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MpeaucnoBue

EBpasuiickmin coBeT no craHgapTusaumm, metponoruu u ceptucdukauun (EACC) npeacrasnaet cobon
pernoHanbHoe obbeaMHeHWe HauMOHanbHbIX OpraHoB MO CTaHgapTusauum rocyaapcTs, Bxoaswux B Co-
apyxectBo HesaBucumbix [ocynapctB. B pganbHenem BO3MOXHO BcTynneHve B EACC HaumoHanbHbIX
OpraHoB No CTaHgapTU3auum Apyrux rocyaapcTs.

Llenn, ocHOBHblE NPUHLINMBI U1 OCHOBHOW MOPSAOK NpoBeAeHust paboT No MeXrocyaapCTBEHHOW CTaH-
naptmsaumm yctaHoBneHbl TOCT 1.0 «MexrocyaapcTBeHHasi cucteMa ctaHgaptnsaumm. OCHOBHbIE MOSO-
xenua» n FOCT 1.2 «MexrocygapcTBeHHasi cuctema craHgaptudauuun. CtaHaapThl MEXrocygapCTBEHHbIE,
npaeuna M pekoMeHZauumn Mo MeXrocygapCTBEHHOW cTaHaapTu3auuu. [paBuna paspaboTku, NPUHATUS,
OOHOBMEHNSA N OTMEHbI».

CBepneHunsa o cTaHpapTe
1 NOArOTOBJIEH pecnybnukaHckumM yHUTapHbIM npeanpuatnem «benopycckuin rocyaapCTBEHHbIV

LeHTp akkpegutaummn» (FocymapcTeeHHoe npeanpusaTue «BMLIA») Ha ocHoBe coBGCTBEHHOro nepesoda Ha
PYCCKUIA S13bIK @HITOA3bIYHOWM BEpCUMM cTaHAapTa, ykazaHHOro B NyHkTe 4

2 BHECEH lNocctangaptom Pecnybnukmn benapycb

3 MPUHAT EBpasuinckum coBeToM MO CTaHAapTM3auuu, METPOSIOrMK KU cepTudukaumm (NpoTOKONoM
oT 28 noHa 2019 r. Ne55-2019)

3a npuHATME cTaHaapTa NporosiocoBanu:

KpaTKoe HanMeHOoBaHne CTpaHbl KOJJ, CTpaHbI COKanJ,eHHoe HanMmeHoBaHune
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 HaLMOHANbHOIO opraHa no ctaHgapTusaumm

ApmeHus AM MuH3akoHOMUKKK Pecnybnnkm ApmeHus
Benapycb BY loccTangapt Pecny6nvku benapycb
KasaxcTaH Kz loccTangapt Pecnybnukmn KasaxcrtaH
Kblprbl3cTaH KG KblprelacTaHgapT
Poccus RU PoccTtangapt
TapxnkncrtaH TJ TapxukctaHgapT
Y36ekncTaH Uz Y3cTtaHgapT

4 Hactosawmn cTaHgapT WOeHTUYeH MexayHapogHomy ctaHgapty ISO/IEC 17025:2017 «O6wume
TpeboBaHNA K KOMNETEHTHOCTM UCNbITaTeNbHbIX U KanMbpoBoYHbIX Nabopatopuiny («General requirements
for the competence of testing and calibration laboratories», IDT).

B HacTosiLemM cTaHgapTe CnoBo customer nepeBeeHO Kak «3aKa3yvk» 1 NPUMEHSIETCA B Ka4ecTBe OOHOro
u3 3HadeHun TepMmuHa «notpebutenb» (cm. FTOCT P MCO 9000-2015 (nyHkT 3.2.4), CTB ISO 9000-2015
(nyHkT 3.2.4), NnockomnbKy, Kak npaBuno, nabopatopuv B3anMOAENCTBYIOT HENOCPEACTBEHHO C 3aKa3ynKOM
yCnyr no WUCMNbITaHWAM W KanubpoBKe, a He C KOHeYHbIM nonb3oBateneM. Kpome Toro, B MpakTuke
ocyLlecTBreHus: nabopaTopHON AeATENBHOCTU 0BLLEeYNOTPEOUTENBHBIM SIBMSIETCH CITOBO «3aKa3uymK».

MexagyHapoaHbii cTaHgapT pa3pabotaH Komutetom no oueHke cootBeTcTBust (CASCO) MexayHapoga-
HOW opraHu3auuu no craHgaptmsauum (ISO).

[Mpn NpMMEHEHWN HACTOSLLEro cTaHAapTa PEKOMEHAYETCA UCMOMb30BaTb BMECTO CChISTIOYHBIX MEXAY-
HapOAHbIX AOKYMEHTOB COOTBETCTBYHOLLUME UM MEXIOCyAapCTBEHHble CTaHAApTbl, CBEOEHUS O KOTOpPbIX
npuBeaeHbl B AONOMHUTENBHOM npunoxenun OA

5 BBAMEH NOCT NCO/M3K 17025-2009
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UHbopmayus o esedeHuu 8 Oelicmeue (npekpawieHuu delicmeusi) Hacmosiu,eao cmaHlapma u usme-
HeHul K HeMy Ha meppumopuu yKasaHHbIX ebllue 2ocydapcme mybnukyemcs 8 ykasamesisix HayuoHarbHbIX
(eocydapcmeeHHbIx) cmaHdapmos, u3dasaeMbix 8 amux 2ocydapcmeax, a makxe 8 cemu VMIHmepHem Ha
calimax coomeemcmeyuux HauUuoHasbHbIX (20cy0apCcmeeHHbIX) opaaHo8 o cmaHlapmu3ayuu.

B cniydae nepecmompa, U3MEHEHUsl uinu OmMeHbl Hacmosweso cmaHO0apma coomeemcmeyuwas
uHghopmayusi makxe bydem ornybriukoeaHa 8 cemu VIHmepHem Ha catme MexzaocyOapcmeeHH020 coge-
ma no cmaHdapmu3ayuu, Memposioauu U cepmucgukayuu 8 Kkamarsnoee «Mexzaocy0apcmeeHHble cmaH-
dapmbi»

UckniountenbHoe npaeso Od)I/ILI,I/IaJ'IbHOFO OI'Iy61'II/IKOBaHI/IF| HacTodLllero ctraHgapTa Ha TeppUTopun yka-
3aHHbIX Bbllle rocygapcts NpuHaanexXmt HaunoHarnbHbIM (FocyﬂapCTBeHHblM) OopraHam no ctaHaapTu3auunn
9TUX rocynapcTs.
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BBepeHue

HacTtoawun ctaHgapT paspaboTaH C Uenbi YKpenneHuss 4OBEpUst K OeATenbHOCTU nabopaTtopui.
B HacTosilleM cTangapTe copepxatcs TpeboBaHust k nabopaTtopusm, BbIMONIHEHNE KOTOPLIX NO3BOMMUT UM
NpPOAEMOHCTPMPOBATL KOMMETEHTHOCTbL M CMOCOBHOCTL NONyYaTb AOCTOBEPHLIE pe3ynbTaThl. JlabopaTopum,
KOTOpble COOTBETCTBYIOT TPEOOBaHNAM HACTOSILLErO CTaHAapTa, Tawkke OyayT B Lenom yHKLMOHMPOBATb
B COOTBETCTBUM C npuHumnamm ISO 9001.

CornacHo TpeboBaHMsAM HacTosLLEro cTaHgapTa nabopatopust AOMmKHA NNaHNPoBaTh M OCYLLECTBNSATb
AENCTBUS MO YMNPaBMEHNIO PUCKaMMU Y BO3MOXHOCTSMU. YNpaBfieHne puckaMm U BO3MOXHOCTSIMU CO3faeT
OCHOBY A1 NOBbILIEHUS pe3yNbTaTUBHOCTU CUCTEMbI MEHEKMEHTA, OOCTWKEHUS! NMyYLIMX pe3ynbTaToB U
npeaoTBpaLLeHns HeraTMBHbIX NocrneacTeuii. JlabopaTtopusi HeceT OTBETCTBEHHOCTb 3a NPUHATUE peLLeHns
0 TOM, KaKue pUckM 1 BO3MOXXHOCTM HEOBX0AMMO paccMaTpuBaThb.

Mcnonb3oBaHue HaCTosALEro cTaHgapTa YNnpoCcTUT COTPYAHMYECTBO Mexay nabopaTopusimmu u Apyrumm
opraHamu 1 NomMoXeT B 0OMeHe MHopMaLuUnen 1 OMbITOM, a TakkKe B rapMOHM3aLUN CTaHOapTOB M npoLe-
ayp. MNMpusHaHue pesynbTaToB NabopaToOpHON AEATENbHOCTM MEXAY CTpaHaMu yrnpoliaeTtcs, ecnu nabopa-
TOPUM COOTBETCTBYHOT TPEOOBaAHMAM HaCTOsLLEro cTaHgapTa.

B HacTosiLem cTanaapTe UCMNonb3yoTcs crieaytowmne rnaronbHble opMbi:

- «QoImKeH» — obo3Ha4vaeT TpeboBaHue;

- «crnepyeT» — 0603Ha4YaeT pekoMeHaaAUMI;

- «MOXeT» — 0b03HayaeT paspeLleHue;

- «CnocobeH» — 0bo3HaYaeT BO3MOXHOCTb.

Bonee noapobHyto nHdopmaumo MmoxHo Hantu B dupektusax MCO/MOBK, YacTb 2.

[nsa uenen nccnenoBaHust NONb30BaTENsSIM PEKOMEHAYETCS AENUTbLCA CBOUM BUOAEHWEM HACTOSILLErO
cTaHgapTa U NPeanoXeHNsiMM No BHECEHWIO U3MEHEHWUI B NocneayoLwme nsgadus. Ytobbl NpuHSATL ydactue
B OHIanH-onpoce, Heob6xoaMMo NPONTM No cebinke: https://www.surveymonkey.com/r/6MQ95ZC.

VI
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MEXTITOCYOAPCTBEHHbBIUAU CTAHAOAPT

OBLUME TPEBOBAHUA K KOMINETEHTHOCTU UCTBITATEJIbHbIX
WU KANTMBPOBOYHbIX JTABOPATOPUA

General requirements for the competence
of testing and calibration laboratories

[daTta BBegeHus

1 O6nacTb NnpuMeHeHus

HacTtoswmin ctaHgapT yctaHaBnuBaeT obline TpeGoBaHUSI K KOMMNETEHTHOCTU, GecnpucTpacTHOCTU U
cTabunbHOMY (YHKLIMOHMPOBaHUIO NabopaTopuii.

HacTtoswmit cTaHaapT NpuUMeHMM KO BCEM OpraHu3auusiM, 3aHMMaloLLMMcs NnabopaTopHon AesTenbHo-
CTbl0, HE3ABNCMMO OT YMCIIEHHOCTM NepcoHana.

3akasunkm nabopaTopuid, perynupytoLe opraHbl, OpraHM3aumnm U CXembl, UCMOSb3YIoLWNE NapuUTETHYIO
OLIEHKY, OpraHbl MO aKKpeauTauuu, a Takke Opyrme CTOPOHbI MPUMEHSIIOT HacTOAWMIA cTaHaapT Npu nog-
TBEPXKAEHUW UK NMPU3HaHUM KOMNETEHTHOCTM NabopaTopuii.

2 HopmaTuBHbIe CCbINIKU

[nsi npumeHeHns HacTosiLLero ctTaHaapTa HeoOXoAMMbI CreayoLmne CCbINIoYHbIE JOKYMEHThI. [Ana aatu-
POBaHHbIX CCbINIOK NMPUMEHSIIOT TONbKO YKa3aHHOe u3faHue CCbITIOYHOro AOKYMEHTa, ANs HegaTUpOBaHHbIX
CCbINIOK MPUMEHSIOT NOCNEAHEE U3AHME CCbINTOYHOrO IOKYMEHTa (BKMOYas BCE €ro N3MEHEHNS).

ISO/IEC Guide 99, International vocabulary of metrology — Basic and general concepts and associated
terms (VIM) (MexxgyHapoaHbii cnoBapb no MeTporiorin. OCHOBHbIE 1 O6LLMe NOHATUSA 1 COOTBETCTBYHOLLME
TepMuHbl (VIM))

ISO/IEC 17000, Conformity assessment — Vocabulary and general principles (OueHka cooTBeTCTBUS.
CnoBapb 1 0bLwue npuHLMNbI)

3 TepMuHbI 1 onpegeneHus

B HacToswem ctaHgapTe npumMeHeHbl TepmuHbl no ISO/IEC Guide 99 un ISO/IEC 17000, a Takke cne-
AytoLme TepMUHbI C COOTBETCTBYIOLLUMU OnpedeneHnsaMu.

ISO un IEC nogaepxmBatoT TepMuHonorudeckne 6asbl AaHHbIX 4518 UCNOoNb3oBaHWs B obnactu craHaap-
TM3auuu, KOTopble OOCTYMNHbI MO CAEAYOWNM CCbIIKaM:

- oHnanH-nnatgpopma ISO ana nomncka AocTynHa No cebinke: http://www.iso.org/obp;

- anekTponeaus |IEC: goctynHa no ceeinke: http://www.electropedia.org/

3.1 6ecnpucrtpactHocTb (impartiality): Hanvume o6bekTMBHOCTW.

M pnmeyvyaHune 1 — OOGBEKTMBHOCTb O3HAYaET, YTO OTCYTCTBYIOT KOHCbJ'IVIKTbI MHTEepPEeCOB UM OHU pa3peLlarTca
Takum obpasom, YTO He OKa3bIBAOT HEFATUBHOIO BIIMSIHWS HA NOCHeaYLLY0 AesTenbHOCTb nabopatopum (3.6).

MpnumevyaHune 2 — [pyrumn TEpMUHAMKU, UCTIONBb3YEMBIMU NPY Nepefade CyTu cocTaBnsawmx Gecnpucrpact-
HOCTH, ABNAKTCA «OTCYyTCTBUE KOHCbJ'IVIKTOB MHTEepecoB», «OTCYTCTBME NpPenB3ATOCTU», KOTCYTCTBME npe/:ly6e>|q:leHvu7|»,
«HeﬁTpaJ‘IVITeT», «cnpaBeanmBOCTb», «KOTKPbITOCTbY, <(O6'beKTVIBHOCTb», «OTCTPAHEHHOCTb» N «NapUTET».

[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, n1amMeHeHO — B NpuMedaHun 1 crnoea «opraHa no ceptndu-
Kauum» 3aMeHeHbl Ha «nabopatopumny, B IPUMEYaHnn 2 CroBO «HE3aBUCUMOCTb» UCKIIOYEHO U3 cnncka.]

3.2 xanoba; npemeH3us (complaint): BelpaxeHne Heya0oBNeTBOPEHHOCTM NOObIM MLOM U OpraHun-
3aumert B oTHowweHun nabopatopum (3.6), kacatoLeecsa AeaTenbHOCTU UK pesynbTaToB 3Tou nabopartopuu,
Mo KOTOPOMY OXMaaeTcs OTBET.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, 1aMeHeHO — CrloBa «B OTNMYME OT anennauumn» Bbinm UCKo-
YeHbl, a CNoBa «OpraH Mo OLeHKe COOTBETCTBMSA UMM OpraH No akkpeauTauum, OTHOCALUMIACA K AeATerbHO-
CTU 3TOro opraHa» ObinNy 3amMeHeHbl crnoBamu «nabopaTopuu, KacaroLlencs AeaTenbHOCTU UNn pe3ynbTaToB
aTon nabopatopum».]

U3paHue ocmumanbHoe
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3.3 mexxnabopaTtopHoe cnuyeHue (interlaboratory comparison): OpraHnsanms, BbINOMHEHNE U OLIEHU-
BaHMEe U3MEPEHWI UMW UCTbITAHWIA OOHOTO U TOFO XKEe WUIM HECKONbKUX NofgobHbIX 0O6pa3LoB AByMs unu 6o-
nee nabopaTtopusaMM B COOTBETCTBUUN C 3apaHee YCTaHOBMEHHbIMW YCIOBUSAMMU.

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

3.4 BHyTpunabopaTtopHoe cnu4veHue (intralaboratory comparison): OpraHusauusi, BbINOMHEHWE WU
OLEHMBaHNE N3MEPEHNA NN UCNBbITAHUA OOHOrO M TOrO Xe MIM HEeCKONbKnx nogobHbix obpa3uoB B npege-
nax ogHon nabopaTopuu (3.6) B COOTBETCTBUM C 3apaHee YCTaHOBIEHHLIMU YCITOBUSIMU.

3.5 npoBepka kBanudmkauum (proficiency testing): OueHnBaHne xapakTepucTnkM PyHKLMOHUPOBAHMS
yyacTHVKa MO 3apaHee YCTaHOBMEHHBIM KPUTEPUSIM MOCPEACTBOM MeXIiabopaTopHbIX crideHui (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, I3aMeHeHO — ydarneHbl NpUMeYaHuns K NyHKTY.]

3.6 nabopatopums (laboratory): OpraH, KOTOpPbIA OCYLLECTBNSAET OAMH UMM HECKOIbKO M3 CrefyroLmx
BWAOB OEATENbHOCTHU:

- NCMbITAHUS;

- KanMbpoBKa;

- oTOop 06pasuoB, CBA3AHHLIN C NOCHEAYOLWNMN UCMILITAaHNAMU U KarnnmbpoBKOW.

M punMmedyaHune 1 — B KOHTekcTe HacTodAlero ctaHgapta noHATue «na6opaTopHaﬂ AedATeriIbHOCTb» OTHOCUTCA
K TpeM BbllleyKa3aHHbIM BUaaM OeATerIbHOCTU.

3.7 npaBuno npuHATUMA pelweHusa (decision rule): MNMpaBuno, KOTOpPOe OMUCLIBAET, KaK y4nTbiBaETCSH
HeonpeaeneHHOCTb U3MEPEHUI NMPU MPUHSATUN PELLEHUS O COOTBETCTBMMN YCTaHOBNEHHOMY TpeboBaHuIo.
3.8 Bepudmkaums (verification): MNpegocrtaBneHne o6GBHEKTUBHBIX CBUOETENBCTB TOr0, YTO AAHHbLIA 00b-

€KT COOTBETCTBYET YCTAHOBIIEHHbIM TPeBOBaHUAM.

lMpumepbi

1 lNoOmeepxxdeHue Mo20, YmMo OaHHbLIlU cmaHOapmHbIli o6pa3ey siesisiemcsl, KaK 3asi8/1eHO, 0OHOPOOHbIM
011 3Ha4YeHUs1 eeslUMUHbLI U coomeemcmeyrouwieli Memoduku usmepeHul, ernnoms o obpa3ya maccol 10 me.

2 [TodmeepxOdeHue Mo20, YMO 3KCMyamayuoHHbIe XapaKkmepucmuku usMepumesibHolU cucmemMbl unu 3a-
KoHOOamernbHble mpe6oeaHusi K Heli CO6/1H00eHbl.

3 ModmeepxdeHue mozo, Ymo moxxem 6bimb docmuzHyma yesieeasi HeorpedesieHHOCMb U3MepeHUU.

Mpnumevanune 1 — Korga npyumeHnmo, criegyeT yunuTbiBaTb HEONPEAENEHHOCTb U3MEPEHNIA.

MpnmeyvyaHme 2 — OBBLEKTOM MOXET ObITb, HANPUMEP, NPOLECC, METOAMKA N3MEPEHUs, MaTepuar, BeLLeCcTBO
UNN U3MepuTernbHas cuctema.

MpumeyvyaHune 3 — YcraHoBneHHble TpeboBaHMA MOTyT 3aKno4aThbCs, HanpumMep, B cobnogeHun cneundmka-
Lun Npou3BoauTensi.

MpnumeyvyaHmne 4 — B 3akoHogaTenbHOM METPONOrnuK, Kak aTo onpegeneHo B VIML, n npu oueHke cOOTBETCTBUSA
B Llernom Bepudukaums OTHOCUTCA K MCCIEQ0BaHMIO U KMENMEHUI0 n/unn Bblgave CBUAETENbCTBA O NOBEPKE U3MEpU-
TEnbHOW CUCTEMBI.

MpumeuvaHne 5— lNoBepky He cnegyeT nyTaTe C KannbpoBkol. He kaxaas BepudumKkauus saenseTcs Banuaa-
uuen (3.9).

MpumeyvyaHune 6 — B xvumumn Bepudmkauus naeHTUYHOCTN paccMmaTpuBaeMoro obbekTa unm peakumm tpebyet
OnncaHns CTPYKTYPbl UMM CBONCTB 3TOro 06beKTa Unv peaxkumu.

[MCTOYHUK: ISO/IEC Guide 99:2007, 2.44]
3.9 Banuaaumsa (validation): Bepudukauusa (3.8), npn KOTopon ycTaHOBNEHHbIE TpeboBaHUS CBA3aHbI
C npegnornaraeMbsiM UCNOMb30BaHNEM.

Mpumep — Memoduka u3mepeHusi, 06bIYHO ucnosib3yeMasi Osi1 U3MepeHUsl Maccoeoli KOHUeHmpayuu
aszoma e eode, Moxem 6bImb eanuduposaHa Makxe OJisi U3MepPeHUs1 Maccoeoli KOHUeHmpayuu a3oma e cbleo-
POMmKe Kpoeu 4Yyesloeeka.

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

4 Obwme TpeboBaHUA

4.1 BecnpucTpacTHOCTb

4.1.1 NNabGopaTopHas OeATEeNbHOCTb OOMKHA OCYLLECTBNAATLCA 6EeCnpUCTPaCcTHO, a Takke CTPYKTypUpo-
BaTbCs M YNpaBnATbCs Takum obpasom, 4tobbl obecneumBaTb 6eCnpUCTPACTHOCTD.

4.1.2 PykoBoacTeo nabopatopum JOMKHO NpuHATL obs3aTenscTBa no 6ecnpmcTpacTHOCTY.

4.1.3 JlabopaTtopus oomkHa HeCTM OTBETCTBEHHOCTb 3a BECNpPUCTPacTHOCTL CBOEN nabopaTopHon aes-
TENbHOCTM U He [OOIMKHa JonyckaTb KOMMepYeckoe, (hMHaHCOBOE MM MHOE AaBrieHue, cTasslee Gecnpu-
CTPaCTHOCTb Nof yrpoasy.

4.1.4 Jlabopartopus AormkHa MOAEHTUULMPOBATb PUCKN AN CBOen 6eCcrnpucTpacTHOCTM Ha NOCTOAHHOM
OCHOBE. OTO JOMKHO BKITHYaTb PUCKU, KOTOPbIE BO3HUKAIOT B MpoLEcce ee AeSATENbHOCTU, B pe3ynbTaTe ee
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OTHOLLEHWI UM OTHOLLEHWI ee nepcoHana. Bmecte ¢ Tem Takme OTHOLLEHMS He 06A3aTensHO NPeacTaBnaloT
cobon puck gns 6ecnpuctpactHocTu nabopaTtopum.

MpumeyvyaHune — OTHOWEHUSA, KOTOPbIE YIPOXAKOT GECNPUCTPACTHOCTU TabopaTopun, MOryT OCHOBBLIBaTbLCA Ha
npaBe cCOOCTBEHHOCTM, yNpaBIeHNM, PyKOBOACTBE, NepcoHarne, obLwmx pecypcax, dMHaHcax, 4OroBopax, MapKeTuHre (BKIto-
Yasd 6p3H,£|,VIHF) M KOMUCCUOHHDbIX BbiNyiatax Uin Ha pyrmx suaax CtTumynmpoBaHna B OTHOLLEHUN HOBbIX 3aKa34nMKoB U T. M.

4.1.5 lMpun obHapyxeHnn pucka gnst becnpuctpactHocTn nabopartopus gOmkHa ObITb B COCTOSAHUM NPO-
OEMOHCTPUPOBATb TO, KaK OHa YCTPAHSIET UM MUHUMU3UPYET TaKOW PUCK.

4.2 KoHdmpeHUunanbLHOCTb

4.2.1 JlabopaTtopusi JOJKHA Ha OCHOBE OPUAMYECKN 3HAYMMbIX 00513aTENbCTB HECTU OTBETCTBEHHOCTb
3a ynpaBreHue Bcen nHdopmaumen, NoCTynMBLLEN U3BHE MUITN MOSTyYEHHOW B NMpoLEecce BbIMOSIHEHMS nabo-
paTopHou geatensHocTu. JlabopaTtopusa gomkHa 3apaHee MHOPMUPOBATL 3akasunka o6 nHdopmalmm, Ko-
TOPYIO OHa HamepeHa pa3mecTuTb B cBobogHoM goctyne. VcknioveHne coctaBnseT uHdopmaums, kotopas
CTaHoBMTCA 0OLeoCTYNHON MO pelleHnto 3akasymka nnubo no cornacoBaHuio Mexay nabopatopuen u 3a-
Kasunkom (Hanpumep, C Lenbio pearmpoBaHus Ha Xanobbl). Bca uHas nHpopmauus cumtaeTca npeacras-
NALLEen KOMMEPYECKYIO TalHy 1 AOMMKHa paccMaTpmMBaTbCH B KayecTBe KOHbuaeHUnansHON.

4.2.2 Ecnn B COOTBETCTBUM C 3aKOHOAATENbCTBOM WM AOrOBOPHLIMU OTHOLIEHUSMK nabopaTtopus
OOMKHa packpbITb KOHPMAEHUMANbHYI0 MHOPMaLmnio, OHa AOoMkHa YBEAOMUTL 3aKasduka UM UHOe 3aviH-
TepecoBaHHOE NULO O PacKpbITOM MHOpMaLWK, B Criydae ecriv 3To He 3arnpeLLeHo 3aKoHOAAaTENbLCTBOM.

4.2.3 VIHdopmaums 0 3akasuuke, NOfyYyeHHas He OT CaMOoro 3akasuuka (Hanpumep, nuua, HanpasuBLLEro
XanoOy, perynupyroLLMX OpraHoB), AOMMKHa ObiTb KOHUOEHUMANBLHON MEXAY 3aKka3ynukoM 1 nabopaTtopuen.
CBefeHunst 0 nocTaBLUUKE (MCTOYHUKE) 3TOW MHAOPMaLmMM OOMKHbI ObITb KOHMAEHUMAnNbHbIMKU AN nabdopato-
pYM N HE OOIMKHbI NepeaaBaTbCs €€ 3aKa3uymKy, eCrv 3TO HE COMMacoBaHO C UCTOYHMKOM AaHHOW MHAOpMaLmK.

4.2.4 TepcoHan, BkntoYas mnobbiX YreHOB KOMUTETOB, NOAPAAYMKOB, MEPCOHaN BHELUHWX OPraHoB MIu
OTOEnNbHbIX NUU, AENCTBYIOWMX OT MMeHM nabopaTtopun, JOImkeH cobnogate KOHUOEHUMansHOCTbL BCEW
MHOpMaLUK, NONMy4YEHHON UM CO30AaHHOM B XO4€ BbIMOMHEHUS NTabopaToOpHOW OEATENbHOCTU, 3a MCKIH-
YeHVeM criyyaeB, NpeayCMOTPEHHbIX 3aKOHOA4ATENbCTBOM.

5 Tpeb6oBaHus K CTPYKType

5.1 J'Ia6opaTopM;| AOIKHa BbITb ropngn4ecknumMm nmuom mnm nogpasaeneHnemMm ropmngn4eckoro nmda, Ko-
TOpOe HeceT ropuagn4eckyro OTBETCTBEHHOCTb 3a €€ AEeATEJIbHOCTb.

MpnmevyaHne — [na uenen HacTosILLEro ctaHaapTa npaBUTENbCTBEHHAsA na6opaTopMﬂ cyuTaeTca ropungnye-
CKMM NMNLIOM Ha OCHOBE €€ NpaBuUTesNibCTBEHHOro ctatyca.

5.2 Nabopatopusa O0mKHa onpeaenuTb PYKOBOACTBO, KOTOPOE HECET MOJSHY OTBETCTBEHHOCTb 3a Nna-
GopaTopuito.

5.3 NabopaTopusa gosmkHa onpefennuTb U OOKYMEHTUpoBaTh 06nacTb nabopaTopHOW OesTEeNbHOCTH,
npun OCYyLLIECTBIIEHMN KOTOPOW OHa COOTBETCTBYET HacTosLeMy craHaapTy. ObnacTb, B OTHOLLUEHUM KOTOPOWN
nabopaTtopus 3asiBNSET O COOTBETCTBUM HACTOSALLEMY CTaHAAPTY, HE JOJPKHA BKIOYaTh nabopaTtopHyo ge-
ATENbHOCTb, OCYLLECTBIISEMYIO HA MOCTOSIHHOW OCHOBE BHELLUHUMW MOCTaBLUUKaMMU.

5.4 Jlabopatopus OOMmKHa OCYLLIECTBNATb CBOK AEATENbHOCTb TakuM obpasom, 4Tobbl COOTBETCTBO-
BaTb TpeboBaHMSAM HaCTOALEro CtaHgapTa, CBOMX 3aKa3yMKOB, PEryrvpyloLlimMx OpraHoB M OpraHv3auum,
obecneunBaroLLmMxX Npu3dHaHue. JlabopaTopusa OOmMKHA HECTM OTBETCTBEHHOCTb 3a AEATENbHOCTb, OCYLLECTB-
nsiemMyto BO BCEX MeCTax ee MOCTOSHHOro pasMmeLleHusl, BHE MECT ee MOCTOSIHHOrO pasMeLLeHusl, Ha Bpe-
MEHHbIX UNn nepeaBvXKHbIX nNnowanax n Ha obbekTax 3akasyuka.

5.5 JlTabopatopusa gomxHa:

a) onpenenqTb OpraHM3auUMOHHYIO U yNpaBrieHYeckylo CTPYKTypy nabopaTtopun, ee MecTo B rOfloBHOM
opraHv3auum 1 B3auMoCBSI3N MexXay ynpaBleHYeCKMMM, TEXHUYECKMMM U BCIOMOTraTenbHbIMKU Cryx6amu;

b) yctaHOBWTb OTBETCTBEHHOCTb, MOSIHOMOYUS M B3aMMOOTHOLUEHMSI BCEX COTPYAHMKOB, 3aHATbLIX
B yNpaBneHun, BbIMOSTHEHUN NN MPOBEpPKE paboT, BANSIOWLMX Ha pe3yrnbTaThbl NabopaTopHOW OeATENbHOCTY;

C) OOKYMEHTMpPOBaTb CBOW Mpoueaypbl B o6beme, Heobxogumom Ans obecneyeHus ctabunbHOro ocy-
LLIECTBINEHMS CBOEN AEATENBHOCTU N AOCTOBEPHOCTU PE3yNibTaToB.

5.6 Jlabopatopusa gormkHa UMETb NepcoHari, KOTOpbI, HE3aBUCUMO OT Apyrnx obs3aHHOCTEN, umeeT
MOMIHOMOYMS U pecypcbl, HEOOXOAMMbIE ANS BbINOMHEHUSA CBOUX 06513aHHOCTEN, B TOM YUCTiE:

a) BHeApeHue, nogaepXaHue 1 COBEPLUEHCTBOBAHNE CUCTEMbI MEHEKMEHTA;

b) BbISiBNEHNE OTKNOHEHMI OT CUCTEMbI MEHEPKMEHTA UM OT npoueayp AMs ocylecTBneHnsa nabopa-
TOPHOW AeATeNbHOCTY;

C) MHULMUPOBaHKE Mep NO NPEeAOTBPALLEHUIO UM MUHUMU3ALIMMN TakUX OTKITOHEHWN;
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d) npeacraeneHe pykoBOACTBY flabopaTopum OTYETOB O (DYHKLMOHUPOBAHMM CUCTEMbI MEHEMXKMEHTA
N HeOBXOAMMOCTM e€ yryuLlEeHUs;

e) obecrneyeHne pe3ynbTaTUBHOCTM NabopaTopHOW AeATENBHOCTH.

5.7 PykoBoacTtBo nabopatopumn gOMmMKHO obecneunTsb:

a) obmeH MHdopMaumen o pe3ynbTaTUBHOCTU CUCTEMbI MEHEOXXMEHTa U BaXXHOCTWU YOOBMETBOPEHMUS
TpeboBaHuMn 3aKka3vmKoB 1 Apyrnx TpeboBaHun;

b) COoxXxpaHeHune UeNoCTHOCTN CUCTEMbI MEHEPKMEHTAa Npu niaHMpoBaHn 1 BHECEHUN M3MEHEHUN B Hee.

6 TpeboBaHuA K pecypcam

6.1 Obwwue TpeboBaHUA

J'Ia60paTop|/|;| AOJIKHa pacnojiaratb nepcoHariom, nomMmeweHnamMu, OGOpyD,OBaHVIeM, cucreMmamm um
BCnomMoraTtesibHbIMA CJ'IY)KGaMI/I, HeobxoaMMbIMK OIS ynpasrieHuA na60paTopH017| AOeATeNbHOCTbIO N OANA ee
OCyLLeCTBIIEHUA.

6.2 NepcoHan

6.2.1 Becb nepcoHan nabopaTopuu, kak MOCTOSAHHbIN, TaK U NPUBIEKAEMbIA, KOTOPLIA MOXET MOBINSATH
Ha OesTenbHOCTb NabopaTopuu, OOSKEH AeWCTBOBaTb OecnpucTpacTHO, ObiTb KOMMNETEHTHLIM U OOSHKEH
paboTaTb B COOTBETCTBUM C CUCTEMON MEHEMXXMeHTa nadopatopun.

6.2.2 JlabopaTopus gormkHa JOKYMEHTUMpOoBaTh TpeboBaHNS K KOMNETEHTHOCTU NepcoHarna Anst Kaxaomn
YHKUMM, BUSAIOLLEN HA pe3ynbTaTbl NabopaTopHOWM OeATENbHOCTU, B TOM Yucrne TpeboBaHnst k obpa3oBa-
HMIO, KBanudukaumm, NnpodeccMoHanbHOM NOAroTOBKE, TEXHUYECKUM 3HAHWUSIM, HaBbIKaM, OMbITY.

6.2.3 JlabopaTtopusa gomkHa rapaHTMpoBaTtb, YTO nepcoHan obnagaeT KOMNETEHTHOCTbIO Afs BbINosi-
HeHVs nabopaTopHON AeATenbHOCTW, 33 KOTOPYK OH HECET OTBETCTBEHHOCTb, M AMS OLEHKM 3HAYMMOCTU
OTKIOHEHWI.

6.2.4 PykoBoactBo nabopatopun OOMKHO OOBECTU OO KaXAOro COTpyAHMKa ero 06s3aHHOCTU, OTBET-
CTBEHHOCTb M NMOSIHOMOYUSI.

6.2.5 JlaBopaTopus gomkHa nmeTb npoueaypy (bl) U BECTM 3anucu no:

a) onpegeneHuto TpeboBaHWA K KOMNETEHTHOCTMU;

b) noabopy nepcoHana;

C) NOAroTOBKe NepcoHana;

d) HabnogeHMo 3a NepcoHanom;

€) HageneHuo nepcoHana NnosIHOMOYUSMU;

f) MOHMTOPUHIY KOMMETEHTHOCTWN NepcoHana.

6.2.6 JlabopaTopusi AOIMKHA YNOJTHOMOYNTL NEPCOHAI Ha BbIMOMHEHNE KOHKPETHOW flabopaTopHOn aes-
TENbHOCTK, BKIOYas (HO HE OrpaHUYMBAasCh) crieqytoLlee:

a) pa3paboTky, u3mMeHeHne, BepudurkaLmio 1 Banugauunio MeToaos;

b) aHann3 pe3ynbTaToB, B TOM YMCrie 3asiBNIEHUI O COOTBETCTBUM UITU MHEHUI N MHTEpPNpeTaLuii;

C) NOArOTOBKY OTYETOB O pe3ysfibTaTax, X NPOBEPKY U YTBEPXKAEHNE.

6.3 MNomeleHns 1 ycnoBus okpyxatolien cpeabl

6.3.1 lNMomeLLeHMa 1 yCnoBust OKpY>KaloLEen cpeabl OOIMKHbI ObiTb MPUrogHbIMU ANsi OCYLLIECTBEHMUS
nabopaTopHoW AeATernbHOCTU M He OOMKHbl OKa3blBaTb HEraTMBHOE BrMSIHWE Ha JOCTOBEPHOCTb Nony4vae-
MbIX pe3ynbTaToB.

N pnmevYyaHne — BO3/J,el7ICTBVIFI, KOTOpPbl€ MOryT HEraTMBHO BJTUATb HAa JOCTOBEPHOCTb Pe3ynbTaToB, BKIHO4YAKOT
(HO He OFpaHM‘-IMBaIOTCﬂ) cnepywuime: MVIKpOGI/IOJ'IOFVI‘-IeCKOG 3arpa3HeHue, Nblfb, 3N1EKTPOMarHMTHbie NnoMexu, nany4de-
HWe, BMaXHOCTb, anekTpocHabxeHvne, TemnepaTtypa, WwyM u Bubpauus.

6.3.2 TpeboBaHus, NpeabsBAseMble K MOMELLEHMAM M YCIOBUSM OKpY>KatoLen cpefpbl, Heo6XoanMbIM
Ans ocyLecTBneHnsa nabopaTopHON AeATENbHOCTU, OOMKHbI ObITb AOKYMEHTUPOBAHDI.

6.3.3 JlabopaTopusi JOSmKHA OCYLLECTBMSATb MOHUTOPWUHI YCIIOBUI OKPYXXaloLen cpedbl, ynpaBrieHne
UMW N UX PErMcTpaumio B COOTBETCTBMM C TEXHUYECKMMM TpeboBaHMsaMM, MeToAaMu U MeToaukammn unu
B Cryyasix, KOrga OHu BMMSIIOT Ha JOCTOBEPHOCTb pPe3yrbTaToB.

6.3.4 Mepbl No ynpaBneHno NOMeLLeHUaIMU AOMKHbl BbiTb BHEAPEHbI, NOABEpraTbCd MOHUTOPUHIY U
neprvoau4eckomy nepecMoTpy W BKMNoYaTb (HO HE OrpaHnMYMBaTbhCA) criegyloLee:

a) 4OCTYM U NCNOSb30BaHNE YYacTKOB, OKa3blBaOLLMX BIMAHUE Ha NabopaToOpHYO AeATENbHOCTb;

b) npepoTBpalLeHMe 3arpsa3HEHWI, B3aUMHOIO BNMUAHUSA Unn HebnaronpusTHbIX BO34eNCTBUIA Ha nabo-
paTopHYIO AEATENBHOCTD;
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c) athbdbeKTUBHOE pasrpaHnyeHne 30H, B KOTOPbIX NPOBOAWUTCH HecoBMecTMmasi nabopatopHas aes-
TenbHOCTb.

6.3.5 MNpw ocyLwecTeneHMn nabopatopuen OeaTenbHOCT Ha 06beKTax, HaxOAsALWMUXCA BHE ee NOCTOSH-
HOTO ynpaBreHusi, oHa JOImkHa oGecrneynTb COOTBETCTBME MOMELLEHUA M YCIOBUI OKpyXatoLlen cpepbl
TpebGoBaHUSIM HACTOSILLIEro CTaHaapTa.

6.4 O6opypoBaHue

6.4.1 Nlabopatopusa gomkHa MMeTb O0CTyn K obopyaoBaHMIO (BKMHOYas, HO HE OrpaHM4YMBasicb, cpen-
CTBa M3MEPEHUs, NporpamMmmHoe obecneveHune, aTanoHbl, CTaH4apTHble 06pasubl, CNpaBoYHbIE AaHHbIE, pe-
aKkTMBbl, pacxofHble Matepuanbl Uiy BCroMoraTernbHble YCTPOWCTBA), KOTOpoe Heobxoanmo Ans Hagnexa-
LLIEro ocyLecTBNeHMs nabopaTopHON AEATENBHOCTU N KOTOPOE MOXET NOBNUSATL HA ee pe3ynbTaThl.

Mpumeyvyanme 1 — CywecTByeT MHOXECTBO HasBaHWW ANA CTaHO4APTHbIX 06pasuoB U cepTUdULMPOBAHHBLIX
CTaHAapTHbIX 06pas3LoB, Hanpumep 3TanoHbl, KaNnMBPOBOYHbIE 3TamNOHbI, CTaHAapTHbIe obpasubl, KOHTPOmNbHbLIE obpas-
ubl. B ISO 17034 npvBegeHa gononHUTENbHasa MHopMaLmsa O NPOM3BOANTENAX CTaHAapTHbIX obpasuos (RMP). Mpo-
n3BOAMTENW CTaHAAPTHbIX 06pa3uoB, COOTBETCTBYIOLWMX TpeboBaHuam ISO 17034, cumTtaroTcs komneTeHTHbiMKU. CTaH-
AapTHble 00pasupl OT npou3BoauTenen, cooTeBeTcTBylowme TpeboaHuam ISO 17034, nocTtaBnslTcA C nacrop-
ToM/cepTUUKaTOM, KOTOPLIN ONpeaensieT cpean NPoYNX XapaKTepUCTUK OOHOPOAHOCTb M CTabunbHOCTb ANSA yKasaH-
HbIX CBOWCTB, a ANsl CEPTUMULMPOBAHHbLIX CTaHAApPTHbIX 06pa3LoB — yka3aHHble CBOWCTBA C CEPTUULUPOBaAHHBLIMA
3HaYEHUSIMU, X HEONPELENEHHOCTb U3MEPEHNIA U METPONOTMYECKYH MPOCIEXMBAEMOCTD.

MpumevyaHune 2 — B ISO Guide 33 gaHbl pekomeHaaLMmM No BbIOOPY U UCMONBb30BAHMIO CTaHAAPTHBIX 0OPa3LoB.
B ISO Guide 80 npvBeageHbl ykasaHuns no M3roToBrieHno obpasLoB, MPUMEHSIEMbIX AN BHYTPEHHEro KOHTPONS KayecTsa.

6.4.2 B Tex cny4asx, korga nabopatopus ncnonb3yeT obopynoBaHMe, Haxo4sLeecs BHE 30HbI ee Mo-
CTOSIHHOIO yNpaBreHusl, OHa AormkHa obecneynTb ero CooTBETCTBUE TPEOOBAHNSM HACTOSILLErO CTaHZapTa.

6.4.3 IlabopaTtopusi JOomMKkHA MMETb npoueaypbl obpalleHns ¢ obopygoBaHMEM, er0 TPaHCMNOPTUPOBKH,
XpaHeHus, aKcnnyaTaumm 1 nNnaHoBOro o6CcnyXmBaHus B Lensax obecneyeHns Hagnexaiwero gyHKLUOHMPO-
BaHWS 1 NPeAOTBPAaLLEHMS 3arpA3HEHNST UNN MOBPEXAEHNS.

6.4.4 JlabopaTopus JoSmKkHa NOATBEPANTL COOTBETCTBME 0OOPYAOBAHNS] YCTAaHOBMNEHHBIM TpeboBaHUAM
nepen BBOOAOM €ro B 3KCMyaTaumuio v nocne Bo3sparta B 3KChnyaTauuto.

6.4.5 ObopynoBaHue, ncnonb3yemoe And usMmepeHn, JOmKHO obecnevmBaTb TOYHOCTb U/MNK Heonpe-
AeneHHOCTb n3mepeHui, Tpebyemble onsa obecnevyeHns 4OCTOBEPHOro pesynbTara.

6.4.6 NamepuTensHoe obopynoBaHue OMKHO ObiTb kannbpoBaHo, ecnu:

- TOYHOCTb U HeonpeaeneHHOCTb U3MEPEHUIN BNUSIOT Ha OOCTOBEPHOCTb MpeacTaBrisieMblX pesyrbTa-
TOB; U/unu

- KanubpoBka obopygoBaHusA TpebyeTcs AN YyCTAHOBIEHWS METPOSIOrMYecKon MpOCHEXUBaEMOCTH
npeacTaBnAeMbIX pe3ynbTaToB.

M punmeyvyaHne — K B/UOoam OﬁOpy,ElOBaHVIﬂ, OKasbliBawOWMM BnnAHME Ha OOCTOBEPHOCTb NpeAcTaBliEHHbIX pe-
3ynbTaToB, MOXHO OTHECTM 0b6opyaoBaHue, cryxallee ons:

- NIPAMOro namMepeHua onpegendemMon BeriminHbl, Hanpunmep npumeHeHne BecoB And naMepeHmna Macchbl;

- BHECEHUA NonpaBoK B USMEPEHHbIE 3HAa4YeHUA, HanpnmMmep naMmepeHna temnepartypbl;

- Nony4yeHnda pesynbTtata nsmepeHua nytemMm Bbl4UCNeHM Ha OCHOBE 3HAYE€HUN HECKOJTbKNX BEJTUYUH.

6.4.7 NNabopaTopusa gormkHa paspaboTtaTb Nporpammy KanubpoBku, KOTOpasi OIMKHA nepecMmaTpusaTh-
CS1 1 KOPPEKTMPOBATLCHA NO Mepe HEOOXOANMOCTU C LieNblo NoaAePKaHWs JOBEPUS K CTaTyCy KannbpoBKM.

6.4.8 Bce obopynoBaHue, koTopoe TpebyeT KanvbpoBKM UM MMeeT onpederneHHbli CPOK FO4HOCTH,
AOIDKHO ObITb MapKMpoBaHO, 3aKOAMPOBAHO WM MHbIM 0Bpas3oM MAeHTUULMPOBAHO, YTOObI MO3BONUTL
nonb3oBaTento 0bopyaoBaHUs GbICTPO MAEHTUDULMPOBATL CTaTyC KannMbpPoBKK UNN CPOK rOAHOCTMY.

6.4.9 O6opynoBaHue, KOTopoe ObINo NOABEPrHYTO Neperpy3ke Mnu HenpasuibHOMY ObpalleHuio, Bbl-
OaeT COMHUTENbHbIE Pe3ynbTaThbl, @ TAKKe B Criy4ae, ecnv bbiNo 3aMeYeHo, YTO OHO ABMAETCHA Ae(PEKTHBIM
WUIN He COOTBETCTBYET YCTaHOBMNEHHbIM TpeboBaHMAM, OOSMKHO ObiTb BbIBEAEHO M3 akcnnyataumu. OHo
OOMKHO ObITb M30MMPOBaHO, YTOObI NPefoTBPaTUTL €ro UCNOMNb30BaHMe, UM YeTKO 0B03HayYeHo unu npo-
MapKMPOBaHO KaK HeucnpaBHOe, MoKa He ByaeT npoBepeHo, YTO OHO paboTaeT npaBunbHO. JlabopaTtopus
OOMKHa mnccregoBaTh BNUsHUE gedekTa UM OTKITOHEHUS OT yCTaHOBMEHHbIX TpeboBaHWA U MpUCTYNnUTb
K pabouen npoueaype no ynpasneHno HeCOOTBETCTBYOLLEN paboTown (cm. 7.10).

6.4.10 Ecnv npoMexXyTouYHble NPOBEPKN HEOBXOoAUMbI ANs NoAAepXaHUs YBEPEHHOCTU B UCMPABHOCTH
06opyanoBaHus, TO 3TV NPOBEPKM AOMKHbI MPOBOAUTLCH B COOTBETCTBUM C YCTaHOBINEHHON NPOLIEAYPOWA.

6.4.11 Ecnn pe3ynbTaTbl KanMbpOBKM 1M CBeOEHNst O CTaHAApPTHbIX obpasuax Bkno4varoT B cebsi onop-
Hble 3HaYeHWs UM NonpaBoYHble kO3hdULMEHTBI, TO NabopaTopusa AomkHa o6ecneyvnTb, YTO OMOpHbIe
3Ha4YeHNst N nonpaBoYHble KO3PDULMEHTEI OOHOBMASIOTCA U NPUMEHSIOTCA OOIMKHBIM 0Opa3om B COOTBET-
CTBUM C yCTaAHOBMNEHHbIMW TpeboBaHUAMMU.
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6.4.12 NlabopaTopms AOmKHA NPUHUMATB NPaKTUYeCcKMe Mepbl NO NPeaoTBpaLLEHN0 HenpeaHaMepeHHbIX
perynupoBok 06opyaoBaHus, KOTOpblE MOMYT NPUBECTU K MPU3HAHMWIO pe3yrbTaToB HEAENCTBUTENBHBIMU.

6.4.13 [omKkHbl BECTUCH 3anncu o cCoCcTosiHUM 060pyaoBaHMs, KOTOPOE MOXET NOBNUATbL Ha nabopaTtop-
HYI0 OesATeNnbHOCTb. 3anncy AOMKHbI BKIOYaTh criegytollee, Korga aTo NpuMeHnMO:

a) maeHTMdMKauuio o6opyaoBaHus, BKIKOYas BEpCU0 MporpaMmHOro obecrneveHusi, B TOM uyucne
BCTPOEHHOrO;

b) HanmeHoBaHWe nsroToBUTENs, MAEHTUMMUKALUIO TUNA, CEPUAHBLIN HOMEP UMW APYIYI0 YHUKarbHYIO
naeHTudmkauuio;

C) OaHHble BepumKaLmm o ToM, YTO 000pyaOBaHNE COOTBETCTBYET YCTAHOBEHHbIM TpeboBaHUAM;

d) TekyLLee MeECTOHaxXOXAEHWE;

e) AaTbl U pesynbTaTbl KanMbpoBOK, PerynnpoBOK, KpUTEPUN MPUEMKWU U MnaHMpyemyto AaTy cregyto-
LLIEN KanMOpPOBKN NN MEXKanNnOpOBOYHLIN MHTEPBAIT,

f) mOKymeHTauuo Ha cTaHgapTHble oOpa3subl, pe3ynbTaThbl, KpUTEPUM MPUEMKM, COOTBETCTBYIOLLNE AaThI
N CPOKM FrOQHOCTY;

g) NnaH TEXHUYECKOro OBCMYXMBaHWS U TEXHUYECKOEe OOCNy>XMBaHWE, BLIMONTHEHHOE K HACTOSLLEMY
MOMEHTY BPEMEHMU, ecrniv 3TO TpebyeTcs ansa paboTsbl 06opynoBaHus;

h) nogpobHyto nHpopmaumio o MbbIX NOBPEXOEHMAX, HEUCNPaBHOCTAX, MOANMUKALMAX UM PEMOHTE
obopynoBaHus.

6.5 MeTponorm4yeckas npocnexmBaemMmocTb

6.5.1 JNlabopaTopus [omkHa YCTaHOBUTbL M NOAOEPXKMBATb METPOSIOrMYECKYHD MPOCIEXNBAaEMOCTb pe-
3ynbTaToOB CBOUX U3MEPEHUN, CBA3bIBAs UX C COOTBETCTBYIOLLEN OCHOBOW NS CpaBHEHMS NOCpPeaCcTBOM J0-
KYMEHTMPOBaHHOW HEMPEPLIBHOW Lienu KanubpoBOK, Kaxaas u3 KOTOpbIX BHOCUT CBOW BKMaf B Heonpeae-
JNIEHHOCTb U3MEPEHUN.

Mpumevanune 1 — B ISO/IEC Guide 99 meTponornyeckasi npocnexmBaemMocTb onpeaenseTcs Kak « CBOMCTBO
pesynbTaTa U3MepeHusi, B COOTBETCTBMM C KOTOPbIM pe3yrbTaT MOXeT ObiTb COOTHECEH C OCHOBOW AMS CPaBHEHMUS Mo-
CpeacTBOM AOKYMEHTUPOBaHHON HEMNpepbiBHOW Lieny KanmbpoBOK, Kaxaas M3 KOTOpbIX BHOCUT BKNag B HeonpeaeneH-
HOCTb U3MEPEHUNY.

MpumevyaHune 2 — CM. npunoxeHve A Onsi NONyYeHUst OOMONTHUTENBbHOW MHOPMaUUM O METPOSIOTMYECKON
NpoCnexvBaemMocTu.

6.5.2 JTabopaTtopusa gomkHa obecneumTb NPOCNEXMBAEMOCTb pe3ynbTaToB namepeHui kK MexxayHapoa-
How cucteme eguHuy (CU) nocpeacteom:

a) kannbpoBKM, NPefoCTaBNsSEeMON KOMNETEHTHON NnabopaTopuen; nnm

MpumevyaHune 1 — Jlabopatopuu, yaoBneTsopsitoLime TpeboOBaHNSAM HACTOSALLEro CTaHaapTa, CYMTAOTCHA KOM-
NeTeHTHbIMW.

b) cepTMdUUMpoBaHHbIX 3HAYEHUI CEPTUDMULMPOBAHHBLIX CTaHAAPTHbIX 06pPa3LIOB KOMMNETEHTHOrO Mpo-
M3BOANTENS C yKa3aHHON METPOJSIOrMYECKON NpocrexmBaemocTbto k CU; nnm

M punMmedyaHune 2 — l‘lpomssop,menm CTaHOaPTHbIX o6pa3uos, BbiNnosnH4awwmne Tpe60BaHI/I$| CTaHgapTa
ISO 17034, cuntaroTcs KOMNETEHTHLIMM.

C) Hel'IOCpeD,CTBeHHOVI peanun3aunn egnHnL CcH, HOﬂTBep)KﬂeHHOVI CInn4eHnAaAmMun, npAMbiIMn UM KOCBEH-
HbIMW, C HAUMOHalbHbIMN UK MeXAyHapOoOHbIMU 3TallOHaMW.

MpumeyvyaHnune 3 — MNogpobHas MHpopMaLMSA O NPaKTUYECKOW peanusaumm onpeaeneHnini HEKOTOPbIX BaXKHEW-
LwnX eanHuL npueeaeHa B bpowtope CU.

6.5.3 Ecnu ycTtaHOBNEHNe METPOOrMYECKON NPOCHEXNBAaEMOCTU K eamHuuam CU ¢ TEXHNYECKON TOYKK
3pEeHUs He npeacTaBnseTca BO3MOXHbIM, nabopaTtopus OOIDKHA NPOAEMOHCTPUPOBATb METPOSIONMYECKYH
NPOCIEXMBAEMOCTb K COOTBETCTBYIOLLIEN OCHOBE 151 CPaBHEHWS, HAanNpuMep K:

a) cepTUdULNPOBAHHBIM 3HAYEHMAM CEPTUDMLIMPOBAHHBLIX CTaHO4APTHLIX 06pa3LOB, NPegOoCTaBEHHbIX
KOMMNETEHTHbLIM U3rOTOBUTENEM;

b) pesynbtatam, NOnyyYeHHbIM C NPUMEHEHUEM pedepeHTHbIX MEeTOAMK U3MEPEHWUA, YCTaHOBMEHHbIX
METOOO0B UMM COrnacoBaHHbIX CTaHAAPTOB (3TANOHOB), €CNN OHU YETKO OMMcaHbl U MPU3HaHbl B KayecTBe
obecneunBaroLLMX pe3ynbTaTbl U3MEPEHWUIA, KOTOpPbIE OTBEYAOT CBOEMY MpeanosiaraeMoMy HasHayeHuo 1
noaTBEPXAATCA COOTBETCTBYHOLUUMU CANYEHUAMU.

6.6 Mpoaykumsa n ycnyrm, npegocTtaBnsieMblieé BHELUHUMU NOCTaBLUMKaMU

6.6.1 Jlabopartopusa gomkHa obecnevnTb NPUrogqHOCTb UCMOSb3YEMbIX MPOAYKLMM U YCIyr, NpeaocTaB-
NSeMbIX BHELLUHUMW MOCTaBLUUKaMM1, KOTOPbIE BMMSIOT HA AeSATeNbHOCTb TabopaTopuu, Koraa OHW:
a) npegHa3Ha4yeHbl 4ns UCNONb30BaHMs B COBCTBEHHOW nabopaTopHon AeATenbHOCTY;
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b) npepocTaenstoTcs nabopatopuei, YaCTUYHO WU MOMHOCTBIO, HANPSMYO 3aKa3ynky B TOM COCTOS-
HUW, B KOTOPOM OHM ObINN NOMyYEeHbl OT BHELUHETO MOCTABLUUKA;

C) ucnonb3yoTcs ANa NogaepaHus paboTel nabopatopun.

MpumeuvyaHue — lpoaykuMs MOXET BKMOYaTb, Hanmpumep, 3TanoHbl M 0GopyooBaHWe, BCoOMoraTenbHble
YCTPOICTBa, pacxodHble Matepuarsl U cTaHAapTHble o6pasubl. YCnyr MoryT BKHOYaThk, Hanpumep, ycnyri no kanue-
poBke, 0TO6OpY 06pas3LoB, UCTIbITaHWSIM, OBCNYXVMBAHWIO NMOMELLeHU A U 060pyaoBaHuUs, MPOBepKe KBanUdUKaLmm, oLeH-
Ke 1 ayauTy.

6.6.2 JlabopaTtopwusi LOMmKHA MMETb NpoLeaypbl U BECTU 3anncu ans:

a) onpegeneHus, paccMOTpeHus 1 yTeepxaeHuss TpeboBaHui nabopaTopum K NPoayKUMM U ycryram,
npegocTaBnseMblM BHELLUHMMU MOCTaBLUUKaMU;

b) onpegeneHusa kputepmeB AN oUeHUBaHUS, BbIOOpa, MOHUTOPUHIA OEATENBHOCTM U NEPUOLNYECKOTO
OLEHMBaHNS BHELLHMX NMOCTaBLLMKOB;

c) obecneyeHuns Toro, YTOObI MPOAYKUMUS U YCIYTU, NOCTaBNAEMbl€ BHELLHUMU NOCTaBLLMKaMW, COOTBET-
CTBOBanu ycTaHOBMNEHHbIM TpeboBaHnsaM nabopatopum unu, korga 310 NpMMeHumo, TpeboBaHnsaM HacTos-
Lero cTaHgapTa, npexae Yem oHu ByayT ncnonb3oBaHbl B paboTe nnm HeNoOCpeaCcTBEHHO NepeaaHsbl 3akas-
YUKY;

d) ocyLlecTBneHns kakmx-nmbo AencTBMi No pesynbTaTaMm OLEHUBaHUSA, MOHUTOPUHIa AeATENbHOCTU U
NnepuoaMYECcKOro OLEeHMBaHNSA BHELLHMX NOCTaBLLUMKOB.

6.6.3 JTaBopaTopusa gomkHa MHPOPMMPOBATL BHELLHMX MOCTABLUMKOB O CBOMX TPEOOBAHMSAX B OTHOLLEHUN:

a) NpegocTaBnsieMblX NPOSYKLUMN U YCIyT;

b) kputepmes npnemku;

C) KOMMETEHTHOCTU, BKIoYas TpeboBaHUS K KBanndukaLmm nepcoHana;

d) peaTenbHOCTW, KOTOpYl nabopaTopusi NN ee 3aka3yuMK HaMepeHbl OCYLLECTBUTb Ha TEPPUTOPUK
BHELLUHEro NOoCTaBLUUKa.

7 TpeboBaHuA K Npoueccy

7.1 PaccmoTpeHune 3anpocoB, TeHAEepOB U AOroOBOPOB

7.1.1 JlaGopatopusi OMmMKHa MMETb Npoueaypy 4S9 pacCMOTPEHUS 3anpoCcoB, TEHOEPOB U JOrOBOPOB.
Mpouenypa pomkHa obecnevmBatb, YTO:

a) TpeboBaHust Hagnexawmum obpasom onpegeneHbl, AOKYMEHTUPOBaHbI 1 NPABUIIbHO MOHUMAIOTCS;

b) nabopatopus pacrnonaraeT BO3MOXHOCTSIMU U pecypcaMu s BbINONHEHUs: TpeboBaHuii;

C) B crny4ae MpuBIEYEHUS BHELIHUX MOCTaBLUMKOB BLINOMHSIOTCS TpeboBaHus 6.6 M nabopatopus
npegnaraeT 3aka34yuky, YToObl KOHKpeTHas nabopaTopHasi AesTenbHOCTL Obiia BbINOSIHEHA BHELLUHUM MO-
CTaBLLUMKOM, M norny4vaeT ogobpeHne 3akasumnka.

n punMmedyaHune 1— |_|pVIHFITO, 4yTO na6opaTopHaﬂ [eATenbHOCTb MOXET OCYLUEeCTBNATbCA BHELWHUM NOCTaBLUN-
KOM B TeX cny4dadax, koraga:

- nabopaTopusa pacnonaraeT pecypcaMmm U KOMNETEHTHOCTbIO AN OCYLeCTBMNEeHUs AeATENbHOCTU, O4HAKO B CUMY
HenpeaBuaeHHbIX 00CTOATENLCTB OHA HE B COCTOSAHUM BbINONTHUTL €€ YaCTUYHO Unn MOJTHOCTbH;

- na6opaTopMﬂ He pacnonaraet pecypcamMmn Uim KOMNeTeHTHOCTbIO AJ1A OCyLleCTBNeHNA OeATEeNIbHOCTU.

d) Bbl6paHbI cooTBeTCTBYHOLWLME MEeTOAbl UITKM METOOUKUN U OHU CMOCOOHbI yOooBNeTBOPUTb Tpe6OBaHI/IF|
3aKa34MKoOB.

MpnmevyaHne 2 — [Ana BHYTPEHHUX UITM MOCTOSHHbLIX 3aKa34YMKOB pacCMOTPEHME 3anpoCcoB, TEHAEPOB U A0ro-
BOPOB MOXeT ObITb BbINOSIHEHO B ynpoLwieHHOM Buae.

7.1.2 Jlabopatopusa JormkHa MHAOPMMPOBATL 3akasyuka, Koraa MeTo[, 3anpalivBaeMblil 3aKa3duKkoMm,
ABMAEeTCH HENPUMEHUMbIM UK YCTapeBLUUM.

7.1.3 Korga 3akasuvk 3anpalumBaeT 3akrntoyeHue O COOTBETCTBUM cneumdukaumMn unn ctanHgapTty Ha
UCMbITaHWSA Uy KanvbpoBKy (Hampumep, rogdeH/He rodeH, B npegenax gonycka/aa npegenamu gonycka), 1o
crneuundvkauma unu ctaHgapT M NpaBunia NPUHATUS peLleHnn OOIMKHbI ObiTh YeTKo onpegerneHsl. Ecnu npa-
BWIO NPUHATUS PELLEHNS HE ONPeAEneHo B cneumndukauum nnm ctangaprte, To OHO AOMKHO bbiTb COOOLLEHO
3aKas4yuKy M cornacoBaHo C HUM.

MpumeyvaHune — JononHuTensHyo MHOPMaLUo 0 3aaBreHnsx o cootseTcTeum cM. B ISO/IEC Guide 98-4.

7.1.4 JTiobble pasHornacusi Mexay 3anpocom Uin TEHOAEPOM M AOrOBOPOM AOIMKHbI ObiTb YCTpaHeHbl 40
Hayana nabopaTopHoi aeaTensHocTH. Kaxxablin 4OroBop AOMmKeH ObiTb NpMEMIEMbIM Kak ans nabopaTtopuu,
Tak 1 gns 3akasunka. OTKIIOHEHWS OT MONOXEHWI JOroBOpa Mo 3anpocy 3akasyuka He AOSDKHbI BIWATb Ha
06BEKTMBHOCTL NTabopaTopum U 4OCTOBEPHOCTL e pe3ynbTaToB.
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7.1.5 3akas4yuk omkeH OblTb NPOMH(OPMMPOBAH O NMOOOM OTKITOHEHMM OT YCINOBUIA 4OroBopa.

7.1.6 Ecnn B 4OroBOp BHOCATCS M3MEHEHWsI MOCNE TOro, kak paboTa Havanacb, aHanv3 gorosopa gor-
eH ObITb NpOBeAEH NOBTOPHO M MOObIE M3MEHEHMSA JOIKHbI ObITb JOBEAEHbI 40 CBEAEHMSA BCEX COTPYAHM-
KOB, Ha 0eATENbHOCTb KOTOPLIX BNUAIOT AaHHbIE U3MEHEHUS.

7.1.7 Jlabopatopus JormkHa COTpygHWYaTh C 3aka3yukaMu WM ux npeacraBUTENsaMU Ans YyTOYHEHUs
3anpocoB 3aka3yvka n HabnageHnsa 3a AeaTeNbHOCTbIO NabopaTopumn, BLINMOMHAKLWEN paboTy.

M pnmev4yaHne — Takoe COTPYyAHMNYECTBO MOXET BKIHo4YaTb:

a) obecnevyeHne npmemnemMoro goctyna K CoOoTBeTCTBYHOLMM 30HaAM naGopaTopMM anga Ha6nro,qu|/m 3a na6opa-
TOPHOW OeATEeNbHOCTbLIO, BbINOMTHAEMOU AN1A KOHKPETHOIo 3aKa34vunka,

b) nogroToBKy, ynakoBKy 1 OTNpaBKy 0O0bEKTOB, HEOOXOOUMbIE 3aKa34MKy C LieNbio MPOBEPKU.

7.1.8 3anucn no aHanunay, BKIH4asd niobble 3HaYNTENbHbLIE U3MEHEHUS, OOIDKHbI COXPaHATbCA. Takxke
OO0JDKHbI COXPaHATbLCA 3annch COOTBETCTBYHOLLMX NMEpPeroBopoB C 3aka34vynKoOM, KacarwLwmecsd TpeGOBaHMIZ 3a-
Ka34yunka nnum pes3yrnbtaTtoB na6opaTopH017| AOeATeN1IbHOCTU.

7.2. Bbi6op, Bepudmkaumsa n Banmgauusi MeTogoB

7.2.1 Bbi6op n Bepucmkauma metoaoB

7.2.1.1 JlabopaTtopust 4OrmkHa NPUMEHATL COOTBETCTBYHOLLME METOAbI U METOAMKM O11s1 BCEX BMAOB Na-
BGopaTopHOM AEATENBHOCTN U NPY HEODXOAMMOCTM AN OLIEHUBaHNSA HEONpPeaeneHHOCTU N3MEPEHNI, a TakkKe
cTaTUCTMYEcKMe MeTodbl AN aHanu3a gaHHbIX.

MpumevyaHne — TepMUH «METOA», UCMOMb3YEMbI B HACTOSILLEM CTaHAapTe, U TEPMUH «MeToauKa u3mepe-
HWIA», npuBeaeHHbin B ISO/IEC Guide 99, moryT paccmatpuBaTbCs Kak CUHOHUMBI.

7.2.1.2 Bce meToabl, METOOUKM U COMYTCTBYIOLLME OOKYMEHTbI, TAKUE KaK UHCTPYKLUKU, CTaHgapThl, py-
KOBOACTBA MO 3KCNsyaTaumum 1 CrpaBoYHble AaHHbIE, MMEKOLLME OTHOLLEHME K STabopaTopHOM OEATENbHOCTH,
OOJIDKHbI MOAAEPKNBATBLCH B aKTyanlbHOM COCTOSIHUN U ObiTb NErkO4OCTYMNHbIMU ANg nepcoHana (cm. 8.3).

7.2.1.3 NabopaTopusa gosmkHa obecneuntb NpMMEHEHWE NnocneaHen 4ENCTBYOLWEN pefakumm Metoaa,
3a UCKIMIOYEHMEM Cry4aeB, Koraa ee nNpuMMeHeHne aBnsieTcs HelenecoobpasHbiM UM HEBO3MOXHBLIM. [pu
HeoOX0AMMOCTM AN MPUMEHEHMS METOAA OOSPKHbI ObiTb pa3paboTaHbl JONOMHUTENBHBIE YTOYHEHUS, YTO-
Obl obecneunTb ero HENPOTUBOPEYNBOE NMPUMEHEHME.

MpnmevyaHne — MexayHapoaHble, permoHarnbHble W HaUMOHarnbHbIe CTaHAapTbl N Apyrue npusHaHHble
TeXHUN4eckmne Tpe6OBaHVIF|, cogepawme OoCTaTOvYHYH U TOYHYHO VIHCbOpMaU,VI}O O TOM, KaK OCYLUEeCTBINATb na60paTopHyro
neAaATenbHOCTb, He Tpe6yeTc;| OOMOJTHATb UK NepenncbiBaTb B KA4eCTBE BHYTPEHHUX npoueayp na60paTopMM, €eCIin 3TN
CTaHAapTbl HanncaHbl TaknuMm O6p230M, YTO MOTyT NPUMEHATbCA NPOU3BOACTBEHHbIM NEepCOHalioM na6opaTopV|V|. ﬂ,]‘lﬂ
BapuMaTUBHbIX 3TanoB MeToda unn ana AonosfiHUTENbHOro I'IO/:l,pOGHOI’O OnncaHna Moxet I'IOTpe6OBaTbCF| npenocTtasne-
HWne ,EI,OI'IOJ'IHI/ITeJ'IbHOI;I OOKyMeHTauunn.

7.2.1.4 Korga 3akas34dvk He onpeaenseT MeTon, KOTopbli HE0OX0AUMO NMPUMEHSATb, NlabopaTopust 4OIK-
Ha BbIOpaTb NOAXOAALMA METOL CaMOCTOSATENBHO U NPOMHAdOpMMpoBaTh 06 3TOM 3akasunka. PekomeHay-
eTcs ucnosnb3oBaTb MeToAbl, OnybnMKOBaHHblE B MEXOYHapOAHbLIX, PEerroHanbHbIX UMW HauMOHarbHbIX
cTaHgapTax, b0 peKoOMeHOOBaHHble aBTOPUTETHBIMU TEXHUYECKUMWU OpraHusauusimMu, nnbo onucaHHble
B COOTBETCTBYIOLLMX HAy4YHbIX CTaTbsX UMK XXypHanax, nnMbo ycTaHOBIEHHble M3rotoBuTernem obopyaoea-
HUs1. Takke MOryT NPUMEHATLCA METOAbI, pa3paboTaHHble nadopaTtopuen UM MoanULMPOBaHHbIE.

7.2.1.5 o BHeapeHuss meTodoB B paboTy nabopaTopus AOMmKHA NOATBEPOUTL, YTO OHA MOXET Haprne-
Xawum obpas3om NpuMeHsiTb BblOpaHHble MeToabl, obecneunBasa Tpebyemoe nucnonHeHne. 3anucu o Bepu-
dUKaLUM JOMKHbI COXpaHATbCA. Ecnv nameHeHusa B meTtop, 6binvM BHECEHBI OpraHu3aumen-pa3paboTymkom,
TO Bepudmkaumst JormkHa OblTb NpoBeAeHa NOBTOPHO B HEOOX0AMMOM 06beME.

7.2.1.6 MNpn HeobxogumocTn pa3paboTkM HOBOrO MeToda OOJKeH ObiTb COCTaBreH nnaH paboT u
Ha3Ha4YeH KBanUMUUMPOBAHHbLIA NepcoHan, obecneyeHHbINn HeobxoanmbiMn pecypcamn. B npouecce pas-
paboTkn meToga OOIPKHA MPOBOAMTBLCS nepuoguyveckasl oueHka paboT ¢ uenbio nogTBepXKOeHUs Toro, 4YTo
TpeboBaHWUsl 3akasdnka BCe elle BbINOMHATCA. JIloOble M3MeHeHWsi, BHOCUMble B MilaH paboT, OOSMKHbI
ObITb 0A40OPEHbI U YyTBEPXKOEHDI.

7.2.1.7 OTKNOHEHME OT METOAOB Afsl BCEX BMAOB NabopaToOpHOM AeATENbHOCTU LOMKHO AOMyCKaTbCs
TOMbKO TOrA4a, Koraa 3To OTKIOHEHNE 0DOPMIIEHO AOKYMEHTarbHO, TEXHUYECKUM 06OCHOBAHO, YTBEPXKAEHO U
NMPVHATO 3aKa34yMKOM.

M pnmeyvyaHmne — Cornacue 3akas34ymka Ha OTKINOHEHUSI MOXET ObITb 3apaHee OoroeopeHo B orosope.
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7.2.2 Banupauua metonoB

7.2.2.1 NabopaTopusa OOMKHa NPOBOAWUTL Banugaumilo HecTaHAapTHbIX METOAO0B, METOAOB, pa3pabo-
TaHHbIX NabopaTtopuen, U CTaHZAPTHLIX METOOO0B, UCNONb3yeMbIX 3a NpegenaMm ux obract npuMeHeHus
NN KakMM-Nnnbo MHbIM 0bpasom moanduumpoBaHHbIX. Banvpgauus gomkHa ObiTb HacTONbKO MOJTHOW,
HaCKOINbKO 3TO HeoOXxoauMo, YToObI OTBEYATb NOTPEOHOCTSM AAHHOrO MPUMEHEHMS UM 06acT! NPUMEHEHUS.

MpumevyaHune 1 — Banvgauusa MoOXeT BKMYaTb Npoueaypbl oTobopa ob6pasuos, obpalleHns ¢ obbektamm nc-
NbITaHWS U KaNUBPOBKN U UX TPAHCTIOPTUPOBKK.

MpumevyaHune 2 — [ns Banugaumm MeTofa MOXET NPUMEHSITECS OOMH U3 CrieayoLWwmux cnocobos Nnbo nx KoM-
OuHaumsa:

a) kanMbpoBKa MNM OLEHUBAHUE CMELLEHUS U MPELM3NOHHOCTM C UCMONb30OBaHWEM 3TanOHOB MU CTaHAaPTHbIX
06pasuos;

b) cuctematnueckas oueHka hakTopoB, BNMSIIOWMNX HA pe3ynbTarT;

C) NnpoBepka yCTOMYMBOCTU MeToAa NOCPEACTBOM U3MEHEHUs ynpaBnseMbiX napaMeTpoB, TakMx Kak TemnepaTypa
B TepMocTaTe, A03UpyeMbIi 00bEM;

d) cpaBHeHWe ¢ pe3ynbTaTtamu, NOyYEHHbIMU C MOMOLLbIO APYIX BanuaMpoBaHHbIX METOLOB;

€) MexrnabopaTopHble CNNYeHNs;

f) oueHunBaHWe HeonpeaeneHHOCTU N3MEePEHNIA, CBA3AHHOM C pedynbTaTaMu U3MEPEHUIA, Ha OCHOBaHUW NOHUMaHUS
TEopeTUYECKNX NPUHLMUMOB METOAA M ONbITa ero peanusauumn npu otéope o6pasLoB UM NPOBEAEHUN UCTIbITAHWUIA.

7.2.2.2 Tpn BHECEHUN N3MEHEHWI B BanNnANPOBaHHbLIV MeToA UX BNUSHWE AOMKXHO BbITb onpedeneHo u,
B crnyyae ecnu 6bIno yCTaHOBNEHO, YTO OHU OKa3blBaKOT BMSIHUE HA NepBOHAYarnbHyO Banvaaumio, AOMmKHa
ObITb BbINONHEHA HOBas Banuaauus metoaa.

7.2.2.3 XapakTepuUCTUKN BanuanpoBaHHbIX METOAOB, OLEHEHHbIE ANs Npegnosiaraemoro UCnosib3oBa-
HWS1, OOIMKHBI COOTBETCTBOBATL MOTPEOHOCTAM 3aKa34YMKOB M YCTAHOBIIEHHLIM TpeboBaHMAM.

MpuMeyvyaHune — XapakTepucTvkm MeToaa MOryT BKMovaTh (HO HE OrpaHMYMBaTBLCS) AManasoH N3MEPEHNUIA, Tou-
HOCTb, HeonpeaeneHHOCTb pe3ynbTaTtoB MSMepeHMVI, npenen 06Hapy)KeHVIF|, npenen Konn4ecTtBeHHOro onpeaeneHud,
VI36VIpaTEJ'IbHOCTb MeToAa, J'II/IHeI7IHOCTb, NOBTOPAEMOCTb UM BOCNpPON3BOANMOCTb, yCTOVI‘-WIBOCTb K BHELWHUM BO3,CI,el7I-
CTBUAM UIUN Sd)d)eKTaM BIMUAHNA MaTpULibl o6pa3u,a UMW UCMbITbIBAEMOro o6bekTa 1 cMelleHune.

7.2.2.4 NTabopaTopus OOIMKHa COXpaHSATb criegyowme 3anicu o Banvaaummn:

a) MCnonb30oBaHHY Npoueaypy Banugauuu;

b) nepeyeHb TpeboBaHui;

C) onpegeneHne xapakTepucTuUK MeToaa;

d) nony4eHHble pe3ynbTaThl;

€) 3aKIo4YeHne O NPUrogHOCTM MeToAa BMECTE € NoAPOOHLIM ONUCaHWMEM €ro COOTBETCTBUS B OTHOLLEHWN
npegronaraemoro Ncrnosib30BaHus.

7.3 OT60p O6pasyoB

7.3.1 B cnyyae korga nabopartopusi npoBoauT oTOop 06pasLioB BELLECTB, MaTeEPManoB UM NPOSyKumu
ONA nocneayrLwmx UCNbITaHUA Unu KanmbpoBKX, OHa OOSMKHA UMETh NnaH 1 meToasl ux otbopa. MeTtoa oT-
6opa obpa3suoB OOMKEH yunTbiBaTh PAKTOPbI, KOTOPblE HEOHXOAMMO KOHTPONMPOBAaTb, YTOOLI 0b6ecneunTb
OOCTOBEPHOCTb pe3yrbTaToB MOCNeAYOLWMX UCTbITAHUIA UK kanubposku. MNMnaH 1 metog otbopa o6pasLos
OOIMKHbI ObITb AOCTYMHBbI HA MecTe npoBeAeHus oToopa. MNnaHbl oTdbopa 0b6pasLOB AOMMKHBI OCHOBLIBATLCS,
Korga aTo uenecoobpasHo, Ha COOTBETCTBYIOLLUX CTAaTUCTUYECKMX METodaXx.

7.3.2 MeToabl oTbopa 06pa3LoB AOMKHbI ONMUCLIBATD:

a) Bbloop 06pa3uoB mMnm Tovek oTbopa;

b) nnaH ot6opa 06pasLoB;

C) nogroToBKy U obpaboTky obpasua (oB) BewecTsa, MaTepmana unm npoaykumm ¢ Lerbio Nosly4YeHus
Tpebyemoro obpasua aAnga nocrnenyroLero NpoBeaeHNst UCMbITAHUA NN KanoOpPOBKN.

MpnumevaHune — lMocne Toro kak obpasel, nonyyeH nabopaTopuen, fanbHelee obpalleHne, KOTOpoe MOXET
notpeboBaTbCs, onucaHo B 7.4.

7.3.3 JlabopaTtopusi JOMmMKHa COXpaHAaTb COOTBETCTBYOLME 3anucu o6 otbope obpasuoB, KOTOPbINA CO-
CTaBNSET YacTb NPOBEAEHHbIX UCTbITAHWUI UK KannbpoBkK. Takue 3anucu SOImKHbI BKNOYaTh B cebs (ecnm
NPUMEHUMO):

a) CCbIJIKY Ha NPUMEHEHHLIN MeTog, oTbopa 06pasLoB;

b) naty n Bpemsi ot6opa obpasLos;

C) QaHHble Ans naeHTudukaumm n onucaHusa obpasua (Hanpymep, HOMep, KONMYeCTBO, HaMMEHOBaHKE);

d) ngeHTndukaumio nuua, BeINOMHMBLLEINO 0TOoOp 00pa3LoB;

e) ngeHTnduKaLmo NCnonb3oBaHHOro 060pyA0BaHMs;

f) ycnosus okpyxatoLLen cpeabl U TPaHCMOPTUPOBKY;
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g) CXeMbl UNX Opyrne 3KBUMBANEHTHblE CMOCOObI naeHTUgMkaumm mecta otbopa obpasuoB, ecnm 3TO
HeobxoaMMo;
h) OTKNOHEHMWS, [ONONHEHNST UMM UCKITHOYEHNS U3 MeToAa U NinaHa oTbopa o6pasuoB..

7.4 O6paweHne ¢ 06 beKTaMM UCNbITAHUA UITN KaNnMbpPOBKU

7.4.1 JlabopaTtopusi 4OMMKHA MMETb NpoLueaypy ANg TPaHCNOPTUPOBKM, NOMyYeHUss 06 beKTOB UCMbITaHUI
Unun KannobpoBkK, obpaLleHnsi C 06bekTaMn UCMbITAHUA UK KanMOpoBKK, 3aLLMTbl, XpaHeHUs, obecneyveHns
COXPaHHOCTU, YHUYTOXEHMSA U BO3BpaTa OOBLEKTOB MCMbITAHWMI UM KanmbpoBKK, BKIOYas BCE YCIOBUS,
HeoOxoauMble ANst 3aWwmUThl LENOCTHOCTU OOBHEKTOB UCMbITAHWMIA UK KanuOpOoBKU 1 3aLLMTbl UHTEPECOB Na-
Gopatopun 1 3akaszuuka. JomkHbl ObITb NPEANPUHATHI MEPbl NPEAOCTOPOXHOCTU, YTOObLI n3bexaTb yxyaLle-
HUS1 CBOWCTB, 3arpsi3HEHUS, NOTEPU UNN NOBPEXAEHUS OOBHEKTOB Npu ObpalleHnn, TPaHCMOPTUPOBKE, Xpa-
HEHMM/OXNOAHUUN 1N MOATOTOBKE K UCMbITAHUAM U Kannbposke. VIHCTpykuun no obpalleHnto ¢ oobekTamu,
npeaocTaBrneHHbIe BMECTE C HUMU, AOMKHbI ObITb COBMIOAEHBI.

7.4.2 JlabopaTtopusa fOMmKHa UMETb YETKYH0 CUCTEMY MAEHTUMMKaALMM OO BEKTOB UCMbITAHUI UK Kanub-
poBku. oeHTudmrkaumust 4OmKHa COXpaHATBLCS, MOKa OO BbEKT HAaXOAMUTCS Mo, OTBETCTBEHHOCTLIO abopatopun.
HaHHasa cuctema gorkHa obecneunBaTb, YTO 0ObEKTbI He ByayT nepenyTaHbl OU3NYECKN U NPU CCbIfKe
Ha HUX B 3anMMCsX Unu apyrmx AokymeHtax. Cuctema naeHtTudukaumm gosmkHa, ecnm aTo Heobxoanmo, y4u-
TbiBaTb pasgeneHune obbekTa nnm rpynnbl 06BEKTOB U UX NepeMeLLeHune.

7.4.3 MMpun nony4yeHnn obbeKkTa MUCMbITAHUA UNN KanMOPOBKN OTKITOHEHUS OT YCTAHOBMEHHbIX YCIOBWUIA
OOIMKHbI ObITb 3aperncTpupoBaHbl. Ecrnn ecTb COMHEHUST OTHOCUMTENBHO NPUrogHOCTU OObEKTa ANst UCMbITa-
HUS1 UK KanuOpoBKU UNN ecnn 0OBEKT HE COOTBETCTBYET NPEeACTaBIEHHOMY ONMcaHWIo, TO nabopartopus,
nepen TeM Kak NpoaormknTb paboTy, AOMKHA 00paTUTBLCS K 3aKa34vmKy 3a JOMONMHUTENbHBIMU MHCTPYKLMSAMM
N 3apermcTpmpoBaTthb pesynbTaTthbl 3TOro obcyxaeHus. Ecnv 3akasdmk TpebyeT NpoBECTU UCTbITAHWE UMK Ka-
nnBbpoBKy Kakoro-nnbo obbekTa, NpusHaBas OTKITOHEHWE OT YCTaHOBJIEHHBLIX YCITOBUIA, nabopaTopust 4ormx-
Ha BKIMIOYUTb B OTHET 3aKIIOYEHNE O TOM, Ha Kakune pesynbTaTbl MOTYT NOBNUSATL AaHHbIE OTKITOHEHUS.

7.4.4 B cnyyae ecnn 06beKkTbl HEOOXOANMO XPaHUTb U KOHOAULMOHMPOBATL NMPU OnpeaerieHHbIX ycro-
BUSIX OKpY)KatoLen cpefbl, 3TN YCNOBUS AOMKHbI NOAAEPKUBATLCH, KOHTPONMPOBATLCH U PEMMCTPUPOBATLCS.

7.5 TexHn4yeckue 3anncu

7.5.1 NabopaTopusa gormkHa obecnevmBaTb HanU4uMe B TEXHUYECKMX 3anucax Ans Kaxgoro Buaa nabo-
paTopHOW OeATEeNbHOCTU pe3ynbTaToB, OT4ETa U AOCTAaTOMHOW MHAOPMAaLIMK, MO3BOSISIOLWEN, €CIN 3TO BO3-
MOXHO, MAEHTUUUMPOBaTb PakTopbl, BAMSIOLWME HA pe3ynbTaT U3MEPEHMS U CBA3AHHYIO C HUM Heonpeae-
NEHHOCTb U3MepeHun, a Takke obecneynTb BO3MOXHOCTb MOBTOPHOrO MpoBedeHuss AaHHow nabopaTtopHon
OEeATENbHOCTU B YCIMOBMSAX, MakcumarnbHO OnM3KMX K nepBOHayanbHbIM. TeXHWYECcKMe 3anvMcu OOMKHbI
BKIIOYaTb A4aTy M CBeAeHus O nepcoHane nabopaTopuu, KOTOPbIN HECET OTBETCTBEHHOCTb 3a KaXabl BUA
nabopaTtopHON OeATENbHOCTM U 3a NPOBEPKY AaHHbIX U pe3dynbTaToB. [NepBuyHbie HAbNIOEHUSA, AaHHbIE U
pac4eTbl JOSMKHbI ObITh 3anucaHbl B MOMEHT, KOrda OHU ObInn Nofny4YeHbl, U OOSMKHbI OTOXAECTBMASATLCS C KOH-
KpeTHon paboTon.

7.5.2 NabopaTopusa gormkHa obecnevmBaTb NPOCNEXNBAEMOCTb UBMEHEHNIA, BHOCUMbIX B TEXHUYECKME
3anucuy, K NpeabigyLmm BepcusiM Nmbo K NepBuMYHbIM HabnogeHuam. M nepBudHbIe, N UBMEHEHHbIE AaHHbIE
1 dannbl JOSMKHBI COXPaHATBLCA C YKa3aHMeM AaTbl BHECEHUS M3MEHEHUI, cBeAeHMIN 00 acnekTax, npeTtep-
NEeBLUMX U3MEHEHMS, U NMLAX, OTBETCTBEHHbIX 3a AaHHbIE U3MEHEHUS.

7.6 OueHMBaHMe HeonpeaeneHHOCTU U3MepeHUn

7.6.1 Jlabopatopun JormkHbl onpedensTb Bknag (bl) B HeonpegeneHHoCcTb nameperHun. MNpu oueHusa-
HUWN HEONpPeaeneHHOCTU U3MEPEHUN BCe CYLLECTBEHHbIe BKNafbl, B TOM YMCMe CBA3aHHble ¢ 0TOopom 06-
pasLoB, AOIMKHbl Y4UTbIBATLCA C MPUMEHEHNEM COOTBETCTBYHOLLMX METOAO0B aHanusaa.

7.6.2 Jlabopatopusi, BbINOMHSOLWAA KanubpoBku, B TOM uncne cobCcTBeHHOro o6opyaoBaHns, OOMKHa
oueHMBaTb HeonpeaeneHHOCTb N3MepPeHUii A5 BCeX KannbpoBOK.

7.6.3 INNabopaTopus, BbIMNOMHALWASA UCTbITaHWS, OOMKHa OLEHMBATb HEONpeaeneHHOCTb U3MEPEHUN.
B Tex cnyyasx, koraa MeTod UCMbITaHUA UCKITKYaeT CTPOryto OLEHKY HeonpeaeneHHOCTU U3MepeHun, oue-
HMBaHWEe OOIMKHO NMPOBOAUTLCA Ha OCHOBE MOHUMaHUA TEOPETUYECKUX MPUHLMMNOB UMW NPaKTUYECKOro onbl-
Ta BbINOMHEHUA MeToaa.

MpumeyvyaHne 1 — B crnyyae ecrnm XopoLUO M3BECTHBIN METOA UCMbITAHUIA yCTaHaBNMBaET Npeaenbl 3HauYeHui
OCHOBHbIX UCTOYHWMKOB HEONpeAeneHHOCT 3MepeHU 1 ykasbiBaeT hopMy NpeAcTaBneHus pe3ynbTaToB BblYVCIIEHUN,
cuynTaeTcs, 4To nabopaTtopus BbinonHuna TpebosaHna 7.6.3, cnegya MeTody UCMbITaHUA U UHCTPYKLMKX NO NpeacTasne-
HUIO pe3ynbTaToB.
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MpumeyvyaHune 2 — lNpn UCNONBL3OBAHUN KOHKPETHOIO MeToAa, ANs1 KOTOPOro HeonpeaeneHHOCTb pe3ynbTaToB
n3mMepeHun yxe Obina ycTaHoOBMNeHa 1 noaTBepXKaeHa, HeT HEOOXOAMMOCTU OLEHMBaThL HEONpeaeneHHOCTb U3MepPEHUI
ONS KaXOoro pesynbrarta, ecrniv nabopatopusi MOXET NPOAEMOHCTPUPOBAThL, YTO BbISIBIEHHbIE KpUTUYECKUEe hakTopbl,
0Ka3blBalLLMe BrUSHUE, HAXOAATCSA Nog KOHTPOSEM.

MpumevyaHune 3 — Ona nogpobHoi nHdopmauun cm. ISO/IEC Guide 98-3, ISO 21748 n ctaHpapThl cepum
ISO 5725.

7.7 O6ecne4yeHre [OCTOBEPHOCTU pPe3yribTaToB

7.7.1 Jlabopatopus gormkHa MmMeTb npoueaypy A58 MOHUTOPUHra 4OCTOBEPHOCTU pe3yrnbTaToB CBOEW
aesTensHocTW. MNMonyyYeHHble faHHbIE OOMMKHBI PEMMCTPUPOBATLCA TakuM 06pa3om, YTOObl MOXHO ObINo Bbl-
SBUTb TEHAEHLWN, U TaM, rae 3TO NPaKTUYEeCKU BO3MOXHO, JOSDKHbI MPUMEHATLCHA CTaTUCTMYECKE MEeTOAbI
ONs aHanusa pe3ynbTaTtoB. [JormkeH ObITb COCTaBIEH MilaH Takoro MOHUTOPUHIA U NPOBOAUTLCS €ro aHanma.
MOHUTOPWHT JOMKEH BKIMHoYaTh (HO HE OrpaHMYMBaTLCS), rAe uenecoobpasHo, criegytoLlee:

a) MCnonb3oBaHUe CTaHAapTHbLIX 06pa3yoB Unu 06pas3uoB AM1S KOHTPOMS KayecTBa;

b) ncnonb3oBaHne anbTepHaTMBHOrO 060pyAOBaHMs, KOTOpoe ObiNo kanubpoBaHo, Ansg obecneveHus
NPOCIEXMBAEMOCTU pe3ynbLTaTos;

c) npoBepky (1) YHKLUNOHNPOBAHUA N3MEPUTENBHOIO U UCMbITaTeNbHOro 06opyaoBaHUs;

d) ucnonb3oBaHNe KOHTPOMbHBIX NN paboynx 3TanoHOB C BeOEHWEM KOHTPOMbHbIX KapT, rge a1o npu-
MEHUMO;

€) NPOMEXYTOUYHblE MPOBEPKM U3MEPUTENBHOrO 060opyaoBaHuUs;

f) NoBTOPHbIE NCMbITAHWSA MK KanUMBPOBKK C MCNOMb30BaHNEM OOHOIO M TOrO e UK Pas3fnyHbIX METOLOB;

g) NOBTOPHbLIE UCMbITAHUS U NMOBTOPHYH KanubpoBKy XpaHALMXcs 0OpasLos;

h) Koppensunto pe3ynbTaToB A4Ns pPasNUYHbIX XapakTepucTuk obpasLa;

i) aHanu3 Nosy4YeHHbIX AaHHBIX;

j) BHyTpMnabopaTopHbIEe CrMYEHUS;

k) ncnbitanusa wndpoBaHHoOro (bix) obpasua (oB).

7.7.2 NabopaTopusa OOMKHA OCYLLECTBMSATb MOHUTOPUHI CBOEN OEATENbHOCTU NyTEM CPaBHEHUS C pe-
3ynbTatamu gpyrux nabopatopuii, €Cnm 3T0 BO3MOXHO U MPUMEHUMO. Takon MOHWUTOPWHI OOIDKEH MhaHu-
poBaTbCs, U ero pesynbTaTbl AOMKHbI aHanuanpoBaTbCs. OH OOIMKEH BKMYaTb (HO HE OrpaHM4MBaTbCs)
cnegyowme MeponpusitTus UNn 0gHO N3 HUX:

a) ydacTue B npoBepkax KBanudukaumm.

MpumeuvaHune — B ISO/IEC 17043 npuBeaeHa OononHUTENbHAs MHGOPMaLNs O NpoBepkax KBanudukauum m
0 npoBarigepax npoepku keanudukaumu. NpoBangepbl NPOBEPKM KBanuduKkauum, KOTopble BbINOMHSAT TpeboBaHus
ISO/IEC 17043, cuntatotcs KOMNeTeHTHbIMY;

b) yuactue B mexnabopaTOpHbIX CIIMYEHUSX, OTIIMYHBIX OT MPOBEPOK KBaNMduKaumu.

7.7.3 [aHHble, NOMyyYeHHbIe C MOMOLLBbI0 MOHUTOPUWHIA, AO0MKHbI aHanmM3npoBaTbCs U MCMONb30BaThCH
Anst ynpaeneHns nabopaTopHOW AesITENbHOCTbIO, @ Takke MO BO3MOXHOCTU sl BHECEHUS YNyulLeHWiA
B paboTy nabopatopun. Ecnu 6bino obHapyxeHo, YTO pe3ynbTaTbl aHanM3a AaHHbIX, NoMyYeHHbIX Npu Mo-
HUTOPWHIE, BLIXOASAT 3@ PaMKU YCTAaHOBMEHHbIX KpUTEpUEB, HEOBXOAUMO NpeanpUHSiTE COOTBETCTBYIOLLNE
[AeNCTBUS C Lenblo NPefoTBpaLleHnst BKIMHYEHUSI B OTHETHYIO OKYMEHTaLUMIO HEBEPHBIX pe3ynbTaToB.

7.8 MpeacTaBneHue OTYETORB O pe3ynbTaTax

7.8.1 O6LWMme nonoxeHus

7.8.1.1 Pe3ynbTaTthbl OJKHbI ObITb PACCMOTPEHbI U YTBEPXKAEHBI 40 MX BblAAYMN.

7.8.1.2 PesynbTaTthl JOMKHbBI ObITb NMpeAcTaBneHbl TOYHO, YETKO, HEABYCMbICIIEHHO U OOBLEKTUBHO, Kak
npasuno, B popmMe ot4yeTa (Hanpumep, oT4eT 00 UCMbITaHWAX, CBMAETENbCTBO (CepTudmkar) o kannbposke
nInm akT oTbopa 06pasLoB) U SOMKHbI BKNOYAaTb B ceb5 BCHO MHGDOPMaLUIO, COrMacoBaHHYHO C 3aKa3yunkoM U
HeobxoaMMyto A5 UHTeprpeTauun pesynbTaToB, a Takke BCHO MHGopMaumio, Tpebyemyto B COOTBETCTBUM
C NpMMeHsieMbIM MeTofoM. Bce opopmneHHblie oTYeTbl 4OMKHbI ObITb COXPaHEHbI B KAYECTBE TEXHUYECKNX
3anucen.

N pnmeyvyaHune 1— ,D,J'Iﬂ ueneﬁ HacTosALllero craHgapTa OT4YeThbl 06 ucnbITaHUAX U cBMaeTenbCcTBa (CepTVI(bVIKaTbI)
(o] Kanm6poske nHoraa MoryT HasblBaTbCA NPOTOKOIaMun UCMbITAHU N OTYETaMU O Kaﬂl/l6pOBKe COOTBETCTBEHHO.

I'Ipm MeyaHue 2 — OTyeThl MoryT ObITb n3gaHbl Ha 6yMa)KHOM HOoCcuUTene unm C NOMOLLBbK 3NEKTPOHHbIX
cpeacTs, nNpu ycrosuun, 4to Tpe6OBaHVIF| HacTogdulero ctaHaapTa BbINOJIHEHbI.

7.8.1.3 MNpwn cornacoBaHum ¢ 3akas4ymkoM pesyrbTaTbl MOryT ObITb NpeAcTaBreHbl B YNPOLLEHHOM BUAE.
Jliobble cBegeHus, ykasaHHble B 7.8.2—7.8.7, KOTOpble He Obinn NpefcTaBreHbl 3aKas3yuky, OOJMKHbI ObiTb
NerkogoCTynHbIMMU.
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7.8.2 O6wue TpeboBaHUsA K oT4eTaM (06 NcNbITaHUSAX, KanNMOpoBKe UM oToope obpa3LoB)

7.8.2.1 B uensax MUHUMU3aUUN BO3MOXHOCTU HEMPaBUIIbHOMO NOHUMAaHUSA UMM HEMPaBUNBHOIO UCMOfb-
30BaHNs MHOPMaLUUKN Kaxablh OTYET AOMMKEH BKIHOYATb Kak MUHUMMYM CreayioLlyo MHgopMauuio, ecnu
y nabopatopun HeT 060CHOBaHHbIX MPUYMH HE BbIMOSMHATL 3TO TpeboBaHue:

a) Ha3eaHue (Hanpumep, «OT4eT 06 ncnbiTaHusx», «CBUAETENLCTBO (CepTUDUKAT) O KanMbpoBKeE» MUK
«AKT oTbopa 0bpa3suoBy);

b) HanmeHoBaHWe n agpec nabopartopwuu;

C) MecCTO OCyLIeCTBMEeHNs nabopaTopHoOW AesTEeNnbHOCTU, B TOM YWCIE eCnin OHa OCyLLeCTBNsnach Ha
nnowagax 3akasdvka, mbo Ha yyacTkax, yaaneHHbIX OT NOCTOSIHHbBIX MPOU3BOACTBEHHbIX Nnowagen nabo-
paTtopun, MMbo Ha COOTBETCTBYIOLLMX BPEMEHHO UCMOMNb3YEMbIX UM MOBUMbHBIX 06 beKTax;

d) yHUKanbHy0 naeHTudmkauuio, Ang Toro YTobbl BCe ero COCTaBnstoLne BOCNPUHNMANMCE Kak YacTb
obLLero otyeTa, U YeTKY0 MOSHTUMUKALUIO KOHLA 0TYEeTa;

€) HaMEHOBaHWE N KOHTAKTHbIE JaHHbIE 3aKa3uuka;

f) noeHTUprkaumio npumeHgemoro MeToaa;

g) onucaHve, OQHO3HAYHY0 NaeHTUdMKaLUMIO 1 NpyM HE0BXOAMMOCTH COCTOsIHME 0bpa3La;

h) paty nonydyeHus obpasua (0B) ANs MCNbITaHUA Mnu obbekTa KanvbpoBkM M AaTty oTbopa obpas-
ua (oB), kKorga 370 MMEeT BaXXHOe 3HayYeHne AN AOCTOBEPHOCTU U NPUMEHEHNST Pe3ynbTaToB;

i) Aaty (bl) ocywlecTBneHns nabopaTopHON AeATENBHOCTY;

j) 4aTy BblAaum OT4ETa;

k) ccbinky Ha nnaH n metod otbopa 00pasLoB, UCNOMb30BaHHbIE NabopaTtopuen nnu apyrumm opraHa-
MW, €CNn 3TO BaXKHO A5 AOCTOBEPHOCTU UMW NPUMEHEHNSsT Pe3ynbTaToB;

I) 3agBneHne o0 ToM, YTO pe3ynbTaTbl OTHOCATCHA TOMBbKO K 00BbEKTaM, NPOoLIeALLUM UCMbITaHus, Kannb-
POBKY Unn oToop;

m) pe3ynbTaTbl, FAe 3T0 NPUMEHMMO, C €ANHNLLAMWN N3MEPEHNS;

N) AOMOMHEHUS, OTKIMOHEHUS NN UCKNIOYEHUS U3 MeToaa;

0) uaeHTnduKaumno nuL, (a), yTBepamBLUNX (€ro) OTHeT;

pP) OAHO3HAYHY NAEHTUMKALNIO pe3ynNbTaToB, NOMyYEeHHbIX OT BHELUHUX NOCTaBLLMKOB.

MpumMmeyvyaHune — BknoyeHre 3as8BNEHNSA O TOM, YTO OTYET HE JOIMKEH ObITb BOCNPON3BEAEH HE B NMOMHOM O0b-
eme Oe3 paspelueHuna na60paTopvw|, MOXeT obecneuntb YBE€PEHHOCTb B TOM, YTO 4YaCTu OT4YeTa HEe UHTEepPnpeTupyrTCA
BHE KOHTEKCTa.

7.8.2.2 NNabopaTtopusi 4OMKHA HECTU OTBETCTBEHHOCTb 3a BCIO MH(bOpMaLuto, MpeacTaBneHHyIo B OTYETE,
3a UCKNIOYEHNEM cryvaes, Korga nHopmauusa npegoctaBnseTcs 3akazynkom. [laHHble, npegocTaBneHHble
3aKa34MKoM, OOJPKHbI ObITb YeTKO uaeHTuduumMpoBaHbl. Kpome Toro, B cnydae ecnv nHdopmaums npego-
CTaBfieHa 3aKa3yYMkoM M OHa MOXET MOBMUSATbL Ha LOCTOBEPHOCTb Pe3ynbTaToB, B OTYET OOMKHO ObiTb
BKITOYEHO 3asiBrieHne 06 orpaHMyeHMn OTBETCTBEHHOCTM nabopatopuu. B cnydae ecnn nabopatopus He
OCYLLECTBMSET U HE HECET OTBETCTBEHHOCTU 3a cTagmio otbopa obpasuos (Hanpumep, obpasel, ObIN Npeno-
CTaBIEH 3aKa34ynkoMm), B OTHETE JOIMKHO OblTb OTPaXXEHO, YTO NONyYeHHbIE pe3ynbTaTbl OTHOCATCA K Npego-
CTaBNeHHOMY 3aka34ymkom obpasLly.

7.8.3 CneumnanbHble TpeOOBaHMA K OTYETaM 00 UCNbITaHUAX

7.8.3.1 B gonornHeHune kK TpeboBaHUAM, NepeyncrieHHbIM B 7.8.2, oT4eTbl 06 UCMbITaHWUSX OOIMKHbI, €CIN
3T0 HeobxoaMMO Ansa MHTepnpeTauun pesynbTaToB UCMbITaHWI, BKNYaTb B cebs crneaytoLlee:

a) HdopMaLuio 06 0cobbIX YCNOBUAX UCTIBITAHWI, TAKUX KaK YCITOBUS OKPYXXatoLLen cpeabl;

b) npn HeobxoanmocTu 3asBneHne o COOTBETCTBUN TpeboBaHNsaM unu cneumdukaunsam (cMm. 7.8.6);

C) roe 310 NPUMMEHMMO, HeonpeaeneHHOCTb U3MEPEHUI, NPEACTaBEHHYI0 B TeX Xe eAuHMLUax, YTo U
nsMepsiemasi BefiM4nHa, Unm B OTHOCUTENBHOM MO OTHOLLEHMIO K U3MEPSEMON BenuynHe Buae (Hanpumep,
B NpoLeHTax), koraa:

- 3TO MMEET OTHOLLEHWNE K JOCTOBEPHOCTU UMM NPUMEHEHUIO PE3YNbTAaTOB UCTbITAHWIA;

- 3TOro TPebyeT 3aKkasyuk; unm

- HEOMNPELENEHHOCTb N3MEPEHMS BMMAET HA COOTBETCTBUE YCTAHOBIIEHHOMY Npeaeny;

d) MHEHWs1 1 MHTepnpeTauuu, rge 3To NPUMEHNMOo (cm. 7.8.7);

€) OOMONHUTENBHYI0 MHAOPMALMIO, KOTopasi MOXET noTpeboBaTbCs MO KOHKPETHLIM MEeToAam, opraHam
BNacTu, 3aka3ymkam Unm rpynnam 3aka34qmkoB.

7.8.3.2 Ecnu nabopatopus HeceT OTBETCTBEHHOCTb 3a AeATENbHOCTb N0 0T6opy 06pa3LoB, OTYETHI 06
UCMbITaHNAX OOSMKHbI COOTBETCTBOBATL TPeOOBaHMAM, yka3aHHbIM B 7.8.5, ecnv 310 Heobxogumo Ans WH-
TeprnpeTaunm pesynbTaToB UCMbITaHWUN.
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7.8.4 CneuymnanbHble TpeboOBaHUA K cBUAeTeNbCTBaM (cepTucpmkaram) o kKanmbpoBke

7.8.4.1 B pononHeHne kK TpeboBaHMAM, nepeyncneHHsiM B 7.8.2, B cBuaeTenncTBa (cepTudukaTol)
0 KanubpoBKe OOMKHbI ObITb BKMOYEHbI CReayoLlme CBegeHNS:

a) 3HayeHue HeonpeaeneHHOCTN U3MepeHnn ona pesynbTaTa U3MepeHun, npeacTaBneHHoe B TEX Xe
eANHNLAX, YTO N M3MepAeMas BENMYMHA, UNN B OTHOCUTESNTIbHOM MO OTHOLLEHUIO K U3MEPSIEMON BENMUYUHE
Buae (Hanpumep, B NpoLeHTax).

Mpumeyvyanune — B cootBetctBUM ¢ ISO/IEC Guide 99 pe3ynbTaT naMepeHusi, Kak NpaBuIio, BblpaxaeTcsl oa-
HUM N3MEPEHHbIM 3Ha4YeHNnEeM BEJTMYNHbI C YKa3aHnemM enHnLbl USBMepeHnsa n HeonpeaneneHHoCTn I/I3MepeHI/II7I;

b) ceegeHusa 06 ycnosusax (Hanpumep, YCIOBUSIX OKPY>KaKOLLEN cpefbl), NPU KOTOPbIX BbIMOJTHANUCH Ka-
NMBPOBKM N KOTOPbIE MOIMM OKa3aTh BIMSIHUE Ha pe3yrnbTaTbl U3MEePEHWN;

C) 3asiBneHne 0 ToM, kakuMm obpasom obecnevmBaeTcss METPONoOrmyeckasi NPOCHEeXMBaeMoCTb n3mepe-
HUA (CM. NpunoxeHne A);

d) pesynbTaTbl, NOMy4YeHHbIE 0 M NOCIEe PETYNMPOBKA UM PEMOHTA, ECINN TaKOBblE NPOBOAUIUCS;

€) 3asiBreHne 0 COOTBETCTBMU TpeboBaHUAM Unu cneundmrkaumam npm HeobxogmmocTu (cMm. 7.8.6);

f) MHeHVA n uHTepnpeTaumm (cMm. 7.8.7) Nnpu HeoBXoAUMOCTM.

7.8.4.2 Ecnn nabopaTopus oTBeYaeT 3a AesTenbHOCTb No oTbopy obpasuos, cBuaeTenscTBa (ceptu-
dukaTbl) O KaNMBPOBKE AOIMKHBI COOTBETCTBOBAThL TPeOOBaHUSAM, yKa3aHHbIM B 7.8.5, ecnn 310 Heobxoanmo
ONS MHTepnpeTauun pesynbTaToB KannbpoBku.

7.8.4.3 CBunpetenbCTBO (CepTudukaT) o KannbpoBke nnn KanubpoBoYHAA STUKETKA He AOSHKHbI copep-
XaTb HUKaKne pekomeHgaumm no Bbibopy MeXKkannbpoBOYHbIX UHTEPBANOB, KPOME Tex Crny4aes, Koraa 3T1o
BbINO COrnacoBaHo C 3aKa34YnKOM.

7.8.5 NMpeacraBneHue pe3ynbLTaTtoB No 0OTOOPY 06pa3LoB — cneuunarnbHbie TpeboBaHus

Ecnu nabopatopusi HeceT OTBETCTBEHHOCTb 3a AeATerlbHOCTb No oTbopy o6pasuoB, B AOMONHEHWE
K TpeboBaHuUsIM, NepeyncneHHbIM B 7.8.2, koraa aTo HeoOXoaMMOo ANst UHTEpNpeTauun pesynbTaToB, OTYEThI
OOIMKHbI BKINOYaTh criefytoLlee:

a) gaty otbopa 06pasuos;

b) yHukanbHyo ngeHtTudmkauuo BeibpaHHOro obpasua nnu matepuana (Bkrovas HauMeHoBaHWe Npo-
n3sogutensi, 06o3HavyeHne MO4ENN UNn Tuna U CepuHbie HOMepa, Koraa 3T0 NPMMEHUMO);

C) mecTo 0TOOpa 06pasLoB, BKMNoYasa nobble AnarpaMmmel, 3CKU3bl unu dotorpaduu;

d) ccbinky Ha nnaH otbopa u meTog 0Tbopa;

€) cBegeHuns 060 BCeEX YCINOBMSAX OKpYXKatoLen cpeabl BO BpeMsa 0Toopa 06pasuyoB, KOTOpbIE BIMSHOT Ha
WHTEpNpeTaunio pesynbTaTos;

f) uHcpopmaumio, HeobxoaMMyro NS OUEHKM HeonpeaeneHHOCTM U3MEPEHU AN NocneayrLwmnx ucnbl-
TaHU Unn KannbpoBKu.

7.8.6 MpeacraBneHue 3aknYeHUn 0 COOTBETCTBUMN

7.8.6.1 Ecnn no pe3ynbTataM UCNbITaHUA WA KaﬂM6DOBKI/I JernaeTtca 3aKkrntyeHne O COOTBETCTBUU
CﬂeLI,VI(bI/IKaLI,VII/I nnn crtaHaapTty, na6opaTopMﬂ OOJKHa OOKYMEHTUpoBaTb NpaBUIio MPUHATUA peLueHus,
NnpMHUMaa BO BHUMaHME ypoBEHb PUCKa (Hanpwmep, JTOXXHOMNOJIOXKNTENbHOE 1IN JTOXKHOOTpULLaTeSIbHOE pe-
LeHne, ctatuctn4yeckme I'IpeD,I'IOJ'IO)KeHVIFI), CBsI3aHHLIN C NPUMEHAEMbIM NpPpaBUIIOM MPUHATUA pelleHna, n
NPUMEHUTb AaHHOE MNMpaBuIio.

MpuMeyvyaHue — Ecnu NpaBusio NPUHSATVS PELLEHUSI YCTAHOBIIEHO 3aKa34yMKOM, NpaBuniaMm UM HopMaTUBHbI-
MW JOKYMEHTaMK, farnbHelllee pacCMOTPEHNE YPOBHSI pucka He TpebyeTcs.

7.8.6.2 NNabopatopus JormkHa NpeacTaBUTb 3aKMHOYEHE O COOTBETCTBMM, B KOTOPOM YETKO OMpeaerneHo:

a) K Kaknum pesynbTatamMm NpuMeHsieTcs JaHHOe 3aKnioveHune;

b) kakum cneundukaumsam, ctaHgapTaM UM Ux 4acTsM COOTBETCTBYET UM HE COOTBETCTBYET OOBHEKT;

C) NpaBUSIO MPUHATUSA PELLEHNs, KOTOPOe ObINO MCMONBb30BaHO (ECNM OHO HE COAEPXUTCHA B COOTBET-
CTBYHOLLMX crieuudpmkaumm unu ctaHgapTe).

MpumeyvaHnune — [nda nonyyeHusa gononHutensHon nHdopmauum cm. ISO/IEC Guide 98-4.

7.8.7 NpeactaBneHne MHEHUN N UHTEepNpeTaLnn

7.8.7.1 B cnyyae npefacTtaBneHns MHEHUN U uHTepnpeTaumi nabopaTtopus gomxkHa obecneynTb, YTO
TOSbKO MepcoHarn, YNoNHOMOYEHHbIV Ha NpeacTaBneHne MHEHUW U UHTepnpeTauunin, NnpeacTtaBnseT cooT-
BETCTBYIOLLME 3asBneHus. JlabopaTtopmsa OOmKHaA AOKYMEHTMPOBaTb OCHOBaHMS, Ha KOTOpbIX GasupytoTcs
BKITIOYEHHbIE B OTHET MHEHMS U UHTEpPNpeTaLun.

M pnmeyvyaHne — BaxHO oTnuyate MHEHUS U MHTEepnpeTauun OT BbIBOOAOB MO pe3ynbTaTtamMm WHCNEKUUn nnu

cepTudpmkaumm NPoAyKLmMK, kak ato yctaHoeneHo B ISO/IEC 17020 n ISO/IEC 17065, n OT 3asBMNeHUN O COOTBETCTBUM,
YyNOMsHYTbIX B 7.8.6.
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7.8.7.2 MHeHVs1 unu nHTepnpeTauun, cogepxalimnecs B otyeTax, AOMKHbI OblTb OCHOBaHbI Ha pesyrb-
TaTax, NoslyYeHHbIX AN 00bekTa, NPOXOAMBLUErO UCMbITAHUS/KAaNMGPOBKY, U OOMKHbI ObiTb YeTko 0603Ha-
YeHbl KaK TaKoBble.

7.8.7.3 ECnu MHeHVs 1 UHTeprpeTauun NpeacTaBnsioTCs NyTem HeMnocpeacTBEHHOro 06CyKaeHus pe-
3yNbTaToOB C 3aKa34yMKoM, HEOBXOAMMO COXPaHSITb COOTBETCTBYIOLLME 3AMNCK Takoro 06CyKaeHus!.

7.8.8 U3ameHeHUsA K oTyeTam

7.8.8.1 Ecnu HeobxoanMMO BHECTU M3MEHEHUS, OOMOMHEHMS B BblAaHHbIN OTYET, NepeodopMUTb €ro,
noboe nameHeHne nHpopmMaLmMm A0MKHO BbITb YeTKO 0603HAYEHO U, ecrnn HeobxoanMo, NPUYMHA BHECEHNS
M3MEHEeHNa AoMmKHa ObITb BKIHOYEHA B OTYET.

7.8.8.2 NIameHeHns1 B OTYeT nocre ero Bblgaun OOMKHbI BHOCUTBLCS TOMbKO B BUAE OOMNOMHUTENBHOMO
OOKYMEHTa MM MHOro cnocoba nepefayun AaHHbIX, KOTOpble BKMYaT hopMynmpoBKy: «M3meHeHne Kk oT-
YeTy, NOPSIAKOBLIA HOMEP... [UNWN MHasa naeHTUdUKaUUA]» unu apyryto nogobHyo opmynMpoBKy.

Takme nameHeHnst JOSMKHbI COOTBETCTBOBATL BCEM TpebOBaHMAM HacTOSLLEro cTaHAapTa.

7.8.8.3 Korga Heobxoammo BblgaTb HOBbIM OTYET O pesyrbTatax, OH AOIDKEH OblTb YHUKanNbHbIM 0bpa-
30M MOEHTMMULMPOBAH U CoAepKaTb CChINIKY Ha OTYET O pe3ynbTaTax, KOTOPbIA OH 3aMeHseT.

7.9 XKano6bl (npeTeH3um)

7.9.1 NabopaTopumsa JOMKHa UMeTb OOKYMEHTUPOBAHHLIA NPOLLECC ANS NOMy4YeHUs, pacCMOTPEHUS xa-
nob (NpeTeH3uin) U NPUHATKSA peLleHni No xanobam (NpeTeH3nsam).

7.9.2 OnucaHne npolecca obpalleHus ¢ xanobamu (NpPeTeH3nsiM1) OOMMKHO ObiTb AOCTYMHO BCEM 3a-
WHTEpPeCcoBaHHbIM CTOPOHaM Mo 3anpocy. [Mpu nonyyeHun xanobbl (npeTeH3un) nabopatopus AOKHA yao-
CTOBEPUTBCS, OTHOCUTCS N Xanoba (NpeTeH3us) kK nabopaTopHON AeATENbHOCTW, 3a KOTOPYK OHa HeceT
OTBETCTBEHHOCTb, W, €CNN 3TO TaK, JOIDKHA MPUHATbL €e Ha paccMoTpeHue. JlabopaTtopus HeceT OTBET-
CTBEHHOCTb 3a MPUHATME BCEX PELLUEHNA Ha BCEX CTaamsax npouecca pacCMOTPEHUS Xanobbl (MpeTeHsun).

7.9.3 lMpouecc paccmoTpeHus xanob (npeTteH3uin) OOIMKEH BKIHOYAThb MO KpalHeW Mepe cnegyrome
3NEeMEHTbI 1 METOAbI:

a) onvcaHue npouecca nony4yeHns, NPoBEpPKN, PacCMOTPEHUS xanobbl (MPeTEH3NN) U NPUHATUSA peLue-
HUs1 06 OTBETHLIX OENCTBUSIX, KOTOPbIE AOMKHbI OblTb NPEANPUHATLI;

b) otcnexuBaHue n peructpaums xanob (npeTeH3nit), BkNYas ENCTBUA, NPeAnpuHSTLIE ANA UX pas-
peLueHus;

c) obecneyeHne TOro, YTo He0HXOAMMbIE MEPbI MPEANPUHUMAIOTCS.

7.9.4 NabopaTopwus, nonyyatowas xanoby (npeTeH3uto), JormkHa HECTU OTBETCTBEHHOCTbL 3a cbop wu
NpOBEPKY BCer He0bX0aAMMON MHpopMaLIMK C LIeNblo NOATBEPXKAEHNS 0OOCHOBAHHOCTM Xanobbl (MpeTeH3un).

7.9.5 Korga ato BO3MOXHO, nabopaTopusi JOSPKHA MOATBEPAUTb MOMyvYeHWe Xanobdbl (MpeTeH3nn) u
WMH(POPMUPOBATL 3asBUTENSA O XOA4E U pe3ynbTaTtax pacCMOTPEHUS.

7.9.6 PesynbTaThl paccMOTpeHUs anobbl (npeTeH3uu), KoTopble OyayT OOBeAeHbl OO0 3asdABUTEnS,
OOJDKHbI ObITb NOATOTOBMEHbI UM PACCMOTPEHBI U OA00PEHbI NMLIOM (aMK), KOTOpoe (ble) He MpuHUMarno (un)
y4yacTtus B AedTenbHOCTM nnabopaTtopumn, No NOBOAY KOTOPOW NocTynuna xanoba (npeTeHsus).

M pnmev4yaHne — OTO MOXET BbIMOMHATLCA BHELLUHUM nepcoHanom.

7.9.7 Korga 310 BO3MOXHO, NlabopaTopusi A0IMKHA NPeaoCTaBUTL 3asBUTEND oduLmanbHoe yBegome-
HWe O pesynbTaTax pacCMOTPEHUS Xanobbl (NpeTeH3nm).

7.10 YnpaBneHne HeCOOTBETCTBYIOLEN paboTon

7.10.1 NabopaTopusa OormkHa umeTb Npoueaypy, KOTOpyt NPUMEHSIOT B Criyyae, ecrniv kakon-nubo ac-
nekT nabopaTopHOW AeATEeNbHOCTM UK pesynbTaTbl paboTbl HE COOTBETCTBYIOT COBCTBEHHBLIM MpoLeaypam
nabopaTopun nnm TpeboBaHWAM, COrMacoBaHHbIM C 3aKa3ynmkom (Hanpumep, obopygoBaHWe UNWM yCroBus
OKpyXXatoLen cpefbl He COOTBETCTBYIOT YCTAHOBMEHHbIM Mpeaenam, pe3ynbTaTbl MOHUTOPUHIa He OTBeYa-
0T YCTaHOBMEHHbLIM KpuTepusaMm). Npouedypa gormkHa obecnevmsaTb, YTO:

a) onpefeneHbl OTBETCTBEHHOCTb M NOMHOMOYMA AN yNpaBneHns HeCOOTBETCTBYOLLEen paboTow;

b) pevictBua (BkMYas NPUOCTAHOBKY MMM MOBTOP paboTbl M MPUOCTAHOBKY Bbi4ayn OTYETOB, €Chuv
HeobxoaMMO) OCHOBaHbI Ha YPOBHSX pUCKa, YCTaHOBMEHHbIX nabopaTtopuen;

C) NpoBedeHO OLEeHMBaHWE 3HAYMMOCTU HECOOTBETCTBYIOLLEN YCTAaHOBMEHHbIM TpeboBaHmAaM paboThl,
B TOM YWCIe aHanns3 ee BO3OENCTBUA Ha NpeabiayLume pesynbTarhbl;

d) NpuHSATO peLleHne 0 NPMEMIEMOCTH HECOOTBETCTBYIOLLEN paboThi;

€) Korga 370 HeobXxoAMMO, YBEAOMIIEH 3aKa3uuK U aHHYNMPOBaHb! pe3yrnbTaTtbl paboTbl;

f) onpegeneHa oTBETCTBEHHOCTL 3a MPUHATME PeLLEHWs O BO30OHOBNEHMN paboTbl.

14



FOCT ISO/IEC 17025—2019

7.10.2 JlabopaTopuss JommkHa BECTU 3anMcy B OTHOLLEHWMM HECOOTBETCTBYHOLLEN paboTbl N Heobxoam-
MbIX OEACTBUI, Kak ykasaHo B 7.10.1, nepeuncneHus b)-f).

7.10.3 B Tex cny4asnx, korga oueHka NokasbiBaeT, YTO HECOOTBETCTBYHOLLAA paboTa MOXeT NOBTOPUThL-
CHl, UM €CTb COMHEHUS B OTHOLLUEHUN COOTBETCTBUSA AEATENbHOCTU nabopaTtopum CODCTBEHHOW cucteme
MeHeIKMeHTa, nnabopaTopusi 4OMMKHA 00ecneyYnTb BbIMOMHEHME KOPPEKTUPYIOLLNX OENCTBUNA.

7.11 YnpaBneHune gaHHbIMU U NH(popmaumuen

7.11.1 NabopaTopusa AoOMmKHA MMETb AOCTYM KO BCEM AaHHbIM U MHGOPMaLMK, HEOOXOOUMbBIM Ansl Bbl-
nonHeHnss nabopaTopHOn AEeATENbHOCTU.

7.11.2 TpaBuibHOCTb (DYHKLMOHUPOBaHMSA cucTeM (bl) ynpaBrneHus MHdgopmMauuen nabopartopumn, uc-
none3yemblx (o) ona cbopa, obpaboTku, 3anvcu, NpeacTaBneHus pesynbTaToB, XPaHEHWUs UNM Noucka
OaHHbIX, B TOM YMCre NpaBuIibHOCTb (PYHKLUMOHMPOBAHNS MHTEpdENncoB cnctem (bl) ynpaeneHns MHgopma-
unen nabopartopuu, gormkHa (bl) ObITb NpoBEpPEHa NabopaTopuen nepesn BHegpeHnem B paboTy. Mpu nodbix
N3MEHEHUSX, BKINOYaA N3MEHEHNS KOHUIypaLmMmn NnporpammHoro obecneyenus nabopatopum unm mogmcu-
KauMm KOMMep4YeCcKoro nporpammMHoro obecnedyeHunss, OH1 AOMKHbI ObITb yTBEPXKOEHbI, AOKYMEHTUPOBAHbI 1
BanuaupoBaHbl 4O BBEAEHUS UX B AENCTBUE.

MpumeyvyaHune 1 — B HacTosLEeM CTaHAapTe «CUCTEMbI ypaBneHus nHdopmaumen nabopartopmmy BKIOYaOT
B cebsa ynpaBneHne gaHHbIMU N VIHdI)OpMaLl,MeVI, coaepXxawmnmMmnca Kak B KOMNbIOTEPU3NPOBAHHbIX, TaKk U HEKOMNbOTEPU-
31MPOBaAHHbIX CUCTEMaX. HeKOTOpre n3 Tpe60BaHI/II7I MoryTt ObiTb B OOnbLLEN CTENEHN NPUMEHNUMbI K KOMNbOTEPU3NPO-
BaHHbIM cuCcTeMaMm, 4eM K HEKOMMNbITEPU3NPOBAHHBLIM CUCTEMAM.

MpumeyvyaHme 2 — [locTynHOE Ha pblHKE KOMMepYeckoe nporpaMmmHoe obecrneyveHve npu obblMHOM €ero uc-
nonb3oBaHUn B O6J'IaCTVI, ana KOTOpOl7| OHO nNpegHa3Ha4yeHOo, MOXeT CHYUTAaTbCA B }J,OCTaTO\-IHOVI cTeneHun BanngnpoBaHHbIM.

7.11.3 Cuctema (bl) ynpaBneHus uHdopmMaumen nabopatopun, 4osmkHa (bl):

a) ObITb 3awymuLeHa (bl) OT HECaHKLUMOHNPOBAHHOIO AOCTYNa;

b) 6bITb 3awuLLeHa (bl) OT MCKaXEHUS UK NOTEPU AaHHbIX;

C) byHKLMOHMPOBATb B YCIMOBUSAX OKPYXXAKLLEN cpefpbl, KOTOpble COOTBETCTBYIOT cneumdukauusam no-
CTaBWMKa unu nabopartopuun, unu, B CIiy4ae HEKOMMbTEPU3NPOBAHHBbIX CUCTEM, CO3daBaTb YCOBMS,
obecneunBaroLLe HEN3MEHHOCTb BbIMOJTHEHHBIX OT PYKM 3anuncen n paclumgpoBKy;

d) nogaepxuBaTbCs B TAkOM COCTOSIHUKM, KOTOpoe obecneyvmBaeT LLEeNOCTHOCTb AaHHbIX U MHpOpMaLNK;

€) BKM4YaTb pPerncTpaumnto CUCTEMHbIX COOEB U COOTBETCTBYIOLLMX OMNEPATMBHBLIX U KOPPEKTUPYHOLLMX
[ENCTBUN.

7.11.4 B TOM crniyyae, ecnu ynpasfieHne OaHHOW CUCTEMOMN U ee nofaepXaHue OCyLlecTBnAeTcs Au-
CTaHUMOHHO MK Yepes3 BHELUHEro nocraBLiuka, nabopatopus AormkHa obecneynmTb COOTBETCTBME NOCTaB-
LLMKa UM onepaTopa CUCTEMbI BCEM NPUMEHMMbIM TPeOOBaAHNSAM HACTOSLLEro cTaHaapTa.

7.11.5 JlabopaTtopus gomkHa obecnednBaTth, YTOObI MHCTPYKLUMMK, PYKOBOACTBA U CPaBOYHbIE OAHHbIE,
OTHOCSLLMECH K cucTeme (am) ynpasneHus nHpopmauuen nabopatopum, Obinm NErkogocTynHbIMK Ans nep-
coHana.

7.11.6 Pac4yeTbl 1 nepegayun AaHHbIX OOMMKHbI NoABepraTbCs HaanexalummM cucTeMaTYeckum NpoBepKam.

8 TpeboBaHMA K cMCTeMe MeHeg)KMeHTa

8.1 BapuaHTbI

8.1.1 O6wwme nonoxeHuns

JlabopaTtopusa gomkHa yCTaHOBUTb, JOKYMEHTMPOBATb, BHEAPUTb M NOAOEPXKUBATL CUCTEMY MEHEdX-
MeHTa, KoTopas crnocobHa obecneynmBatb U LOEMOHCTPUPOBATb MOCTOSIHHOE BLINOMHEHWE TpeboBaHui
HacTosilLero crtaHgapta M obecneymBaTb KayeCcTBO BbINOMHEHHbIX NabopaTopuen pabot. B gononHeHue
K COOTBETCTBUIO TpeboBaHUsAM pa3fenoB 4-7 nabopaTopusi 4OMMKHA BHELPUTL CUCTEMY MEHEOXXMEHTa B CO-
OTBETCTBUM C BapuaHToMm A unu BapnaHtom B.

MpnumeyvyaHune — Cm. npunoxeHue B ona 4ononHUTENbHOM MHGOPMaLUK.

8.1.2 BapuaHt A

Kak MMHUMYM cucTema MeHemxMeHTa nabopatopun AomkHa npegycMmaTpuBaTh cnegytollee:
- JOKYMEHTaUUI0 CUCTEMbl MeHeXXKMeHTa (cM. 8.2);

- ynpaBneHue JOKYMeHTaMy CUCTEMbI MeHeKMeHTa (CM. 8.3);

- ynpaeneHue 3anucamm (cMm. 8.4);

- OEVCTBUS, CBA3aHHbIE C PUCKaMM U BO3MOXHOCTAMM (CM. 8.5);

- yny4weHus (cm. 8.6);

- KOppekTupyowue aencteuns (cm. 8.7);
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- BHYTPEHHUe ayauThbl (CM. 8.8);
- aHanu3 co CTOpOHbI pykoBoAcTBa (cm. 8.9).

8.1.3 Bapnant B

JlabopaTtopusi, KoTopas yCTaHOBWUIA W NOAAEPXKMBAET CUCTEMY MEHEI)KMEHTA B COOTBETCTBMU C Tpebo-
BaHnsmn ISO 9001 n cnocobHa noaTeepXaaTb U AEMOHCTPUPOBATb MNOCTOSIHHOE BbIMOSTHEHNE TpeboBaHWI
pasgenos 4—7, Takke OEMOHCTPUPYET Kak MUHUMYM FOTOBHOCTb BBIMONHSATE TPebOOoBaHMSA, cogepxalimecs
B 8.2-8.9.

8.2 [lokymMeHTauuMA cucteMbl MeHegXKMeHTa (BapuaHT A)

8.2.1 PykoBoacTBo nabopatopumn SOIMKHO YCTaHOBUTb, AOKYMEHTUPOBATb U NOAAEPXKMBATb NMOMUTUKA U
uenu ans BbINONHEHUSA TpeboBaHMIM HAcCTOSLWEro cTaHaapTa U SOIMKHO obecneynTb, YTOObI 9TU NONNTUKK 1
uenu ObINKn NpU3HaHbl M BHEAPEHbI HA BCEX YPOBHSAX opraHusaummn nabopatopuu.

8.2.2. MNonnTukmM 1 Luenn OormkHbl ObITb HanpaeneHbl Ha obecnevyeHme KOMMNETEHTHOCTU, BecnpucTpacT-
HOCTU U CTabUIbHOCTU AeATenbHOCTU abopaTopun.

8.2.3 PykoBopacTBo nabopatopumn OOMKHO NpeacTaBUTb JoKa3aTenbCcTBa NPUBEPXKEHHOCTU K pa3paboT-
Ke U BHELPEHUIO CUCTEMbI MEHEI)KMEHTa U NOCTOSIHHOMY MOBbLILLEHUIO ee Pe3ynbTaTUBHOCTH.

8.2.4 Bca pgokymeHTauusi, NpoLEecChbl, CUCTEMbI, 3anucu, OTHOCALUMECS K BbIMOMHEHUIO TpeboBaHun
HaCTOSILLEro ctaHaapTa, AOSMKHbI ObITb BKIMOYEHbI B CUCTEMY MEHEAXXMEHTA, COOTHECEHbI U CBSI3aHbl C HEW.

8.2.5 Becb nepcoHan, y4acTByloLmMiA B nabopaTopHOW OeATENbHOCTU, AOIMKEH MMETb AOCTYN K TEM Ya-
CTAM [OKYMEHTaAUUN CUCTEMbI MEHE)KMEHTA U COOTBETCTBYHOLLEN MHOpPMaUUK, KOTOpblE NMPUMEHSAIOTCH
B cdhepe ero 0OTBETCTBEHHOCTM.

8.3 YnpaBneHue 4OKyMeHTaMU CUCTEMbI MEHE)KMEHTa (BapuaHT A)

8.3.1 JlabopaTopusa gormkHa ynpaensTb AOKYMEHTaMW (BHYTPEHHUMW WU BHELIHWUMMW), OTHOCALMMUCSH
K BbINONIHEHMIO TpeboBaHMN HaCcTOosLLEero cTaHaapTa.

MpumevyaHne — B gaHHOM KOHTEKCTE «OOKYMEHTOM» MOryT ObiTb 3asBMEHUs O MONMTUKE, NpoLeaypsbl, cne-
umdpmKaumm, MHCTPYKUUN NPOM3BOAUTENS, KanMbpoBOYHble Tabnuubl, Cxembl, NOCOOMSA, NnakaTbl, yBe4OMMNEHUS, NaMsT-
KW, YepTexu, nnaHbl 1 T. O. OHu MoryTt ObITb npeactaefieHbl Ha pas3fiMyHbIX HOCUTENAX Mquopmame, HanpumMmep B ne-
YaTHOM unu umMdposom gopmare.

8.3.2 JlabopaTtopus gomkHa obecneunTb, YTo:

a) AOKYMEHTbI NPOBEPEHbI HA MPUrOAHOCTb YNONIHOMOYEHHbBIM NEPCOHaNoM A0 UX U3gaHus;

b) BokyMeHTbI neprnoamMyeckn aHanmavpyrTCs 1 NpyY HeOBXOAMMOCTU NepecMaTpUBaloTCS;

C) MASHTNPMUNPYIOTCA UBMEHEHUS N CTaTyC TEKyLLEen peaakumm JOKYMEHTa;

d) akTyanbHble BepCUn NpYMeHsIeMbIX JOKYMEHTOB AOCTYMNHbI Ha BCex paboymx mecTtax U npu Heobxo-
AVMOCTU UX pacnpocTpaHeHne yrnpaBnseTcs;

€) AOKYMEHTbI YHUKarnbHbIM 06pasom naeHTUULMPOBaH®bI;

f) He ponyckaeTca HenpegHaMepeHHoe MCNOoNb30BaHWe yCTapeBLUUX AOKYMEHTOB U NPUMEHSAETCS COOT-
BETCTBYIOLLAA NAeHTUMUKALMSA OaHHbBIX JOKYMEHTOB, B Cy4ae eCrni OHU COXPaHSIKOTCS C Kakon-nnbo Lienbto.

8.4 YnpaBneHue 3anucsamu (BapnaHT A)

8.4.1 Jlabopartopusa OoSmkHaA BECTU M COXpaHsSTb pa3bopuMBbIE 3anMMCK C LIENbl NOATBEPXKAEHUS CO-
6noaeHns TpeboBaHMIA HAcCTosLLIEro cTaHaapTa.

8.4.2 JlabopaTopusa JormKkHa OCyLecTBRATb ynpasneHue, Heobxognmoe And unaeHtudukaumm, xpaHe-
HWSA, 3aLUWTbI, PE3EPBHOIO KOMMPOBAHWUS, apXMBMPOBAHMWS, NOMCKA, CPOKa XPaHEHUS U YHUYTOXEHNUS CBOUX
3anvcen. Jlabopatopusi OOMmKHa COXpPaHATb 3anuMcu B TeYeHwe nepuopa, YCTaHOBMEHHOro AOroBOPHbIMU
obaszatenbcTBaMmu. [JoCTyn K AaHHbIM 3anNMCAM OOIDKEH COOTBETCTBOBaTb 0b6sA3aTenbCcTBaM B 06nacTy KOH-
braeHUManbHOCTK, K 3anUcK A0SMKHbI ObiTb NErkoAoCTYMHBIMM.

Mpnumevyanune — B 7.5 npuBegeHsl AONOMHUTENbHbIE TpeboBaHMA, OTHOCALLMECS K TEXHUYECKMM 3anucsaMm.

8.5 [lencTBUA, CBA3aHHbIe C PUCKaAMM U BO3MOXHOCTAMMU (BapuaHT A)

8.5.1 NlabopaTtopus gomkHa paccmaTpuBaTb PUCKM M BO3MOXHOCTU, CBSI3aHHblE C NlabopaTopHon aes-
TENbHOCTbIO, AN TOro YToObI:

a) obecneunBaTtb, YTO CUCTEMA MEHEXKMEHTA JOCTUraeT HaMEYEHHbIX Pe3ynbTaToB;

b) HapawuBaTb BO3MOXHOCTU ANA AOCTUXKEHUS Lienen n 3agad nabopaTtopum;

C) NpegoTBpaLLaTh UM YMEHbLUUTL HeXenaTernbHble BO34eNCTBMSA U BO3MOXHbIE cbon B nabopaTopHoi
OesaTenbHOCTY;

d) pobmsatbca yny4eHun.
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8.5.2 [labopaTtopus gomkHa nnaHMpoBaThb:

a) AencTBUS, CBA3aHHbIE C AaHHBIMW PUCKaMU U BO3MOXKHOCTSMU;

b) kakum obpaszom:

1) HTerpmMpoBaTb U BHEOPSTb AaHHble AeNCTBUS B CUCTEMY MEHEI)KMEHTA;
2) oueHnBaTb pPe3ynbTaTUBHOCTb AaHHbIX OEACTBUN.

n punMmeyvyaHne — XoTa B HacTodweM CTaHOapTe YyKa3blBaeTCd, 4YTO na6opaTopMﬂ nnaHnpyet ,D,eI7ICTBI/1$I no
yCTpaHeHuo puckoB, TpeboBaHus K popmanbHbIM METOAAM YNpaBneHNs puckammn nunv JoKyMeHTUPOBaHHOMY npoLeccy
ynpaBreHusi puckamu He ycTaHoBreHbl. JlabopaTopuu MoOryT pewwuTtb, cnegyeT nu paspabaTbiBatb 6onee obLIMpHYHO
MeToAoNormM ynpasieHna puckamm, 4em 310 Tpe6yeTCF| B HacTtodAwemM CtaHaapTe, Hanpumep, nocpencrtBsoM npuMmeHe-
HUA OPYruX pykoBoACTB U CTaHOapTOB.

8.5.3 lMpegnpvHuMaemble OENCTBUS, CBSI3aHHbIE C PUCKAMU U BO3MOXHOCTAMMW, OOMKHbI ObITb copas-
MepPHbI X MOTEHLMANBHOMY BIINSIHUIO HA OCTOBEPHOCTL NabopaTopHbIX pe3yrnbTaToB.

Mpumeyvyanune 1 — lNpumepamun OeNCTBUIN, CBA3AHHBIX C pUckamu, MoryT BbiTb naeHTudMKauma n npeagynpe-
XAEeHne yrpos, NPUHATME PUCKOB C Liefbio peannaaumm BO3MOXHOCTH, YCTPaHEHWe UCTOYHMKA pUcKa, U3MeHeHne Bepo-
ATHOCTW pUCKa UK ero NOCNeAcTBUiA, pasgerieHne pUCKoB U COXpaHeHVe puUcka NOCPEACTBOM OBOCHOBAHHOIO PeLLeHus.

MpumeyvyaHne 2 — BO3MOXHOCTM MOryT MPUBECTU K paclumMpeHunto obrnacTtn nabopaTopHOW AeATenbHOCTH,
NPUBMEYEHNIO HOBbIX 3aKa3uYMKOB, NCMOMb30BaHUIO HOBbIX TEXHOMOMMIA UNW APYrMX BO3MOXHOCTEN C LieNnbio yaA0BNeTBOo-
peHnst NoTPeBHOCTEN 3aKa3qmMKoB.

8.6 Yny4yweHus (BapuaHTt A)

8.6.1 Jlabopatopus gomkHa naeHTuduumMpoBatb M BbibpaTe BO3MOXHOCTU ANSA YNyuYLEHUR, a Takke
npeanpuHATL HeobxoanMble OENCTBUS.

M pnmev4yaHne — BoamoxxHocTun anda yJ'Iy‘-iLIJeHVIVI MoryT OblTb VI,D,eHTVId)MLI,VIpOBaHbI no pes3ynbTatamMm aHanumsa
paboumx npouenyp, UCMONb30BaHWUS MOJNIUTMK, OCHOBHLIX Lienen, pe3ynbTaToB ayauToB, KOPPEKTUPYIOLLMX OEWCTBUMN,
aHanusa co CTOPOHbI pyKoBOACTBA, I'Ipe,EU'IO)KeHI/Iﬁ nepcoHana, oueHKM pucka, aHanumsa AaHHbIX U pe3ynbTaToB NpoBe-
POk KBanudmKaumn.

8.6.2 J'Ia6opaTopV|H OOJKHa CTPEeMUTbCA nony4aTb 06paTHYIO CBA3b OT 3aKa34MKOB, KaK MOJIOXKUTEIb-
HYH, TaK U OTpuuaTtesibHyt0. OGpaTHaFI CBA3b AOO0JPKHA aHalnmm3npoBaTbCA U MPUMEHATbCA A4 yhy4dlleHunA
CUCTEMbl MEHE)KMEHTA, na6opaTopH017| OeATeNIbHOCTU N O6CJ'Iy>KVIBaHVIFI 3aKa34nKoB.

MpumeyaHne — lMNpumepamu TUNOB 0GpPaTHOW CBA3WN SABMSAKOTCSA OMNPOCHI OTHOCUTENbHO YAOBNETBOPEHHOCTH
3aKas34uKoB, 3aM1CK NEePeroBopPoB U 0GCYXOeHNe OTHETOB C 3aKas4nkamu.

8.7 Koppektupyrowme aencreusa (BapmanT A)

8.7.1 Npw BbISABNEHUN HECOOTBETCTBUS NabopaTopums OOIKHA:

a) pearnpoBaTb Ha HECOOTBETCTBME U NPU HEOOXOAMMOCTH:

- peanpVHATbL AEUCTBUS AN YyNpaBneHUs HECOOTBETCTBUEM M €70 YCTPaHEHUS;

- OTpearMpoBaTb Ha NOCNEACTBUS;

b) oueHnTb HEOBXOAMMOCTL AENCTBUSA ANA YCTPAHEHUS NPUYUH (bl) HECOOTBETCTBUSA, AN TOro YTOObI
npeaynpeauTb ero NOBTOPHOE UMW HOBOE NPOSIBIIEHNE, NOCPEACTBOM:

- pacCMOTPEHNs U aHanu3a HeCoOTBETCTBUS;

- BbISIBIIEHWS MPUYNH HECOOTBETCTBUS;

- BbISIBNIEHMS CYLLECTBOBAHUS UMW NOTEHUUANbHON BO3MOXHOCTW BO3HMKHOBEHWUSI MOAOOHBIX HECOOoT-
BETCTBUM;

C) NpeanpuHATE HEOOXOAMMbIE OENCTBUS;

d) oueHNTb pe3ynbTaTUBHOCTb NPEANPUHSITLIX KOPPEKTUPYIOLLNX OENCTBUN;

€) NOBTOPHO OLIEHWTb PUCKM U BO3MOXHOCTM, BbISBIIEHHbIE MO UTOram MIaHNUPOBaHWS, €Cnn 3TO Heob-
XOANMO;

f) npn HeOOXOANMOCTM BHECTUN N3MEHEHUS B CUCTEMY MEHEPKMEHTA.

8.7.2 KoppekTupylowme OeNCTBUA AOSMKHbI COOTBETCTBOBATbL Macwtabam v nocneactsusaMm oOHapy-
YKEHHOro HECOOTBETCTBUS.

8.7.3 INNabopaTtopus [OmKHA COXpaHATb 3anncu B Ka4eCcTBe CBUAETENLCTB CrieayHoLLero:

a) CyLLHOCTU HECOOTBETCTBMIN, MPUYMH (bl) 1 NIOBLIX NPEANPUHATLIX NOCAEAYLWNX OENCTBUN;

b) pe3ynbTaToB KOPPEKTUPYIOLLMX AEACTBUNA.

8.8 BHyTpeHHMe ayanTbl (BapuaHT A)

8.8.1 JlabopaTtopusa fomkHa NpoBOAMTb BHYTPEHHME ayauTbl Yepes 3anfiaHMpOBaHHbIE MHTEpBanbl 411
nonyyYeHust UHPOPMaLMM O TOM, SIBSIETCS TN CUCTEMA MEHEKMEHTA:
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a) COOTBETCTBYIOLLEN:

- cOOGCTBEHHBIM TpeboBaHMAM nabopaTtopun K CBOEN CUCTEME MEHEOXMeEHTa, B TOM vucine nabopaTop-
HOW AeATEeNnbHOCTY;

- TpeboBaHNsAM HacToSLWEero cTaHaapTa;

b) pesynbTaTMBHO BHEOAPEHHONW U peann3yeMon.

8.8.2 NNabopartopus fomkHa:

a) nnaHvpoBaTtb, padpabaTbiBaTb, BHEAPSATb U peanu3oBbiBaTb NporpamMmy ayguta, B TOM 4ucne B OT-
HOLLEHUM MEePUOANYHOCTU, METOAOB, cdyepbl OTBETCTBEHHOCTU, NNaHUpyeMbIX TpeboBaHWA U OTHETHOCTMH,
KOTOpaa OOJIKHa y4YUTbiBaTb BaXXHOCTb COOTBeTCTByFOLIJ,eIZ naGopaTopHoﬁ AeAaTesibHOCTnU, USMeHeHu4d, BIn-
sowme Ha nabopaTopuio, a Takke pesynbTaTbl NpeablayLUMX ayanTos;

b) onpenensATb kpuTEPUKN ayamTa u obnacTe NPoBEAEHUS KaXXO0ro ayauTa;

c) obecneymBaTb, YTO pe3ynbTaTbl ayanTa AOBeAeHbl 40 COOTBETCTBYHIOLLEro PyKOBOACTBA;

d) BbINOMHATE COOTBETCTBYIOLLME KOPPEKUMM U KOppPeKTUpyowue genctemsa 6e3 HeobOoCHOBaHHbIX 3a-
OEPXeK;

€) COXpaHsiTb 3anucu B KayecTBe MOATBEPXKAEHUS peanu3aumv nporpaMmmbl ayauta M pesynbTaToB
ayavToB.

Mpumevyanne — B ISO 19011 npuBedeHbl pyKoBOASLUME yKa3aHWUsl AN MPOBELAEHUS BHYTPEHHMX
ayaouToB.

8.9 AHanus co CTOpPOHbI pyKoBoACTBa (BapuaHT A)

8.9.1 PykoBoacTBo nabopaTopun JOMKHO aHanu3mMpoBaTb CUCTEMY MEHEOXMEHTa C 3annaHupoBaHHON
NeprvoauYHOCTbIO, YTOObI 0becnevnTb ee MOCTOSHHYK MPUrOAHOCTb, a4eKBaTHOCTb U Pe3yNbTaTUBHOCTb,
BKITHOYas 3asiBNIEHHbIE MOMUTUKN M LENN, CBA3AHHbIE C BbINOSIHEHMEM TPebOBaHUIM HacToSALWLEro cTaHgapTa.

8.9.2 BxoaHble JaHHble aHanm3a Co CTOPOHbI PYKOBOACTBA AOJMKHbI ObITb 3apermcTpMpoBaHbl U BKIHO-
YaTb MHPOPMALMIO OTHOCUTENBHO:

a) U3AMEHEHMIN BO BHYTPEHHMX M BHELLHMX BOMpPOCax, MMeIoLNX OTHOLLEHNE k nabopaTtopuuy;

b) pocTnxKeHNs1 NoCcTaBNEeHHbIX Lienew;

C) MPUrogHOCTU NONUTUK U MpoLeayp;

d) ctatyca gencTBun, 3annaHnpoBaHHbIX Nocrne npeabiayLmMx aHann3oB Co CTOPOHbI PYKOBOACTBA;

e) pesynbTaTta (0B) MOCNeAHUX BHYTPEHHUX ayauTOB;

f) KoppekTupyroLWmnx 4encTeui;

g) OLIEHOK, MPOBOAMMbBIX BHELLUHMMUW OpraHamu;

h) nameHenun obbema n Buga paboTtsbl nnu obnactu gesTensHoOCTN nadopatopuu;

i) obpaTHOI CBA3M OT NepcoHara u 3aKas3ynKoB.;

j) xanob (npeTeH3un);

k) pe3ynbTaTMBHOCTU peanun3oBaHHbIX YITyYLLIEHNN;

I) BOCTAaTOYHOCTM PECYPCOB;

m) pe3ynbTaToB naeHTUmKaumm puckos;

n) MTOroB AesaTensHOCTH No obecnevyeHnto JOCTOBEPHOCTN Pe3yrnbTaToB; a Takke

0) OPYIMX 3HaYMMbIX (DAKTOPOB, Takne Kak MOHUTOPUHT AeATENBHOCTU U 0ByYeHMe.

8.9.3 BbixogHble faHHble aHanm3a co CTOPOHbI PYKOBOACTBA AOIMKHbI BKMtOYaTh 3anmcm obo Bcex pe-
LUEHMSAX U OENCTBUAX, OTHOCALLIMXCA MO KparkHen mepe K:

a) pesynbTaTMBHOCTN CUCTEMbI MEHEKMEHTA U ee NPOoLEeCCOB;

b) yny4ywenuio nabopaTtopHon AeATENBHOCTU, OTHOCALLENCS K BbIMOSHEHWIO TpeboBaHMIA HacTosALWEero
cTaHgapTa;

C) NpefocTaBneHno HeobXoaUMbIX PECYPCOB;

d) nro6on Heo6xooUMOCTUN U3MEHEHUN.
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MpunoxeHue A
(cnpaBouHoOe)

MeTponoruyeckasi NpocneXxmBaeMocCTb

A.1 O6Gwme cBegeHus

B HacTosLLeM npunoxeHun NpuseaeHa AononHuTenbHas MHopmaLmsa 0 MeTPONorMYeckor NpPoCrexu-
BaeMOCTU, KoTopasi NpeAcTaBnseT cobov BaxHENLLY0 KOHLeNUuo aAns obecrneyeHns conocTaBUMOCTM pe-
3yNbTaTOB M3MEPEHUI KaK Ha HaLUMOHAaNbHOM, Tak U Ha MeXAyHapoAHOM YPOBHE.

A.2 YcTaHOBNEeHne MeTposiormyecKon nNpocrieXxnBaemMocTun

A.2.1 MeTponorudeckas npocnexmnsaemMmocTb YCTaHaBNUBaETCH C y4eTOM U NOATBEPXKOEHMEM:

a) onpeaeneHns n3mepseMon Benn4YuHbl (BENnYMHbI, noanexailen nsMepeHuto);

b) ookymeHTMpOBaHHOWM HeMpepbIBHOM Lienn KanMbpoBOK, NO3BOMSOLLEN YCTAHOBUTL CBSA3b C COOTBET-
CTBYIOLLIEN OCHOBOW ANSA CpaBHEHUS (B Ka4eCTBE TakOW COOTBETCTBYIOLLEN OCHOBbLI OS5 CPaBHEHUS MOryT
BbICTyNaTb HaUMOHarbHbIE NN MEXAYHAapOoAHble 3TaNoHbl, a Takke BHyTpeHHue (paboune) aTanoHbl);

C) OLeHVBaHUS HeonpeaeneHHOCTM M3MEPEHNI Ha KaXXaoM aTane B Lieny NpPocneXnsaeMocTv ¢ npume-
HEeHMeM COrnacoBaHHbIX METOO0B;

d) peanusaumun Kaxxgoro atana B Leny NpOCneXnBaeMocTn C NpMMEHEeHVeM COOTBETCTBYHOLLUMX MeTo-
AO0B, C NONy4YeHNeM pesynbTaToB U3MEPEHUN U CBA3AHHLIX C HUMUW 3aperncTpUpoBaHHbIX 3HAYEHUIN Heonpe-
OerneHHOCTN U3MepPEHNNA;

€) npefocTasneHns nabopaTopusMmn, peanmayoLwmMm OaMH U HECKONbKO 3TarnoB B LeNW NpOCrexu-
BaeMOCTU, JOKa3aTeNbCTB TEXHUYECKON KOMMNETEHTHOCTMU.

A.2.2 CuctemaTuyeckas MOrpelHoCcTb (MHorga HasbliBaeMasi CMeLleHnemM) kannbposaHHoro obopyao-
BaHUS YYNTbIBAETCA NPW PacnpocTpaHEHNN METPONOrMYECKOn NPOCHEXMBAEMOCTN Ha pesynbTaTbl n3mepe-
HWIA, nony4deHHble B nabopatopuu. CyLlecTBYIOT pa3nnyHble MexaHW3Mmbl A58 yyeTa cucteMaTuyeckon no-
rPELUHOCTM U3MEPEHUIA NPY pacnpoCcTpaHeHUN METPONOrMYECKOW NPOCEXNBAEMOCTH.

A.2.3 Oina pacnpocTpaHeHnsi METPOSIOrMYECKON NPOCNEXNBAEMOCTN MHOTAA NPYMEHSIIOT 3TanoHbl, UH-
dopmauma O KOTOpbIX, NMpegocTaBfeHHas KOMMeTeHTHOW nabopaTopuen, CoOAepXUT TONbKO 3asBreHue
0 cooTBeTCTBUM cneuudukaumm (6e3 ykasaHusa pesynbTaToB M3MEPEHUA M 3HaYeHW HeonpeaeneHHoOCTH,
CBfA3aHHbIX C HUMMK). Peann3aumsa gaHHOro noaxoda, B COOTBETCTBUM C KOTOPbIM MpedernbHble 3HayYeHus,
yKasaHHble B cneumduKaumnsax, UCNonb3yoTCsa B Ka4eCTBE UCTOYHMKa HeonpeaeneHHOCTH, 3aBUCHT OT:

- NPYMEHEHNsI COOTBETCTBYIOLLIEro Npasuna NPUHATUA PeLLeHNn ANns YCTaHOBIEHNSA COOTBETCTBUS;

- nocrneaymrLwero yyeta ykasaHHbIX B cneuudukaumsax npeaenbHbiX 3Ha4YeHWn B BrogxeTe Heonpeae-
NEeHHOCTN NoCcpPeacTBOM TEXHUYECKN 060CHOBaAHHOIO crnocoba.

TexHnyeckoe 060CHOBaHWE AaHHOrO Nogxo4a 3akrovaeTcs B TOM, YTO MpU 3asiBNIEHMN O COOTBETCTBUM
cneumdvkaumn onpenensieTca MHTepBan W3MepeHHbIX 3HauyeHWn, B npefenax KoToporo npv 3agaHHOM
YpOBHE [0Bepus NPearnonoXUTeNbHO HaxoauTCs UCTUHHOE 3HaveHue, U Mpu 3TOM paccMaTpuBaeTcs Kak
noboe cMelleHe OT UCTUHHOIO 3HaYeHUs], Tak U HeonpeaeneHHOCTb U3MEPEHWIA.

lMpumep — lMpumeHeHUe 2upb ¢ NPUCBOEHHbIM coaniacHo mpeb6oeaHusim OIML R 111 knaccom moyHocmu
Ons kanubpoeku eecoe.

A.3 [leMOHCTpauus MEeTPOJIOrM4eCKOM NPoCreXXxnBaemMoCcTu

A.3.1 JlabopaTopun HecyT OTBETCTBEHHOCTb 3a YCTaHOBMEHUE METPOSIOrMYECKON MPOCIEXMBAEMOCTM
B COOTBETCTBUM C HacTosAWuUM ctaHgapToM. MeTponormyeckyto npocnexunsaemMocTb obecnevmBaroT pesyrib-
TaTbl KanubpoBKkK, NpeacTaBneHHble nabopaTtopusiMvM, COOTBETCTBYHIOLLUMMK HacToswemy ctaHgapty. Cep-
TUULMPOBAHHBLIE 3HAYEHUSA CEPTUPULMPOBAHHBIX CTaHOAPTHbIX 06pasLoB, NpeacTaBneHHbIX MOCTaBLUN-
Kamu cTaHgapTHbIX 06pasuyoB, cooTBeTCTBYOWME TpeboBaHmam ISO 17034, obecneumBaloT MeTposnornye-
CKyt0 npocnexusaemocTb. CyLleCTBYIOT pasfnuyHble Cnocobbl AEMOHCTpauun COOTBETCTBUS HACTOSILLEMY
CTaHgapTy: NpU3HaHWe TpeTbel CTOPOHOM (TakKOM Kak OpraH no akkpeauTaumm), BHELLHASA OLeHKa 3akasudu-
KamMy unm camoolieHka. K cnocobam, NpUHSATLIM Ha MeXOyHapO4HOM YPOBHE, OTHOCAT (HO He orpaHu4MBa-
I0TCA 3TUM) criegytoLume:

a) KannbpoBOYHbIE U U3MEPUTENbHBbIE BO3MOXHOCTM, 0becrnevymBaeMble HaUMOHANbHLIMU METPOOr-
YECKMMM WMHCTUTYTaMU U Ha3HAYE€HHbIMW WHCTUTYTamK, KOTOpble ObiNM NOABEPrHYTbl COOTBETCTBYHOLLMM
npoLeccamMm NapuTeTHOW OLUEeHKM. Takast napuTeTHas oueHka nposoguTcsa B pamkax CIPM MRA (Cornawe-
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HMEe O B3aMMHOM MNPU3HAHMKU, MOAroToBneHHoe MexayHapoAdHbIM KomMuTeToM mep u Becos). C Buaamu
ycnyr, Ha KoTopble pacnpoctpaHdaetca genctene CIPM MRA, MoXHO 03HakomMuTbcs B npunoxeHun C BIPM
KCDB (6a3bl gaHHbIX MO KMOYEBbLIM CIIMYEHNUSIM, CHOPMUPOBaHHOW MexayHapoaHbiM O10po Mep 1 BECOB),
roe CoaepXutcs nogpobHas nHopmaums 0 Anana3oHax U HeornpeaeneHHOCTU U3MEPEHNI ANsS KaXaon 13
NnepeyYnCrneHHbIX B HEM YCIyT;

b) kannbpoBoYHbIE 1 M3MEPUTENbHbIE BO3MOXHOCTW, KOTOPbIE MOATBEMKAEHbI MPW akkpeaMTauum B op-
raHe no akkpegutauum, ynosiHOMOYEHHOM B paMkax cornawenus ILAC (MexagyHapogHoe coTpyaHU4YecTBO
no akkpegutauum nabopaTtopuii) UnuM pernoHanbHbIX cornaweHun, npusHasaembix ILAC, obnagatoT noa-
TBEPXXAEHHOW METPOrorM4eckon npocnexmsaemocTtbio. CeegeHns o6 obnactn akkpegntaumm kanubposoy-
HblX NabopaTopuii ABNSAOTCS 00LLEeA0CTYNHBIMU U MOTYT ObITb 3anpoLUeHbl Y COOTBETCTBYIOLLMX OPraHoB Mo
akkpegutaumu.

A.3.2 CosmecTHaa pgeknapaums BIPM, OIML (MexgyHapogHOW opraHu3auuu no 3akoHodaTerlbHOM
meTtponorun), ILAC n ISO 0 MeTponornyeckor npocnexnsaemMocT COOEPXKUT CrneumnanbHble yKa3aHus Mo
obecneyeHno MexayHapoOAHOro MPU3HAHNUS Lienyn MeTPOIOrMYECKON NMPOCHEXNBAEMOCTH.
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MpunoxeHue B
(cnpaBouHoOe)

BapVIaHTbI CUCTeMbl MeHeA)XXMeHTa

B.1 PacwwvpeHne npvMeHeHnst CUCTEM MEHEPKMEHTa B LIeNIOM YBENWYUIO NOTpebHOCTb B NoATBep-
XOeHun Toro, 4Yto nabopartopun mMoryT obecneunBaTb (PYHKLUMOHMPOBAHWE CUCTEMbl MEHEMKMEHTa, COOT-
BetcTBytowlen n ISO 9001, n HacTosileMy cTaHgapTy. Takum oOpa3om, HacToAWMI CTaHgapT obecneynBa-
€T ABa BapuaHTa TpeboBaHMN, OTHOCALLMXCS K peanu3aumm CMCTEMbl MEHEI)KMEHTA.

B.2 BapuaHTt A (cMm. 8.1.2) nepeuncnseTr MUHUManbHble TpeboBaHUSA K BHEAPEHUIO CUCTEMbl MEHeOX-
MeHTa B nabopaTtopun. BHumaHue 6bino yaeneHo Tomy, 4tobbl BkNouMTb Bce TpeboBaHusa ISO 9001, ume-
IoLWme oTHoLEHne K obnactam nabopaTopHOM AeATENBHOCTU, Ha KOTOPbIE pPacrnpoCTpaHsieTcs cuctema Me-
HemxkMeHTa. JlTabopaTopum, KoTopble cCOOTBETCTBYHOT TpeboBaHusam ISO/IEC 17025 (pasgensl 4—7) n BHegpsi-
10T BapuaHT A pasgena 8, Takum obpasom, Takke OyayT B Lenom eACTBOBaTb B COOTBETCTBMM C MPUHLN-
namun 1ISO 9001.

B.3 BapuanTt B (cm. 8.1.3) nossonseT nabopatopusm co3gaBaTb M NMOAAEPXKUBATL CUCTEMY MEHEOX-
MeHTa B cooTBeTCTBMM C TpeboBaHusamu ISO 9001 Takmum obpasom, 4ToObl obecneumBaTb U 4EMOHCTPUPO-
BaTb MOCTOSIHHOE BbINOSIHEHME TpeboBaHun pa3nenos 4—7. Jlabopatopuu, KOTOpble NPUMEHSIIOT BapuaHT B
pasgena 8, 6yayT Takke paboTtaTb B cootBeTcTBMM € ISO 9001. CooTtBeTcTBUE TpeboBaHusm ISO 9001 cu-
CTEMbl MEHE)KMEHTa, B pamMKax KOTOPOW (PyHKLUUOHMPYET nabopartopusi, He aBnseTcs camo no cebe ge-
MOHCTpaunen KOMMNETEHTHOCTU nabopaTopum B OTHOLUEHWMM MPEeaOCTaBMEHUA TEXHUYECKU [OCTOBEPHbIX
OaHHbIX 1 pe3ynbTaToB. OT0 TpeboBaHne peannsyeTca Yepes COOTBETCTBUE pasgenam 4—7.

B.4 O6a BapuaHTa npegnonaratT JOCTUMXXEHUE TOro Xe pesynbTaTta B npouecce yHKLNOHUPOBAHNUS
CUCTEMbI MEHE)KMEHTA U COOTBETCTBUSA TpeboBaHUSAM pa3genos 4—7.

M pnmeyvyaHne — ,D,OKyMeHTbI, AaHHbIE N 3anncun ABNAKTCA COCTAaBHbIMU 4YaCTAMU ,EI,OKyMeHTVIpOBaHHOVI NH-
dopmaumm B ISO 9001 n gpyrnx cTaHgapTax Nno cucteMam MeHeKMeHTa. YnpaBneHne JoKyMeHTaMmun paccMaTprBaeT-
cs B 8.3. YnpaeneHue 3anucamu paccmatpuBaeTtcs B 8.4 1 7.5. YnpaBneHue AaHHbIMU, KOTOpble OTHOCATCA K nabopa-
TOpHOW AesTenbHOCTU, paccmaTtpuBaeTcsa B 7.11.

B.5 Ha pucyHke B.1 nokasaH npumep BapuMaHTa CXemaTU4eckoro npeacrtaBreHms paboymx npoLeccoB
nabopaTtopuu, kak onncaHo B pasgene 7.
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%) http:/filac.org/

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

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

CBefeHUA 0 COOTBETCTBUMN CCbINOYHbIX MeXxXAayHapoAaHbIX AOKYMEHTOB
MeXrocyaapCrtBeHHbIX CTaHOapTamMm

Tabnuua OA.1

O603Ha4eHne CCblNoYHOro

CteneHb O603Ha4YeHne n HanmeHoBaHue
MeXxayHapoaHoro
COOTBETCTBUSA COOTBETCTBYIOLLErO MEXIoCy4apCTBEHHOIO cTaHAapTa
[OKyMeHTa
ISO/IEC Guide 99 — *
ISO/IEC 17000 IDT FOCT ISO/IEC 17000-2012 OueHka cooTBeTCcTBMSA. CnoBapb 1

o6wwme npuHumnel (ISO/IEC 17000:2004)

CTBUA CTaHgapTa:

- IDT — ngeHTMYHbIN cTaHaapT.

* COOTBETCTBYIOLUMI MEXIOCyAapCTBEHHbIW CTaHAAPT OTCYTCTBYET. [JO ero NpuHATUS pekoMeHAyeTcs MCNomnb3o-
BaTb NMepeBod Ha PYCCKMI SA3bIK AAHHOTO MEXAYyHapOOHOro AoKymeHTa. MHdopmaums o Hannyumv nepesoda Mexay-
HapogHoro fokymeHTa — B HaumoHanbHoMm doHge THIA.

MpumeyaHne — B HacTosWwen Tabnvue NCNonNb30BaHO criegylollee YCroBHOe 0603Ha4YeHne CTeneHn CooTBeT-

Y[OK 53.089.6+061.64(083.74)(476)
KntoyeBble crnoa: 6ecnpucTpacTHOCTb, MPOCINEXMBAEMOCTb, KOMMNETEHTHOCTb, KOHUOEHUMANBHOCTb, CU-

cTeMa MeHeKMeHTa
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