (CM. 8.5);
- ynyJweHus (cm. 8.6);

- KoppekTupytowme gencteuna (cm. 8.7);

- BHYTpeHHUe ayauTbl (cMm. 8.8);

- aHanM3 co CTOpPOHbLI pyKoBoAcCTBa (cM. 8.9).

8.1.3 BAPUAHT B

JlTaBopaTopus, koTopas ycTtaHOBUNa U NoaaepXmnBaeT CUCTEMY MEHePKMeHTa B cooTBeTCTBUM ¢ TpeboaHuamu 1ISO 9001
n cnocobHa noaTBepXaaTh M 4EMOHCTPUPOBATL NOCTOSTHHOE BbINOSIHEHWE TpeboBaHUn pasaenos 4-7, Takke 4EMOHCTPUpPYET
Kak MMHUMYM FOTOBHOCTb BbINONHATE TpeboBaHus, cogepxalymecs B 8.2-8.9.

8.2 NOKYMEHTALUA CUCTEMblI MEHEDKMEHTA (BAPUAHT A)

8.2.1 PyKOBOﬂCTBO na6opaTopV||/| OOJIDKHO YCTaHOBUTb, AOKYMEHTUpOBaTb W nogaepxXuBaTb MNOJIMTUKM W Uenn Ond
BbIMOJTHEHUA Tpe6OBaHI/Il7I HacTodwero craHgapta U OO0JKHO OﬁeCI’Ie‘-IVITb, 4YTOBblI 3TW MOMUTUKU U uenun Obinn NPU3HaHbl "
BHepPEeHbl Ha BCEX YPOBHAX OpraHn3auunmn na6opaT0p|/||/|.

8.2.2. TMonntnkn wn uenn LOMMKHbI ObITb HanpaBlieHbl Ha obecneyeHne KOMMNETEHTHOCTH, 6eCI'IpI/ICTpaCTHOCTI/I n
CcTabunbHOCTH AeATenbHOCTU na6opaTopV||/|.

8.2.3 PYKOBO,D,CTBO na6opaTop|/||/| OOJDKHO MnpeacTtaBuUTb OOKa3aTesibCTBa MpPUBEPXEHHOCTU K pa3pa60TKe N BHeOpPEeHUo
CUCTEMbl MEHEPKMEHTa U NOCTOAHHOMY NMOBbLILLEHNIO €€ PEe3yJibTaTUBHOCTH.

8.2.4 Bcsa [OKyMeHTauusi, npouecchbl, CUCTEMbl, 3anucy, OTHOCHLIMECS K BbIMONHEHUO TpeboBaHWU HacTosLero
cTaHpapTa, AOJKHbI OblTb BKIOYEHbI B CUCTEMY MEHEI)KMEHTA, COOTHECEHbI UK CBSA3aHbl C HeW.

8.2.5 Becb nepcoHan, y4acTBylowuii B rabopaTopHON AeSTernbHOCTW, [AOMKeH WMeTb [HOCTynm K TeM YacTam
OOKYMEHTaUUM CUCTEMbl MEHE)KMEeHTa W COOTBETCTBYIOLLEN WHGOpMAUMKU, KOTOpble MPUMEHsIITCA B cdepe ero

OTBETCTBEHHOCTW.

8.3 YNPABJNIEHUE AOKYMEHTAMU CUCTEMbI MEHEI>KMEHTA (BAPUAHT A)

8.3.1 IlaGopatopusi OomKHa YNpaBnsiTb OOKYMEHTaMu (BHYTPEHHWMUW M BHELUHWMM), OTHOCSILLMMUCS K BbIMONTHEHMIO
TpeboBaHMI HAacToALEro cTaHaapTa.

MpumeyaHne - B gaHHOM KOHTEKCTe "OOKyMeHTOM" MOryT ObiTb 3asiBNEeHWs O MONMTUKE, mpoueaypbl, cneuudukaumu,
WHCTPYKLUMW NPOU3BOAMTENS, KanMbOpoBOYHbIe Tabnuubl, cxeMbl, Nocobus, NnakaTtbl, yBe4OMIIEHUS, NAaMATKN, YEPTEXM, NNaHbl
n 1.0. OHM MOryT GbITb NPeACTaBMeHbl Ha Pas3NUYHbIX HOCUTENAX WHGOPMaLMK, Hanpumep B MeyaTHOM unu uucgpoBoM
cdopmare.

8.3.2 Jlabopatopus gomkHa obecneunTb, YTO:

a) OKYMEHTbI MPOBEpPEHbI Ha NPUIrOAHOCTb YNONHOMOYEHHBIM NEPCOHANOM A0 X U34aHus;

b) nokymMeHTbI neprMoauyecky aHanM3npyTCs U NpU HEOBXOAUMOCTU NepecMaTpmBaloTCS;

C) MOEHTUDULMPYIOTCS M3MEHEHUSI U CTaTyC TeKyLLel peaakumMmn 4OKYMEHTa;

d) akTyanbHble Bepcuy MPUMEHSIEMbIX OOKYMEHTOB [OCTYMHbI HAa BCeX pabouMx MecTax U npu HeoGXOAUMOCTU WX
pacnpocTpaHeHue ynpaenseTcs;

€) AOKYMEHTbI YHUKarbHbIM 06pa3oM MaeHTUULMPOBaHbI;

f) He ponyckaeTcs HenpegHaMepeHHOEe WCMONb30BaHWe YCTapeBLUMX OOKYMEHTOB W MPUMEHSIETCS COOTBETCTBYOLLas
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VI,IJ,eHTM(bVIKaLI,VIFI AaHHbIX JOKYMEHTOB, B Clty4ae eClin OHU COXPaHAKTCA C Kakon-nnbo uenbto.

8.4 YNNIPABJIEHUE 3AMNCAMU (BAPUAHT A)

8.4.1 JlaGopaTtopus J0MmKHa BECTU U COXPaHATb pa3bopumBble 3anvcK ¢ Lenblo NoATBEPXKAEHUS cobrtogeHns TpeGoBaHui
HacTosiLLero ctaHgapTa.

8.4.2 Jlabopatopusa [ofmkHa OCYLEeCTBNATb YynpasBneHue, HeobxoauMmoe And wmaeHTUUKaUMK, XpaHEeHUs, 3alluTbl,
pe3epBHOr0 KONMPOBaHUSI, apXMBUPOBaHMSI, MOUCKA, CPOKA XpPaHEHMUST U YHUUTOXEHUS CBOMX 3anucen. Jlabopatopust AormkHa
COXpaHsiTb 3anncyu B TeYeHWe nepuopa, YCTAHOBIEHHOTO [AOroBOPHbIMKM 00si3aTenbcTBaMu. [OCTYn K AaHHbIM 3anucsim
OOIMKEH COOTBETCTBOBATL 0bsi3aTenbCTBaM B 06n1acTu KOHUAEHUMANBHOCTU, U 3anNncy AOMKHbI ObITb NErkoAoCTYNHbIMM.

Mpumevanue - B 7.5 npuBeaeHsbl ONONHUTENbHbIE TPEOOBAHMS, OTHOCALLMECS K TEXHUYECKUM 3annCsiM.

8.5 QEACTBUA, CBA3AHHbIE C PUCKAMU U BO3MOXHOCTSAMU (BAPUAHT A)

8.5.1 NNabopaTtopusa AormkHa paccMaTpuBaTb PUCKUM M BO3MOXHOCTM, CBSi3aHHble C NabopaTopHOW AeATenbHOCTblo, AN
TOro YTOObI:

a) obecneynBaTb, YTO CMCTEMA MEHEOXXMeHTa AOCTUraeT HaMeYeHHbIX Pe3yrbTaToB;

b) HapalwwmBaTb BO3MOXHOCTM ANst AOCTUXKEHUS Lenen u 3agady nabopatopuu;

C) NpegoTBpallaThe UMM YMEHbLUNTb HeXenaTernbHble BO34ENCTBUS U BO3MOXHbIE COov B TabopaTtopHOW AeSTENbHOCTY;

d) nobmBaTbCs ynyyLIEeHWN.

8.5.2 NabopaTopus JomkHa NNaHNMpoBaTh:

a) AeNcTBuS, CBA3aHHbIE C AaHHBIMU PUCKAMU U BO3MOXHOCTSIMU;

b) kakum obpaszom:

1) UHTerpuMpoBaThb U BHeAPSATb AaHHbIE AENCTBUS B CUCTEMY MEHEXMEHTA;

2) oueHuMBaTb pe3ynbTaTUBHOCTb AaHHbIX AENCTBUN.

MpumedaHne - XoTa B HacTosleM cTaHOapTe ykasbiBaeTcd, 4YTo nabopaTtopus nraHvpyeT AeWCTBMS MO yCTPaHEHWHo
puckoB, TpeboBaHWs K (hopmarnbHbIM MeToAaMm YNpaBfeHUs puckamy WM OOKYMEHTUPOBaHHOMY MpoLeccy YynpaBreHus
pvCKkaMn He ycCTaHOBMeHbl. JlabopaTtopum MOryT pewwuTb, criegyeT nu pa3pabaTtbiBate 6onee OOWMPHYIO METOAONOrMio
ynpaBrneHns puckammu, 4em 31O TpebyeTcs B HacTosWweMm cTaHgapTe, Hamnpumep, MOCPeACTBOM MPUMEHEHUS OpYrixX

pykoBOACTB UK CTaHO4AapPTOB.

8.5.3 I'Ipe,u,anHmmaeMble OENCTBUS, CBA3a@HHbIE C pPUCkaMmn ”n BO3MOXHOCTAMU, [OOJDKHbI ObITb copa3MepHbl Ux
noTeHynanbHOMY BJITMAHUIO Ha OJOCTOBEPHOCTb naGopaToprlx pe3ynbTaToB.

I'IpmmeanVle 1- I'IpmmepaMM OENCTBUI, CBA3AHHbIX C pUCKamMun, MOryTt ObITb VI,EI,eHTI/ICbI/IKaLI,I/IFl n npenynpexaneHue yrpoas,
NPUHATNE PUCKOB C LeJbio peanmn3aunn BO3MOXHOCTU, YCTPaHEHNEe NCTOYHMKa pUCka, USMEHEeHMne BepoATHOCTN PUCKa Ui ero
nocneacTeunm, pasgernieHmne puckoB UM COXpaHEHNE pUCKa NoCcpeacTBOM 0060CHOBaAHHOIO peleHuns.

I'IpmmeanVle 2 - Bo3moxHoCTH MOryT npmBecCTtu K pacCLlMpeHnto obnactn naGopaTopHon AeATeNlbHOCTU, NpuBJ1e4YEeHUo
HOBbIX 3aKa34MKOB, UCMOSIb30BAHUIO HOBbLIX TEXHONOMMIN 1NN apyrux BO3MOXHOCTEN C LiEeNbio yaooBIneTBOpEeHNA I'IOTpe6HOCTeIZ
3aKa34unKoB.

8.6 YNYYLUEHUA (BAPUAHT A)

8.6.1 Jlabopatopusi gomkHa maeHTUdUUMpoBaTb M BbiOpaTb BO3MOXHOCTU AfS YNYYLIEHUW, a TakkKe NpeanpuHNaTb
HeobxoauMble OeNCTBUS.

MpumeyaHne - Bo3MOXHOCTWM ONs yrydweHuin MoryT ObiTb MAEHTUMUMPOBaHLI NO pesynbraTam aHanmsa pabouymx
npoueayp, MCnosib30BaHUS MOSMIUTUK, OCHOBHBIX Liernei, pesyrnbraToB ayauToB, KOPPEKTUPYIOWMX AEWCTBUIA, aHanusa co
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CTOPOHbI PYKOBOACTBA, NPEANOXEHUI NepcoHarna, OLEHKU pyUcKa, aHanunaa AaHHbIX U pes3ynbTaToB NPOBEepPOK KBanngmKaLmu.

8.6.2 JlaGopaTopusi OOSKHA CTPeMUTbCA MonyyaTb 0BpaTHYl0 CBSA3b OT 3aKasuMKOB, KaK MOMOXWUTENbHY, Tak WU
oTpuuaTenbHylo. O6paTHas CBSA3b OOSHKHA aHanM3MpoBaTbCA WM MPUMEHATLCA ANA YIYYLEHUs CUCTEMbl MeHeKMEHTa,
nabopaTtopHoi AesTeNnbHOCTU U 06CNYXMBAHNS 3aKa34MKOB.

I'IlevleanlAe - I'IpmmepaMM TUNoB 06paTHOI7I CBA3N ABNAKTCA OMpPOCbl OTHOCUTENIbHO yO0BJIETBOPEHHOCTN 3aKa34MKOB,
3anncu neperosopos 1 oﬁoym,qume OTHEeTOB C 3akKa34dunkamu.

8.7 KOPPEKTUPYIOLLIUE OENCTBUSA (BAPUAHT A)

8.7.1 lNpw BbISABNEHNM HECOOTBETCTBMSA NabopaTtopus JOSHKHA:

a) pearmpoBaTb Ha HECOOTBETCTBUE N NPU HEOHXOOUMOCTMU:

- NPeAnpUHATL EeNCTBUA ANg ynpaBfeHna HeCOOTBETCTBMEM U ero yCTPaHeHNs;
- oTpearmpoBaTb Ha NOCNeAcTBuS;

b) oueHWTb HeOBXOAUMOCTb AEWNCTBUA AN YCTPAHEHUSI NPUYUH(bI) HECOOTBETCTBUS, AN TOro YToGbl NpeaynpeauTs ero
NOBTOPHOE UMK HOBOE MPOSIBIIEHNE, NOCPEACTBOM:

- paccMOTpeHUsa 1 aHannsa HecoOTBETCTBUS;
- BbISIBNEHWS NPUYNH HECOOTBETCTBUS;

- BbISIBNEHWS CYLLLECTBOBAHMSA WU NOTEHUUANbHON BO3MOXHOCTN BO3HUKHOBEHMWS NOA0OHbBIX HECOOTBETCTBUN,
C) NpeanpuHATL HeobxoauMble AENCTBUS,

d) oueHNTb pe3ynbTaTUBHOCTb NPEANPUHATLIX KOPPEKTUPYIOLLNX OENCTBUN;

€) MOBTOPHO OLEHNTb PUCKMN 1 BO3MOXHOCTH, BbISIBIEHHbIE MO UTOraM NfaHMPOBaHWS, €Criv 3TO He0bBXoAMMO;
f) npn HeoBX0ANMOCTUN BHECTM U3MEHEHNSI B CUCTEMY MEHEMKMEHTA.

8.7.2 Koppektupytolme [eiCTBUSI [OOMMKHbI COOTBETCTBOBATb MacliTabaM W NOCneAcTBUSIM  OBGHapYXeHHOro
HEeCOOTBETCTBUSI.

8.7.3 NNabopaTopunsa A0MmKHa COXpaHATb 3anncn B Ka4ecTBe CBUOETENbLCTB CrieayroLLero:
a) CYLLHOCTW HECOOTBETCTBUI, NPUYMH(bI) M NOBLIX NPeAnPUHATLIX NocneayoLWwnX 4eNCTBUN;
b) pesynbTaToB KOppPEKTUPYIOLWNX OENCTBUMN.

8.8 BHYTPEHHUE AYOUTBI (BAPUAHT A)

8.8.1 J'Ia6opaTop|/|9| OOJDKHa npoBOAUTb BHYTPEHHME ayauTbl 4Yepeld 3arsiaHMpoBaHHbIE UMHTEpBalbl And noryvYeHud
I/IHq)OpMaLI,VII/I O TOM, ABnAeTCca N cuctemMa MeHepKMeHTa:

a) COOTBETCTBYHOLLEN:

- cobCTBEHHbIM TpeboBaHUsIM NTabopaTopum K CBOEW CUCTEME MEHEIKMEHTA, B TOM Ymcre nabopaTopHoOW AeATenbHOCTH;
- TpeboBaHNSIM HACTOSLLIErO CTaHaApTa;

b) pe3ynbTaTMBHO BHEOPEHHOW U peanv3yemoi.

8.8.2 Jlabopatopus gormkHa:

a) nnaHMpoBaTh, paspa6aTb|BaTb, BHEOPATb N pearnn3oBbiBaTb nporpaMmmy ayauta, B TOM 4ucrne B OTHOLUEeHUN
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NepuoanMYHOCTU, MEeTOAO0B, Cdepbl OTBETCTBEHHOCTU, NIaHMPYEMbIX TPeboBaHUN U OTYETHOCTU, KOTOpas AOMKHA YYnUTbIBATb
Ba)XXHOCTb COOTBETCTBYIOLLEN NaGopaTopHON AeATENBHOCTU, U3MEHEHMS], BIMsIOLLME Ha naGopaTopuio, a Takke pesynbTaThl
npeablayLUmMx ayamTos;

b) onpegenaTb KpUTepun ayauta u obnacTe NPOBEAEHUS! KaXKaoro ayauTa;

c) obecneunBaTb, YTO pesynbTaThl ayauTa AOBEAEHb! 40 COOTBETCTBYIOLLErO PyKOBOACTBA;

d) BbINOMHATL COOTBETCTBYIOLLME KOPPEKLIMU U KOPPEKTUPYIOLLNE AeACTBUS 683 HeOGOCHOBAHHbIX 3aePXeK;

€) CoXpaHsiTb 3anvcK B Ka4ecTBe NOATBEPKAEHMS peanusauum nporpamMmMbl ayauta u peaynsTaToB ayauToB.

Mprmeyanue - B ISO 19011 npmBeaeHbl pyKoBOASLIME yKa3aHUA AN NPOBeAEHNs] BHYTPEHHUX ayanTOB.

8.9 AHAJIN3 CO CTOPOHbI PYKOBO[ICTBA (BAPUAHT A)

8.9.1 PykoBoacTBo nabopaTtopum AOMKHO aHanuMa3npoBaTb CUCTEMY MEHEMXKMEHTa C 3anfiaHMpoBaHHOW NEPUOLNYHOCTLIO,
4YTOObLI 0bBecnevnTb ee MOCTOSIHHYK MPUrOAHOCTb, AAEKBATHOCTb M Pe3yNibTaTUBHOCTb, BKIOYAs 3asiBMIEHHbIE MOMUTUKM U
Lenu, CBsA3aHHbIE C BbIMONIHEHMEM TpeboBaHWIA HACTOSILLIErO CTaHaapTa.

8.9.2 BxogHble AaHHble aHanmnsa co CTOPOHbI pykoBOoACTBa AOJTI>KHbI ObITb 3aperncTtpmpoBaHbl U BKNMKO4YaTb Mchopmau,mo
OTHOCUTEITbHO!

a) MUBMEHEHWUI BO BHYTPEHHMX M BHELLHMX BONPOCAXx, MMEKLLMX OTHOLLEHNE K nabopatopuu;
b) nocTmxeHnsa nocTaBneHHbIX Lenewn;

C) MPUroAHOCTU MOSNUTKK N NPOLIEAYP;

d) ctaTtyca gencTBuii, 3annaHMpoBaHHbIX Mocre npeablayLmMx aHanmM3oB CO CTOPOHbI PYKOBOACTBA;
e) pesynbTaTa(oB) NOCNEAHMX BHYTPEHHNX ayauTOB;

f) KoppekTupyoLMX OENCTBUI;

g) OLeHOK, MPOBOAMMbIX BHELLHUMW OpraHamu;

h) nameHenunn o6vema 1 Buaa paboTsl nnu obnacTn aeatensHocTN nabopartopuu;

i) obpaTHON CBA3M OT NepcoHana v 3akas34ynkos,

j) >xanob (npeTeH3ni);

K) pesynbTaTUBHOCTM pearnm3oBaHHbIX YIyudLLEHWN;

|) LOCTaTOYHOCTM PECypCoB;

m) pe3ynbTaToB MAEHTUdUKALUN PUCKOB;

N) UTOroB AeATENbHOCTU N0 0becneveHno 4OCTOBEPHOCTM pPe3ybTaToB; a Takke

0) APYrMX 3HAaYUMbIX (DaKTOPOB, TakMe Kak MOHUTOPUHT AeATENbHOCTM U 00yYeHme.

8.9.3 BbIxoaHble faHHble aHann3a co CTOPOHbI PYKOBOACTBA AOMKHbI BKIOYATL 3anncu 060 BCEX peLLeHnsX U AenCTBUSX,
OTHOCSLLMXCH NO KpaHen mepe K:

a) pe3ynbTaTMBHOCTU CUCTEMbI MEHE)KMEHTA U ee NPOLIECCOB;
b) yny4dweHnunto nabopatopHon AeATENBbHOCTN, OTHOCALLENCA K BbINOSTHEHNIO TPeBOBaHWI HACTOSILLEro CTaHaapTa;

C) NPeoCTaBNEHNIO HEOOXOANMBIX PECYPCOB;
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d) nrobon HeoOXoANMOCTU U3MEHEHWIA.

MpunoxeHue A
(cnpaBoy4HOe)

METPOJNOIM'MYECKASA NPOCIEXXUBAEMOCTb

A.1 O6wue cBegeHns

B HacToALwEeM NpunoxeHUn npveegeHa OONOMHUTENbHAsS MHOPMaLMs 0 METPOSIOTMYECKOR NPOCNeXNBaeMOCTH, KoTopas
NnpeacTaBnsieT coboi BaxHeWWwyl KoHUenuuio Ans obecrneyeHnst ComocTaBUMOCTV pe3yrbTaToB M3MEpeHuid Kak Ha
HaLMOHarbHOM, Tak U Ha MeXayHapoaHOM YPOBHE.

A.2 YcTaHOBNeHne MeTposiormM4eckon npocnexxmBaemocTm
A.2.1 MeTpornormnyeckas NpocrexXxmBaemMoCTb YCTaHaBMMBaETCs C y4eTOM U NOATBEPXKAEHNEM:
a) onpeneneHns n3MepsieMon BENNYUHbI (BENNYUHDI, NoAnexallen N3MepPeHuIo);

b) AOKyMeHTMpPOBaHHOM HENPEPBLIBHOW LiENW KanMbpoBOK, NO3BOMSAOLWEN YCTAHOBUTL CBA3b C COOTBETCTBYIOLLEN OCHOBOW
ONSa cpaBHeHMs1 (B KayeCTBe TaKOW COOTBETCTBYIOLLEN OCHOBbI AMsi CPaBHEHMSI MOryT BbICTyNaTb HaLMOHamnbHblE WK
MeXOyHapoaHble 3TanoHbl, a Takke BHyTPeHHME (paboune) aTanoHbl);

C) oueHnBaHNA HeonpeaeneHHoCTn M3MepeHVIVI Ha KaXaom J3Tane B Uenun npocrnexmBaemMoctn C npuMeHeHnem
cornacoBaHHbIX METOOO0B,;

d) peanusaumu Kaxgoro atana B LENWU NPOCMEXMBAEMOCTU C NMPUMEHEHMEM COOTBETCTBYIOLLUX METOLOB, C MOSyYeHUEM
pe3ynbTaToB U3MEPEHUI 1 CBSA3AHHBIX C HUMU 3apErMCTPUPOBaHHbIX 3HAYEHWI HEOTNPEAENEHHOCTU U3MEPEHWIA;

€) npenocTaBrieHus nabopaTtopusiMKu, peanuaylowMMU OQMH WM HECKONbKO 3TaroB B LENnu MNpoCnexvMBaeMocTH,
[0Ka3aTenbCTB TEXHUYECKON KOMNETEHTHOCTY.

A.2.2 Cnctematmnyeckas NorpeLllHocTb (MHorga HasbiBaeMasi CMeLLEHMEM) KanMbpoBaHHOIO 000pPyAOBaHUSA YYNTLIBAETCA
Mpu pacnpocTpaHEeHWN METPONOrMYECKON MPOCNEXMBAEMOCTM Ha pe3ynbTaTbl M3MEPEHWU, MorydeHHble B nabopatopuu.
CyLlecTBYIOT pasnuyHble MeXaHu3Mbl AN y4eTa CUCTEMaTUYECKOW MOrpeLiHOCTU W3MEPEHMIn NpU  pacnpocTpaHeHun
METPONOrMYECKON NPOCNEXNBAEMOCTH.

A.2.3 [Ona pacnpocTpaHeHNs MEeTPOIOrMYeckon MPOCEXMBAEMOCTU MHOMA MNPUMEHSIOT 3TalnoHbl, MHGOpMauua o
KOTOpbIX, NPEeAOCTaBMNeHHass KOMMNeTeHTHON nabopaTopuen, COOepXUT TOMNbKO 3asiBIEHWE O COOTBETCTBMM cneumdukaunm
(6e3 ykazaHusi pe3ynsraTtoB U3MEPEHUI U 3HaYEHUA HeonpeaeneHHOCTH, CBA3aHHbIX C HUMK). Peanusaumsa aaHHoro nogxoaa,
B COOTBETCTBMU C KOTOPbIM NpederibHble 3HAYeHWs!, yKasaHHble B cneundukauusax, UCNonb3yrTca B KayecTBe UCTOYHMKA
HeonpeaeneHHOCTU, 3aBUCUT OT:

- MPUMEHEHNA COOTBETCTBYIOLLLEro npasuna npuHATUA peLIJEHI/IIZ Ona yCTaHoBIIEHNA COOTBETCTBUA,

- nocriegylwoLLlero yyeta ykasaHHbIX B crneuudumkaumsx npedernbHbiX 3HadeHuin B OlomkeTe HeonpeaeneHHOCTU
nocpeacTBOM TEXHUYECKN 060CHOBaAHHOrO crnocoba.

TexHnyeckoe ob6OCHOBaHWE AaHHOro MOAXOAA 3aKMi4aeTcs B TOM, YTO MpU 3asiBNEHMU O COOTBETCTBMM cneumdukaumnm
onpefensieTcsl MHTepBan M3MepPEHHbIX 3Ha4YeHWU, B Npeaenax KoToporo npu 3agaHHoOM YpOBHE [0BepUst MPeanonoXnTENsHO
HaxoOMTCA WUCTMHHOE 3HayeHuWe, U Npu 3TOM paccmaTpuBaeTcs kak noboe cmelleHWe OT UCTUHHOMO 3HayeHus, Tak U
HeonpeaeneHHOCTb U3SMEPEHUN.

lMpumep - MpumMeHeHue 2upb C NPUCBOEHHbLIM coaslacHo mpe6oeaHusim OIML R 111 knaccom moyHocmu 0dns
Kanubpoeku eecoes.

A.3 leMOHCTpaLusa MeTPONorm4eckom NpocrnexmBaeMocTu
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A.3.1 NabopaTtopun HeCyT OTBETCTBEHHOCTb 32 YCTaHOBIIEHWE METPONIOrMYECKOW NPOCINEXMBAEMOCTU B COOTBETCTBUM C
HacTosALWMM cTaHgapToM. MeTponornyeckyto NpocnexmnBaemMocTb obecneunBatoT pesynbsTaTtbl KanubpoBky, NpeacTaBneHHbIe
nabopaTopusimu, COOTBETCTBYKOLUMMMK HacTosiwemy cTaHgapTy. CepTuduuMpoBaHHblE 3HAYeHUs CepTUPULMPOBAHHBLIX
CTaHOapTHbIX 00pasuoB, MPeACTaBMEeHHbIX MOCTaBLMKaMK CTaHAapTHbIX obpasLuoB, COOTBETCTByHOLWME TpeboBaHuam 1SO
17034, obecneunBaldT METPOSIOrMYECKYIO MNpoCnexmBaemMocTb. CyLeCTBYIOT pasnnyHble Ccrnocobbl  AeMOHCTpaumm
COOTBETCTBUSI HACTOSILLLEMY CTaHAapPTY: NPU3HaHWe TPeTbel CTOPOHOM (TaKoW, Kak OpraH Mo akkpeauTaumu), BHELLHSS OLeHKa
3akasynkamu unu camooueHka. K cnocobam, NpUHATLIM Ha MeXAyHapO4HOM YPOBHE, OTHOCST (HO HE OrpaHM4MBaloOTCA 3TUM)
cregytowme:

a) KanMbpoBOYHBIE W W3MEPUTEMbHbIE BO3MOXHOCTW, OOecnevyMBaemble HaUWMOHAmNbHLIMKU  METPOSIOrMHYECKUMU
WHCTUTYTaMW W Ha3HaYeHHbIMA WMHCTUTYTaMu, KOTopble ObiNu NOABEPrHyTbl COOTBETCTBYHOLUMM MpoLeccamMm MapuTeTHON
oueHkn. Takasa napuTeTHass oueHka nposoautca B pamkax CIPM MRA (CornaweHume © B3aMMHOM MNpPU3HaHUW,
nogrotoBneHHoe MexayHapoaHbIM KOMUTETOM Mep M BecoB). C BMZaMu ycrnyr, Ha KOTOpble pacnpoCcTpaHsieTcs OelcTBuE
CIPM MRA, MoXHO 03HakomuTbes B npunoxeHmn C BIPM KCDB (6a3bl AaHHbIX MO KNHOYEBbIM CIMYEHNSIM, CHOPMUPOBAHHOM
MexayHapogHbeiM GOpo Mep M BECOB), A€ COAEpPXUTCS nogpobHas MHopmauusi o AuanasoHax U HeonpeaeneHHOCTU
N3MepeHnin ANst KaXaon U3 NepeyncrneHHbIX B HEM YCNyT;

b) kanubpoBoyHble N U3MepUTENbHbIE BO3MOXHOCTUW, KOTOpPblE MOATBEPXAEHbI MPU akkpeauTauum B opraHe no
aKkkpeguTauuu, YrNornHOMOYeHHOM B pamkax cornawenuns ILAC (MexagyHapogHoe COTpyOHMYECTBO MO akkpeauTaumu
nabopatopun) MnM pernoHanbHbIX CcornalleHnn, npudHaBaembix ILAC, obnagatoT nogTBEPXXAEHHON METPONornyeckom
npocnexuBaemocTblo. CBefeHns o6 obnactn akkpeguTaummn KanubpoBoYHbIX nabopaTtopuii sBNATCA 0OLEeAO0CTYNMHBIMU 1
MOryT ObITb 3aMNpoLLEeHbl Y COOTBETCTBYIOLLMX OPraHOB MO akkpeauTauuu.

A.3.2 CoBmecTHasa geknapauusa BIPM, OIML (MexgyHapogHow opraHmM3aummn no 3akoHogaTensHon metponorum), ILAC un
ISO o meTponorMyeckonn NPOCNEXNBAEMOCTM COLEPXKUT CrneumanbHble yKa3aHusi no obecrnevYeHunto MeXayHapoaHOro
NpU3HaHWS LLenn MEeTPOSOrMYECKON NPOCIEXNBAEMOCTH.

MpunoxeHune B
(cnpaBo4HOe)

BAPUAHTblI CUCTEMbI MEHEI>XKMEHTA

B.1 PacwumpeHne npMMeHeHUs1 CUCTEM MEHEeKMEHTA B LIENOM YBEMNWYMIO NOTPEOHOCTbL B MOATBEPXOEHUWM TOrO, YTO
nabopartopun Moryt obecneumBaTb (PYHKUMOHMPOBAHME CUCTEMbI MEHEeMXKMeEHTa, cooTBeTcTBylowen mn ISO 9001, wu
HacTosileMy cTaHgapTy. Takum obpasom, HacToAWMIA cTaHdapT obecneynBaeT ABa BapuaHTa TpeboBaHWIA, OTHOCALLMXCS K
peanusaumm cucTemMbl MEHEIXKMEHTA.

B.2 BapuaHt A (cm. 8.1.2) nepeuncnseT MUHMManbHble TPebOBaHUA K BHEOPEHWO CUCTEMbl MEHEOXMEHTa B
nabopatopun. BHumMaHue 6GbINO yaeneHo TOMy, 4YTOObl BKNOYMTL Bce TpeboBaHus I1ISO 9001, mMmerowme OTHOLLIEHUE K
obnactam nabopaTopHON AesATENbHOCTU, Ha KOTOPbIE PacnpOCTPaHsieTCsl cuctema MeHemkmeHTa. JlabopaTtopum, koTopble
cooTBeTCTBYIOT TpeboBaHuam ISO/IEC 17025 (pasaensl 4-7) n BHeapsaKOT BapuaHT A pasgena 8, Takum obpasom, Takke OyayT
B LIefIoM AencTBOBaTb B COOTBETCTBUM C npuHumnamm 1ISO 9001.

B.3 Bapuant B (cm. 8.1.3) nossonsetr nabopartopusim co3gaBaTb W NOAOEPXUBATb CUCTEMY MEHEMXKMEHTa B
cootBeTCcTBMM C TpeboBaHmsmn ISO 9001 Takum obpasom, 4TOoObI obecneumBaTb W OEMOHCTPUPOBATb MOCTOSIHHOE
BbINONIHEHME TpeboBaHui pa3nenos 4-7. JlabopaTopuu, KOTOpble NPUMEHSOT BapuaHT B pasaena 8, 6yayT Takke paboTaTth B
cootBeTcTBMM ¢ ISO 9001. CooteetctBne TpeboBaHusm ISO 9001 cucTeMbl MeEHemXMeEHTa, B paMKax KOTOpPOW
dyHKUMOHMpPYeT nabopatopus, He siBNSeTcs camo no cebe AeMOHCTpauuen KOMMEeTEeHTHOCTM nabopaTopun B OTHOLUEHUM
npegocTaBreHns TEXHUYECKU OOCTOBEPHbIX AaHHbIX W pe3ynbraTtoB. OTo TpeboBaHve peanusyeTcs yepes3 COOTBETCTBME
pasgenam 4-7.
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B.4 O6a BapuaHTa npegnonaratoT JOCTUXEHME TOro XXe pedyrnbTaTa B npoiecce (*)yHKLI,I/IOHMpOBaHI/IFI CUCTEeMbl MeHeXXMEHTa N COOTBETCTBUA TpeGOBaHMHM pasgenos 4-7.

MpumeyaHue - [JokyMeHTbl, AaHHbIE U 3anNNCU ABNAKOTCS COCTaBHLIMW YacTAMU AOKYMEHTMpPOBaHHON MHgopmaumm B ISO 9001 u gpyrnx ctaHgapTax no cuctemam MeHemXMeHTa.

YnpaBneHve OoOKyMeHTaMu paccmaTpuBaeTcs B 8.3. YnpaBnenue 3anucamu paccmatpusaetcs B 8.4 u 7.5. YnpaBneHue [aHHbIMU, KOTOpble OTHOCATCH K NlabopaTopHoii
AesaTenbHOCTH, paccmaTtpueaeTtcs B 7.11.

B.5 Ha pucyHke B.1 nokasaH npumMep BapuaHTa CXemaTMyeckoro npeacTaBneHns pabounx npoLeccos naéopaTopui, Kak onucaHo B pasgene 7.
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PucyHok B.1 - BapuaHT cxemaTunyeckoro npegcraBrneHnsa pabdounx npowueccos nabopatopumn

Mpunoxenue A
cnpaBo4Hoe)
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CBEAEHUA O COOTBETCTBUUN CCbINOYHbIX MEXXOAYHAPOOHbIX CTAHOAPTOB MEXIOCYAAPCTBEHHBLIM CTAHOAPTAM

Tabnuua OJA.1

O6o3Ha4eHne cCblfIo4YHOro CreneHb O603Ha4eHne N HaMMEHOBaHNE COOTBETCTBYIOLLIETO
MeXayHapoaHoro ctaHaapTa COOTBETCTBUS MeXrocy4apCTBEHHOro cTaHaapTa
ISO/IEC Guide 99 - *
ISO/IEC 17000 IDT FOCT ISO/IEC 17000-2012 "OueHka COOTBETCTBUS.
Cnoapb 1 obuwme npuHUMnbI”

* COOTBETCTBYIOLLMIA MEXIOCYAaPCTBEHHbI CTaHAAPT OTCYTCTBYET. [10 ero NpuHSATUS pekoMeHayeTcs
MCMONb30BaTh NEPEBOA HA PYCCKUIM S3blK AaHHOTO MEXAYHapoAHOro cTaHaapTa.

MpumeyaHue - B HacTosLen Tabnuvue NcnonbL30BaHoO cneaytoLlee ycrnoBHoe 0603Ha4YeHne cTeneHu
COOTBETCTBUA CTaHAapTa.

- IDT - naeHTU4YHbLIN cTaHaapT.
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ISO 5725-1

ISO 5725-2

ISO 5725-3

ISO 5725-4

ISO 5725-6

I1ISO 9000

BUBJINOIPA®UA

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

(ToyHoCTb (NpPaBUMNBHOCTL WM MPELM3NOHHOCTb) METOAOB W  pe3ynbraTtoB
namepeHuii. Yactb 1. OCHOBHbIE NOMNOXEHMSA 1 onpeaeneHus)

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

(TouyHOCTb (MpPaBWUNBHOCTL W MPELM3NOHHOCTb) METOAOB U pes3ynbraTtoB
namepeHnii. Yactb 2. OcCHOBHOWM MeTOA4 onpefeneHuss MNOBTOPSIEMOCTU WU
BOCMPOM3BOAMMOCTU CTaHAAPTHOIO MeToAa N3MEPEHUN)

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

(ToyHOCTb  (NPaBUNBHOCTE W NPELIM3NOHHOCTb) METOAOB U pe3ynbraToB
uamepeHni. Yactb 3. [lpomexyTodHble nokasaTenu MpPeLmM3noHHOCTH
CTaHOapTHOro MeToAda U3MEPEHUN)

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

(To4yHOCTb (MPaBWUNBHOCTb W MPELM3NOHHOCTb) METOAOB W pesynbTaTtoB
namepeHni. Yactb 4. OCHOBHble MeTOAbl OMNpeAeneHus NpaBUiIbHOCTU
CTaHOapTHOro MeTofa u3aMepeHni)

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

(ToyHoCTb (NMPaBUNBHOCTL W MPELM3NOHHOCTb) METOAOB W  pe3ynbraTtoB
naMepeHuii. Yactb 6. Vicnonb3oBaHne 3Ha4YeHWn TOYHOCTU Ha MPaKTUKe)

Quality management systems - Fundamentals and vocabulary
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ISO 9001

ISO 10012

ISO/IEC 12207

ISO 15189

ISO 15194

ISO/IEC 17011

ISO/IEC 17020

(Cuctembl MeHepkMeHTa kadecTBa. OCHOBHbIE MOMOXEHUS N CNOBapb)
Quality management systems - Requirements
(Cuctembl MeHepkMeHTa KadecTBa. TpeboBaHns)

Measurement management systems - Requirements for measurement
processes and measuring equipment

(Cnctembl MeHeQKMeHTa u3MepeHuin. TpeboBaHMA K NpoueccaMm U3MeEPEHUA 1
nameputensHomy o60pyaoBaHuio)

Systems and software engineering - Software life cycle processes

(MHopMaLUMOHHBIE TexHoNorun. Mpouecchl XXM3HEHHOTo LMKNa NporpamMmmHbIX
CpeacTs)

Medical laboratories - Requirements for quality and competence

(MeavumHckne naGopaTopun. CneuuwanbHble TpeboBaHUsi K KayecTBy W
KOMMETEHTHOCTN)

In vitro diagnostic medical devices - Measurement of quantities in samples of
biological origin - Requirements for certified reference materials and the content
of supporting documentation

(MepguumHckne wmsgenua anga in vitro-guarHocTuku. MamepeHne BenuyuH B
obpasuax OMonorM4yeckoro npoucxoxaeHus. TpeboBaHMs K aTTECTOBaHHbLIM
CTaHAapTHbIM 06pasLam 1 coaepkaHuio CoONPoOBOAUTENBHOW JOKYMEHTaLUmMn)

Conformity assessment - Requirements for accreditation bodies accrediting
conformity assessment bodies

(OueHka cootBeTcTBMA. O6Lime TpeboBaHWs K OpraHam MO akkpeauTauuu
OpraHoB Mo OLEeHKe COOTBETCTBUS)

Conformity assessment - Requirements for the operation of various types of
bodies performing inspection
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ISO/IEC 17021-1

ISO 17034

ISO/IEC 17043

ISO/IEC 17065

ISO 17511

ISO 19011

ISO 21748

(OueHka cootBeTcTBMs. OO6WMe TpeboBaHWs Kk paboTe pasnMYHbIX TUMOB
OpraHoB, NPOBOASLLMX MHCMEKLNN)

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

(OueHka cooTBeTcTBMA. TpeboBaHMA K opraHam, NPOBOAALMM ayaut W
cepTndmkaLmio cucteM MeHegxkmenTa. Yactb 1. TpebosaHus)

General requirements for the competence of reference material producers
(O6Lwme TpeboBaHMA K KOMNETEHLMM NPON3BOAMTENEN STANOHHBIX MaTepManoB)
Conformity assessment - General requirements for proficiency testing

(OueHka cooTBeTcTBMA. OCHOBHble TpeboBaHUA K NPOBEAEHMIO MNPOBEPKU
KBanudukawlmm)

Conformity assessment - Requirements for bodies certifying products,
processes and services

(OueHka cooTBeTCTBUA. TpeboBaHMA K OpraHam No cepTudmkaLmmn NpoayKumm,
NMPOLLECCOB 1 yCnyr)

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

(N3genua MeguuUMHCKME Ans AMArHOCTMKM in vitro. MsmMepeHvne BenuyvH B
Ouonormdeckux npobax. MeTpornormyeckass MPOCNEXNBAEMOCTb 3HAYEHWN,
npuUnMcaHHbIX KanubpaTopaM U KOHTPOMNbHLIM MaTepuanam)

Guidelines for auditing management systems
(PykoBogsiLLMe ykasaHusl NO ayauTy CUCTEM MEHEeIKMEHTA)

Guidance for the use of repeatability, reproducibility and trueness estimates in
measurement uncertainty evaluation
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ISO 31000

ISO Guide 30

ISO Guide 31

ISO Guide 33

ISO Guide 35

ISO Guide 80

ISO/IEC Guide 98-3

(CtaTuctuyeckme metoabl. PyKOBOACTBO MO WMCMOMb3OBAHUIO — OLEHOK
NMOBTOPSIEMOCTH,  BOCTIPOM3BOAUMOCTM M MPaBWUMbLHOCTM  MPU  OLIEHKE
HeonpeaeneHHOCTU N3MepPEHUIA)

Risk management - Guidelines
(MeHepxmeHT puckoB. PykoBoasiime ykaszaHums)
Reference materials - Selected terms and definitions

(CtanpapTtHble obpasubl. TepMUHbI 1 onpedeneHnsi, ucnonb3yemble B obnacTtu
CTaHOapTHbIX 06pasLoB)

Reference materials - Contents of certificates, labels and accompanying
documentation

(CtaHpgapTHble 06pasLbl. CogepxaHne cepTUdUKaToB (MNAcnopToB) U STUKETOK)
Reference materials - Good practice in using reference materials

(CtaHgoapTHble  obGpasubl.  YcTaHOBMBLUASICA ~ MpakTUka  NPUMEHEHWs!
CTaHAapTHbIX 06pasLoB)

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

(CtaHpapTHble obpasubl. O6LWKe 1 cTaTUCTUYECKME MPUHLMMBI cepTudmkaLmnm
(aTTecrauunm))

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

(PykoBogctBO NO BHYyTpurabopaToOpHOMY W3roTOBMEHWUIO MaTepuanoB Ans
KoHTpons kadecTtBa (MKK))

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

(HeonpepeneHHocTb u3amepeHuin. Yactb 3. PyKoBOACTBO MO  BbIpaXKEHMIO
HeonpeaeneHHOCTU N3MEPEHNS)

[okymeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro oHaa us 6onee 25 000 000 HOpMaTUBHO-NPABOBBIX Y HOPMATUBHO-TEXHUYECKUX LOKYMEHTOB


http://docs.cntd.ru/

FOCT ISO/IEC 17025-2019 Obwue TpeboBaHUS K KOMNETEHTHOCTM UCMbITaTENbHbIX U KanubpoBoyHbIX Nabopartopuii (MNepensgaque) Ctpanunua 36
FOCT om 15 urons 2019 2. Ne ISO/IEC 17025-2019

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

(HeonpepeneHHocTb  um3MepeHun. Yacte 4. Ponb  HeonpeneneHHoCTH
N3MEpEHNS B OLIEHKE COOTBETCTBUS)

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

(MorpelHoCcTb M3MepPEHUss MPU OLIEHKE COrnacoBaHHOCTUM [AEATEeNbHOCTU B
3MNEKTPOTEXHUYECKOM CEKTOpE)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 2
(CoBmecTHasa geknapauus BIPM, OIML, ILAC n ISO o meTponormuyeckon npocnexmsaemocTtn, 2011)

ILAC International Laboratory Accreditation Cooperation 3)

(MexxgyHapoaHas opraHM3auust No akkpeguTauumn nabopatopun)

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

(MexayHapoaHbIn crioBapb TEPMUHOB NO 3akoHogaTensHon meTponorum, 2013)

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

(OLJ,eHMBaHVIe OaHHbIX N3MepeHun. Ponb HeonpeaeneHHoCTn M3MepeHua B
OoueHKe COOTBeTCTBVIﬂ)

EEE/RM/062rev3, Eurachem4 The Selection and Use of Reference Materials

(Bbibop 1 ucnonb3oBaHue aTarioHHbIX MaTepuanos)

BIPM SI Brochure 5): The International System of Units (SI)

(Bpowtopa CU: MexayHapogHas cuctema egunmy, (CU), BIPM)
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2) http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO_joint_declaration_2011.pdf

3) http://ilac.org/
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4 https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf
5) http://www.bipm.org/en/publications/si-brochure/

(Hymepaums cHocok npvBeaeHa no opuruHany.)

YK 53.089.6+061.64(083.74)(476) MKC 03.120.20 IDT

KntoyeBble cnoga: GGCI'IpVICTpaCTHOCTb, npocnexmnBaemMocTb, KOMNETEHTHOCTb, KOH(bI/IJJ,GHLI,VIGJ'IbHOCTb,
cucrteMa MeHeg)KmeHTa
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