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Jata BeBegeHns 2019-09-01

MpepucnoBue

Llenn, oCHOBHble MPUHUMNLI 1 06LMe npaBuia NpoBeAeHUs paboT MO MEeXrocyAapCTBEHHOWN cTaHdapTusauun
yctaHoBneHol TOCT 1.0 "MexrocygapcTBeHHass cuctema craHgaptmsauuun. OcHOBHble nonoxeHua” n FOCT 1.2
"MexrocypapctBeHHaa cuctema ctaHgaptusaumm. CtaHgapTbl MeXrocyAapCTBEHHbIe, nNpasuia U pekoMmeHgauumn no
MEXrocyAapCTBEHHOI cTaHAapTusauun. Npasuna paspaboTkn, NPUHATAS, 0BHOBNEHNS N OTMEHbI"

CBegeHuns o cTaHgapTe

1 MNMOArOTOBJIEH PecnybnuvkaHCKMM YHUTapHbIM npeanpuatvemM “Beniopycckuii rocyAapCTBEHHbIN  LEHTP
akkpegutauun” (FfocygapcteeHHoe npegnpusitue “"BrLA™) Ha ocHoBe COGCTBEHHOTO MeEpeBOfAa Ha PYCCKUIA A3bIK
aHr1083bI4HON BEPCUMM CTaHdapTa, Yka3aHHOro B NyHKTe 4

2 BHECEH lNocygapCTBEHHbIM KOMUTETOM MO cTaHAapTusauumn Pecny6nivkn benapycb

3 MPNHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHAapTM3aumm, METPOIOrMN 1 cepTudunkaumm (MpoTokon ot 28
nioHA 2019 1. N 55)

3a npuHATNE NPOronocoBasin:

KpaTkoe HanmeHoBaHue cTpaHbl no MK Kog cTtpaHbl no MK CokpalleHHoe HanMeHOoBaHMe HauMoHaIbLHOro
(NCO 3166) 004-97 (NCO 3166) 004-97 opraHa no ctaHgapTtusauum

ApmeHusa AM MuH3aKoOHOMUKK Pecny6nnkn ApMmeHus

Benapycb BY FocctaHgapTt Pecny6nvkn Benapycb

KasaxcTtaH Kz FocctaHgapt Pecny6nmkmn KasaxcTtaH

Knprunsusa KG KbipreiscTaHgapT

Poccunsa RU PocctaHpapT

TagXunkncTaH TJ TagxukctaHgapT

Y36ekuctaH uz Y3ctaHgapT

4 TNpukasom PefepanbHOro areHTCTBa fno TEXHUYECKOMY pPeryimpoBaHunio U metposiorun ot 15 wona 2019 r. N
385-CT MexrocygapcTBeHHblii ctaHgapT FOCT ISO/IEC 17025-2019 BBeAeH B AelCTBME B KAYeCTBE HaLMOHa/IbHOIO
ctaHgapTa Poccwiickoii degepaumm ¢ 1 ceHTa6psa 2019 .

5 HacTtoawmin ctaHaapT MAEHTMYEH MeXayHapoaHoMmy ctaHaapTy ISO/IEC 17025:2017* "O6wume TpeboBaHus K
KOMMETEHTHOCTN MCNbITATENbHbIX U Ka/IMGPOBOYHbIX nabopartopuii (“General requirements for the competence of
testing and calibration laboratories”, IDT).

* [I0CTYN K MEXAyHAPOAHbIM 1 3apy6eXHbIM AOKYMEHTaM, YNOMSIHYTbIM B TEKCTE, MOXHO MOy4YnTb, 06paTVBLLUCh
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B Cﬂy)KGy noaaepXxkn nonb3oBartenei. - MpumeyaHne narotosuTens 6a3bl AaHHbIX.

B HacTosllem cTaHgapTe CNOBO customer nepeBefeHO Kak “3akasduk' M NPYMEHSIETCA B kayecTBe OAHOro u3
3HayeHuli TepMmuHa "notpebutens” (cm. FOCT P MCO 9000-2015, nyHkT 3.2.4; CTB ISO 9000-2015, nyHkT 3.2.4),
MOCKO/bKY, KakK npasuso, nabopatopuv B3anMOLENCTBYIOT HENOCPEACTBEHHO C 3aKa34MKOM YCNYr MO UCMbITAHUAM U
KanmbpoBke, a He C KOHeYyHbIM nofb3oBaTesieM. Kpome TOro, B MpakTUKE OCYLLECTB/IEHNSA liabopaTopHOii
feATensHoCcTM obLeynoTpebuTeibHbIM SABASIETCS CMOBO "3akasuunk'".

MexayHapoAHblli cTaHgapT paspabotaH KomuteTom no oueHke cootBeTctBus (CASCO) MexayHapoaHol
opraHusauuu no ctaHgaptusaumm (1ISO).

Mpn NpUMeHeHU HacToSLWEro cTaHaapTa PeKOMeHAYETCs MCMNOoNb30BaTb BMECTO CCbhIIOYHBLIX MeXAYHapOAHbIX
CTaH4apToB COOTBETCTBYIOLME WM MEXroCyAapCTBEHHble CTaHfapTbl, CBEAEHMS O KOTOPbIX MpUBELEHbl B
[OMONMHUTENBbHOM npuioxeHun JA

6 BSAMEH rOCT NCO/M3K 17025-2009

7 MEPEN3JAHWNE. MapT 2021 .

UHghopmayusi o BeedeHuu B delicmsue (npekpaweHuu delicmBsusl) Hacmosiuje2o cmaHoapma u UsMeHeHul K
HeEMYy Ha meppumopuu yKasaHHbIX Bbllue 20cydapcms nyb/iukyemcsi 8 ykazame/siix HayuOHa/lbHbIX CmaHoapmos,
u3zdasaeMbiX B8 amux 20cydapcmsax, a makxe 8 cemu MIHmepHem Ha calimax coomsemcmsywux HayuoOHabHbIX
op2aHos8 no cmaHdapmu3ayuu.

B cnywae nepecmompa, UMEHeHUs1 U/lu OmMMeHbl Hacmoswe20 cmaHoapma coomsemcemsayroujasi UHghopmayusi
6ydem onyb6/iukoBaHa Ha othuyuasibHOM UHmMepHem-calime MexeaocydapcmBeHHO20 cosema no cmaHoapmusayuu,
mMemposiocuu u cepmudbukayuu 8 kamasioze "MexaocydapcmBseHHbIe cmaHoapme!”

BBepeHne

HacTosilmii cTaHaapT pa3paboTaH C Lenblo YKpensieHus AoBepust K AesTenbHocTu naéopaTopuii. B HacTosiLEM
CTaHgapTe cofepxatcsi TpeboBaHus K flabopaTopusiM, BbINOSIHEHWE KOTOPbIX MO3BOIMT VMM MPOAEMOHCTPUPOBATb
KOMMETEHTHOCTb W CMOCOGHOCTbL MOslyyaTb [OCTOBEpPHbIE pe3yrnbTaThl. JlaBopaTopun, KOTOpble COOTBETCTBYIOT
Tpe6oBaHNAM HACTOSILLEro CTaHAapTa, Takke GyayT B LenoM (yHKUMOHMPOBATL B COOTBETCTBUM C NpuHUMnamu 1ISO
9001.

CornacHo Tp66OBaHl/I$IM HacTodLllero ctaHgapta na60paTop|/m A0J/DKHa nnaHnupoBaTb U OCYLWECTBAATb ,D,EVICTBMFI
Nno Yynpas/ieHUID pUCKaMu U BO3MOXHOCTAMU. YMNpaBfieHWe puckamm n BO3MOXHOCTAMW CO34aeT OCHOBY [A/14
NOBbIWEHNA Pe3Yy/IbTaTUBHOCT CUCTEMbI MEHEMKMEHTa, AOCTUMXEHUA Nydlnx pe3ynbratoB WU npeaoTsBpalleHns
HeraTnBHbIX I'IOCJ'IG,CI,CTBI/IVI. ﬂa6opaTop|/|;| HeCeT OTBETCTBEHHOCTb 3a MNPUHATME pelleHnA O TOM, Kakne PUCKN U
BO3MOXHOCTU HeO6XO,qMMO paccMaTpuBaTth.

Vcnonb3oBaHMe HaCTOSILLEro cTaHaapTa yNnpoCcTUT COTPYAHUYECTBO MeXAy 1abopaTopusiMi U gpyrummn opraHamm
1N NOMOXET B 0OMeHe WHJIopMaLMeil 1 ONbITOM, a Takke B rapmMoHM3aumMmM CTaHgapToB M npoueayp. Mpu3HaHue
pe3ynbTaToB /1labopaTopHO AeATeflbHOCTU Mexay cTpaHamu yrnpoLlaeTcsi, ecsn nabopartopunm COOTBETCTBYIOT
TpeboBaHNAM HaCTOSILLIErO CTaHJapTa.

B HacTosLeM cTaHAapTe UCMNO/b3YHTCA criedyowue rnarofibHble opMbl;

- "no/mKeH" - 0603HavaeT TpeboBaHue;

- "cnepyet" - 0603HaYaeT PEKOMEHAALNIO;

- "MOXeT" - 0603Ha4aeT pa3peLleHmE;
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- "cnocobeH" - 0603HaYaeT BO3MOXHOCTb.
Bonee nogpo6Hy0 NHGOPMaLMIo MOXHO HaiiTh B upektuBax ISO/IEC, yacThb 2.
[nsa ueneii nccnegoBaHus Nonb30BaTeNsAM PEKOMEHAYETCA AeUTLCA CBOUM BUAEHUEM HACTOALLEro cTaHjapTa u

NpeanoXeHNsMN N0 BHECEHMIO U3MEHEHWUI B nocneywolime nsgaHus. Ytobbl NPUHATL yvacTue B OHAaliH-onpoce,
Heo6xoAMMOo NpoiTK No ccbifke: https://www.surveymonkey.com/r/6MQ95ZC.

1 O6nacTb NpUMeHeHunA

Hactosiwmin  ctaHgapT ycTaHaB/ivBaeT o6wue TpeboBaHUA K KOMMETEHTHOCTW, 6GecnpucTpacTHOCTM W
CTabunbHOMY OYHKLMOHMPOBaHNIO 1abopaTopuii.

HaCTOﬂU.I,MM CTaHgapT nNpuUMeHMM KO BCEM opraHunsaumam, 3aHnMarolnmca naﬁopaTopHon AeATeNIbHOCTbIO,
HE3aBNCUMO OT YNC/TIEHHOCTW NepCcoHana.

3akKazumky nabopatopuii, peryimpyioLiMe opraHbl, OpraHu3auuy U CXeMbl, UCMOMb3YOLWME MAPUTETHYIO OLIEHKY,

opraHbl MO akkpeauTauuu, a Takke ApyrMe CTOPOHbl MPUMEHSIIOT HacTosWMiA cTaHAapT NpU NOATBEPXAEHUU WK
MPW3HaHUM KOMMETEHTHOCTY N1a6GopaTopPWiA.

2 HopMaTUBHbI€ CCbIIKU

Mpn NpumMeHeHMn HacTosALEero ctaHaapTa PeKOMEHAYETCA MCMNONb30BaTb BMECTO CCbhIIOYHbLIX MeXAyHapOoaAHbIX
CTaHapToOB COOTBETCTBYIOLLME WM MEXroCyJapCTBeHHble CTaHAapTbl, CBEAEHMA O KOTOPbIX MpuBEAEHbl B
[O0NOSTHUTENIbHOM NpunoxeHun OA

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and associated terms (VIM)
(MexayHapoaHblii cnoBapb No MeTponorMn. OCHOBHbIE 1 06LLME NOHATUS U COOTBETCTBYOLWME TepMUHbI (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (OueHka cootseTcTBus. CrioBapb 1
o6Lume NpUHLMUNbI)

3 TepMUHbI 1 onpeaeneHus

B HacToswem cTtaHfapTe npumeHeHbl TepMuHbl No ISO/IEC Guide 99 u ISO/IEC 17000, a Takke cnegywowme
TEPMVHbI C COOTBETCTBYOLLMMW ONpeaesieHUAMMU.

ISO n IEC noggepxmBatoT TEPMUHOIOTMYECKNE 6asbl AaHHbIX AN UCNOJb30BaHNWs B 06nacTu ctaHgapTusaumm,
KOTOpble [OCTYMHbI MO CrieAyLMM CCbhlsIKaMm:

- OHnaiH-nnatdopma ISO ana noucka gocTynHa no cebiske: http://www.iso.org/obp;
- anekTponeaus IEC: gocTtynHa no ccblnke: http://www.electropedia.org/
3.1 6ecnpucTpactHocTb (impartiality): Hannume o6beKTMBHOCTW.

MpumeyaHne 1 - OGbLEKTMBHOCTb O3HAYAET, YTO OTCYTCTBYHOT KOHMP/IMKTbI MHTEPECOB WM OHU paspeLlarTcs
Tak¥M 06pa30M, UTO HE OKa3blBAKOT HEraTMBHOTO BVSIHIUA Ha Noc/eaAyoLLyto AesiTeNbHOCTb naéopatopun (3.6).

Mpumeyanve 2 - Opyrummn TepMUHaAMK, UCNOAb3YEMbIMU NPU Nepejade CyTu COCTaB/IALWMX 6ecnpucTpacTHOCTH,
SABNAOTCA "OTCYTCTBME KOH(P/IMKTOB WHTEpecoB", "OTCYTCTBME npeaB3AaTocTM', "OTCyTCTBUE npeaybexaeHuii”,
"HelTpanMTeT", "cnpaBen/iMBOCTh", "OTKPbITOCTL", "06bEKTUBHOCTL", "OTCTPaHEHHOCTL" 1 "naputeT".
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[MCTOUYHUK: ISO/IEC 17021-1:2015, 3.2, n3MeHeHO - B npumedvaHun 1 cnosa “opraHa no cepTtudukaymn®
3aMeHeHbl Ha "nabopaTtopun”, B NpUMeYaHun 2 C1oBo "He3aBUCUMOCTL" UCK/TIOHYEHO 13 CrncKa.]

3.2 xano6a (npeteH3unsa) (complaint): BblpaxeHne HeyAO0BMETBOPEHHOCTN J/IOObLIM SIMLOM WX OpraHu3aumen B
OTHOLLIEeHMN nabopaTopun (3.6), Kacawuweecs AeATeNbHOCTU UMW pe3ynbTaToB 3TOW nabopaTtopuu, MO KOTOPOMY
0OXUOaeTcsa oTBeT.

[MCTOUHWK: ISO/IEC 17000:2004, 6.5, U3MeHEeHO - cfioBa "B OT/IM4Me OT anennsauum” 6blsiv UCK/YEHbI, a cnosa
"opraH No OLEHKE COOTBETCTBMS UMW OpraH no akkpeautTauum, OTHOCSLMIACA K OeATENbHOCTM 3TOro opraHa” Obiau
3aMeHeHbl cioBaMu "abopatopuu, KacatoLelica AeaTeslbHOCTW UK pesybTaToB 3Toi nabopaTopun'.]

3.3 mexnaboparopHoe cnuueHue (interlaboratory comparison): OpraHusauusi, BbINOSIHEHME W OLEHMBaHWe
U3MEPEHUA WM WUCMbITAHWIA OJHOTO M TOrO XXEe WM HECKONbKMX MOAO6HbIX 06pas3uoB AByMs wnn 6Gonee
nabopartopussMy B COOTBETCTBUM C 3apaHee YCTaHOBEHHbIMW YCNOBUAMM.

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

3.4 BHyTpunadopatopHoe cnudeHue (intralaboratory comparison): OpraHusauusi, BbINO/IHEHWE W OLEHMBaHWE
N3MepPEeHUA NN UCTbITaHUIA OHOrO U TOTO Xe WM HECKONBbKMX NOA06HLIX 06pa3LoB B Npejenax ofHoN naéoparopuu

(3.6) B COOTBETCTBMU C 3apaHEE YCTAHOBIEHHLIMU YC/TOBUSIMUA.

3.5 npoBepka kBanudmkauun (proficiency testing): OueHuBaHME XapakTepUCTUKM (PYHKLMOHNPOBAHUSA
yyYacTHUKa MO 3apaHee YCTaHOB/IEHHbIM KPUTEPUSAM NOCPeACTBOM Mex1abopaTtopHbIX candeHnii (3.3).

[MCTOUHWMK: ISO/IEC 17043:2010, 3.7, UBMEHEHO - yaasieHbl NpUMeYaHust K NyHKTY.]

3.6 na6opatopus (laboratory): OpraH, KOTOpbIii OCYLIECTBNAET OAWH WM HECKOMbKO M3 crefdylolux BUIOB
[1eITe/TIbHOCTU:

- NCNbITaHUA;
- Ka/IMBpPOBKa;
- 0T60p 06pasLOoB, CBA3aHHbIV C NOCNeayLWMMU UCTIbITAHUAMUN U KaNMBPOBKOIA.

MprmevaHne 1 - B KOHTEKCTE HACTOALWEro cTaHgapTa NoHATMe "nabopatopHas A4eAaTeNbHOCTb" OTHOCUTCS K TPEM
BbllLieyKa3aHHbIM BUAAM AeATeNIbHOCTMU.

3.7 npaBuno npuHATUA pelweHna (decision rule): TMpaBuio, KOTOpOe OMNUCLIBAET, KakK YYUTbIBAETCA
HeonpeaeneHHOCTb N3MepPEeHnii NPy NPUHATUX PeLLeHNst O COOTBETCTBUM YCTAaHOB/IEHHOMY TPe60oBaHMIo.

3.8 Bepuchmukauusa (verification): lNpepoctaBneHne OGBLEKTUBHbLIX CBUAETENLCTB TOr0, YTO [AaHHbIA O6GLEKT
COOTBETCTBYET YCTAHOB/IEHHbIM TPE60OBaHMAM.

lNMpumepbi

1 MoomsepxdeHue moz2o, Ymo 0aHHbIl cmaHlapmMHbIl o6pasey s8/19eMmcs, Kak 3as18/1€HO, 0OHOPOOHbLIM
07151 3Ha4YeHus1 Be/IUHUHbI U coomsemcmsyrouweli MemoouKu usmepeHull, sBnioms 0o obpasya maccoli 10 me.

2 lNMoomsepxo0eHUe Mmo20, 4Hmo 3KcnjyamayuoHHble XapakmepucmuKku usmepumesibHOU cucmembl uau
3akoHodame/ibHble mpe6osaHus K Heli CO6/1100€HbI.

3 NModmesepxdeHue Mo20, YmMo Moxxem 6bImb docmuzHyma yesiesasi HeonpedesieHHOCMb U3MepPeHudl.
MpumeyaHue 1 - Korga npUMEHUMO, CneayeT yunTbiBaTb HeonpeaeeHHOCTb 3MEPEHMWIA.

MprMeyaHne 2 - OGLEKTOM MOXET BbITb, HANpUMep, NPOLECC, METOAMKA U3MEPEHUS, MaTepuas, BELLEeCTBO UK
n3MepuTensbHasa cuctema.
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MpumMeyaHne 3 - YCTAHOB/IEHHblE TPeGOBaHWSI MOTYT 3aK/touaTbCsl, HanpuMep, B COBMIOAEHUN chieuuduKaLmn
npousBoauTens.

MprumeyaHne 4 - B 3akoHOAaTe/IbHOM METPO/I0rMK, Kak 3To onpegeneHo B VIML, 1 npu oueHKe COOTBETCTBMSA B
LEeioM BepugInKaumss OTHOCUTCSA K WCCeAOBaHWO U KNEAMEHMIO W/WAW Bblgaye CBUAETENbCTBA O MOBEPKE

N3MEPUTENBHOI CUCTEMBI.

MpumeyaHne 5 - MoBepky He cnedyeT nyTaTb C kKaMOPOBKON. He Kaxaan Bepudmkauma ABnaseTca sanngaumei
(3.9).

MpumeyaHne 6 - B xuMum BepudmKaums MAEHTUYHOCTU paccMaTpyBaeMoro o6bekta WM peakuum Tpebyer
OnMncaHusi CTPYKTYPbI UV CBOCTB 3TOT0 0GbLEKTA MW peakLum.

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

3.9 Banimgauyma (validation): Bepudwmkaums (3.8), nNpu KOTOpOI YyCTaHOB/IEHHble TPebOBaHUSA CBS3aHbl C
npeanonaraemMbiM NCMO/Ib30BaHNEM.

Mpumep - Memoduka u3mepeHusi, 06bIYHO UCNO/Ib3yemMasi 0/11 U3MepeHUss Maccosol KOHyeHmpayuu
asoma 8 s8ode, MOXem 6bimb BasUOUpPOBaHA Makxe O/1s1 usMepeHuUsi Maccosoli KOHYyeHmpayuu asoma 8
CbIBOPOMKE KPOBU Ye/108€Ka.

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

4 O6wme TpeboBaHUA

4.1 BecnpucTpacTHOCTb

4.1.1 NNabopaTtopHasa [esATeNbHOCTb A0/HKHA OCYLLECTBAATLCA 6ECNpUCTPacTHO, a Takke CTPYKTYpMpOBaTbCs U
ynpaensaTbCA Takum o6pa3om, 4ToObl ob6ecneymBarTb 6€CNpPUCTPacTHOCTb.

4.1.2 PykoBOoACTBO /labopatopun JOMKHO NPUHATL 06s13aTeNbCTBa N0 6eCNPUCTPACTHOCTH.

4.1.3 TabopaTtopust fo/mKHa HECTU OTBETCTBEHHOCTb 3a 6ECNPUCTPACTHOCTL CBOEN NnabopaTopHOli AeATENbHOCTH
N He A0/MKHA JonyckaTb KOMMepyeckoe, (OMHAHCOBOE UM MHOEe AaBfieHne, cTaBsilee 6ecnpucTPacTHOCTb Mo yrposy.

4.1.4 NabopaTopus [O/MKHA UAEHTUULMPOBATbL PUCKM A1 CBOEli GecnpuCTPacTHOCTU Ha MOCTOSIHHOW OCHOBe.
3T0 [O/MKHO BKIKOYATb PUCKW, KOTOPblE BO3HMKAOT B NpoLecce ee AeATelbHOCTW, B pesy/ibTate ee OTHOWEHWUI nin
OTHOLUEHWH ee nepcoHana. BmecTe C Tem Takue OTHOLUEHWS He 06s13aTenbHO NpeAcTaBnisAoT coboli puck Ans
6ecnpucTpacTHOCTM nabopaTopum.

MpumeyaHne - OTHOLLEHWS, KOTOpPble YrpoXaktT 6ecnpucTpacTHOCTV nlabopaTopuu, MOTYT OCHOBbIBATbCSl Ha
npaBe CO6CTBEHHOCTU, yNpaBiieHNN, PyKOBOACTBE, NepcoHasie, 06LmMx pecypcax, rHaHcax, AoroBopax, MapKeTuHre
(BkMtoyas GP3HAMHT) M KOMWUCCUOHHBIX BbiMjaTax WM Ha APYrMX BuAax CTMMY/IMPOBAHWS B OTHOLUEHWW HOBBIX
3aKa3umKoB U1 T.M.

4.15 TMpu o6HapyXeHun pucka Ans 6ecnpucTpacTHOCTU nabopatopust A0/MKHA 6biTb B COCTOSHWK
MPOAEMOHCTPMPOBATb TO, Kak OHa YCTPaHAET UM MAHUMU3UPYET Takol PrCK.

4.2 KoHhmaeHUNanbHOCTb

4.2.1 NabopaTopusi JO/MKHA Ha OCHOBE HPUAUYECKM 3HAYUMBIX 0053aTeNbCTB HECTW OTBETCTBEHHOCTb 3a
ynpaBneHue Bceil uHdopMaLumenn, NocTynuBLUEl M3BHE WM MOJSIYYEHHOW B npouecce BbINOSIHEHUS NabopaTopHOL
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peaTtenbHocTu. JlabopaTopusa fO/MKHA 3apaHee NHPOPMMPOBATb 3akasumka 06 MHopmaumm, KOTOPYH OHa HamepeHa
pa3smecTuTb B CBOGOAHOM AocTyne. VcknueHne cocTtasnser nHpopmaums, Kotopas CTaHOBUTCHA 06LLeQ0CTYMHON No
peLLeHIO 3akasdrka N1Mbo No corfiacoBaHnio Mexay fabopartopueli 1 3akasyumkom (Hanpumep, C LeMblo pearnpoBaHust
Ha »aso6bl). Bca nHas nHcdopmMaumsa cumtaeTca npeacTaBnsAoLLell KOMMEPUYECKYH TaliHy 1 AO/MKHA paccMmaTprBaTbCs
B KayecTBe KOH(PUAEHLMANLHOIA.

4.2.2 EcnM B COOTBETCTBMMU C 3aKOHOAATE/bCTBOM WM [10TOBOPHLIMU OTHOLUEHMSIMI NlabopaTopus [0/KHA
PacKpbITh KOH(PUAEHLMATbHYIO UH(POPMALIMIO, OHA A0/HKHA YBEAOMUTL 3aKasuika Uiv MHOe 3aMHTepecoBaHHOe /L0
0 PacKpbITOI MHCpOpMALK, B ClyHae ec/v 3TO He 3anpeLLeHO 3aKOHOAaTeIbCTBOM.

4.2.3 VIH(hopmaumsi 0 3aKkasumke, NosyyeHHast He 0T caMoro 3akasuuka (Hanpumep, n1ua, HanpasMBLLETO Xasloby,
PeryvpyioLLmMx OpraHoB), [AO/KHA 6biTb KOHbUAEHUMAsIbHOW MeX[y 3akasunkom v nabopatopuveii. CBefeHus o
noctaBsLyyke (MCTOYHMKE) 3TO MHpopMaLMN AOMKHLI GbiTb KOHUAEHUMAbHBIMY AN N1abopaTopun U He [LOSKHbI
nepefaBaTbCs ee 3aKas3ulKy, eC/IM 3TO He COr/TacoBaHO C UCTOYHMKOM [aHHOW UHCopMaLu.

4.2.4 MepcoHan, BKoYas 6bIX YIEHOB KOMUTETOB, NOAPSAUMKOB, NEPCOHA BHELLHUX OPraHOB U/ OTAEMbHbIX
N, AecTBYOWMX OT MMEHW nabopatopuu, [AO/MKEH Co6MoAaTbh KOHPUAEHUMABHOCTL BCE MHopmauum,
MOJTYYEHHO WU CO3LAHHOW B XOAE BbINOSIHEHUSI /TA6OPATOPHOV [AEATENBHOCTW, 3a WCK/IHOUYEHUEM CJlyyaes,
NpeayCMOTPEHHbIX 3aKOHOAATEIbCTBOM.

5 Tpe6oBaHUsA K CTPYKType

5.1 NabopaTopus Ao/HKHA GbITb OPUANYECKUM TNLLOM UK NOApa3feneHneM puanyeckoro mua, KOTopoe Hecet
HOpMANYECKYIO OTBETCTBEHHOCTL 3a ee AeATEeNIbHOCTb.

MpumevaHve - Ans Ll,e.l'leVI HacTodAuwero craHgapTa npaBnTe/ibCTBEHHaAA na6opaTopV|ﬂ cymnTaeTca ropngnyecknm
MUoM Ha OCHOBE ee NpaBuTesIbCTBEHHOIO cTaTtyca.

5.2 Na6opartopus Ao/HKHA ONpeAe/IuTb PYKOBOACTBO, KOTOPOE HECET MOJIHYH OTBETCTBEHHOCTL 3a /1a60paTopuio.

5.3 JlaGopaTopusi AO/hKHA ONpeaenuTb U AOKYMEHTMPOBATb 06M1acTb /1abopaTopHOi AesTeNlbHOCTH, Mpw
OCYLLECTB/IEHUM KOTOPOI OHA COOTBETCTBYET HaCTOsILLEMY CTaHAapTy. O6nacTb, B OTHOLLEHWI KOTOPOIT NabopaTtopus
3asBNSIeT O COOTBETCTBMM HACTOsILLEeMYy CTaHAapTy, He [O/hKHA BK/IYaTb /1abopaTopHYyl AesTeNbHOCTb,
OCYLLECTB/IAEMYHO Ha NOCTOSIHHOW OCHOBE BHELUHVIMI MOCTaBLU/KaMM.

5.4 Nabopatopus [O0/KHA OCYLLECTB/IATb CBOK [AeATefIbHOCTb TakuM 06pa3oM, 4TOObl COOTBETCTBOBATH
TpeboBaHNsM HacTOSALLEro cTaH4apTa, CBOMX 3aKa3vyuKoB, PErynpyowmx OpraHoB 1 opraHnsaLmnii, obecnevnsaroLLmx
npusHaHve. Slabopatopusa Ao/HKHA HECTW OTBETCTBEHHOCTb 3a AeATEeNIbHOCTb, OCYLLECTB/IAEMYI0 BO BCEX MecTax ee
NOCTOSIHHOTO pasMeLLeHNs, BHE MECT ee MOCTOAHHOIo pasMeLLeHNs, Ha BPEMEHHbIX NN NepeaBuKHbLIX naowanax u
Ha 06bekTax 3aKasuyvka.

5.5 Tabopartopus fosmxHa:

a) OnpeaenuTb OpraHU3aLVOHHYD W yMpaB/ieHYECKyld CTPYKTypy fnabopatopuu, ee MecTo B [OJIOBHON
opraHv3aLvn 1 B3avMOCBA3M MeXAy ynpaBfieHYeCKUMM, TEXHUYECKMI U BCIOMOTraTe/lbHbIMU Cry)6amu;

b) YCTaHOBUTb OTBETCTBEHHOCTb, NO/THOMOYNA N B3aMMOOTHOLLUEHNA BCEX COTPYAHUKOB, 3aHATLIX B ynpaB/1€HUN,
BbINOJ/IHEHUN NN NMPOBEPKE pa60T, BNNAKLWNX Ha pe3y/ibTaTtbl na6opaTopH017| AeATe/IbHOCTH,

C) AOKYyMEeHTMpoBaTb CBOW npoueaypbl B obbeme, HeobxoauMom An1s1 obecneveHnst cTabuabHOro ocyulecTBneHna
cBoefi OEATENIbHOCTN N AOCTOBEPHOCTU PEIY/ILTATOB.

5.6 /labopaTopusi AO/MKHA UMETL NepcoHasl, KOTopbIii, HE3aBNCMMO OT APYrX 06s3aHHOCTEl, UMEET No/IHOMOUNS
1 pecypchbl, HEOGXOAVMbIE /151 BbINOTHEHWS CBOVX 06513aHHOCTEN, B TOM UnC/e:

a) BHeApeHue, NojaepXaHne 1 COBEPLLUEHCTBOBAHNE CUCTEMbI MEHEKMEHTA;

b) BbisSIBNIEHNE OTK/IOHEHUI OT CUCTEMbl MEHEMXMEHTa WM OT Mpoueayp A/ OCYLIEeCTBMEeHUs NnaGopaTopHol
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DEeATE/IbHOCTH,
C) NHNUnnpoBaHmne mep no npegorepaweHno nin MMHUMMn3aumn Takmnx OTK/IOHEHWIA;

d) npeacTtaBneHne pykoBOACTBY slaGopaTopun OTYETOB O (OYHKLMOHMPOBAHWM CUCTEMbI MEHeMKMEHTA U
HEO6X0AMMOCTN €€ YYULLEHUS;

€) obecneyeHne pesynbTaTMBHOCTM NabopaTopHON AeATENbHOCTY.
5.7 PykoBoacTBO nabopatopun AO/MKHO 06eCcneymnTh:

a) 06meH MHdopmaumeli 0 pe3ybTaTMBHOCTM CUCTEMbI MEHEIKMEHTA 1 BXXHOCTW YA0B/IETBOPEHUSI TPE6GOBaHNI
3aKa3uMKoB U APYrux TpeGoBaHuii;

b) COXpaHeHne LenoCTHOCTN CUCTEMbl MEHEKMEHTA NpPpn N1aHNpoBaHN N BHECEHUN N3MEeHeHWi B Hee.

6 TpeGoBaHUA K pecypcam

6.1 O6ume Tpe6oBaHMA

Na6opaTopua  fgo/kHa pacnonarate MNepcoHasioM, MNOMeLlleHusiMK, 0o6GopyaoBaHWEM, cucTeEMamyu WU
BCMOMOraTe/lbHbIMM  CNyX6aMKu, HeobXoAuMbIMU A7 yNpaBneHus nabopaTopHOi [AesTeNbHOCTbI0 M ANns ee
OCYLLLECTB/IEHUSI.

6.2 NMNepcoHan

6.2.1 Becb nepcoHan nabopaTopun, Kak MOCTOSHHbLIA, Tak M MPUBIEKAEMbI, KOTOPbIA MOXET MNOBAUATbL Ha
JeaTenbHOCTb NnabopaTopuu, JO/MKEH AeicTBOBaTb GecnpucTpacTHO, ObiTb KOMMETEHTHbIM WM OO/DKEH paboTatb B
COOTBETCTBMM C CUCTEMOIT MEHEKMEHTA flabopaTopun.

6.2.2 JTabopaTopusi fO/MKHA AOKYMEHTMPOBaTb TPebOBaHNSA K KOMNETEHTHOCTM NepcoHana Ans Kaxaon yHKuun,
B/VAIOLLEN Ha pe3y/bTaTbl 1abopaTopHOl AeATENLHOCTM, B TOM YMcie TpeboBaHus K 06pa3oBaHuto, KBanudmkaumm,
npotecCcnoHasibHOM NOArOTOBKE, TEXHUYECKNM 3HAHMAM, HaBblkam, OMbITY.

6.2.3 Jlabopatopusa AO/mKHa rapaHTMpoBaTb, UYTO MEpPCOHas1 o6ragaer KOMMETEHTHOCTbIO AN BbINOMTHEHNS
nabopaTopHoii AeAaTesIbHOCTH, 3a KOTOPYH OH HECET OTBETCTBEHHOCTb, U A5 OLEHKN 3HAUYMMOCTMN OTK/TOHEHMWIA.

6.2.4 PykoBoAacTBO na60paTopV||/| OO0J/DKHO AOBECTU A0 KaXKAoro CoTpygHuka ero 06513aHHOCTWN, OTBETCTBEHHOCTb U
NoJsIHOMOYuKA.

6.2.5 NabopaTopusa gomkHa umeTb npouenypy(bl) 1 BECTM 3anmcu no:
a) onpeaeneHnto TpeboBaHUn K KOMNETEHTHOCTY;

b) nog6opy nepcoHana;

C) NOAroTOBKE NepcoHana;

d) HabnAeHN0 3a NEPCOHAOM;

€) HafeNeHno NnepcoHasna NoSIHOMOUNAMM;

f) MOHUTOPWHIY KOMMNETEHTHOCTM NepcoHana.

6.2.6 /la6opaTopus AO/MKHA YNOMHOMOUYMTb NEPCOHA Ha BbIMOJIHEHNE KOHKPETHOI NabopaTopHOi AesTeNLHOCTY,
BK/loYasi (HO He orpaHuYKBasice) cneaytollee:
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a) pa3paboTKy, U3MEHEHME, BEpPUMKaLUIO 1 Baingaunio MeTo40B;
b) aHann3 pesynbTatos, B TOM YncC/e 3a8B/IEHNA O COOTBETCTBUN UV MHEHWIA U NHTepnpeTauuii;

C) NOAroTOBKY OTYETOB O pe3ysibTaTax, X NPOBEPKY U YTBEPXAEHNE.

6.3 NMoMmeLyeHUs N YyCNOBUA OKpYXXatoLlei cpeabl

6.3.1 TlomelleHnss 1 YC/IOBUSI OKpyXawuleli cpefbl A0/MKHbI  6biTb  MPUrOAHLIMA - A1 OCYLLECTB/IEHUS
NabopaTopHO [esATeNIbHOCTM M He [O0/DKHbl OKasblBaTb HEraTMBHOE B/IMSIHME Ha [AOCTOBEPHOCTb MOJTyYaeMbIX
pe3ynbTaToB.

MpumeyaHne - Bo3aeiicTBrsl, KOTOPblE MOTYT HEraTMBHO BMSATb HA AOCTOBEPHOCTb Pe3y/bTaToB, BK/UAT (HO
HEe orpaHuuMBaloTCA) cedytoLme: MUKPOBMOIOrMYeckoe 3arpsi3HeHmne, Mbl/b, 31IEKTPOMAarHUTHbIE NOMEXM, U3/yUYeHne,
BNIAXHOCTb, 3/IEKTPOCHAGXEHMe, TemMnepaTypa, WyM 1 Bubpauus.

6.3.2 TpeGoBaHWs, NpeabsBseMble K MOMELIEHUSIM W YC/TOBUSIM OKpYXatolleil cpefpbl, HeobXoaMMbIM Ass
ocyLLEecTBNeHNs NabopaTopHOW AeATeNbHOCTH, AO0/MKHbI GbiTh JOKYMEHTUPOBAHI.

6.3.3 JlabopaTopusi fo/HKHA OCYLLECTBASATE MOHUTOPUHI YC/IOBUIA OKpYXatoLlelid cpelbl, ynpaBneHue umMu n umx
perncTpauuio B COOTBETCTBUM C TEXHUYECKUMW TPeboBaHMAMM, METOAaMW U METOAMKAMW UK B CAyYasX, Korga OHu
B/IMSIIOT Ha AOCTOBEPHOCTL Pe3yNbTaToB.

6.3.4 Mepbl N0 YyNpaBfeHNO MNOMELLEHUAMN [O/MKHbI ObiTb BHEAPEHbI, MNOABEpPraTbCsi MOHUTOPUHIY U
neprvoan4eckomMy NepecMoTpy 1 BKNoUaTb (HO He OrpaHNYMBaTbCs) crneayloLee:

a) AO0CTyn N NCnoJib3oBaHMe y4aCTKOB, OKa3biBakOLWWX B/INAHNE Ha na6opaTopHym NEATENIbHOCTD;

b) npepoTBpalleHne 3arps3HeHNii, B3aMMHOTO BAMSIHUSI UM HEGMAronpusTHbIX BO3AENCTBUIA HA NnabopaTopHyto
[eATeNbHOCTb;

C) athheKTMBHOE pasrpaHNYeHne 30H, B KOTOPbIX NPOBOAMTCS HECOBMECTMMasi fabopaTopHasi 4esaTeNbHOCTb.

6.3.5 Mpu ocywecTBneHnn nabopaTopuein AeATeNlbHOCTM Ha OObekTax, HaxOAsALWMXCHA BHe ee MOCTOSAHHOro
ynpaBneHusi, oHa [Jo/mkHa o0becrneuntb COOTBETCTBME MOMELLEHWIA U YCNOBUIW OKpyxalollein cpedbl TpeboBaHUSAM
HacTosLLero cTaHgapTa.

6.4 O6opyaoBaHne

6.4.1 NlabGopaTopusi AO/MKHA MMETb [AOCTyn K 000pygoBaHMO (BK/IOYas, HO He OrpaHu4YMBasiCb, cpeacTsa
n3MepeHns, nporpaMMHoe obecnedyeHune, aTaslOHbl, CTaHAapTHble o06pasupbl, CNpaBOYHble [aHHble, PeakTUBHI,
pacxogHble MaTepuanbl WAM  BCNOMOraTesibHble  YCTPOWCTBa), KOTOPOE HeobxoAMMo A1  HaAfiexallero
OCYLLECTB/IEHUNS TaGOPaATOPHOI AEATENbHOCTU 1 KOTOPOE MOXET NOBNUSTL HA ee pe3ynbTaThbl.

Mpumeyanme 1 - CyllecTBYeT MHOXECTBO HasBaHWii ANs CTaHAAPTHbIX 06pasuoB U CepTURULMPOBAHHbIX
CTaHAapTHbIX 06pa3uoB, HanpuMmep 3TasloHbl, Ka/IMOpOBOYHbIE 3TaslOHbI, CTaHAapTHbie 06pasLbl, KOHTPOJIbHbIE
o6pasupl. B I1ISO 17034 npuBegeHa [oNOAHUTENbHAA MHGOPMaLMa O NPOU3BOAMTENSX CTaHA4apTHbIX 06pasuos
(RMP). Tpou3BoguTenn craHAapTHbIX 006pa3uoB, COOTBETCTBYHWOLIMX TpeboBaHuaM [ISO 17034, cuutaroTtcs
KOMMETEHTHbIMN. CTaHgapTHble o06pasubl OT NpPou3BOAWTENENR, COOTBETCTBYHOLWME TpeboBaHuam ISO 17034,
nocTaBNATCA C nacnopTom/cepTudnKaToM, KOTOPbIA onpedensier cpean Mpoumx XapakTepucTvk O4HOPOAHOCTb M
CTabUNbHOCTb A5 yKa3aHHbIX CBOWCTB, a ANnsi CepTUMUMPOBaHHbIX CTaHAAPTHbIX 06pa3LU0B - Yka3aHHble CBOICTBA C
cepTUMUUPOBaHHBLIMI 3HAYEHNSAMMW, UX HEONPEAE/IEHHOCTb N3MEPEHW U METPOIOTMYECKYIO NPOCNEXNBAEMOCTb.

MpumeyaHme 2 - B ISO Guide 33 gaHbl pekomeHgauun no BbIGOPY M UCNOMb30BaHNIO CTaHAapTHbIX 06pa3uos. B
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ISO Guide 80 npuBefeHbl ykasaHWSA MO W3rOTOBMEHWIO 06pasLoB, MPUMEHAEMbIX A1 BHYTPEHHEro KOHTPOss
KauyecTBa.

6.4.2 B Tex cnyuvasix, korga nabopatopus nUcnosib3yer 060pyaoBaHne, HaxoAsleecsa BHE 30Hbl €e MOCTOSIHHOMO
ynpassieHusl, oHa Ao/DkHa 06ecneyunTb ero COOTBETCTBUE TpeboBaHNAM HaCTOSALWEro cTaHgapTa.

6.4.3 JlaGopaTopusi fo/HKHA UMETb NpoLeaypbl 06palleHns ¢ 060pyL0BaHNEM, €70 TPAHCMOPTUPOBKM, XPaHEHUS,
akcn/yatauuMy W MIAHOBOTO O6CNYXMBAHWS B LEMsSX 06ecneyeHus Haanexawero (YHKUVOHMPOBaHUS 1
NpPeAoTBPALLEHNS 3arPA3HEHNSI UM NOBPEXAEHWS.

6.4.4 NlabopaTtopusi A0/KHA NOATBEPAWTb COOTBETCTBME 060pYAOBaHUS YCTaHOB/IEHHbIM TPeGoBaHMSIM nepef
BBOZIOM €0 B 3KCMN/lyaTaluio Uiy noc/ie Bo3Bpara B IKCMayaTauymio.

6.4.5 O6opyaoBaHue, NCMOMb3YyEMOE A5 U3MEPEHUiA, I0/HKHO 06ecneumBaTh TOYHOCTb U/ HEONPEAENEeHHOCTb
n3MepeHuii, Tpebyemble 415 06ecneyeHns 4OCTOBEPHOro pesy/bTaTa.

6.4.6 3mepuTensHoe 060pyaoBaHne A0/MKHO ObiTb KAIMGPOBAHO, €C/IN:
- TOYHOCTb 1 HEONPeAeNEeHHOCTbL N3MepPeHUiA BANSIOT Ha AOCTOBEPHOCTbL NPEeACTaBSIEMbIX Pe3ybTaToB; W/nn

- Ka/mbpoBka ob6opynoBaHusA  TpebyeTcs AN YCTaHOB/IEHUSI  METPOJIOTMYECKON  MPOCEXMBAEMOCTU
npeAcTaBNsieMbIX pPe3y/bTaToB.

MpumeyaHne - K Bugam 060pyAOBaHMsl, OKa3blBAWOLWIVMM BfMSHWE HA [A0CTOBEPHOCTb NPEeACTaB/EHHbIX
pe3ynbTaToB, MOXHO OTHECTU 060pYyA0BaHMeE, Cyxallee Ans:

- NPSIMOro U3MEePEHUsI ONPeAENAEMO BENNYMHBI, HANPUMEP NPUMEHEHNE BECOB AJ151 UISMEPEHUS| MACCh;
- BHECEHWS NOMNPaBOK B U3MEPEHHbIE 3HAYEHWSI, HAaNpUMep U3MepPeHUs TeMNeparypsbl;

- N0Jly4eHnA pe3ynbTata UsMepeHna nytem BbIYMCNIEHNI HA OCHOBE 3HAY€HWII HECKOMbKMX BETNUNH.

6.4.7 JNabopatopusi Oo/mKHa paspaboTaTb nporpaMmy KasiMbpoBKW, KOTOpas [O/MKHA nepecMarpuBatbCs U
KOPPEKTUPOBATLCA MO Mepe He0O6X0AMMOCTU C LeNbio NoAAEePXaHUA LOBEPUS K CTaTyCy KasinbpOoBKU.

6.4.8 Bce ob6opynoBaHue, KOTOpoe TpebyeT KaIMbpOoBKU UM UMEET OnpeeneHHbIli CPOK FOAHOCTH, JOMKHO ObiTb
MapKMpoBaHO, 3akoAUPOBaHO WM WHbIM  06pa3oM  UAEHTUMMUUPOBAHO, 4TOObI MO3BOUTL  MOJ1b30BATENIO
060pya0BaHNA BbICTPO NAEHTUMLUPOBATL CTATYC KasIMOPOBKU U CPOK FOAHOCTY.

6.4.9 O6opyaoBaHue, koTopoe Obl0 NOABEPrHyTO Meperpyske WM HenpasBu/ibHOMY O6palleHunio, BblgaeT
COMHUTENbHbIE pe3y/ibTaTbl, a Takke B C/iyyae, €c/vM OblI0 3aMeYeHO, YTO OHO ABASAETCH AedeKTHbIM UAN He
COOTBETCTBYET YCTaHOB/IEHHbIM TpeboBaHMSAM, [O/MKHO ObiTb BbIBEAEHO M3 3kcnayaTaumn. OHO AOMKHO ObiTb
N30/1MPOBaHO, 4TOObI NPefoTBPaTUTL €ro UCMNo/Sb30BaHWe, WM 4YEeTKO 0603Ha4YeHO WM NPOMapKMpPOBaHO Kak
HeucrnpasHoe, MoKa He OyAeT NPOBEpeHo, Y4TO OHO paboTaer npasBunbHO. JlabopaTopus AO/KHA WCCneaoBaTthb
BVSHNE pedieKkTa UM OTKNIOHEHUS OT YCTAHOBJ/IEHHbIX TpeboBaHWii U NpUCTYNUTL K pabouein npoueaype no
yrnpaB/IEHNI0 HECOOTBETCTBYHOLLEI paboToit (cm. 7.10).

6.4.10 Ec/nM nNpoOMEeXyTouHble MPOBEpPKM HEOoOXOAUMbl ANS MNOAAEPXaHUS YBEPEHHOCTW B  WCMPABHOCTU
060pyA0BaHusi, TO 3TV MPOBEPKM A0/HKHbI NPOBOAUTLCSA B COOTBETCTBUM C YCTAHOB/IEHHOV NpoLLeAypoii.

6.4.11 Ecnu pe3ynbtatbl Ka/MObpOBKUM W CBEAEHUS O CTaHOapTHbIX 06pasuax BKIYalOT B cebs OnopHble
3Ha4YeHNs UNM nonpaBoYHble KO3ULMEHTbI, TO Nabopatopus AO/MKHA 06ECneyYnTb, UYTO OMOPHble 3HAYEHUS U
nonpasoyHble KO3PULUNEHTbI OGHOBAAIOTCA U NPUMEHSIOTCA AO/KHBbIM 06Pa3oM B COOTBETCTBUM C YCTAHOB/EHHbIMM
TpeboBaHUsAMN.

6.4.12 JlaGopaTopusi A0/DKHA NpUHMMAThL MpPaKTUYeckne Mepbl N0 MPeAoTBPaleHN0  HemnpegHamMepeHHbIX
perynMpoBokK 060pyA0BaHMs, KOTOPbIE MOTYT NPUBECTY K NMPU3HAHUIO Pe3y/IbTaToB HeAelicTBUTEIbHbLIMM.
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6.4.13 [o/mKHbI BECTUCb 3anucy O COCTOSIHUM 06GOpPYAOBaHWSl, KOTOPOE MOXET MOBAUSITb Ha NlabopaTopHyHo
[enaTeNbHOCTb. 3anncy A0/MKHbI BK/OYaTh creaytolee, koraa aTo NpUMeHUMOo:

a) naeHTUdMKaunio 060pya0BaHNS, BKIKOUAA BEPCUIO MPOrpaMMHOro obecneyeHns, B TOM YMC/ie BCTPOEHHOIO;

b) HaumeHOBaHME W3rOTOBUTENSA, WAEHTUMKAUMIO TUNa, CEPUIHbLIA HOMEp WM  APYryH  YHUKaIbHYHO
naeHTUdrKaLmio;

C) faHHble BepudmkaLm o Tom, 4To obopyaoBaHMe COOTBETCTBYET YCTAHOBMEHHLIM TPe6oBaHMAM;
d) Tekyliee MecToHaxoxaeHue;

€) AaTtbl N pe3ynbTarbl KaMOGpOBOK, PEry/iMpoBOK, KPUTEPUW MPUEMKMA W NNAHWPYEMyK aaTy cregytowei
KaIMBPOBKN NN MEXKAIMOPOBOYHbI MHTEPBAUT;

f) mokymMeHTauumo Ha cTaHAapTHble 06pasupl, pesynbTaTbl, KPUTEPUU NPUEMKU, COOTBETCTBYIOLME AaTbl U CPOKM
roAHOCTY;

g) NNaH TeXHUYECKOro OBCNYXMBAHUA U TEXHWYECKOE O6C/YXMBAHWE, BbINO/IHEHHOE K HACTOSLIEMY MOMEHTY
BPEMEHW, ecnv 3To TpebyeTcs anst paboTbl 060pyA0BaHUS;

h) nogpoGHytd WHGOpMaUMo O NH6bIX MOBPEXAEHUAX, HEWCMNPABHOCTAX, MOAUMUKAUMAX WM PEMOHTE
06opynoBaHus.

6.5 MeTposiornyeckasa npocnexmBaemMocTb

6.5.1 /labopatopua [O/MKHA YCTAHOBUTbL M NOAAEPXMBaTb METPOSIOIMUYECKYH NPOCIEXMBAEMOCTb Pe3yNbTaTtos
CBOMX W3MEPEHWIA, CBA3bIBas UX C COOTBETCTBYIOLLEA OCHOBOW ANA CPaBHEHWS MOCPeACTBOM [OKYMEHTUPOBaHHOL
HenpepbIBHON Lienun KasinbpoBOK, KaxkAasi U3 KOTOPbIX BHOCUT CBO BKNa B HEONPeAEe/IeHHOCTb N3MEPEHWIA.

Mpumevanne 1 - B ISO/IEC Guide 99 meTposiormyeckasi npocnexvnBaemMoCTb ONPenensieTcs Kak "CBOWCTBO
pesyfnbTaTa U3MepeHnsi, B COOTBETCTBUM C KOTOPbIM pe3ynbTaT MOXET 6biTb COOTHECEH C OCHOBON A/11 CPaBHEHMS
NnocpesCcTBOM [OKYMEHTUPOBAHHON HENPepbIBHOM Lenu KannbpoBOK, KakAas W3 KOTOPbIX BHOCUT BKNag B
HeonpeaesIeHHOCTb N3MepeHnii”,

MpumeyaHne 2 - CM. npunoxenue A A8 MOSyYeHUst AOMNOSHWUTENbHOV MHopMauum O MEeTPOsIorYeckoii
NPOCNEXNBAEMOCTM.

6.5.2 JlabopaTopua [o/mkHa obecneunTb NPOC/EXMBAEMOCTb PEe3yNbTaToB U3MEPEHUn K MexayHapoaHow
cucteme egunul, (CU) nocpenctsom:

a) Ka/IM6POBKM, NPeAoCTaB/seMOli KOMNETEHTHOI NabopaTopueit; nnm

MpumveyaHne 1 - JlaGopaTopuu, YAOBNETBOPSOLME TPE6GOBaHWSM HACTOALWLEro CcTaHAapTa, CcuMTaloTcs
KOMMNETEHTHbLIMU.

b) cepTndMUMPOBAHHBIX 3HAYEHWIT CePTUGMLIMPOBAHHBIX CTaHAAaPTHbIX 06pa3L0B KOMNETEHTHOTO NPOM3BOANTENS
C YKa3aHHOI MeTPO/I0rMUYecKoii NpoCIeXnBaeMocTbio K CU; unm

MpumevaHne 2 - MponsBoguTenn cTaHgapTHbIX 06pasLoB, BbiNoOHSAWME TpeboBaHua ctaHgapTta I1ISO 17034,
CUMTalOTCA KOMMETEHTHBLIMMU.

C) HenocpeacTBeHHoI peanusaumn eauHny, CY, NoATBEPXKAEHHON CAMYEHUAMM, NPAMbIMA WU KOCBEHHBLIMU, C
HaLUMOHaNbHLIMI UV MEXAYHAPOAHLIMW 3Ta/lOHAMM.
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Mpumeyanve 3 - MogpobHas MHGopMauus 0 NPakTUYeCKol peasm3aumv onpeaeneHnii HeKOTOPbIX BaXKHENLLINX
efnHuy npuseneHa B bpouwtope CU.

6.5.3 Ecn ycTaHOBEHE METPO/IOTNYECKOW NPOCEXNBAEMOCTU K eauHMLaM CU ¢ TEXHUYECKOIN TOYKM 3peHNs He
npeacTaBsieTcs BO3MOXHbIM, /1a60paTopust [0/MKHA NPOAEMOHCTPMPOBATL METPOJIOTMUYECKYIO MPOCNEXMBAEMOCTb K
COOTBETCTBYHOLLIEIn OCHOBE /151 CPAaBHEHWS!, HAanpuUMep K:

a) CepTUUUMPOBaHHLIM 3HAYEHUAM CepTUULUMPOBAHHLIX CTaHAAPTHbIX 06pasuoB, NPEfOCTaBIEHHbIX
KOMNETEHTHbIM U3rOTOBUTENEM;

b) pes3ysnibraram, nosiyd4eHHbIM C NpUMEeHEHNEM perepeHTHbIX METOONK |/|3mepeH|/||7|, YCTaHOBJ1IEHHbIX METOAO0B UJ/IN
cornacoBaHHbIX CTaHOapTOB (STaJ'IOHOB), €C/MI OHWN YETKO OonucaHbl U MNMpU3HaHbl B KayecTBe O6eCI'IeLIMBaIOLLI,I/IX

Pe3ynbrarbl l/I3MepeHl/Il7I, KOTOpblEe OTBE4YawT CBOEeMYy npegnosiaraemMoMy Ha3HadYeHUo U noarBepXgakoTcA
COOTBETCTBYHOLLNMU CINYHEHNAMMWN.

6.6 Mpoaykuua n ycnyrn, npegocrassiseMble BHELUHUMU NocTaBLMKamu

6.6.1 NlabopaTopua Ao/mkHa obecneynTb NPUrOAHOCTb UCMOJb3YEMbIX MPOAYKUMU W YCNYr, NpefocTaB/isieMblxX
BHELLHMMMW MOCTaBLUMKaMW, KOTOPbIe BAVSIIOT Ha AeATeNbHOCTb abopaTopum, Korga oHu:

a) npeHa3Ha4YeHbl 4151 UCNOMb30BaHNSA B CO6CTBEHHOI N1ab0paTOPHOI AeATeNbHOCTY;

b) npeaocTaBnATCA na6opaTopV|eV|, 4aCTUYHO WM NOJIHOCTbH, HanpAMYyH 3aka3dnkKy B TOM COCTOAHUW, B
KOTOPOM OHU Oblnn NoJsiy4yeHbl OT BHELUHErO NoCTaBLUVKA;

C) UCnonb3ylTCsa ANa nogaepxaHus paboTel naboparopuu.
MpumeyaHve - TpoaykuMss MOXET BKWOYATb, Hanpumep, 3TanoHbl W 06O0pyAOBaHMEe, BCMNOMOraresibHble
YCTPOICTBa, pacxofdHble MaTepvasibl U CTaHAapTHble 06pasupbl. YC/Ayrn MOryT BK/OYaTb, Hanpumep, ycayru no

KannbpoBke, 0OT60py 006pas3loB, MWCMbITAHWSAM, OOCAYXUBAHMIO MOMELWEHNA 1 o06opyaoBaHus, MPOBEPKE
KBasIMchmKaLmm, OLEHKE U ayamnTy.

6.6.2 Taboparopusa [o/mKHa UMETb Npoueaypbl U BECTU 3anucu Ans:

a) onpefeneHusi, PacCMOTPEHWs U YTBepXAeHWs Tpe6GoBaHWii nabopaTopuv K NPOAYKUMM U yciyram,
NpeaoCcTaB/IsieMbIM BHELLUHVMI NOCTaBLUUKAMU;

b) onpepeneHns KpuTepueB ANs OLUEHMBAHWA, BbIGOPA, MOHWTOPUHTA [AEATENBHOCTM W NEPUOANYECKOrO
OLLeHVBaHWS BHELLHMX MNOCTaBLLMKOB;

C) obecneyeHunst Toro, YTo6bl NPOAYKUMS W YCyT1, NOCTaB/SiEMble BHELLUHUMK MOCTaBLLUMKAMK, COOTBETCTBOBA/N
YCTaHOB/IEHHbIM TpeboBaHUsIM nabopaTtopun WK, Korga 3TO MPUMEHNMO, TpeboBaHUSIM HaCTOSILIEro CTaHaapTa,
npexae YemM oHn 6yayT UCMO/b30BaHbl B paboTe Un HenocpeacTBEHHO nepeaHbl 3aKa3umky;

d) ocyuwiecTBneHunsa Kaknx-nmoo AeVICTBMﬁ no pesynbrataM OuUEeHUBaHWUA, MOHUTOPUHIa AOeATE/IbHOCTN W
nepnoan4yeckoro oueHmesaHnA BHELLHNX NOCTaBLLIMKOB.

6.6.3 JlTabopaTopusa [o/MKHA MHCOPMUPOBATL BHELLHUX MOCTaBLUUKOB O CBONX TPEO6OBAHNSAX B OTHOLLEHUN:
a) npefocTaBnseMbIX NPOAYKUUN U YCAYT;
b) kpuTepmeB npruemku;

C) KOMMETEHTHOCTH, BK/tOUast Tpe6OBaHl/IFI K KBasMhrkaumm nepcoHana;
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d) geaTtenbHOCTU, KOTOpYl NabopaTopusi UM ee 3aKa3uuMk HaMepeHbl OCYLLEeCTBUTb Ha TEPPUTOPUM BHELLHEro
nocTaBLLVKA.

7 Tpeb6oBaHUA K npoueccy

7.1 PaccmoTpeHue 3anpocos, TEHAEPOB 1 A0r0BOPOB

7.1.1 NabopaTopust Ao/mKHa MMETb NpoLeaypy ANs PacCMOTPEHUsI 3anpocoB, TeHAEPOB U A0roBopoB. MNpoueaypa
O0J/DKHa obecneymBarb, YTo:

a) TpeboBaHUsA HaJexallum 06pasoM onpeaeneHbl, JOKYMEHTUPOBaHbI U NPaBU/IbHO MOHUMAOTCS;

b) nabopatopusi pacnonaraeT BO3MOXHOCTSIMU U pecypcami A5l BbINOJIHEHUS TPe6GoBaHMIA;

C) B Cnyyae MpPUB/IEYEHNST BHELLHMX MOCTABLUMKOB BbINOMHAOTCSA TpeboBaHus 6.6 1 nabopatopusi npegnaraer
3aKasqunKy, YTo6bl KOHKpPETHAs nabopaTopHas AesiTeNbHOCTb 6bla BbINO/IHEHA BHELIHMM MOCTABLUMKOM, W MOydyaeT

0/106peHVe 3aKasumka.

MpumeyaHne 1 - MpuUHATO, 4YTO na6opaTopHaﬂ AEATENIbHOCTb MOXET OCYLLECTB/IATLCA BHELWIHM NOCTaBLLINKOM B
Tex cnyyaax, Kkorga:

- na6opartopusa pacrnosiaraet pecypcaMm 1 KOMNETEHTHOCTbIO A/151 OCYLLECTB/EHNS AeSTe/IbHOCTW, O4HAKO B CU/TY
HenpeaBUaeHHbIX 06CTOATENLCTB OHA HE B COCTOSIHIM BbIMO/THATL €€ YaCTUYHO U/ MOJTHOCTLIO;

- na6opaTopV|ﬂ He pacnosiaraeT pecypcammn nin KOMNETEHTHOCTbLIO ANA OCYLLEeCTB/IEHUA AEATE/IbHOCTW.

d) Bbl6paHbI COOTBETCTBYHOLME METOAbLI NI METOAUNKN N OHN CMOCOGHbI yAo0BNETBOPUTbL TpE6OBaHVIﬂ 3aKa34MKOB.

MprMeyaHne 2 - Ns1 BHYTPEHHUX WM NOCTOSIHHBIX 3aKa34YMKOB pacCMOTPEHME 3arnpocoB, TEHAEPOB U AOTOBOPOB
MOXET ObITb BbINOSIHEHO B YNPOLLEHHOM BUAE.

7.1.2 NNabopatopus [o/HkHa MHPOpMUPOBaTh 3akasduka, Korga MeTof, 3anpallnBaemblii 3aKa3qnukoM, SBASETCS
HenpUMeHUMbIM UN yCTapeBLUNM.

7.1.3 Korfa 3akasuvK 3anpallvBaeT 3ak/lUeHe 0 COOTBETCTBUM CreuudvKaLmm M cTaHaapTy Ha UCTbITaHus
nUNn Kannéposky (Hanpumep, rogeH/He roAeH, B npeaenax Aonycka/aa npegenaMu Aonycka), To cneuudmkauma uam
CTaHgapT v npasuna NPUHATAS PeLleHnii Jo/MKHbI 6biTb YETKO onpeaeneHbl. ECNn NpaBuio NPUHATUS PeLLeHnsl He
onpeneneHo B cneyugurKaumy Uam ctaHaapTe, TO OHO JO/MHKHO 6biTb COOGLLEHO 3aKa3umMKy 1 COTIacoOBaHO C HUM.

MpumeyaHue - JonosiHUTENbHYI0 MHAIOpPMaLMio 0 3asBeHnAX 0 cooTBeTcTBUM cM. B ISO/IEC Guide 98-4.

7.1.4 NMobble pasHoriacust Mexay 3anpocom Wy TeHAEPOM U [JOrOBOPOM A0/MKHbI 6biTh YCTPaHeHbl A0 Hayana
na6opartopHoii aesitenbHocTU. Kaxablii [OroBop AO/KEH 6biTb NpUeMIeMbIM Kak Afns naéopatopun, Tak U ans
3akasumka. OTKMIOHEHUSI OT MOJSIOXKEHWUI A [oroBopa Mo 3anpocy 3akasduvka He [O/KHbl BANATb HAa 06bEKTUBHOCTb
na6opartopun UM 4OCTOBEPHOCTb €€ pe3y/ibTaToB.

7.1.5 3aKa3uuK JO/MKeH 6bITb NPOMH(OPMUPOBAH O 1060M OTKIOHEHWW OT YC0BUIA OroBopa.
7.1.6 Ecnu B 1OrOBOpP BHOCATCS M3MEHEHWSI MOC/e TOro, Kak paboTa Hadanach, aHan3 AoroBopa A0/KEH ObiTh
MpPoBEAEH MOBTOPHO U J/t0Oble WM3MEHEHWSI A0/KHbI OblTb AO0BEAEHbl [0 CBEAEHUs] BCEX COTPYAHWMKOB, Ha

0eATe/IbHOCTb KOTOPbIX B/IMAKT AaHHbIE N3MEHEHUA.

7.1.7 Nabopatopus [o/HKHa COTPYAHMYATb C 3aKasdymkamy M ux npeacraButensaMyi 1 YTOYHEHMS 3arnpocoBs
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3aKasunka 1 HabnaeHnsa 3a eAaTeNnbHOCTbI0 na6opaTopVW|, BbII'IOI'IHﬂI-OLLI,EVI pa60Ty.
MpumeyaHue - Takoe COTPYAHUYECTBO MOXET BKNOYATb:

a) obecrneyeHne nNpPMEMNIEMOTO A0CTyna K COOTBETCTBYHLIMM 30HaM naGopatopuv Ans HabnogeHus 3a
NabopaTopHOIt 1eATe/TIbHOCTLIO, BbINOHAEMOl A1 KOHKPETHOTO 3aKa3uuKa;

b) nogroToBKy, ynakoBKy 1 OTNpaBky 06BEKTOB, HEOGXOANMbIE 3aKa34umMKy C Lie/1bH NPOBEPKN.

7.1.8 3anncy no aHanusy, BKIOYasA /0Oble 3HAYUTENbHbIE U3MEHEHWS, AO/HKHbI COXPaHATLCA. Takke AO/KHbI
COXpaHATbLCA 3anuMcu COOTBETCTBYHOLIMX NEPEroBOPOB C 3akas3yMKOM, Kacawlmecs TpeboBaHWil 3akasuvka Waun
pe3ynbTaTtoB 1abopaTopHOi AeATENbHOCTW.

7.2 Bbi6op, BepudmKaumsa u Banngauusa metoaos

7.2.1 Bbl6op 1 Bepucukauus metonos

7.2.1.1 NabopaTtopus A0/MKHA NPUMEHSITb COOTBETCTBYIOLLME METOAbLI 1 METOAMKU A1 BCEX BUAOB 1abopaTopHOL
[eATeNnbHOCTY U MpU Heo6XoAMMOCTU OS5 OLEHMBaHWS HeonpefeneHHOCTU U3MEPEHWH, a Takke craTucTuyeckme
MeToAbl 419 aHauIM3a JaHHbIX.

MpumeyaHne - TepMUH "METOA", UCMOMNb3YEMbI B HACTOSILLEM CTaHAapTe, U TEPMUH "METoAMKa M3MepeHuin”,
npmeegeHHblli B ISO/IEC Guide 99, MoryT paccMaTpyBaTbCs Kak CUHOHWUMbI.

7.2.1.2 Bce MeToAbl, METOAUKM W COMYTCTBYIOLIME AOKYMEHTbI, Takne Kak MHCTPYKLMW, CTaHAaPThl, PYKOBOACTBA
no 3KCM/yaTauuv W CrnpaBOYHble [aHHble, WMeKLMe OTHOLWIEeHME K /1abopaToOpHO AesTeNlbHOCTU, [O/MKHbI
NOAAEPXMNBATLCS B aKTya/IbHOM COCTOSIHWM U ObITb JIETKOAOCTYNHLIMM 415t nepcoHana (cm. 8.3).

7.2.1.3 Nab6opaTopusi [0/MKHA 06ecneynTb NPUMEHEHME MocneAHeil AeicTByiollell pedakuum metofa, 3a
WCK/MIOUYEHNEM C/lyyaeB, Korga ee MpYMeHeHue SBNSETCS  HelLleslecoobpasHbiM WM HEBO3MOXHBLIM.  [pu
HEeo6X0AMMOCTN [N MPUMEHEHVSI METofa [O/KHbl OblTb pa3paboTaHbl [OMNOSHUTE/NbHbIE YTOUYHEHUS, YTOObI
06ecrneynTb ero HenpPoOTMBOPEUNBOE NPUMEHEHNE.

MpuMeyaHne - MexayHapoaHble, pPervoHasibHble WM HauMoHaslbHble CTaHAapTbl WUAWM ApYrne npusHaHHbIe
TeXHMYeckne TpebOBaHWs, cofepXallye A0CTaTOUHYd W TOYHYH WHAOPMAaUMIO O TOM, KakK OCYLIeCTBAATb
nabopaTopHylo AEeATe/IbHOCTb, He TpebyeTcs AOMNOMHATb WM NEPENUCLIBATL B KAYECTBE BHYTPEHHMX MNpoueayp
nabopaTopun, ecnuM 3TW CTaHAapTbl HamucaHbl TakMM 06pa3oM, 4YTO MOTYT MNPUMEHSITbCS MNPOW3BOACTBEHHbLIM
nepcoHasioM naéopatopun. 015 BapuaTMBHLIX 3TanoB MeToda VAW 7S AOMNOMHWUTENbHOMO NOAPOGHOro onucaHus
MOXET NoTpeboBaTbCsi NpeAocTaB/IeHe AONOMHUTETbHOW JOKYMeHTaLuu.

7.2.1.4 Koraa 3akasuvk He onpeaesnsieT MeTof, KOTopblii He06XoAMMO NPUMEHSITh, abopaTopus A0/HKHA BbIGPATb
noaxoAaluii MeTo, CamMoCTOSITE/IbHO U MPOMHOPMUPOBaTh 06 3TOM 3akas3uMka. PekoMeHAyeTcsi MChosib30BaTb
MeTofbl, OMyb6/MKOBaHHbIE B  MEXAYHAPOAHbIX, PEervoHaslbHbIX WM HaUMOHa/IbHbIX — CTaHAapTax, /n6o
pPEeKOMEHA0BaHHble aBTOPUTETHBLIMU TEXHUYECKMU OpraHn3auusMmn, Mbo OnMcaHHble B COOTBETCTBYHOLLMX Hay4HbIX
CTaTbsIX UM XypHasiax, IM60 YCTaHOB/EHHbIE M3rOTOBUTENIEM 0GOPYAOBaHMS. Takke MOryT NPUMEHSITbCS METOAbI,
paspaboTaHHble nabopatopuei nam MoaMMULMPOBaHHbIE.

7.2.1.5 [lo BHeApeHVs MEeTOLOB B paboTy nabopaTtopus AO/HKHA NOATBEPAWTb, UYTO OHA MOXET Hajsexaliym
06pa3oM NpUMeHsATb BblGpaHHbIe METOAbI, 0becneunBas Tpebyemoe McnosiHeHre. 3anucu o BepudmKaLmmn SOMKHbI
coxpaHATbCA. Ecnn nameHeHus B MeTOof OblM BHECEHbI OpraHu3auvein-paspaboTunkom, TO Bepudvkaumsa LO/mKHa
6bITb NPOBeleHa NOBTOPHO B HEOO6XOAUMOM O6beMe.

7.2.1.6 Mpn HeobxoAMMOCTU pa3paboTkM HOBOIO MeTofa AO/DKEH ObiTb COCTaBfieH nfiaH paboT M HasHauyeH
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KBa/IMPMLIMPOBAHHbI NepcoHasl, ob6ecnedyeHHblii HeobxoauMbIMK pecypcaMu. B mpouecce pa3paboTki MeToaa
[l0/XKHA NPOBOAUTLCS NMepuoanyeckasn oueHka paboT C Lesblo NOATBEPXAEHMS TOro, YTO Tpe6oBaHMs 3akasdvka Bce
eLe BbINoHATCS. JTo6ble M3MEHEHWs!, BHOCUMbIE B M/1aH PaboT, AO/MKHbI 6bITb 0406PEHbI N YTBEPXKAEHDI.

7.2.1.7 OTKNOHEHVE OT METO/IOB A/ BCEX BWAOB /1TabopaTopHOW AeATENbHOCTU AO0/MKHO A0MNYCKAThCS TOMBbKO
TorAa, Korga 9TO OTK/OHEHME OMOPMIEHO [OKYMEHTa/IbHO, TEXHUYECKM OBGOCHOBaHO, YTBEPXAEHO W MPUHATO

3akKa34ynKom.

MpumeyaHue - Cornacve 3akasunka Ha OTKIIOHEHNA MOXET ObITb 3apaHee OroBopeHo B Aorosope.

7.2.2 Banugauna metonoB

7.2.2.1 Na6bopaTopusi 4O/MKHA NPOBOAWTL BaMAALMI0 HECTaHAAPTHbIX METOAOB, METOA0B, pa3paboTaHHbIX
na6opatopueid, 1 CTaHAAPTHbIX METOAOB, UCMO/Ib3YEMbIX 3a Npeaenamm ux o61acTi NPUMEHEHUSI WU KaKUM-/TM60
MHbIM 06pa3oM MOAMMULMPOBAHHbLIX. Banmaaums AomxHa 6biTb HACTONLKO MOJHOM, HACKO/IbKO 3TO HeoGXoayMo,
4T06bI OTBEYATH NOTPEGHOCTAM AAHHOTO NMPUMEHEHUS MW 06/1ACTV NPUMEHEHWSI.

MpumMeuaHve 1 - Banugaumsi MOXET BKIHOYaTb NpoLeaypbl oTéopa 06pasuoB, o6palleHuss ¢ 06bekTamu
UCMbITAHUA WX KAJTMBPOBKM 1 UX TPAHCMOPTUPOBKMA.

Mpumeyanne 2 - [Ona Banupaumm MeToga MOXET MPUMEHSITbCS OAWH K3 creaylwmx crnocoboB nmbo umx
KOMOUHaLS:

a) Ka/IMOPOBKa W/ OLEHNBAHME CMELLEHUSI U NPELM3NOHHOCTU C UCMOMNb30BAHMEM 3TA/IOHOB WU CTaHOAPTHBIX
06pasyos;

b) cuctemaTnyeckasn oueHka PakTopoB, BAMSAIOWNX Ha pe3ynbTarT,

C) NpoBepKa yCToliYMBOCTM METOAA NOCPELCTBOM M3MEHEHNSA YNpPaB/ISIEMbIX NapaMeTPOB, TakUX Kak Temnepatypa
B TepMocTaTe, 03MpYyeEMbIi 06bEM;

d) cpaBHeHwWe ¢ pe3ynbTatamu, NoAyYeHHbIMU C MOMOLLBI0 APYrMX BaNNAMPOBaHHbIX METOA0B;
€) MexnabopaTopHble C/INYEHNS;
f) oueHuBaHvWe HeonpeneneHHOCTM W3MEPEHWi, CBSA3aHHOW C pesynbTatamy W3MepeHuid, Ha OCHOBaHWUU

NOHMMaHNST TEOPETUYECKUX MPUHLUMMNOB METoAa W OMnbiTa ero peanusauun npu otbope obpasuoB UM NpPoBeaeHUM
MCNbITaHUN.

7.2.2.2 Tpy BHECEHUN U3MEHEHWIA B BA/IMANPOBAHHLIN METOA, UX BIMSIHWE LO/HKHO ObITh ONPeAeNeHo 1, B cyyae
€c/n 6bIN0 YyCTaHOB/IEHO, YTO OHM OKa3blBAKOT B/INSIHUE HA NMepBOHAYasIbHYI Ba/Mgaumio, A0/HKHA 6biTh BbINOHEHA
HOBas BaMpauus mMetoga.

7.2.2.3 XapaKTepucTukn BasiManpoBaHHbIX METOA0B, OLleHeHHbIe AN npeAnosiaraemMoro UCnonb30BaHns, AOMKHbI
COOTBETCTBOBATb I'IOTpe6HOCTF|M 3aKa3ynkoB 1N YCTaHOB/1EHHbIM TpEﬁOBaHI/IFIM.

MprMeyaHne - XapakTepucTukM MeTofa MOryT BK/IOYaTb (HO HE OrpaHMuMBaTbCsl) [AManasoH U3MepeHWi,
TOYHOCTb, HEONpPeLeneHHOCTb pPe3ysibTaToB  M3MEepeHWid, npeden o6HapyXeHusi, npegen  Ko/IMYeCTBEHHOrO

onpenenexHna, VI36VIpaTefII:HOCTb MeToaa, NMHEAHOCTb, NOBTOPAEMOCTb W11 BOCMPON3BOANMOCTb, yCTOVI'«-IVIBOCTI: K
BHELUIHNM BO3A€I7ICTBI/IHM nnn SC*JC*JGKTaM BNNAHNA MaTpuLbl o6pa3L|,a WX UCNbITbIBAEMOro 06bEKTA N CMELLIEHNME.

7.2.2.4 Na6opatopusi O/KHA COXPaHSATb CeaytoLlye 3anncu o Baimaauum:
a) MCMo/Ib30BaHHY0 NpoLeaypy BaMaaumuy;

b) nepeuyeHb TpeboBaHwii;
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C) onpefesieHre XxapakTepucTik MeToaa,;
d) nonyyeHHble pesynbTarhl;

e) 3ak/uyeHne 0 MPUroJHOCTU MeToja BMecTe C MoApPO6HbLIM OMUCAHWEM ero COOTBETCTBUS B OTHOLLEHUU
npeAanofaraeMoro Mcnosib30BaHus.

7.3 OT60p OGpasyoB

7.3.1 B cnyyae korga nabopatopus nNpoBoAMT OT60p 06pasLoB BeLWEecTB, MaTepuasioB WUauM npoaykuumn ans
nocrieayLWmx UCNbITaHWii NN KaIMB6POBKKN, OHa A0/HKHA UMETb NM/1aH 1 METObl X 0T6opa. Metoa oTbopa o6pasLoB
OO/DKEH  yunTbiBaTb (pakTopbl, KOTOPble HEOB6XOAMMO KOHTPO/IMpPOBaTb, 4YTOObI 06ecneynTb [OCTOBEPHOCTb
pes3ynbTaToB NocAeayoLwmnx UcibiTaHnii unn kannbpoBku. MnaH n MeTos 0T6opa 06pasLoB AO/KHbI OblTb AOCTYMHbI
Ha MecTe nposefeHus oTbopa. MnaHbl oT6éopa 06pas3LoB AO/HKHBI OCHOBbLIBATLCS, KOrga 3To LenecoobpasHo, Ha
COOTBETCTBYIOLLNX CTATUCTUYECKNX METOax.

7.3.2 MeToabl oT6opa 06pasLoB AO0/MKHbI ONUCLIBATD:

a) BbIbOp 06pasLoB UNn Touek oTbopa;

b) nnaH oT60pa 06pasLos;

C) MOAroToBKY WM 06paboTKy 06pa3ua(oB) BellecTBa, MaTtepuvasa WAM NPoAyKUMU C Uefbilo MNosyyYeHns
Tpebyemoro obpasua A8 Noc/eAyoLero NpoBeAeHNS UCMbITAHUIA UK KaIMBPOBKU.

MpumevaHne - lMocne TOro Kak obpasel nonyyeH nabopaTtopuein, fasibHeilee obpalleHne, KOTOPoe MOXET
notpebosaTbCA, oNUcaHo B 7.4.

7.3.3 labopatopns A0/MKHA COXPaHATb COOTBETCTBYOLUME 3anncyu 06 oTbope 06pasLoB, KOTOPbIA COCTaBNSAET
4yacTb NPOBeAEeHHbIX UCTbITaHW NN KaNMBPOBKK. Takne 3anncu SO/MKHbI BKIOYaTh B cebs (ecnv NpYMEHUMO):

a) CCbINIKy Ha MPMMEHEHHBI MeToa 0T6opa 06pasLoB;

b) paty n Bpems ot6opa 06pasLos;

C) AaHHble ANs naeHTudunkaumm n onncaHnsa obpasua (Hanpumep, Homep, KOJIMYECTBO, HaMMEHOBaHNE);

d) ngeHTMdukaumio n1ua, BbINOHMBLLErO 0TO0OP 06pPa3LIOB;

€) NAEHTUdUKaLNIO NCNO/Ib30BAHHOTO 060PYA0BaHNS;

f) ycnoBus okpyxatoueii cpeabl 1 TPaHCNOPTUPOBKY;

g) CXeMbI UMK ApYrMe 3KBUBa/IEHTHbIE CNOCOObLI MAEHTUdINKaLMM MecTa 0T6opa 06pasLoB, eCc/in 3TO HEO6X0ANMO;

h) OTKNOHEHUSA, AONOMHEHUS UM UCKIOYEHNS M3 MeToAa U NiaHa oT6opa 06pasLoB.

7.4 OGpaLlleHne ¢ 06 bekTamMmn UCNbITAHUA UITN KAJINGPOBKU

7.4.1 Nabopatopua [O/MKHA MMETb npoueaypy A0S TPaHCnopTUPOBKWU, NOSYYEHUS OOLEKTOB WCMNbITAHWA Wn
Ka/IMBbpoBKK, 06paLLeHnst C 06beKTaMUN UCMbITAHUIA UNN KaIMBPOBKK, 3aLLMTbI, XpaHEHUS!, 06ECNEYEHNST COXPAHHOCTN,
YHUUTOXEHNA WK BO3BpaTa O06LEKTOB WCMbITAHWIA WAWM Ka/MBPOBKKM, BK/OYAs BCE YC/I0BUSA, HeobxoauMble [A71S
3aWmTbl LLeNIOCTHOCTM O6BLEKTOB WCMbITAHUA WM KasIMBPOBKM M 3aliMTbl MHTEPECOB /abopaTopun 1 3akasvumka.
[JOmKHbI BbITb NPeAnPUHATLI MepPbl NPEAOCTOPOXHOCTH, YTOObI N36exaTb yXyALeHUs CBONCTB, 3arpsa3HeHus, notepu
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NN NoBpeXAeHNs 06bEKTOB Npu obpaLLeHnn, TPaHCNOPTUPOBKE, XPaHEHUW/OXUAaHUN N NOATOTOBKE K MCMbITAHUSM
UM Kanuoéposke. MHCTPyKUMM No obpaweHntio ¢ ob6bekTamMu, NpefocTaBfEHHbIE BMECTE C HUMW, AO/KHbI ObiTb
COG/OAEHDI.

7.4.2 NabopaTopusi JO/MKHA UMETb YETKYD CUCTEMY WAEHTUUKaLUM O6bEKTOB WUCMbITAHU UM KasIMGPOBKM.
NaeHTudmkaumsa A0o/mKHA COXPaHATbCSA, NMoka O6bLEKT HaxoAuTCsl Noj, OTBETCTBEHHOCTLID nabopatopuu. [aHHas
cuctema AosmkHa obecneyrBaTb, YTO 06BLEKTLI He ByayT nepenyTaHbl (OU3NYEcKn UM NPU CCbIJIKE HA HUX B 3anucsiX
UAn apyrux AokymeHtax. Cuctema MaeHTMuKkaumm AomkHa, eciiv 3T0 He0bX0AMMO, YUNTbIBATb pasfeneHne o6bekTa
WK TPYNNbl 0GHEKTOB W KX NEPEMELLEHNE.

7.4.3 Mpu nonyyeHU oGbEKTa WUCMbITAHUA UM Ka/IMBPOBKM OTKIOHEHUSI OT YCTAHOBJ/IEHHbIX YCMOBUIA AO/MKHbI
ObITb 3aperMcTprpoBaHbl. ECM eCTb COMHEHUst OTHOCUTENTbHO NPUIOAHOCTU 06bEKTa A/1st UCTIbITAHUSA UV KaIMGPOBKIA
WA ecnn 0GbEeKT He COOTBETCTBYET MpeAcTaB/eHHOMY ONuMcaHuo, To sabopartopus, nepes TeM Kak NMPOAO/IKWTH
paboTy, AO/MKHA 06PATUTLCA K 3aKasuuKy 3a AOMOMHUTENbHLIMA VHCTPYKUMSIMUA U 3aperucTpupoBaTb pesynbTaTbl
aToro o6eyxaeHvs. Ecnv 3akasumk TpebyeT NpoBECTU MCMbITaHWE UM KasIMGPOBKY Kakoro-n6o o6bekta, npusHaBas
OTK/IOHEHWE OT YCTAHOBJIEHHbIX YC/OBMWIA, NabopaTopust AO/DKHA BK/OYUTL B OTYET 3aK/IOYEHME O TOM, Ha Kakue
pe3ynbTaTbl MOTYT NOBNATL AAHHbIE OTKIOHEHUS.

7.4.4 B cnyyae ecnm 06beKTbl HEOOXOAUMO XPaHWUTb WM KOHAULMOHMPOBATL NPU ONpPeAesieHHbIX YCNOoBUAX
OKpY>XXaloLLeit cpefpl, 3T YCNOBUSI AO/MKHbI NOAAEPXUBATLCS, KOHTPONMPOBATLCS U PETMCTPUPOBATLCS.

7.5 TexHn4yeckue 3anucu

7.5.1 NabopaTtopus A0/MKHA 0b6ecneunBaTb HaNMuMe B TEXHUYECKMX 3anucsax A0S Kak4oro Buaa nabopaTopHOL
[esATeNbHOCTN  pe3ynbTaToB, OT4YeTa W OOCTATOYMHOW WHGOpMauMM, NO3BOASAKLWENA, €C/M  3TO  BO3MOXHO,
NAEHTUULMPOBATL (PaKTOPbl, BAMSIOWME Ha pe3ynbraT U3MEPEHUss W CBA3AHHYID C HWM HeonpeAeneHHOCTb
U3MepPeHNii, a Takke 06ecrneunTb BO3MOXHOCTb MOBTOPHOro NpoBeAeHUs [aHHOM 1abopaTopHOi AeATeNbHOCTU B
YCNOBMAX, MakCMMaslbHO BNM3KMX K NepBOHaYasIbHbIM. TEXHMYECKUE 3anucy LOMKHbI BKOYATL AaTy U CBeAeHus O
nepcoHasie fabopaTopun, KOTOPbIA HECET OTBETCTBEHHOCTb 3a KakAbli BuA NnabopaTtopHOi AeATeNlbHOCTM M 3a
NPOBEPKY AaHHbIX U pe3ynbTaToB. [epBuyHbie HabNAEHNS, AaHHble N pacyeTbl AO/MKHbI ObiTb 3anucaHbl B MOMEHT,
Korza oHu 6blM NOyYEHbI, U OO/DKHBI OTOXAECTBAATLCA C KOHKPETHOW paboToli.

7.5.2 NabopaTtopus Ao/mkHa obecneynBaTb NPOC/IEXNBAEMOCTb U3MEHEHUIA, BHOCUMbIX B TEXHUYECKUE 3anncu, K
npegplaylymMm Bepcusm Nnbo K nepBUYHbIM Ha6MAeHUsM. I nepBUYHbIE, N M3MEHEHHbIE AaHHble W dhaii/bl JOMKHbI
COXPaHATbCS C YKasaHWeM [AaTbl BHECEHUS| U3MEHEHWIA, CBeeHNli 06 acnekTax, NPeTepneBLLnX U3MEHEHWS, U NTLAX,
OTBETCTBEHHbIX 3a AaHHble U3MEHEHNS.

7.6 OueHuBaHue HeonpeaeneHHOCTU N3MepeHunii

7.6.1 Jlabopatopuu AO/MKHbI ONpefenaTb BkKNag(bl) B HEONpPeAeneHHOCTb M3MepeHuid. Mpu  oueHUBaHUK
HeonpeaeneHHOCT N3MepPeHWii BCe CYLLLECTBEHHbIE BK/Iabl, B TOM YMc/ie CBs3aHHble C 0T6OPOM 06pasLoB, A0/MKHbI
YUUTBIBATLCSA C MPMMEHEHEM COOTBETCTBYIOLLMX METOAO0B aHa/In3a.

7.6.2 Nabopartopus, BbINOMHAKOLLAA KaMOPOBKW, B TOM Unc/ie COBCTBEHHOIO 060pyA0BaHNs, fOMKHA OLeHMBaTb
HeonpeaeneHHOCTb N3MepeHni 418 BCeX KaimbpoBOK.

7.6.3 JlabopaTtopusi, BbIMOSHAOWAS MWCMbITAHUS, [O/HKHA OLEHMBATb HEONPEAENeHHOCTb W3MepPeHuii. B Tex
Cnyyasix, Korga MeTof UCNbITaHWiA UCKIHYaEeT CTPOrYH OLeHKY HeonpeaeneHHOCTY U3MEPEHUIA, OLEHUBAHUE AO/MKHO
NMPOBOAMUTLCS HA OCHOBE MOHMMAaHUA TEOPETUYECKNX NPUHLMMNOB WU NPaKTUYECKOro OMbITa BbIMOSIHEHUS METOAa.

MpumeyaHne 1 - B c/iyyae ecny XOpPOLUO W3BECTHbIA METof, MCMbITaHWii ycTaHaB/IMBAET Mpeaenbl 3HauyeHuii
OCHOBHbIX WCTOYHVMKOB HEOMPEAEeNeHHOCT W3MEPEHUIA U  ykasblBaeT (QOpMy NpeAcTaB/ieHVss pe3y/bTaToB
BbIYMC/IEHWIA, CUMTAETCS, UTO NabopaTopusi BbINOHWMNA Tpe6GoBaHus 7.6.3, crieflysl METOAY VUCMbITAHWIA 1 UHCTPYKLM
Nno Npe/CTaB/IEHNIO PE3Y/NbTATOB.

MpuMeyaHve 2 - Mpy UCNOMbL30BAHUM KOHKPETHOTO METoAa, A1 KOTOPOro HeonpeaeneHHOCTb pe3y/bTaToB
N3MepeHWii yxxe 6bisia yCTaHOB/EHA U NMOATBEPXAEHA, HET HE06XOAMMOCTM OLEHVBATL HEONpPeAeIeHHOCTb N3MepPEeHNI

BHuMaHue! O nopsiike NpUMEHeHNa LOKYMeHTa CM. apablk "MpumedaHns" BHuMaHue! lokyMeHT nepenspaH
NC «TexakcnepT: 6 nokoneHne» MHTpaHeT



FOCT ISO/IEC 17025-2019 O6wwne TpeboBaHUS K KOMMETEHTHOCTY CMbITaTeNbHbIX U KanbpoBoUHbIX nabopaTopuii (MepenspaHre) CtpaHuua 17
MpumeHseTcs ¢ 01.09.2019 B3ameH FTOCT UCO/M3K 17025-2009

ONA KaXKO0ro pesysbrata, ec/iin na6opaTopV|ﬂ MOXET NPoA4EeMOHCTPUPOBaATh, YTO BbiAB/IEHHbIE KPUTNYECKNE CbaKTOpr,
OKa3blBawuine snmaHmne, HaxogaTcAa nog KOHTpoem.

Mpumeyanve 3 - Ana nogpobHoli nHgopmaumm cm. ISO/IEC Guide 98-3, ISO 21748 mn ctaHgapTbl cepumn ISO
5725.

7.7 O6ecne4yeHne 4OCTOBEPHOCTU pe3yNbTaTtoB

7.7.1 JNa6opatopusi A0/KHA WMETb Npoueaypy A7 MOHUTOPWMHrA [OCTOBEPHOCTV pe3y/ibTaToB  CBOEl
[eaTenbHOCTU. [MoslyyeHHble AaHHble A0/MKHbI PErMCTPUPOBATLCS TakMM 06pPa30oM, YTOObI MOXHO 6biN0 BbISBUTb
TEHAEHUMM, U TaMm, TAe 3TO MPaKTUYECKU BO3MOXHO, AO/KHbI MPUMEHATLCSA CTATUCTMYECKMe METoAbl A/1s aHanu3a
pe3ynbTaToB. [LO/KeH ObITb COCTAB/IEH M/1aH TakOro MOHUTOPWHIA U MPOBOAWUTLCSA €ro aHan3. MOHUTOPUHT [OIKEH
BK/toUaTh (HO He orpaHMuMBaThCs), IAe LenecoobpasHo, crieaytoLee:

a) Mcnosib3oBaHne CTaHAaPTHbLIX 06PAa3LL0B MM 06Pa3LoB A/1s KOHTPO/IS KAUecTBa;

b) wucnonb3oBaHWe anbTEpPHATMBHOIO 0060pYAOBaHMSA, KOTOpoe Obil1o kanmbpoBaHo, Ans  obecneyeHus
NpPOCNeXnMBaeMoCcTu pesybTaTos;

C) NpoBepky(1) PYHKLMOHMPOBAHUSA N3MEPUTENBHOIO 1 UCTbITaTeNIbHOro 060pYyA0BaHNS;

d) ucnonb3oBaHMe KOHTPOSIbHBIX UKW paboynX 3TANIOHOB C BEAEHNEM KOHTPOJIbHbIX KapT, r4e 3T0 NPUMEHUMO;
€) NPOMEXYTOUHbIE MPOBEPKN N3MEPUTESILHOr0 060pyAOBaHMS;

f) NOBTOPHbIE UCNbITAHUS U KATMBPOBKU C UCNOSIb30BAHNEM OAHOMO U TOTO Xe WK pa3NyHbIX MeTOAO0B;

g) NOBTOPHbIE UCMLITAHWNA UM NOBTOPHYHO KaNMBPOBKY XpaHsLLMxcs 06pasLoB;

h) koppensumio pe3ynbTaToB 415 PasNNUHbIX XapakTepucTuk obpasLa;

i) aHaIM3 NoJsTyYeHHbIX AAHHbIX;

j) BHyTpunabopaTopHble CANYeHus;

k) ncnbitaHus wndpoBaHHoro(bix) obpasua(os).

7.7.2 NNabopaTopusi fO/HKHA OCYLLECTBNATL MOHUTOPUHT CBOEW AesiTeNIbHOCTW NyTEM CPaBHEHWS C pe3ysibTataMu
ApYyrux nabopaTopuii, ecn 3TO BO3MOXHO ¥ MPMMEHVMMO. Takoil MOHWTOPWHT [AO/DKEH MAaHMpoBaTbCs, U ero

pesynbraTbl AOMKHbI aHaIM3NpoBaTbCa. OH O/KEH BK/IOYATb (HO He Ol'paHl/I‘-II/IBaTbCFI) cneaywuime meponpunaTua
Wnn oaHO N3 HUX:

a) yyacTue B NpoBepKax Kamgukauuu.

MpumevaHne - B ISO/IEC 17043 npuBefeHa [oNofiHUTENbHAsA MHopmaums O nNpoBepkax Ksamdukauum m o

npoBaligepax NpoBepkn kBanudukauun. MNpoBaigepbl NPoBepkn KBanudmkaumm, KOTopble BbIMNOSHAKT TpeboBaHMs
ISO/IEC 17043, cuntatoTCcst KOMNETEHTHbLIMMU;

b) yuactue B Mex1a60paTopHbIX CIMYEHUSIX, OT/IMYHbIX OT NPOBEPOK KBANIMKALIUN.

7.7.3 [aHHble, NOJyYeHHble C MOMOLLBI0 MOHWTOPUHTA, [AO/DKHbI aHa/IM3MPOBATLCA U WCMO/b30BATHCA A/1s
ynpaB/fieHnsi NabopaTopHOil [AeATENbHOCTbIO, a TakKe M0 BO3MOXHOCTM A/1 BHECEHWs YydlweHuid B paboTy
naéopatopumn. Ecnv 6b1710 06HAPYXXEHO, YTO pe3y/ibTaTbl aHa/IM3a AaHHbIX, NOYUYEHHbIX NPU MOHUTOPWHIE, BbIXOAAT
3a paMKUM YCTAHOB/IEHHbIX KPUTEPMEB, HEOBXOAMMO MNPEANpPUHATL COOTBETCTBYHOLWME [AEWCTBUS C  LE/blo
NpeAoTBPALLEHNS BK/IIOUEHNSI B OTYETHYH AOKYMEHTALMI0 HEBEPHBIX PE3Y/IbTATOB.
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7.8 NpeacTtaBneHne oTYETOB O pe3y/bTartax

7.8.1 O6LuMe NonoXeHus

7.8.1.1 Pe3ynbTatbl AO/HKHbI ObITb PACCMOTPEHbI 1 YTBEPXAEHbI A0 UX BblAauu.

7.8.1.2 PesynbTathl OMKHbI ObITh NPeAcTaBneHbl TOYHO, YETKO, HEABYCMbIC/IEHHO N O6BLEKTUBHO, Kak NpaBuso, B
dopme oTyeta (Hanpumep, OTY4ET 06 UCNbITAHMAX, CBULETENBLCTBO (CEPTMdIMKAT) O Ka/IMGpoBKE UMM akT oTbopa
06pa3LoB) M [O0/HKHBI BKIOYATL B Ce6SA BCHO MHOpMaLMio, COrlacoBaHHYl C 3aka3dyuMkoM WM Heobxoaumyko Ans
WHTepnpeTauun pesynsratoB, a Takke BC MHAOpMauMio, Tpebyemylo B COOTBETCTBMU C NPUMEHAEMbIM METOOM.
Bce ogpopmieHHble OTYETbI AO/MKHbI ObITb COXPaHeHbl B Ka4eCTBE TEXHNYECKMX 3anunceii.

Mpumedanve 1 - [N Ueneil HaCTOSALEro CTaHAapTa OTUETbl 06 UCTLITAHNAX U CBMAETENbCTBA (CepTUdMKATLI) O
KasIMBPOBKE MHOrAa MOTyT HasblBaTbCSA NPOTOKOMIAMM UCTMbITAHWIA 1 OTYETAMU O KaSTMOPOBKE COOTBETCTBEHHO.

MpumMeyaHme 2 - OTYETbI MOTYT ObITb N3A4aHbl HA 6YMaXXHOM HOCUTE/NE U/ C MOMOLLbIO 31EKTPOHHBIX CPEACTB Npi
YCM0BUM, YTO Tpe6oBaHUsSI HACTOSILLETO CTaHAapTa BbIMOHEHDI.

7.8.1.3 Mpw cornacoBaHnWn C 3aKa34MKOM pe3y/bTaTbl MOryT 6biTb MPeACTaB/eHbl B YNPOLEHHOM Buae. Jliobble
CBe/leHUs], yKka3aHHble B 7.8.2-7.8.7, KOTopble He Gblnv NpeacTaB/ieHbl 3aKka3umky, A0/HKHbI GbiTb IErKOAOCTYMHLIMU.

7.8.2 O6wume TpeboBaHUA K oTyeTam (00 MCNbITAHMAX, KANMOGPOBKe NN OTGOope 06pasLoB)

7.8.2.1 B uenax MUHUMU3ALMN BO3MOXHOCTU HEMPaBULHOTO MOHUMAHUS WX HENPaBU/IbHOTO UCNO/1b30BaHUS
MHDOPMALIMN KaXAblii OTUET [O/MKEH BKIOUYATb Kak MUHUMYM CrefytoLlylo MHopMaLuio, ecnv y nabopaTopun HeT
060CHOBaHHbIX NMPUYMH HE BbINOMHATL 3TO TPeGoBaHue:

a) HasBaHue (Hanpumep, "OTuyeT 06 ucnbiTaHuUsx", "CBUAETENLCTBO (CepTudmkar) o kKanmbposke" nnn “AkT
oT60opa o6pasLoB");

b) HaumeHoBaHWe 1 agpec nabopaTopuu;
C) MecTO OCyLLeCTB/IeHVs NnabopaTopHOli AeATeNbHOCTU, B TOM YKC/e eCc/i OHa OCYLLEeCTBASAAACh Ha naoLagax
3aKkasuuka, b0 Ha ydacTKax, yAasleHHbIX OT MOCTOAHHBLIX NPOW3BOACTBEHHbLIX Naowazein nadopatopuum, M60 Ha

COOTBETCTBYHOLLNX BPEMEHHO NCNOJ/Ib3YyEMbIX NN MOOUNbHBIX 06BEKTAX;

d) yHMKanbHyl naeHTUMKaLUmMIo, 415l TOro YTo6bl BCe €ro COCTaB/isoLMe BOCMPUHUMAINCL Kak YacTb 06LEro
OTYETA, U YETKYI0 UAEHTUMKALMIO KOHLA 0TYEeTa,;

€) HaMMeHOBaHMe N KOHTaKTHble AaHHbIe 3aKa3unka,;
f) nogeHTNrKaunio NPUMEHIEMOro MeToa,;
g) onvcaHne, OAHO3HAUYHY AEHTUGINKALMIO 1 NPY HE0HXOAMMOCTM COCTOsIHME 06pasua;

h) paTy nonyuyeHns obpasua(oB) 4na ucnbiTaHnii unn obbekTa kannbposkn n gaty otéopa obpasua(os), korga aTo
MUMeeT BaXKHOE 3HaueHue A5 AOCTOBEPHOCTU 1 NPUMEHEHNS pe3y/bTaTos;

i) Aaty(bl) ocyulecTBneHnsa nabopaTopHO AeATeNbHOCTY;
j) faTy Bblgayn oTyeTa;

K) ccbinky Ha niaH U MeTog oT6opa 06pasuoB, UCMO/b30BaHHbIE labopaTopueli Un ApyrvMy opraHami, ecm
3TO BaXKHO [/151 JOCTOBEPHOCTU U/IN NMPYMEHEHUS Pe3y/bTaToB;

I) 3aaB/EHME O TOM, YTO Pe3y/ibTaTbl OTHOCATCA TO/IbKO K 06beKTam, NpoweWwnM UCNbITaHUs, KanmbpoBKy 1au
oT60pP;
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m) pe3ynbTarbl, 4e 3T0 NPUMEHUMO, C eANHNLAMN N3MEPEHUS;

N) AOMOJSTHEHUS, OTK/TOHEHNS WU UCKTHOYEHNS N3 METOAS,;

0) naeHTMduKaumo nnu(a), yrBepamsLLMX(€ro) OTYeT;

p) OAHO3HAYHYIO MAEHTMAINKALMIO pe3y/IbTaToB, NOTYYEHHbIX OT BHELLHNX NOCTaBLYMKOB.

MprmeyaHne - Bk/IOYEHME 3asB/IEHMS O TOM, YTO OTYET He A0/DKEH ObiTb BOCNPOM3BEAEH HE B MOSIHOM O06beme

6e3 pa3pelieHuns na6opaTop|/w|, MOXET obecneunTb YBEPEHHOCTb B TOM, YTO HaCTu OTYETA HE UHTEPMNPETUPYIOTCA BHE
KOHTEKCTa.

7.8.2.2 labopaTopus [O/MKHa HeCTW OTBETCTBEHHOCTb 3a BCHO MHOpMauuio, NpefcTaBfieHHY0 B OTYeTe, 3a
UCK/TIOYEHMEM CryyaeB, Korga MHopMaums npefocTaBNseTcs 3aka3vynukom. JaHHble, NpefoCcTaB/eHHbIE 3aKa3qMKoM,
JOMKHBI BbITb YETKO MAeHTUuumpoBaHsl. Kpome Toro, B criydae ecnu MHgopmaums npefocraBneHa 3aKkasunkom v
OHa MOXET MOB/VATb Ha AOCTOBEPHOCTb Pe3y/bTaToB, B OTUET AO/MKHO ObiTh BK/IHOUYEHO 3asB/eHNe 06 orpaHMyeHum
OTBETCTBEHHOCTM nabopartopuun. B criyyae ecnu nabopatopus He OCYLLECTBNSET U He HEeCeT OTBETCTBEHHOCTU 3a
cTagmio oTbopa obpasuoB (Hanpumep, obpasel, 6bi1 NpefocTaBNeH 3aKka3inkoM), B OTYETE AO/MKHO ObITb OTPAXEHO,
YTO NOJIyYEHHbIE Pe3yNbTaTbl OTHOCATCA K NpefoCcTaB/IeHHOMY 3aKka3umkomM obpasLy.

7.8.3 CneyuasibHble Tpe6GoBaHMUs K 0OTYETAM 06 UCNbITAHUAX

7.8.3.1 B pononHeHne K TpeboBaHMAM, NepedncneHHbIM B 7.8.2, OTYeTbl 06 MCNbITAHWSX AO0J/DKHbI, €C/in 3TO
HeobxoAMMO 418 NHTeprpeTaummn pesy/ibTaTtoB UCTbITaHWIA, BK/IOUaTb B cebs cneayrollee:

a) Hpopmauuio 06 0CobbIX YCNIOBUAX UCMbITAHUIA, TAKUX KaK YCI0BUSA OKpYXatoLLleli cpefbl;
b) npn HeobxoAMMOCTM 3asB/IEHME O COOTBETCTBUM TpeboBaHMAM 1nu cneyndukaumam (cMm. 7.8.6);

C) rae 370 NPUMEHMMO, HEONPEAEe/IeHHOCTb N3MEPEHNIA, NPeACTaB/IEHHYIO B TEX Xe eAnHMLaX, YTo 1 u3MepsieMast
BE/IMYMHA, /TN B OTHOCUTENBHOM MO OTHOLLEHMIO K U3MepsieMoli BeNIMunHe Buae (Hanpvmep, B NpoLeHTax), Koraa:

- 9TO VIMeeT OTHOLLEHWE K OCTOBEPHOCTY MU NPUMEHEHUIO Pe3Y/IbTaTOB UCMNbITaHWIA;
- 3TOro TpebyeT 3akasuvk; Unu

- HeonpeaeneHHOCTb U3MEepPEHUS BANSET HA COOTBETCTBME YCTAHOB/IEHHOMY Npeaeny;
d) MHEHVS 1 uHTepnpeTauun, rae aTo NPUMeHUMo (cMm. 7.8.7);

e) OONOJTHUTENBHYHO I/IH(*)OpMaLlVII-O, KOTOpas MOXeT I'IOTp66OBaTbCF| MO KOHKPETHbIM MeToAdaM, opraHam BNnacTy,
3akasymkam mnnum rpynnam 3aka3ydmkos.

7.8.3.2 Ecnn nabopatopus HeCeT OTBETCTBEHHOCTb 3a [AEATE/NIbHOCTb MO OT60opy 06pa3uoB, OT4YETbI 06

UCNbITaHMAX AO/MKHbI COOTBETCTBOBAaTL TPEOOBAHMAM, YKa3aHHbIM B 7.8.5, ec/iv 370 Heobxoaumo A8 MHTepnpeTauum
pe3ynibTaToB UCMNbITAHWIA.

7.8.4 CneumnanbHble TpeGoBaHUA K cBUAgeTeNnbCcTBaM (cepTucpukaTtam) o KaIMOpoBKe

7.8.4.1 B pononiHeHNEe K TpeboBaHMAM, Nepevnc/ieHHbIM B 7.8.2, B CBUAETENbCTBA (CepTudimkaTthbl) O KambpoBke
OOJ/DKHbI ObITb BKKOYEHbBI CriefytoLme CBeAeHUs:

a) 3HaueHve HeonpeaeneHHOCTN U3MEPEHWIA ANsi pe3ynbTaTa U3MepeHUiA, NPeACTaBNeHHOE B TEX Xe eAuHuLaXx,
4TO 1 M3MepsieMasl BENNYMHA, WM B OTHOCUTE/IbHOM MO OTHOLLUEHWIO K M3MEpPSieMOil BenuunHe Buae (Hanpumep, B
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npoLeHTax).

MpumevaHne - B cooTBercTBuM ¢ ISO/IEC Guide 99 pesynbtaT U3MEPEHUs, Kak NpasBusio, BblpaxaeTrcs O4HUM
N3MePEHHbIM 3HAYEHVEM BE/IMUMHbI C yKasaHneM eUHNLbI N3MEepPEHNs U HeonpeaesleHHOCTN U3MepPEeHWi;

b) cBeneHna 06 ycnosusx (Hanpumep, YC/I0BUAX OKpYXatoLel cpeabl), NPY KOTOPbIX BbINOMHANCH Ka/IMOPOBKA 1
KOTOpble MOr/IM OKa3aTb B/IMSHUE Ha pe3y/bTaTbl U3MepPeHWiA;

C) 3asBfieHMe 0 TOM, kakum obpa3om obecrneumBaeTcss METPOIOrMyeckas NpPoCeXUBAEMOCTb U3MEPEHUIA (CM.
npunoxexHue A);

d) pesynbTaTbl, MO/TyYEHHbIE A0 W NOC/E PETYIMPOBKNA UM PEMOHTA, EC/TM TaKOBble MPOBOANINCS;

€) 3asB/1eHNe 0 COOTBETCTBUM TpeboBaHAM UNun cneymdukaunsam npy Heobxognmoctu (cm. 7.8.6);

f) MHEeHUs n nHTepnpeTaumm (cMm. 7.8.7) npu HEO6XOANMOCTMN.

7.8.4.2 Ecnn nabopatopus oTBeYaeT 3a AesTeNlbHOCTb N0 0T6opy 06pasLoB, cBMAeTeNbCTBa (CepTudnkaTbl) O
Ka/IMbpoBKe A0/MKHbI COOTBETCTBOBaTbL TPEOOBAHMAM, YKa3aHHbIM B 7.8.5, ecnn 3To Heo6XoAMMO A1 UHTepnpeTauun
pe3y/ibTaTtoB Ka/IMHGPOBKM.

7.8.4.3 CBugetenscTBO (cepTudnkaT) O KaMbpoBKe WM KaIMbpOBOYHAA STUMKETKA HE [AO/HKHbl COAepXaTb

HMKaKMX peKkoMeHAauuii no BbIGOPY MEXKa/IMGPOBOYHLIX WHTEPBA/IOB, KPOME Tex C/lyyaeB, Korga 3To 6bl10
COr/1acOBaHO C 3aKa34nKOM.

7.8.5 NpeacTaBneHne pe3ynbTaToB Mo 0T60py 06pa3LoB - cneynanbHble TPe6oBaHUsA

Ecnn na6opatopusi HeceT OTBETCTBEHHOCTb 3a [AOEATEeNIbHOCTb MO OTO6Opy 06pasuoB, B [AOMNOSHEHME K
TpeboBaHNAM, NepeyncrieHHbIM B 7.8.2, Korga 3To HeobXxoAMMOo A1 MHTeprnpeTaumMm pesyibTaTtoB, 0TYETbl AO/KHbI
BK/IOYATb C/eayroLLee:

a) gary otbopa 06pasyos;

b) yHukanbHyto wugeHTUMKauu BbiOpaHHOrO obpa3uya waM  matepuana (BKIYas HauMMeHOBaHue
npon3BoAMTENs, 0603HAYEHNEe MOZEIN UAN TUNa 1 cepuiiHblie Homepa, Korga 3To NPUMEHNMO);

C) MecTo oT6opa 06pasLoB, BKIOYasA Ntobdble gnarpaMmmel, 3CKU3bI UK poTorpadnm;
d) ccbinky Ha nnaH oTéopa 1 meTog oTbopa;

€) cBegeHusi 060 BCeX YC/IOBMSIX OKpyXatoleil cpefbl BO Bpems oT6opa 06pasuoB, KOTOpble BAUSIOT Ha
VHTepnpeTauuio pesynbTaTos;

f) nHdpopmaLmio, HeO6X0AMMYIO ANS OLEHKN HEONPeAeNeHHOCT M3MEPEHUA AN NOCNeaYOLWMX UCNbITaHUA UK
KaIMobpoBKu.

7.8.6 NMpeacTaBneHne 3aklOYEHN 0 COOTBETCTBUM

7.8.6.1 Ecnu no pesynbTatam UCMbITaHUS UK KaNIMOGPOBKU e/1aeTcsa 3akK/UeHe 0 COOTBETCTBIM cneLuduKaLmum
WNn cTaHgapTy, NabopaTopusi [0/KHA [OKYMEHTUPOBATb NPAaBWIO MPUHATUS pPelleHusl, NPUHUMasi BO BHUMaHue
ypoBeHb pucka (Hanpumep, JIOXKHOMOMOXWUTENIbHOE WU JIOKHOOTPULIATENIbHOE — peLlieHne, CcTaTUCTUYecKue
NPeAnoNIoKeHst), CBSI3aHHbI C NPYMEHSIEMbIM NPABUIOM NPUHSTUS PELLEHNS, U NMPUMEHUTL AaHHOEe NPaBWIIo.

MpumeyaHne - Ecnn npaBuio NPUHATUA PELLUEHNST YCTAHOBIEHO 3aKas3uMKoM, NpaBuiamMn WM HOPMAaTUBHLIMM
[OKyMeHTaMu, AasibHelllee pacCMOTPEHNE YPOBHS pucka He TpebyeTcs.
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7.8.6.2 Nabopatopus Ao/MKHA NpeACcTaBUTb 3aKk/Il0YeHne 0 COOTBETCTBMM, B KOTOPOM YETKO onpeseneHo:
a) K KakMM pesysibTaTtam NpuMeHsieTca AaHHOe 3ak/loUeHne;
b) Kakum cneundmkaunsam, ctaHgapTam Uan Nx YacTaM COOTBETCTBYET UIN HE COOTBETCTBYET OO BEKT;

C) NpaBuI0 NPUHATUS peLUeHnsl, KOTOPoe O6bl1I0 NCMO/Ib30BaHO (EC/IM OHO HE COAEPXMUTCH B COOTBETCTBYHOLLMX
crneumdukaumm unm ctaHgapre).

MpumeyaHune - N nonyyeHns AonoaHUTeNbHon nHdopmaummn cm. ISO/IEC Guide 98-4.

7.8.7 NMpepctaBneHne MHEHUA U UHTepnpeTaynii

7.8.7.1 B cnyyae npeactaBneHnsi MHEHUA U MHTepnpeTauuii nabopatopusi AO/HKHA 06EeCneunTb, YTO TOJbKO
MepPCcoHasl, YMNO/IHOMOYEHHbIi Ha NpPeACTaBfieHUe MHEHWA W VHTepnpeTauuii, NpeAcTaB/seT COOTBETCTBYHLLME
3asB/eHns. JlabopaTopusi JO/MKHA [OKYMEHTMPOBATb OCHOBAHWUS, HA KOTOPbIX 6a3VpyOTCSt BK/IHOUYEHHble B OTYET
MHEHWSI 1 HTEPNpeTauun.

MNpumeyaHne - BaXHO OT/iM4aTb MHEHUA W WHTepnperauMm OT BbIBOAOB MO pe3ynbrtaram VIHCI'IGKU,VIVI nnn

cepTudmkaumm NpoAyKUUn, Kak 3To ycTaHoBsieHo B ISO/IEC 17020 n ISO/IEC 17065, 1 OT 3asiBNIEHWI O COOTBETCTBUM,
YNOMSAHYTbLIX B 7.8.6.

7.8.7.2 MHeHUs Wanm nHTepnpeTauun, cogepxaiymecs B OT4YeTaX, A0/DKHbI ObiTb OCHOBaHbl Ha pesyfbraTax,
NoJTy4EHHbIX A1 06bEeKTa, NPOXOAMBLLETO UCNbITAHMA/KaIMBPOBKY, U AO/MKHbI ObITb YETKO 0603HAaYEHbI Kak TaKoBbIE.

7.8.7.3 ECnv MHEHUA 1 MHTepnpeTauny NpeacTaBAsaOTCs NyTEM HENOCPEACTBEHHOIO 06CYXAEeHNA pe3ybTaToB C
3aKa34nMkom, He06X04MMO COXPaHATb COOTBETCTBYIOLLME 3aNnCK Takoro 06CyXaeHus.

7.8.8 I3ameHeHUs K oTyeTam

7.8.8.1 Ecnn HeobxogumMo BHECTWM W3MEHEHWs, AOMOMHEHMS B BblAaHHbI OTYeT, nepeodopmMuTb €ro, nwboe
N3MEHEHNE MHAOPMaLUN A0/HKHO ObiTb YETKO 0603HAYEHO U, €CNU HeoOXOoAUMO, MPUYMHA BHECEHUS U3MEHEHWUS]
[O/MKHa ObITb BK/IOYEHA B OTYET.

7.8.8.2 ViameHeHVsa B OTYET Noc/ie ero Bblgaun AO/MKHbI BHOCUTHLCA TOSIbKO B BUAE AOMONHUTENBHOMO AOKYMEHTa
WA MHOTO cnocoba nepefayv faHHbIX, KOTOpble BKAOYAOT (DOPMYNINPOBKY: “"VMI3MeHeHue K OTYeTy, NOpsSAKOBbIi
HOMeEp... [MNn nHas naeHTudrkaunal" nnm gpyryro NnogooHy0 OpPMyIMpPOoBKY.

Takne n3MmeHeHus 4O/MKHbI COOTBETCTBOBATbL BCEM Tpe6OBaHI/I$|M HacTosdlero craHaapTra.

7.8.8.3 Korga HeoGxoAMMO BbifaTb HOBbI/i OTYET O pesy/bTaTaX, OH A0/MKEH 6biTb YHUKa/IbHbIM 06pPa3oMm
NAEHTUPULMPOBAH M COlEPXaTb CCbI/IKY Ha OTYET O pe3y/bTaTax, KOTOpblii OH 3aMeHSsIeT.

7.9 XXanoo6bl (npeTeH3umn)

7.9.1 NabopaTopua [O/MKHA WMETb [OKYMEHTMPOBAHHBLIA Mpouecc AN NOJyYeHWsl, PaccMOTpeHus Xanob
(NpeTeH3niA) N NPUHATUS peLLeHWiA No Xasiobam (NPETEH3NAM).

7.9.2 OnwucaHve npouecca ob6paweHns ¢ xanobamu (NPETEH3USAMU) [O/MKHO ObITb  AOCTYNHO BCEM
3aMHTepecoBaHHbIM CTOpoHaM Mo 3anpocy. [pu nonyvyeHun xanobbl (MpeTeH3mun) nabopaTopus  [OMKHA
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Y[OCTOBEPUTLCS, OTHOCUTCS /M anoba (NpeTeH3us)) K 1abopaTopHOi [AesiTeNbHOCTM, 3a KOTOPYH OHa Hecet
OTBETCTBEHHOCTb, U, €C/M 3TO TaK, JO/HKHA NPUHSATL ee Ha paccMoTpeHue. JlabopaTopusi HECET OTBETCTBEHHOCTL 3a
MPUHSTE BCEX PELUeHNt Ha BCeX CTaausx NpoLecca pacCMOTPEHNUS Xanobbl (MpeTeH3nun).

7.9.3 Mpouecc paccMOTPEHWS Xanob (NPETeH3Ni) AOMKEH BKIOYATL MO KpaliHeli Mepe cefylolime 3/1eMeHTbI U
mMeToApbl:

a) onucaHWe npoLecca MosyvYeHus, NPOBEPKN, PACCMOTPEHMUS Xasnobbl (MPETEH3UN) N NPUHATUSA pelleHust 06
OTBETHbIX AEeNCTBMAX, KOTOPbIE AO/HKHbI ObITb NPEANPUHSATDI;

b) oTcnexuBaHue 1 perucTpaums xano6b (NpeTeHsuii), Bkovas AeicTBUS, NPeanpuHATLIE A1 UX pa3peLleHs;
C) obecneyeHne Toro, YTo HEO6X0AUMbIE MepPbl NPEeANPUHIMAIOTCS.

7.9.4 NlabopaTopus, MosydyaroLlas Xanoby (NPeTeH3uto), AOo/MKHA HECTV OTBETCTBEHHOCTb 3a COOp M NPOBEpKy
BCEl HEOGXOAMMOW MH(POPMALIN C LiENbI0 MOATBEPXAEHUS 060CHOBAHHOCTY Xaslo6bl (MPETEH3UN).

7.9.5 Korga 37O BO3MOXHO, fna6opaTopusi [A0/KHA MNOATBEPAUTL MOJyYeHue Xanobbl (MPETeH3un) W
MHDOPMMPOBATL 3asiBUTENA O XOAE U pe3y ibTaTax PacCMOTPEHMS.

7.9.6 Pe3synbTaTbl pacCMOTPEHUS Xasobbl (NPETEH3UN), KOTOpble OyayT AOBeAeHbl A0 3aABUTENS, AO0/DKHbI ObiTb
NOAroTOB/EHbI MW PACCMOTPEHbI Y 0A06PEHbI NnLoM(amn), KoTopoe(ble) He NpuHMMasio() yyactTus B AeATe/bHOCTH
na6opartopun, No NOBoAYy KOTOPOI NocTynuna xanoba (NpeTeHsns).

[NpumeyaHue - OTO MOXET BbINO/THATLCA BHELUHUM nepcoHasioM.

7.9.7 Korga 3710 BO3MOXHO, flabopaTopus A0/KHA NPefoCcTaBuTb 3asaBUTENO ouLManbHoe yBefoM/IeHNe O
pe3ynbTarax paccMoTpeHuns Xanobbl (NpeTeH3un).

7.10 YnpaBneHne HeCOOTBETCTBYHOLLE paGoToW

7.10.1 Na6opatopusi OO/MKHA UMETb MpoLeaypy, KOTOpyl MPUMEHSIOT B cflyyae, €c/iM Kakoin-nnbo acnekT
nabopaTopHoli AeATeNbHOCTN WK pe3ynbTaTbl paboTbl HE COOTBETCTBYHOT COOCTBEHHBLIM MpoLeaypam nadopaTopum
unm TpeboBaHWsIM, COr/lTaCOBaHHbIM C 3aKa3uuMkoM (Hanpumep, o6opyAoBaH/e WM YCIOBUS OKpyXatoleld cpefbl He
COOTBETCTBYHOT YCTAHOB/IEHHbIM Npejenam, pesysbTaTbl MOHUTOPUHIA HEe OTBEYalT YCTAHOBJ/IEHHLIM KPUTEPUSM).
Mpouenypa fomkHa obecneynBatsb, YTO:

a) onpepaesieHbl OTBETCTBEHHOCTb U NOJTIHOMOYMA ON1A ynpaBieHus HeCOOTBeTCTByPOLLI,Ef/'I pa60T017|;

b) pelicTBus (BK/IOYAsS NPMOCTAHOBKY WM NMOBTOP PaboThbl U NPUOCTAHOBKY Bblgayn OTYETOB, €C/IM HEOBX0AMMO)
OCHOBaHbI Ha YPOBHSIX puCKa, yCTaHOB/IEHHbIX flabopaTopuel;

C) NPOBEAEHO OLEHMBAHWE 3HAYMMOCTM HECOOTBETCTBYHLLEN YCTAHOB/IEHHbIM TpeboBaHMAM pPaboTbl, B TOM
yncne aHa/IM3 ee BO3AENCTBUS Ha Npeablaylmne pesynbtaThl;

d) NpyHATO peLueHne o NPMeMIEMOCTY HECOOTBETCTBYHOLLE paboThl;
€) Koraa aTo Heo6X0AMMO, YBEOM/EH 3aKa3uMK U aHHYIMPOBaHbI pe3y/bTaTbl PaboThl;
f) onpegeneHa 0TBETCTBEHHOCTbL 3a MPUHSATHE PeLleHnst 0 BO306HOBNEHUN PaboTbl.

7.10.2 Jlabopatopusi Ao/mKHa BECTM 3anncy B OTHOLUEHMW HECOOTBETCTBYHOLIEN pPaboTbl M HEOBXOAMMbIX
OENCTBUIA, Kak ykasaHo B 7.10.1, nepeuncnenus b)-f).

7.10.3 B Tex cnyyasix, Koraa oLeHKa NnokasbIBaeT, YTO HECOOTBETCTBYOLLLAs paboTa MOXeT NOBTOPUTLCS, U/IN €CTb
COMHEHMSI B OTHOLUEHWM COOTBETCTBUS AEATEeNbHOCTM /labopaTopuim COBCTBEHHOW CUCTEME MEHEMXMEHTa,
na6opartopus [0/XHa 06eCNeUnNTh BbINMOMHEHNE KOPPEKTUPYHOLLVX AeCTBUIA.
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7.11 YnpaBneHune paHHbIMU 1 nHcpopmayueii

7.11.1 Nlabopatopust Ao/HKHA UMETb AO0CTYN KO BCEM AaHHbIM U MHpOpMaLMKU, HeobXoAUMbIM A/1S1 BbINO/IHEHUS
nabopaTopHo AeATenbHOCTL.

7.11.2 MNpaBUNbHOCTb  (PyHKUMOHMPOBaHWS  cucTeM(bl)  ynpaBieHns  nHdopmauvein  nadoparopuu,
ncnonb3yembix(oil) Ana cbopa, 06paboTkM, 3anucu, NpPeacTaB/eHns pe3ynbTaToB, XpPaHEHUs WU NOUCKa AaHHbIX, B
TOM 4uc/ie NPaBUNbHOCTL (PYHKLMOHMPOBaHUA MHTEpdelicoB cuctem(bl) ynpasneHms nHgopmaumein naéoparopuu,
JonxHa(bl) 6bITb NpoBepeHa nabopartopueli nepen BHegpeHneM B paboTy. MNpu NHO6bIX U3MEHEHUSIX, BKIKYas
WU3MEHEHNS KOHUrypaumnm nporpaMmHoOro obecnedyeHus nabopatopum uwnu  mogmdmkaumm  KOMMEPYECKOro

nporpaMmMHoro obecneyeHunsi, OHM AO/MKHbI BbITb YTBEPXAEHbI, JOKYMEHTUPOBAaHbI 1 Ba/IMANPOBaHbI 40 BBEAEHWs NX B
OencTeue.

MpumeyaHre 1 - B HacTosiwem cTaHaapTe “"cucTeMbl ynpaBieHnst MHopmauuein naboparopummn” BKIOUatoT B cebsi
yrnpaB/feHne fdaHHbiMM W UHopMauueli, coaepXawuMUcs Kak B KOMMbHTEPU3NPOBAHHLIX, Tak U B
HEKOMMbIOTEPM3NPOBAHHbIX cucTemMax. HekoTopble 13 TpeboBaHwii MOryT 6biTb B 60MbLIEA CTENEHN MPUMEHUMBbI K
KOMMbOTEPU3NPOBAHHLIM CUCTEMAaM, YEM K HEKOMMNbIOTEPM3NUPOBAHHBLIM CUCTEMAM.

MpumeyaHve 2 - [OCTYNHOE Ha pblHKE KOMMEPYECKOE MpPOrpamMMHOe ObGecneyeHne npu O6bIYHOM  ero
ncnonb3oBaHUM B 06nacTv, A8 KOTOPOA OHO MpefHasHauyeHo, MOXET CcuuTaTbCs B [OCTATOYHOW CTeneHu
Ba/INAMPOBAHHBIM.

7.11.3 Cuctema(bl) ynpasneHusi uHgpopMaLmein nabopatopun, fomkHa(bl):
a) 6bITb 3aLmLeHa(bl) OT HeCaHKLMOHMPOBAHHOIO JOCTYNa,;
b) 6bITb 3awmuLeHa(bl) OT NCKAXKEHWSA UM NOTEPU AaHHbIX;

C) PyHKUMOHMpPOBATL B YC/IOBUSIX OKpYXarowei cpefbl, KOTOpble COOTBETCTBYHOT creumdunkaumsMm nocrasLimka
unn nabopatopuu, WK, B CAy4ae HEKOMMbITEPU3NPOBAHHLIX CUCTEM, CO3f4aBaTb YCOBUS, obecneuvBaroLme
HEN3MEHHOCTb BbIMOJTHEHHbIX OT PYKM 3anncei n paclumgpoBKuy;

d) nogaepxmBaTbCA B TaKOM COCTOSHUW, KOTOPOE 06ecneunBaeT Le/IOCTHOCTb AaHHbIX U MHAopMaLmu;

€) BK/IYaTb perncTpaLmio CUCTEMHbIX CO0EB U COOTBETCTBYHOLLMX ONEPATUBHbLIX Y KOPPEKTUPYHOLLMX AeACTBUIA.

7.11.4 B TOM crniyyae, ec/v ynpasJ/ieHne OaHHOW CUCTEMON U ee nogAepXaHue OCyLeCcTBAAETCA AUCTaHLMOHHO
W1 4Yepes3 BHELUHEro nocrasluvka, nadopaTopusa [O/HKHA o6ecneynTb COOTBETCTBME MOCTaBLUMKa WM onepaTtopa

CUCTEMbI BCEM NPUMEHMbIM TPe6OBaHMSAM HACTOALWErNO cTaHAapTa.

7.11.5 Ja6opatopus Ao/mkHA o6GecrneunBaTb, 4TOGbl MHCTPYKUMUM, PYKOBOACTBA U CMpPaBOYHbIE [AaHHbIE,
oTHocsILMecs K cucteMe(am) ynpasrieHns nHdopmMauuein nabopatopum, 6b1n NerkogocTynHbIMU /151 NepcoHana.

7.11.6 PacyeTbl 1 Nepefayn faHHbIX AO/MKHbI NOABEepraTtbCa Hajaexallum cuctemaTnyecknm nposepKam.

8 TpeGoBaHUsA K cUCTEME MEHePKMEHTA
8.1 BapuaHThbl
8.1.1 O6wme NoNoXKeHUs

Na6opatopns Ao/mKHA YCTaHOBWUTb, [OKYMEHTUPOBaTb, BHEAPUTb U MOAAEPXKMBATbL CUCTEMY MEHEMKMEHTA,
KoTopasi cnoco6Ha o6ecnedrBaTh U AEMOHCTPMPOBATL NMOCTOSHHOE BbINO/IHEHVE Tpe6oBaHMii HAcTosLLIEero cTaHaapTa
1 obecrneuvBaTb KauyecTBO BbIMNOSIHEHHbIX nabopaTtopueli pa6oT. B [0Mo/fHEHWE K COOTBETCTBUIO TpebGoBaHWSM
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pasgenos 4-7 nabopatopuss [O/KHA BHEAPUTb CUCTEMY MeEHe)KMeHTa B COOTBETCTBUM C BapuaHtoMm A Wau
BapuaHToMm B.

MpumeyaHune - CM. NpunoxeHne B on1a AONONHUTESbHON NHGopMaLmm.

8.1.2 BapuaHT A

Kak MMHUMYM cuctema MeHexMeHTa nabopatopum Ao/mkHa npegycmMmaTpuBaTth cnegytoluee:
- LOKYMEHTAaLM0 CUCTEMbI MEHEMKMEHTA (CM. 8.2);

- ynpaBsfieHne AOoKyMeHTaMn CUCTeMbl MeHeMKMeHTa (cMm. 8.3);

- ynpassieHme 3anucamm (cm. 8.4);

- [leficTBUS, CBA3a@HHbIE C pUCKaMy U BO3MOXHOCTAMU (cM. 8.5);

- ynydweHus (cm. 8.6);

- KOppeKTUpyloLwwme genctems (cm. 8.7);

- BHYTPEHHNe ayauTsbl (cMm. 8.8);

- aHaIn3 Co CTOPOHbI pykoBogcTBa (M. 8.9).

8.1.3 BapunaHT B

Jlabopartopusi, koTopas yCcTaHOBUAA M NOAAEPXKUBAET CUCTEMY MEHEI)KMEHTa B COOTBETCTBUM C TpeboBaHMAMMN
ISO 9001 n cnocobHa noaTeBepxaaTb U AEMOHCTPMPOBaTL NOCTOAHHOE BbINOSIHEHNE TPeboBaHNA pasaenos 4-7, Takke
OEMOHCTPUPYET Kak MUHMMYM FOTOBHOCTb BbINOJIHATL TPE6OBaHMSA, cogepxalimecs B 8.2-8.9.

8.2 lJokyMeHTauu1Aa cucTteMbl MeHeA)XMeHTa (BapuaHT A)

8.2.1 PykoBOACTBO NnabopaTopun AO/MKHO YCTAHOBUTb, OKYMEHTMPOBATL U NOAAEPXUBATL NOANTUKA U Lenn ans
BbINOMHEHNS TpeboBaHM HacToAWEro craHgapTa M AO/MKHO obecneunTb, 4YTOObl 3TV NOAUTMKA W Uenun Obian
NpU3HaHbl 1 BHeAPEHbI Ha BCeX YPOBHSX opraHu3aummn nabopaTopuu.

8.2.2. MOANTUKM M LENN A0/MKHbI ObITb HampaB/ieHbl HA o6ecneYyeHne KOMMETEHTHOCTU, 6ECNPUCTPACTHOCTU U
CTabuIbHOCTU AesATeNIbHOCTY NabopaTopun.

8.2.3 PykoBoACcTBO nabopatopum [AO/DKHO MpeAcTaBuTb [AoKa3aTenbCTBa MPUBEPXEHHOCTU K paspaboTke u
BHEAPEHWIO CUCTEMbI MEHEMKMEHTA U MNOCTOSAHHOMY MOBLILLEHWIO €€ Pe3y/ibTaTUBHOCTH.

8.2.4 Bca pokymeHTauums, npouecchbl, CUCTEMbI, 3arnncu, OTHOCALUNECSH K BbINONHEHWUIO Tpe6OBaHVIl71 HacTodLwero
CTaHOapTa, AO0J/DKHbI ObITb BK/THOYEHDI B Cnctemy MeHegKMeHTa, COOTHECEHbI 11N CBA3aHbl C HEM.

8.2.5 Becb MepcoHasi, yyacTBYWOLWiA B NabopaTOpHOI AeATeNbHOCTU, A0/MKEH WMETb AO0CTYNn K TeM 4YacTsam

[AOKYMEHTALMN CUCTEMbl MEHEMKMEHTA 1 COOTBETCTBYIOLLEN MHDOPMaLyM, KOTOpble MPUMEHSIOTCS B cdiepe ero
OTBETCTBEHHOCTMW.

8.3 YnpaBneHue JOKyMEHTaMU CUCTEMbI MEHeZ)KMeHTa (BapuaHT A)
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8.3.1 JlabopaTopusi [AO/KHA yYNpaBAsATb [AOKYMEHTaMW (BHYTPEHHUMW W  BHELUHUMMW), OTHOCAWMMMUCA K
BbINOJSTHEHNIO TPEBOBaHMIN HACTOSALLErO CTaHAapTa.

MpumeyaHve - B JaHHOM KOHTEKCTe "[AOKYMEHTOM" MOryT ObiTb 3asB/fieHWs O MOJAWMTUKE, npoueaypsl,
cneundmkKaummn, NHCTPYKUUM NPOU3BOAUTENS, KaIMBPOBOYHbIE TabMMLbl, CXEMbl, MOCO6USA, NnakaTbl, yBeAOM/IEHNS,

NamAaTKW, YepTexu, nnaHbl U T.4. OHWM MOTYT 6bITb NPeACTaB/IeHbl HA Pa3/IMYHBIX HOCUTENAX MHAOpMaLun, Hanpumep
B neyaTtHoOM nnu uncposom dpopmare.

8.3.2 Taboparopusa fo/mkHa obecneynTb, YTo:

a) [JOKYMEHTbI NMPoBEpPeHbl Ha NPUrOAHOCTb YNOSIHOMOYEHHBIM NEPCOHa/IOM 10 UX U34aHNS;
b) nokymMeHTbI neproanyeckn aHasIM3npyTCA 1 NPU HEO6XOAUMOCTY NepecMaTpuBaloTCs;
C) MAEHTUMDULMPYIOTCS U3MEHEHUS U CTATYC TekyLlel pefakumn OKYMEHTa;

d) akTyasibHble BEpCUM NPUMEHSIEMbIX AOKYMEHTOB AOCTYMHbI HA BCeX paboumx Mectax 1 npu Heo6XoAMMOCTH UX
pacnpocTpaHeHue ynpaB/isieTcs;

€) [IOKyMEHTbI YHUKa/IbHbIM 06pa30oM MAEHTUMLIMPOBaHI;

f) He ponyckaetca HenpeAHaMepPeHHOe WCMO/Mb30BaHWe YCTAapeBLUMX [JOKYMEHTOB W MpUMEeHsieTcs
COOTBETCTBYHOLLAS UAEHTUUKALNA AaHHbIX OKYMEHTOB, B C/ly4ae eC/in OHM COXPaHSIIOTCS C KaKoli-TMbo Lesblo.

8.4 YnpaBneHue 3anucamu (BapuaHT A)

8.4.1 Nabopartopusa JO/MKHA BECTM M COXpaHAaTb pasbopumBbie 3anncu C LeNblo MNOATBEPXAEHNSA COOMAEHUS
TpeboBaHWii HACTOSILLLEro CTaHAapTa.

8.4.2 NNabopaTopus fOMKHA OCYLLEeCTBATb ypasneHve, HeobxoaAMMoe ANna uAeHTUMKaLMKn, XpaHeHus, 3aLuThl,
pes3epBHOI0 KONUPOBaHWSA, apXnMBMPOBaHWS, NOMNCKa, CPOKa XpPaHEHUS N YHUUTOXEHUSA CBOMX 3anuceil. Jlabopatopus
[OMKHa COXpaHATb 3anucu B TeHeHMe Nepuroja, YCTaHOB/IEHHOTO AOroBOPHbLIMK 0653aTenbcTBamu. JOocTyn K AaHHbIM
3anMcaM [OJ/HKeH COOTBETCTBOBATb 06s3aTeNibCTBaM B 06/1aCTW KOH(UAEHLMANBHOCTU, U 3annUcu [OS/DKHbI 6bITb
NerkofoCTynHbIMMU.

MpumeyaHue - B 7.5 npuseneHsl 4ONOAHUTENbHbIE Tp66OBaHI/Iﬂ, OTHOCALWNECA K TEXHNYECKNM 3alncam.

8.5 fleiicTBMA, CBA3aHHbIE C PUCKAMUN U BO3MOXXHOCTAMM (BapuaHT A)

8.5.1 JlTabopaTtopwusi O/MKHA paccMaTpuBaTb PUCKU 1 BO3MOXHOCTU, CBSI3aHHbIE C NabopaTOpPHON AESATENBHOCTbIO,
[ONs TOro YTo6bI:

a) obecneunBath, YTO CUCTEMA MEHEePKMEHTA AOCTUraeT HaMeUYeHHbIX Pe3y/bTaTos;
b) HapawmBaTh BO3MOXHOCTMN A8 AOCTMKEHUA Lieneii 1 3aaa4 nabopaTopuu;

C) npedoTBpaWlaTb WM YMEHbLUWTb HeXenaTeflbHble BO3AENCTBMSI M BO3MOXHble C60M B 1abopaToOpHOit
[1eATENbHOCTY;

d) pobmBatbCs yAyULLIEHWA.
8.5.2 Mlaboparopusa fomkHa nnaHnpoBaTsb:

a) AGVICTBMH, CBA3aHHble C AaHHbIMU PUCKaMi N BO3MOXXHOCTAMMW,
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b) kaknm obpaszom:

1) nHTerpnpoBaTh 1 BHeAPATh faHHble AEliCTBMSA B CUCTEMY MEHEKMEHTA,;

2) oueHuBaTb pe3ynbTaTMBHOCTb AaHHbIX AEeACTBUIA.

MpumeyaHne - XOTA B HacTosleM CTaHAapTe ykasblBaeTcsl, 4TO nabopaTopusi niaHuWpyeT AeicTBuA no
yCTpaHeHno puckoB, TpeboBaHMA K (hopmManibHbIM MeTofdaM YnpaBfieHWs puUckamun WauM LOKYMEHTUPOBaHHOMY
npoLeccy ynpasfeHus puckamy He yCcTaHOB/eHbI. JlTabopaTopun MOryT pelwnTb, cneayeT nu paspabatbiBatb 60see

O6GLUMPHYIO METOA0/MONNI0 YNPaBMEeHNs puckamu, 4yem a3TO TpebyeTcs B HaCcTOsLWEM cTaHgapTe, Hanpumep,
nocpeiCTBOM NMPUMEHEHNs1 APYrvX PYKOBOACTB WUV CTaHAAPTOB.

8.5.3 lNpeanpuHmaemble AEVICTBMH, CBA3aHHble C pUCKaMn N BO3MOXHOCTAMMU, OOJ/DKHbI ObITb copa3MepHbl X
noTeHynasibHOMy BJ/IMAHNIO Ha AOCTOBEPHOCTb na6opaTopr|x PE3y/NIbTaToB.

MpumeyaHue 1 - MNMpumepamu AeiCTBUIA, CBSA3aHHbIX C pUCKaMK, MOTYT GbiTb MAEHTUVKALMS 1 NpeaynpexaeHme
YIpo3, NPUHATME PUCKOB C LIEMbI0 peasim3almy BO3MOXHOCTM, YyCTPaHEeHe UCTOYHUKA PUCKa, N3MEHEeHMe BeposiTHOCTU
pvcKa v ero nocneAcTBUid, pasaeneHve pYckoB UM COXpaHEeHME prcka NOCPeACTBOM 060CHOBAHHOIO PELLIEHUS.

MpumeyaHne 2 - BO3MOXHOCTM MOFyT MNPUBECTM K pacluMpeHnto obnactu nabopaTopHol [AesTeNbHOCTH,

MPUBMEYEHNIO HOBBLIX 3aKA34MKOB, WCMO/Ib30BAHUIO HOBbLIX TEXHOMOMUA WU APYrUX BO3MOXHOCTE C  Lefbio
Y[10B/IETBOPEHUSI MOTPEBHOCTEI 3aKa3UKOB.

8.6 YnyuweHuns (BapuaHTt A)

8.6.1 JlabopaTtopus fo/HKHA MAEHTMULMPOBATL 1 BblIGpaTb BO3MOXHOCTM A1 YAYULLEHNN, a Takke NpeanpuHsaTb
HeobxoauMble AelCTBUS.

MpumeyaHne - BO3MOXHOCTM ANst YAy4ylleHUidi MOryT 6blTb WAEHTUUUMPOBAHbI MO pesynbTaTam aHamsa
pabounx npoueayp, UCNosb30BaHUSI NMOIMTUK, OCHOBHBIX LiENei, pe3ynbTaToB ayAuToB, KOPPEKTUPYHOLLMX AeACTBUIA,

aHa/M3a Cco CTOPOHbI PYKOBOACTBA, NPEeAsIOKEHWUli nepcoHasa, OLEHKM pucka, aHasM3a AaHHbIX U pesy/ibTaToB
NPOBEPOK KBamukaLmm.

8.6.2 Jlabopatopusi AO/HKHA CTPEMUTLCA MOJyYyaTb 06pPaTHYH CBA3b OT 3aKa34MKOB, Kak MOMOXUTESIbHYIO, Tak U1
oTpuuaTenbHyto. O6paTHas CBsi3b [A0/DKHA aHa/IM3MPOBATLCS U MPUMEHATLCA A8 YNYYlIEeHUst  CUCTEMbI
MeHeKMEHTA, /1TabopaTopHOii AesATENBHOCTM 1 0GC/YXUBaHMS 3aKa3uMKOB.

MpumeyaHve - lMpumepamy TUNOB 06pPATHOIN CBA3W ABMSIOTCA ONPOCbI OTHOCUTENBLHO YA0B/ETBOPEHHOCTM
3aKa3uMKoB, 3anvcy NeperoBopoB 1 06CYXAEHNE OTYETOB C 3aKa3uvKamu.

8.7 Koppektupyowume geicteus (BapuaHT A)

8.7.1 NMpw BbISIBNEHUN HECOOTBETCTBUS NabopaTopus A0/HKHA:

a) pearmpoBaTb Ha HECOOTBETCTBME W NPY HEOOXOAUMOCTN:

- NpeAnpuHATL AeCTBUSA 419 ynpaBieHns HeCOOTBETCTBMEM U ero yCTpaHeHUs;
- OTpearmpoBatb Ha MocneaCcTBUS;

b) oueHUTb HeoGXOAMMOCTb [AeWCTBMS AN YCTpaHeHWsi NpuuuH(bl) HECOOTBETCTBWSA, [/l TOrO YTOGbI
npeaynpeanTb ero NoBTOPHOE UM HOBOE NPOsIB/IEHNE, MOCPELACTBOM:
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- PacCMOTPEHVS 1 aHaNM3a HECOOTBETCTBUS;
- BbISIB/IEHVSI MPUYMH HECOOTBETCTBUS;

- BbISIB/IEHVMSI CYLLIECTBOBAHUA UM NOTEHUMNA/IbHOM BO3MOXHOCTY BO3HUKHOBEHUS NOA06HLIX HECOOTBETCTBWIA;
C) NpeaAnpuHATL HEO6X0AUMbIE AECTBUS;

d) oUEHNTb Pe3yNbTaTUBHOCTL NPEANPUHSITLIX KOPPEKTUPYIOLLWX AeCTBUIA;

€) NMOBTOPHO OLEHWUTb PUCKM 1 BO3MOXHOCTM, BbISIB/IEHHbIE MO UTOTaM NIaHMPOBAHWS], €C/IM 3TO HEOOXOANMO;
f) Npn He06X0AMMOCTN BHECTU M3MEHEHUS B CUCTEMY MEeHEKMEHTA.

8.7.2 KoppekTupytowme AecTBrsS [OMKHbI COOTBETCTBOBATb MacliTabam M NOCNeACTBUSIM 06HapYXeHHOro
HECOOTBETCTBYS.

8.7.3 Nabopatopusa fo/MKHA COXPaHSATL 3aniCh B KAUeCTBE CBUAETENLCTB CIE/YIOLLEro:
a) CYLLIHOCTV HECOOTBETCTBWIA, NPUUMH(bI) 1 NOObLIX NPEANPUHSATLIX NOCNeAYOLNX AEACTBIIA;

b) pe3ynbLTaToB KOPPEKTUPYIOLLIMX AEACTBWIA.

8.8 BHyTpeHHMe ayauTbl (BapuaHT A)

8.8.1 JlaGopaTopusi [O/MKHA MNPOBOAUTL BHYTPEHHME ayauTbl Yepe3 3an/iaHWpOBaHHble WHTEpPBasIbl  AJ1s
nosly4YeHnst MHPOPMAaLMKN O TOM, ABMSIETCS NI CUCTEMA MEHEIKMEHTA!

a) COOTBETCTBYIOLLEI:

- COOCTBEHHbIM TpeboBaHMAM nabopaTtopun K CBOEW cCUCTEME MeHeKMeHTa, B TOM uucie nabopaTopHoii
LesiTeNbHOCTY;

- TpeboBaHNAM HACTOSALLEro CTaHAapTa;

b) pe3ynbTaTMBHO BHEAPEHHON 1 peasim3yemMoil.

8.8.2 Taboparopus [os/mkHa:

a) nnaHupoBsaTtb, pa3pabaTbiBaTb, BHEAPATL W peasin3oBbiBaTb NporpaMmy ayauta, B TOM yuic/ie B OTHOLUEHUU
nepruognuYHoOCTV, METOAO0B, Cdiepbl OTBETCTBEHHOCTW, M@HMPYEMbIX TPeboBaHWii M OTYETHOCTM, KOTOpas LOJDKHA
yUnTbIBaTb BaXHOCTL COOTBETCTBYIOLLEl 1abopaTopHOi AeAaTenbHOCTU, U3MEHEHNWS, BAUSIOWME Ha nabopatopuio, a
TaKke pesynbtartbl NnpeablayLwmx aygnTos;

b) onpegenaTb kputepun ayanta n 061acTb NPOBEAEHNS KaXA0ro ayanTa,;

C) obecneymsaTb, YTO pe3y/bTaTbl ayauTa f0oBefeHbl 0 COOTBETCTBYIOLWENO PyKOBOACTBA;

d) BbINONHATL COOTBETCTBYIOLLME KOPPEKLNM N KOPPEKTUPYIOLLME AeiCTBUSA 6€3 HEOOOCHOBaHHbIX 3aJepXeK;

€) COXpaHsThb 3anuncu B KauecTBe NOATBEPXKAEHNA peasin3aummy NporpamMmmMbl ayauta u pesynbTaTtoB ayauToB.

MNpumeyaHue - B ISO 19011 npuBefeHsbl pykoBOAALLME YKa3aHNA ANA NPOBeAeHNS BHYTPEHHNX ayaAnToB.

8.9 AHanIM3 CO CTOPOHbI pyKOBOACTBA (BapuaHT A)

8.9.1 PykoBoACTBO slabopaTopun [AO/MKHO aHa/IM3MpoBaTb CUCTEMY MEHEMKMEHTa C  3an/aH/pPoBaHHOM
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nepnoanyYHoOCTbHO, 4YTOObLI 0b6ecneunTb ee NOCTOAHHYKO NMPUrogHOCTb, aAEKBaTHOCTb N pPe3y/ibTaTUBHOCTb, BK/O4Yas
3adaBJ/IEHHbIE NONNTUKN N LeNin, CBA3aHHblEe C BbIMOJIHEHNEM Tpe6OBaHVII‘/‘I HacTodLlero ctaHgapTa.

8.9.2 BxogHble [faHHble aHasiM3a CO CTOPOHbl PYKOBOACTBA [AOJ/DKHbI ObiTb 3aperncTpupoBaHbl M BK/IKYATb
WHhOpMALM0 OTHOCUTESBHO:

a) U3MEeHeHUA BO BHYTPEHHKX M BHELLHMX BOMPOCax, MMEeLLMX OTHOLLEeHKe K nlabopatopuu;
b) gocTmKeHus NnocTasneHHbIX Lenel;

C) NPUrogHOCTY NOANTUK 1 NPOLEeayp:;

d) cTatyca geiicTBuii, 3an1aHMpoBaHHbIX NOcAe nNpedblAyLUnxX aHasIM30B CO CTOPOHbI PYKOBOACTBA;
e) pe3synbTata(oB) NOCeAHNX BHYTPEHHWX ayANTOB;

f) KOpPEKTUPYOLNX AEACTBUIA;

g) OLLEHOK, MPOBOANMbIX BHELLUHUMW OpraHamu;

h) nameHeHnih o6bema 1 Brga paboTbl UM 06nacT AeaTenbHOCTH flabopaTopun;

i) 06paTHOI1 CBSI3M OT NepcoHana 1 3aKka3uvnKos,

j) Xanob (npeTeH3wnii);

K) pe3ynbTaTMBHOCTW peasin3oBaHHbIX YNyYLLEHWIA;

I) OCTaTOUHOCTY PEeCcypCoB;

m) pe3ynbTaTtoB UAeHTUUKALUN PUCKOB;

n) UTOroB AeATeNbHOCTM N0 06ecneyeHno JOCTOBEPHOCTM pe3y bTaToB; a Takke

0) APYTMX 3HAYMMbIX (DAKTOPOB, TakMe Kak MOHUTOPUHT AESATENBHOCTU U 0ByYeEHMeE.

8.9.3 BbIxOAHblE AaHHble aHasiM3a CO CTOPOHbl PYKOBOACTBA AO0/DKHbI BKAKOYATb 3anmcu 060 BCEX PELUEHUSIX U
OeNCTBUSX, OTHOCALLMXCS NO KpaHein mepe K:

a) pe3yNbTaTUBHOCTM CUCTEMbI MEHE)KMEHTA 11 €€ NPOLLEeCcCoB;
b) ynyulieHnio NabopaTopHoit AeATENBHOCTY, OTHOCALLENCA K BbINOMHEHMIO Tpe6oBaHMii HACTOSILLETNO CTaHAAPTa,;
C) NpefoCTaB/EHNI0 HEOBXOANMbIX PECYPCOB;

d) nto60oi1 Heo6X0ANMOCTN U3MEHEHMWIA.

lNpunoxeHne A
(cnpaBo4Hoe)

MeTposioruyeckasi NPOCNeXMBaeMoCTb

A.1 OGwume cBepgeHus

B HacTosilem NpuIoXeHun nNpuBefeHa A0NOHUTENbHAA MHGDOPMaLMs O METPOSIOTMYECKON MPOCIEXMBAEMOCTH,
KoTopasi npeAcTaBNsieT cob60ii BaKHENLLY0 KOHUENUMIO A/1si o6ecrneyeHnsi conocTaBUMOCTU pe3ysibTaToB M3MepEeHUt
Kak Ha HaUMOHa/IbHOM, Tak U Ha MeXyHapoA4HOM YPOBHE.

A.2 YcTaHOB/IeHUue MeTpOHOI'I/I‘-IECKOVI npocnexnBaemoctTu
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A.2.1 MeTponorvnyeckasi NpoC/1IeXVBAeMOCTb YCTaHAB/IMBAETCS C YUETOM W NOATBEPXKAEHNEM:
a) onpefeneHns U3MepsieMoli BENMYMHBI (BENMYUHBI, NOANEXALLEN N3MEPEHUID);

b) AOKYMEHTVPOBAHHOI HEMPEPbLIBHON LENn KaMbpoBOK, NO3BO/AOWEN YCTAaHOBUTL CBSI3b C COOTBETCTBYHOLLE
OCHOBOW [51s1 cpaBHEHWs (B KayecTBe Takoii COOTBETCTBYIOLLE/ OCHOBbI A/11 CPaBHEHUst MOryT BbICTynaTb
HaUMOHa/TbHbIE UM MEX/AYHApPOAHbIe 3Ta/IOHbI, @ TAKKE BHYTPEHHKE (paboune) aTasloHbI);

C) oueHnBaHuA HeonpegeneHHoCTn I/I3MepeHl/II7] Ha KaXAO0oM 3Tane B uenn npocrexmsaemMmoctn ¢ NpuMeHeHnem
cornacoBaHHbIX MEeTO40B;

d) peanuszaumm Kaxgoro atana B LENW MNPOCMEXMBAEMOCTU C MPVMEHEHMEM COOTBETCTBYHOLIMX METOAOB, C
noslyYeHNeM pPe3ysibTaToB U3MEPEHUIA U CBS3aHHbIX C HUMW 3aperncTpuMpoBaHHbIX 3HAYEHWIi HeonpeneneHHOCTU
N3MEepPEHNIA;

€) npefocTaBneHnss NabopaToprsiM1, PeasM3yoLMMI OAUH W HECKO/IbKO 3TanoB B LIENU NPOC/IEXMBAEMOCTH,
[l0Ka3aTe IbCTB TEXHUYECKO KOMMNETEHTHOCTH.

A.2.2 CwucTematnyeckas MNOrpelHocTb (MHOr4a HasbiBaeMasi CMELLEeHVMEM) KambpoBaHHOTO 060pyAoBaHUA
YUMTbIBAETCA NPY pacnpoCTpaHeHUy METPOIOTMYECKON NMPOCNEXMBAEMOCTY Ha Pe3y/nbTaTbl MU3MEPEHWIA, MOYYEHHbIe
B nadopaTtopun. CyLecTBYIOT pas/inyHble MeXaHW3Mbl [/1si yYyeTa CUCTEMATMUYECKON MOrpellHOCTV U3MepPeHWid npu
pacnpocTpaHeHUn MeTPOJIOTMYECKO NPOC/IEXMBAEMOCTM.

A.2.3 [Ina pacnpocTpaHeHnsi METPO/IOTMUYECKOI NPOC/IEXMBAEMOCTMN MHOTAA NMPYMEHSIIOT 3Ta/IOHbI, MH(OPMALIMS O
KOTOpbIX, MNpeAoCTaB/ieHHas KOMMETEHTHOW naGopaTopueli, COAEePXWUT TONbKO 3asiB/IEeHNe O COOTBETCTBUM
cneundpukauym (6e3 ykasaHus pesynbTaToB W3MEpPeHUid U 3HAYeHWii HeonpeeneHHOCTU, CBSA3AHHbIX C HUMMU).
Peanusauusi JaHHOro NMoAxoAa, B COOTBETCTBUM C KOTOPLIM MpeAesibHble 3HAYeHUs!, ykasaHHble B cneuudmkaumsix,
MCNONb3YHTCA B KAYECTBE UCTOUHKKA HEOMPEAEIEHHOCTM, 3aBUCHT OT:

- MIPUMEHEHNA COOTBETCTBYHOLLETO npasnia NPUHATUA pemean7| Ona yCctaHOBJ/1IEHNA COOTBETCTBUA,

- nocriefyowero yyeta ykasaHHbIX B crleuudmkaumsax npegensHbIX 3HadeHuin B GloKeTe HeonpenenieHHOCTy
NnocpeLCcTBOM TEXHUYECKN 060CHOBAHHOro cnocoba.

TexHuyeckoe O06GOCHOBaHWE [aHHOrO MNOAXof4a 3akK/YaeTcsi B TOM, YTO MpW 3asiB/IeHUM O COOTBETCTBUM
cneuudmKaun onpeaensieTcss MHTepBasl M3MEPEHHbIX 3HauyeHuii, B Mpeaenax KoToporo Npu 3ajaHHOM YpOBHE
[l0BEPVISI NPEANONOXNTENIbHO HAXOAMTCA UCTUHHOE 3HAYEeHVe, U NPU 3TOM paccMaTpUBAaETCs Kak /1lo60e CMeLLeHne oT
WCTWHHOTO 3HAYeHUs, TaK 1 HeoNpeAeIeHHOCTb N3MEpPEHMUIA.

lMpumep - NpumMmeHeHUe 2upb ¢ NPUCBOEHHbIM coaslacHo mpe6osaHusim OIML R 111 knaccom mo4YyHocmu
0/151 K&JIUGPOBKU BECOB.

A.3 leMOHCTpaLuAa MeTPOosIorMiyecKoii NpocnexmsaemMmocTu

A.3.1 JlabopaTtopumm HecyT OTBETCTBEHHOCTb 3a YCTAHOBJ/IEHWE METPOJIOTUYECKO MPOCIEXNBAEMOCTN B
COOTBETCTBUM C HACTOAWMM CTaHAapTOM. MEeTpOosIorMiyeckyto npocnexmnsaeMocTs obecneunBaloT pesysibTaTbl
KanMbpoBKK, NpeacTaB/ieHHble nabopaTopusMmn, COOTBETCTBYHOWMMM HaACTosAWEMY cTaHAapTy. CepTndmumpoBaHHbIe
3HaYeHMsa cepTUMLMPOBaHHbLIX CTaHLAPTHLIX 06pa3yoB, NpeacTaB/ieHHbIX NocTaBLMKamMn CTaHA4apTHLIX 06pasLoB,
cooTBeTCTBYlOWME TpeboBaHusam ISO 17034, obecneunBaldT METPO/IOrMYECKYI0 MpOCAexnBaeMoctb. CyLIecTBYOT
pasnnyHble CNOCco6bl AEMOHCTPaLMM COOTBETCTBMS HACTOSALWEMY CTaHAapTy: MpU3HaHMEe TPETbE CTOPOHOI (Takoid,
Kak oOpraH MO akkpeauTauuu), BHELIHSS OLEHKa 3akasyMkamu WM camooueHka. K crnocob6am, MpuHATBIM Ha
MeXAyHapOoAHOM YyPOBHE, OTHOCAT (HO HE OrpaHnYMBaloTCA 3TUM) creayLme:

a) KasIMbpOoBOYHbIE N U3MepUTENbHblIE BO3MOXHOCTW, O6ecneyvMBaemMble HaUWOHA/IbHbIMU METPOSIOrMYECKUMHU
WHCTUTYTaMW W  Ha3HAYEHHbIMU WHCTUTYTaMW, KOTOpble OblM  MNOABEPrHYTbl COOTBETCTBYHOLMUM MpoLeccam
napuTeTHOl oOueHkW. Takasi mapuTeTHas oueHka nposoauTcs B pamkax CIPM MRA (CornaweHue o B3avMHOM
Mpu3HaHWKW, MOAroTOB/IEHHOE MexXAyHapoAHbIM KOMUTETOM Mep W Becos). C Buaamu YCNyr, Ha KOTopble
pacnpocTtpaHsieTca geiictBue CIPM MRA, MOXHO O3HakoMuUTbCsl B npuioxeHun C BIPM KCDB (6a3bl AaHHbIX Mo
K/HOYEBBIM CIMYEHNAM, chopMupoBaHHOl MexayHapodHbiM 6l0po Mep U BECOB), A€ COAEPXKUTCHA NoApo6Has
VHOpMaLMsa 0 AnanasoHax U HeonpeaesIeHHOCTY U3MEPEHUIA /18 KaXKAOM N3 NepeynCNEHHbIX B HEM YCYT;

b) kanM6poBOUHbIE U M3MEPUTESIbHbIE BO3MOXHOCTM, KOTOPbIE NOATBEPXAEHbI MPU akkpeauTauun B opraHe no
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akkpeguTauuy, ynosHOMOYEHHOM B pamkax cornawenus ILAC (MexayHapofHoe COTPYAHWYECTBO MO akkpeamutaumm
nabopartopuin) Wav permoHasbHbIX cornaweHnii, npusHasaemblix ILAC, o6nagatoT NOATBEPXKAEHHON METPONOrNYECKOi
npocnexumeaemoctblo. CsefeHns 06 obnactu  akkpeauTauum  KasiMbpoBO4YHbIX — nabopartopuii - ABASAKTCA
06LLe0CTYNHbIMU U MOTYT ObITh 3anpoLUeHbl Y COOTBETCTBYHOLLMX OPraHoB Mo akkpeauTauuu.

A.3.2 CoBmecTHas geknapauus BIPM, OIML (MexayHapogHoOW opraHusaumm no 3akoHoAaTeslbHOW METPOIOrnN),
ILAC n ISO 0 MeTposiornyeckolii Npoc/iexnBaeMoCT COAEPXKUT CheunasnbHble yKasaHusi no obecneyeHuto
MEXAYyHapOAHOro NPU3HaHMs Lenyn MeTposI0rMyYecKoi NPoCcIeXnBaeMoCTy.

MpunoxeHve B
(cnpaBo4Hoe)

BapuaHTbl cCUCTEMblI MEHeA)KMeHTa

B.1 PacwmpeHne NpUMeHeHNUss CUCTEM MEHEeMKMEHTA B LLe/IOM YBEIMYUIO NOTPEBHOCTb B NOATBEPXAEHMMN TOrO,
yTO flabopaTopun MOryT obecneunBaTtb (OYHKLMOHMPOBAHNE CUCTEMbI MEHEMKMEHTA, COOTBETCTBYIOWEN 1 ISO 9001,
N HacTosillleMy cTaHgapTy. Takum o06pas3om, HacToswumiA cTaHgapT obecneuvBaeT f[Ba BapuaHTa TpeboBaHWiA,
OTHOCSAILLIMXCA K peasim3almmn CUCTEMbl MeHe)KMEHTA.

B.2 BapuaHT A (cM. 8.1.2) nepeuncnsieT MMHMMaslbHble TPebOBaHUA K BHEPEHWIO CUCTEMbl MEHEMKMEHTa B
naboparopuun. BHuMmaHve 6b110 yaeneHo Tomy, YTobbl BKIUNTE BCe TpeboBaHusa ISO 9001, nmerowme oTHOLEHNE K
o6nactam f1labopaTopHO [EeATEeNbHOCTM, Ha KOTOpble pPacnpoCcTpaHsAeTcs cucTeMa MeHemkmeHTa. Jlabopatopun,
KOTOopble COOTBETCTBYHT TpeboBaHuaMm ISO/IEC 17025 (pasgenbl 4-7) u BHegpsAT BapuaHT A pasgena 8, Takum
obpasom, Takke byayT B LleNloM [eiiCTBOBATb B COOTBETCTBUM C npuHUmMnamm 1ISO 9001.

B.3 BapuaHT B (cm. 8.1.3) no3Bosser nabopatopusm co3gaBatb U NogLepXuBatb CUCTEMY MeHe)KMeHTa B
cooTBeTCcTBUM € TpebosaHuaMu ISO 9001 Takum 06pa3oM, 4YTO6bl 06ecneumBaTtb U AEeMOHCTPMPOBAaTb MOCTOSHHOE
BbINO/IHEHNE TpeboBaHwii pasgenos 4-7. Jlabopatopun, KOTOpble NMPUMEHST BapuaHT B pasgena 8, 6yayT Takke
pabotate B cooTBercTBUM € ISO 9001. CootBercTBue TpebosaHusaM ISO 9001 cucTembl MEHEMKMEHTA, B pamkax
KOTOPOIi hyHKUMOHNPYET NnabopaTopusi, He ABASIETCS caMo No cebe geMOHCTpauueli KOMNETEHTHOCTM nabopaTopun B
OTHOLUEHMWN NPeLOCTaB/IEHUSA TEXHUYECKN AOCTOBEPHBIX AaHHbIX 1 pe3y/ibTatoB. ITO TpeboBaHue peasim3yeTcs Yepes
COOTBETCTBME pa3genam 4-7.

B.4 O6a BapuaHTa npegnonaraioT AOCTUXEHME TOro Xe pesynbraTa B npouecce (PyHKUNOHMPOBaHUA CUCTEMBI
MeHeKMeHTa 1 COOTBETCTBUSA TpeboBaHUAM pa3nenos 4-7.

MpumeyaHne - JOKYMEHTbI, AaHHbIE 1 3annUcK ABMAIOTCHA COCTABHbIMU YacTAMU LOKYMEHTUPOBaHHON UHhopmaLmm
B 1SO 9001 n gpyrux ctaHgapTax no cMctemMam MeHe[KMeHTa. YnpasneHue AoKyMeHTamMu paccmarpusaeTcsa B 8.3.
YnpaBneHve 3anmcsiMn paccmartpuBaeTtca B 8.4 un 7.5. YnpaBneHne gaHHbIMK, KOTOpble OTHOCATCA K NabopaTtopHOi
JeAaTenbHOCTU, paccmaTtpusaetca B 7.11.

B.5 Ha pucyHke B.1 nokasaH npumMep BapuaHTa CXEMaTUYecKoro npeAcTaBfieHus pabounx MpoLeccoB
naéopatopum, Kak onucaHo B pasgesne 7.
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PucyHok B.1 - BapnaHT cxemaTu4ecKoro npegcrasneHns pabounx npoLeccos naboparopmm

MpunoxeHve OA
(cnpaBouHoe)

CBepeHNsi O COOTBETCTBUM CChUTOYHbIX MEXAYHAPOAHbIX CTAHAAPTOB MEXrocyAapCTBeHHbIM
cTaHgapTam

Tabnumua JA.1

O603Ha4YeHNE CCbIIOYHOTO CreneHb O603Ha4YeHNE N HAMMEHOBaHME COOTBETCTBYHOLLETO
MeXAyHapo4HOro ctaHgapTa COOTBETCTBUSA MEXrocy4apCTBEHHOIO CTaHgapTa
ISO/IEC Guide 99 - *
ISO/IEC 17000 IDT FOCT ISO/IEC 17000-2012 "OueHka cooTBeTCTBMA. CnosBapb

1 obLme NpUHUMNbI"

cTaHgapTa:

- IDT - naeHTUYHbIA CTaHOapT.

* COOTBETCTBYIOLLMI MEXTOCYJapCTBEHHbIN CTaHAAPT OTCYTCTBYET. [l0 ero NpMHATUS pEKOMEHAYETCS UCMO0/1b30BaThb
NnepeBo, Ha PYCCKUiA A3bIK JAHHOMO MEXAyHAPOAHOTo cTaHaapTa.

lNpumeyaHue - B HaCTOﬂU.Leﬁ Ta6n14u,e NCMNoJsib30BaHO cnegywilee ycsioBHOe 0603Ha4YeHne cTeneHn COOTBETCTBUSA
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ISO 5725-1

ISO 5725-2

ISO 5725-3

ISO 5725-4

ISO 5725-6

ISO 9000

ISO 9001

ISO 10012

ISO/IEC 12207

ISO 15189

ISO 15194

ISO/IEC 17011

ISO/IEC 17020

ISO/IEC 17021-1

ISO 17034

ISO/IEC 17043

Buénuorpaduna

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

(TouHOCTb (MpaBUBHOCTbL U NMPELM3NOHHOCTL) METOA0B 1 pe3ybTaToB M3MepeHuin. YacTb 1.
OCHOBHble NOSIOXKEHUSA 1 onpeaeneHns)

Accuracy (trueness and precision) of measurement methods and results - Part 2: Basic
method for the determination of repeatability and reproducibility of a standard measurement
method

(ToyHOCTb (NPaBWUABLHOCTL Y MPELM3MOHHOCTL) METOA0B U pe3yibTaToB U3MepeHuid. YacTb 2.
OCHOBHOl MeTOf, onpefeneHns MNOBTOPSEMOCTM W BOCMPOU3BOAMMOCTU CTaHAApPTHOro
MeToAa N3MepeHunin)

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

(TouHoCTb (MPaBUILHOCTbL M NMPELM3NOHHOCTL) METOA0B 1 pe3ybTaToB 3MepeHuii. YacTb 3.
MpomMeXxyTouHble nokasaTesin Npeum3noHHOCTU CTaHA4apTHOro MeToAa U3MepeHuit)

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

(TouHOCTb (MpaBUILHOCTL M NMPELM3NOHHOCTL) METOA0B U pe3y/bTaToB 3MepeHuii. YacTb 4.
OCHOBHble METO/bI ONpefeneHns NpaBuUIbHOCTM CTaHAAPTHOIO MeTofa N3MepeHuii)
Accuracy (trueness and precision) of measurement methods and results - Part 6: Use in
practice of accuracy values

(TouHOCTb (MPaBUBHOCTL U MPELM3NOHHOCTL) METOA0B 1 Pe3ybTaToB M3MepeHuii. YacTb 6.
WMcnonb3oBaHve 3Ha4YeHWi TOYHOCTW Ha NpakTuke)

Quality management systems - Fundamentals and vocabulary

(Cuctembl MeHepKMEHTa KayecTBa. OCHOBHbIE NOSIOXEHUSA 1 CNOBapb)

Quality management systems - Requirements

(Cuctembl MeHeKMeHTa KavecTBa. TpeboBaHNS)

Measurement management systems - Requirements for measurement processes and
measuring equipment

(Cuctembl MeHemXMeHTa U3MepeHuil. TpeboBaHMA K npoueccam U3MEpeHuin u
n3mepuTesibHoMy 060py40BaHuIo)

Systems and software engineering - Software life cycle processes

(MHhopMaLMOHHbIe TeXHONOTUK. MpoLEecChl XXU3HEHHOTO LMKIa NPOrpamMMHbIX CPeACTB)
Medical laboratories - Requirements for quality and competence

(MegunuuHckue nabopatopum. CneLunanbHble Tpe6oBaHWS K Ka4ecTBY U KOMMNETEHTHOCTU)

In vitro diagnostic medical devices - Measurement of quantities in samples of biological origin
- Requirements for certified reference materials and the content of supporting documentation
(MeguumHckne wusgenusa ansa in vitro-guarHocTuku. M3mepeHne BenvuMH B obpasuax
6100rNYecKoro NPonCXoxXaeHus. TpeboBaHUs K aTTeCTOBaHHbLIM CTaHAAPTHLIM 06pasuam K
cofepXXaHuo CoONpoBOANTENbHON AOKYMEHTaLMm)

Conformity assessment - Requirements for accreditation bodies accrediting conformity
assessment bodies

(OueHka cooTtBeTcTBMA. O6lMe TpeboBaHWA K OpraHam NO akkpeautTauuy opraHoB Mo
OLEHKe COOTBETCTBUSA)

Conformity assessment - Requirements for the operation of various types of bodies
performing inspection

(OueHka cooTBetcTBMA. O6WMe TpeboBaHMSA K paboTe pas/iMYHbIX TUMOB OPraHoB,
NMPOBOAALLNX UHCMEKLNN)

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

(OueHka cooTBeTcTBMSA. TpeboBaHUS K opraHam, NPOBOAALLMM ayauT U cepTudukaumio
cucTem MeHemkMeHTa. YacTtb 1. TpeboBaHus)

General requirements for the competence of reference material producers

(O6Lwue TpeboBaHUS K KOMMNETEHLMN NMPOU3BOAUTENE ITASIOHHBIX MaTepranoB)

Conformity assessment - General requirements for proficiency testing

(OueHka cooTBeTcTBUA. OCHOBHbIE TPEOOBAHWUS K NPOBEAEHWIO MPOBEPKY KBaNNdMKaLmm)
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ISO/IEC 17065 Conformity assessment - Requirements for bodies certifying products, processes and
services
(OueHka cooTBeTCcTBMA. TpeboBaHUA K opraHam no cepTudmkalmm npoayKLmmn, NpoLeccos U
yenyr)

ISO 17511 In vitro diagnostic medical devices - Measurement of quantities in biological samples -

Metrological traceability of values assigned to calibrators and control materials

(N3genusa meguUMHCKNE ANS AMArHoOCTMKW in vitro. iamepeHue BennumMH B GMOIOrMYECKnX
npobax. MeTponornyeckass NpoOCNeXMBaeMoCTb 3HAYEHWA, NPUNUCaHHBLIX Kanuépatopam u
KOHTPO/IbHbIM MaTepriasiam)

ISO 19011 Guidelines for auditing management systems
(PykoBogsLwpme ykazaHus no ayanty CUCTEM MEHeLKMEHTA)
ISO 21748 Guidance for the use of repeatability, reproducibility and trueness estimates in measurement

uncertainty evaluation
(Ctatuctuueckne Metogbl. PykoBOACTBO MO MCNOJ/Ib30BAHWIO OLEHOK MOBTOPSEMOCTH,
BOCNPOM3BOAMMOCTM U MPaBWU/ILHOCTM NPU OLEHKE HeonpeaeeHHOCTU N3MepeHNii)

ISO 31000 Risk management - Guidelines
(MeHemKMEHT pUCKOB. PykoBOAALLME yKa3aHNS)
ISO Guide 30 Reference materials - Selected terms and definitions
(CtaHgapTHble 06pa3subl. TepMUHbLI U OnpedeneHuns, NCNonb3yemMble B 061aCT CTaHAAPTHbIX
06pasLoB)
ISO Guide 31 Reference materials - Contents of certificates, labels and accompanying documentation
(CtaHpapTHble 06pasupl. CogepxaHue cepTudmkaToB (NACNOPTOB) U 3TUKETOK)
ISO Guide 33 Reference materials - Good practice in using reference materials
(CtaHpapTHble 06pasLbl. YCTaHOBMBLLAACA NPaKTUKa NPUMEHEHNs cTaH4apTHbIX 06pas3uoB)
ISO Guide 35 Reference materials - Guidance for characterization and assessment of homogeneity and
stability
(CtaHpapTHble 06pasupl. ObLMe U cTaTUCTUUYECKNE MPUHLUNBLI cepTudnkaumm (aTTectaumm))
ISO Guide 80 Guidance for the in-house preparation of quality control materials (QCMSs)

(PykoBoACTBO MO BHYTpUIabopaTopHOMY W3rOTOB/IEHUIO MarepuanoB [Ans KOHTPOSs
kauectBa (MKK))

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

(GUM:1995)
(HeonpepeneHHoCTb n3mepeHuii. YacTb 3. PyKOBOACTBO MO BbIPXEHWI0 HeonpeaeneHHOCTH
N3MepeHns)

ISO/IEC Guide 98-4 Uncertainty of measurement - Part 4: Role of measurement uncertainty in conformity
assessment
(HeonpepeneHHocTb usmepeHuid. Yactb 4. Ponb HeonpeAeneHHOCTU U3MepeHust B OLEHKe
COOTBETCTBUSA)

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

electrotechnical sector

(MorpewHocTs  M3MEpPeHMss  MpyW  OLEHKE  COr/lacoBaHHOCTU  [EATENbHOCTM B
3/1EKTPOTEXHNYECKOM CEKTOPE)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 2)

(CoBmecTHas geknapauus BIPM, OIML, ILAC n ISO o meTponoruyeckoii npocnexnsaemoctu, 2011)
ILAC International Laboratory Accreditation Cooperation 3)

(MexayHapoaHas opraHusauus no akkpeautauum naéopartopuii)

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

OIML V1:2013
(MexpayHapoaHblii croBapb TEPMUHOB MO 3aKoHoAATe/1bHO MeTposiorum, 2013)

JCGM 106:2012 Evaluation of measurement data - The role of measurement uncertainty in conformity
assessment
(OueHuBaHne p[aHHbIX M3MepeHuil. Ponb HeonpeaeneHHOCTW W3MEPEHUS B OLEHKe
COOTBETCTBUSA)

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

(Bblb0Op 1 UCnosib30BaHNe 3Ta/IOHHbIX MaTeprasioB)
BIPM SI Brochure 5): The International System of Units (SI)

(Bpowwtopa CU: MexayHapogHas cuctema eguHuy, (CW), 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/

4) https://lwww.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf

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

(Hymepauus cHOCOK npuvBefieHa no opuruHany.)
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