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Jlata BBenenus - 1 centsiops 2019 r.
Bzamen 'OCT MCO/MBK 17025-2009

IIpexuciioBue

Ilenwn, OCHOBHBIC MPHUHIMIBI U OONIME TpaBUia TPOBEACHHS PadOT IO MEXKIOCYAApCTBEHHOM
crangaptuzauuu ycraHosiaeHsl ['OCT 1.0 "MexrocynapcTBeHHas cucteMa cranaaptuzanuu. OCHOBHbIE
nonoxkenusa" wu  ['OCT 1.2 "MexrocynapcTBeHHas cucreMa craHgaptuszauud. CraHgapTsl
MEXTOCYyAapCTBEHHbIE, MpaBUja U PEKOMEHJIAlUU [0 MEXIOCyJIapCTBEHHOW cTaHaaptu3anuu. [IpaBuna
pa3pabOTKu, TPUHATHUS, OOHOBJICHUS U OTMEHBI"

CBenenus o crangapre

1 Tlogrorosnen PecryOianMKkaHCKUM YHUTApHBIM npeanpustueM "benopycckuil rocynapcTBeHHbIN
ueHTp akkpeautanuu" (I'ocynapcrsennoe npeanpusarue "BI'TIA") Ha ocHOBe cOOCTBEHHOTO MepeBoia Ha
PYCCKHH A3BIK aHIVIOSA3BIYHOM BEPCUM CTAHIAPTA, YKA3aHHOT'O B ITYHKTE 4

2 Buecen ['ocyapcTBEHHBIM KOMUTETOM M0 cTaHAapTU3anuu Pecnyonuku benapychb

3 Ilpunsatr MexrocyaapCcTBEHHbIM COBETOM IO CTaHIApTU3ALMK, METPOJIOTMH M CepTU(UKALNN
(mporoxon ot 28 utons 2019 r. N 55)

3a MpUHSATHE TPOTOJIOCOBAIIH:

Kpatkoe Kox cTpanst CokpallleHHOE€ HaMMEHOBAaHNE HallHOHAJIBHOTO OpraHa 1o
HAauMEHOBAaHHE o MK CTaH/apTU3aLUU
ctpanbl mo MK | (MCO 3166)

(MCO 3166) 004-97

004-97

Apmenus AM MunskoHOMuKHN PecriyOnnku ApmeHus
bemapych BY I'occrannapt Pecniybnuku benapych
Kazaxcran KZ ['occranpapt Pecnyonuku Kazaxcran
Kupruzus KG Keipreizcrangapt
Poccus RU Poccrangapr
Tamxukucrtad TJ TamxuKkcTanIapT
VY36exucran UZ Y3cranpapr
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4 Ilpukazom denepalibHOTO areHTCTBA IO TEXHUYECKOMY PETYJIMPOBAHUIO W METPOJOTHUU OT
15 urons 2019 1. N 385-ct mexrocynapctBennbii crangapt ['OCT ISO/IEC 17025-2019 BBemen B
JEHCTBUE B Ka4eCTBE HAI[MOHATIBHOTO cTanaapta Poccutickoit denepanuu ¢ 1 centsiops 2019 r.

5 Hacrosimuii cTanaapT uaeHTHYeH MexayHapogHomy cranaapty ISO/IEC 17025:2017 "Oo6mue
TpeOOBaHUS K KOMIIETCHTHOCTH UCIBITATEIBHBIX B KaauOpoBouHbIX 1abopatopuit ("General requirements
for the competence of testing and calibration laboratories", IDT).

B Hacrosiem cranmapre ClioBO customer MepeBeeHO Kak '"3aka3zuuk' U MPUMEHSETCS B KaueCTBE
OJIHOTO M3 3HaueHui TepmuHa "morpedurens” (cm. [OCT P MUCO 9000-2015, nyuxr 3.2.4; CTh ISO
9000-2015, myHkT 3.2.4), MOCKONBKY, KaK MPaBHIIO, JIAOOPATOPUHN B3aUMOJICHCTBYIOT HEIIOCPEICTBEHHO C
3aKa34MKOM YCIYT 10 UCHBITAHUSAM U KaTuOpOBKE, a HE C KOHEYHBIM Mosb3oBareneM. Kpome Toro, B
NPAaKTUKE OCYIIECTBICHUS JTa0OpaTOPHOM NEATENPHOCTH OOIIEYIOTPEOUTENBHBIM SIBIISICTCSI  CIIOBO
"3aKa3uuk".

MexnyHapoanbiii cranaapt paspaboran Komwurerom 1o ouenke coorBerctBus (CASCO)
MexnyHapoaHo# opranuzanuu 1o crangaprusanuu (ISO).

[Ipy npuUMEHEHHH HACTOSIIETO CTaHAApTa PEKOMEHAYETCS HCIOJIb30BaTh BMECTO CCHUIIOYHBIX
MEXIYHAPOAHBIX CTAHJAPTOB COOTBETCTBYIOIIME UM MEXIOCYIapCTBEHHBIE CTAaHIApThI, CBEIEHUS O
KOTOPBIX MPUBEICHBI B JOTIOJHUTEIHHOM MPUIoKeHnn JIA

6 Bzamen ['OCT MCO/MBK 17025-2009

BBenenue

Hacrosimuii cranaapT pa3paboTaH ¢ LeNblo YKPEIJIeHUs JJOBEPUs K e TeIbHOCTH JJabopaTopuii. B
HACTOSIIEM CTaHAapTe cojepikarcss TpeOoBaHMs K JabOpaTOpHsM, BBITOJHEHHWE KOTOPBIX ITO3BOJIUT UM
IPOJIEMOHCTPUPOBATh  KOMIIETEHTHOCTh M CHOCOOHOCTh  TOJNYy4aTh JIOCTOBEPHBIE  pPE3YJIbTaThl.
JlaGopaTopun, KOTOpPHIE COOTBETCTBYIOT TPEOOBAaHUSM HACTOSIIETO CTaHAApPTa, TaKXke OyIyT B ILIEIOM
(YHKLIMOHUPOBATH B COOTBETCTBUHU ¢ npuHIMnamu ISO 9001.

CornacHo TpeOOBaHMSAM HACTOALIETO CTaHAapTa JadopaTtopusi JIOJDKHA IUIAHUPOBAaTh U
OCYILLECTBIIATh JACUCTBUS 1O YINPABIEHUIO PHUCKAMH U BO3MOXHOCTSMH. YTpaBICHHE DPHUCKAMU U
BO3MOXXHOCTSIMH ~ CO37Ia€T OCHOBY [UIS TIOBBIIICHUS PE3yJIbTATUBHOCTH CHCTEMBI MEHEIKMEHTA,
JOCTIMDKEHUS JTYUIIUX Pe3ylbTaTOB M MPEAOTBPAIIEHUs] HETaTUBHBIX mocieacTBuil. Jlabopatopus Hecer
OTBETCTBEHHOCTb 3a TIPUHATHE PpEIICHHWS O TOM, KaKHe PHCKH W BO3MOXKHOCTH HEOOXOIMMO
paccMaTpuBaTh.

Hcnonp30BaHnEe HACTOSILIEr0 CTaHAapTa YHPOCTUT COTPYIHUYECTBO MEXAY J1adopaTopusiMu U
JIPYTUMH OpraHaMu U IIOMOKET B 0OMeHe MH(opMaIiel u onbIToM, a TaK)Ke B TApMOHHU3AIIUN CTaH/IapTOB
u npouenyp. [Ipuznanue pe3ynbraToB 1a00paTOPHON NEATEIBHOCTH MEXKIY CTPaHAMU YIIPOIIAETCS, €CIIN
71a00paTOpUX COOTBETCTBYIOT TPEOOBAHHSIM HACTOSIIIETO CTaHApTA.

B HacrosiiemM ctangapTe UCTIOMB3YIOTCS CICAYIONTUE TIIarojJbHbIe (DOPMBI:

- "momxkeH" - 0003HayaeT TpeboBaHUE;

- "cnemyet" - 0003HaYAaET PEKOMEHIAIINIO;

- "MoxeT" - 0003HaYaeT pazpenIeHue;

- "cnocobeH" - 0003HaYaeT BO3MOXKHOCTb.

Bonee noapoOuyto nnpopmanuto MoxxkHo Haiitu B Jlupekrusax ISO/IEC, vacts 2.

Jns ueneil uccinegoBaHHSA TOJNB30BATENSIM PEKOMEHIYETCs JEJIUThCS CBOMM  BUIACHHEM
HACTOSIILETO CTaHJapTa U MPEJIOKEHUSIMU 110 BHECEHUIO M3MEHEHHH B Mocieayronme u3nanus. Utoobt
IIPUHSATH ydactue B OHJIAH-OITIpOCeE, HE00X0IUMO IIPOUTH o CCBUIKE:
https://www.surveymonkey.com/r/6MQ95ZC.

1 Ob6s1acTh NPUMEHEHUA
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Hacrosimmii craHaapT ycTaHaBIMBaeT OOLIHe TPEOOBAHUS K KOMIIETEHTHOCTH, OECIIPUCTPACTHOCTH
U CTaOMIbHOMY (DYHKIIHOHUPOBAHMIO J1a00paTOPUH.

Hacrosimuii cTaHIapT NPUMEHUM KO BCEM OpraHH3alMsIM, 3aHUMAIOIIUMCS J1abopaTOpHON
NeATEeIbHOCTHIO, HE3aBUCHMO OT YHCICHHOCTH IIEPCOHAIA.

3aka3uuKy J1a00opaTopHii, PEryJHpYIOIIHe OpraHbl, OpPraHMU3allMd W CXEMbI, HCIOJIb3YIOLINE
MNAapUTCTHYIO OLCHKY, OpraHbl MO AKKPCAUTALIMH, a TAKXKC APYruc CTOPOHBI IMPUMCHAIOT HaCTOSIH_[I/II;'I
CTaHIApT NPH MOATBEPIKICHUH HJIH IIPH3HAHUU KOMIICTEHTHOCTH JIa00PaTOPHIA.

2 HopMaTHuBHBIE CCHLIKH

[lpy mpUMEHEHUHM HACTOSIIETO CTaHIApTa PEKOMEHIYETCS HCIIOJIb30BaTh BMECTO CCHUIOYHBIX
MEXIYHAPOJHBIX CTaHIAPTOB COOTBETCTBYIOIIME MM MEXKTOCYAapCTBEHHBIC CTAHIAPTHI, CBEIEHHUS O
KOTOPBIX IPUBECHBI B IOMOJHUTEIBHOM IPUIIOKeHNH JIA

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and
associated terms (VIM) (MexayHapoaHslii crioBapb mo MeTpojiorud. OCHOBHbIE W OOILIUE MOHITHS U
cooTBeTcTBYIOIME TepMuHbl (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (Ouenka
coorBercTBUs. CrioBaph 1 00IIME IPUHITHIIBI )

3 TepMuHBI U onpe/IeIeHUA

B nactosmem crangapre npumenensl TepMuHbl o ISO/IEC Guide 99 u ISO/IEC 17000, a Taxxe
CJIETYIOIINE TEPMUHBI C COOTBETCTBYIOIIMMHU OTPEIEICHUSMHU.

ISO u IEC moanepkuBaOT TEPMHUHOJOTHYECKHE Oa3bl JAHHBIX JIJISI UCIIOIB30BaHUS B 00JIaCTH
CTaHapTH3AIUHU, KOTOPbIE JOCTYIHBI MO CIAEAYIOUIUM CChUIKaM:

- onnaitH-TuTatgopma ISO 1t morcka KoCTymHA Mo cchuIke: http://www.iso.org/obp;

- anextponeaust IEC: goctynna no cebuike: http://www.electropedia.org/

3.1 6ecnpuctpactHocth (impartiality): Hanndne o0beKTUBHOCTH.

IIpumeuanue 1 - OOBEKTUBHOCTh 03HAYAET, YTO OTCYTCTBYIOT KOH(DJIUKTHI UHTEPECOB WJIM OHU
pasperniaTcs TaKUM 00pa3oM, YTO HE OKa3bIBAIOT HEFATUBHOTO BIMSHMS Ha MOCIEAYIONIYIO AEATEIbHOCTh
nabopatopuu (3.6).

IIpumeuanue 2 - J[pyrumMu TEPMHHAMH, HUCIIOJIB3YEMBIMU MPU IEpPEAAUYE CYTH COCTABIISIFOIIMX
OecTIpUCTPAaCTHOCTH, SIBIAIOTCS "OTCYTCTBHE KOH(QIMKTOB HHTepecoB", "OTCYTCTBHE IpenB3siTOCTH",
"orcyrcTBUE mnpenyOexaeHuil", "Heirpamuter", "crnpaBemraMBOCTH", "OTKpPHITOCTH", "OOBEKTHBHOCTB'",
"oTcTpaneHHOCTh" M "Mmapuret".

[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, usmeHeHO - B mpumedaHuu 1 cioBa "opraHa o
cepTudUKau" 3aMeHeHbl Ha "mabopaTopuu”, B MpUMEYaHUU 2 CIOBO "HE3aBUCHMOCTB' HCKIIIOUEHO M3
CITHCKA. |

3.2 kanoba (nmperens3usi) (complaint): BeipakeHue HEyIOBIETBOPEHHOCTH JIOOBIM JIUIIOM HWIIN
opraHu3amyeil B OTHOIICHHH Jaboparopuu (3.0), Kacaromieecss ACSITEIBPHOCTH WA PE3yJIbTAaTOB ATOU
71abopaTopuu, 0 KOTOPOMY O>KUJAE€TCS OTBET.

[MCTOYHUMK: ISO/IEC 17000:2004, 6.5, u3MeHeHO - clioBa "B OTIWYHE OT ameIsanuu" ObLIN
UCKJIIOYEHBI, a CJIOBA "OpPraH IO OLEHKE COOTBETCTBUS WM OpPraH IO aKKpEAWTallMU, OTHOCSILUMNCA K
JeATEeILHOCTH ATOr0 opraHa" ObUTM 3aMEHEHBI CJIOBaMH 'mabopaTopuu, Kacarolleics: MesATeIbHOCTH WITH
pe3yabTaToB 3Toi Jabopatopun". ]
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3.3 mexnadopaTopHoe caumyenue (interlaboratory comparison): OpraHu3zaiys, BBIIIOJHEHUE U
OLICHMBAHHE U3MEPEHUN UM UCHBITAHUN OJHOTO U TOTO K€ WM HECKOJIBKHUX MOJAOOHBIX 00pa3oB ABYMS
i 6osee 1abopaToOpUsIMHU B COOTBETCTBUH C 3apaHee YCTAHOBJICHHBIMHU YCIOBUSMHU.

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

3.4 BHyTpuaadopaTopHoe canvenue (intralaboratory comparison): Opranusanusi, BEIIIOJHEHUE U
OLICHUBAHHE M3MEPEHUU WM UCHBITAHUN OJHOTO U TOTO K€ MJIM HECKOJIbKUX MOJ0OHBIX 00paslioB B
npejenax oJiHoi 1adboparopuu (3.6) B COOTBETCTBUH C 3apaHEE YCTAHOBICHHBIMH YCIOBHUSIMU.

3.5 mnpoBepka kBajgupukanuu (proficiency testing): OrlneHuMBaHHE XapaKTEPUCTUKH
(YHKIMOHMPOBAHUS ~ y4YacTHMKAa IO  3apaHee  YCTAHOBJICHHBIM  KPHUTEPHSIM  IOCPEACTBOM
MeX1a00paTOpHBIX caudeHui (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, u3MeHEHO - yaaJleHbl MPUMEYAHUS K ITYHKTY. |

3.6 aaboparopusi (laboratory): OpraH, KOTOpPBI OCYIIECTBJISICT OJHMH WJIM HECKOJIBKO U3
CJICAYIOIINX BUIOB JIEATEIBHOCTH:

- UCTIBITAHUS;

- KaTOpOBKa;

- 0TO0p 00pa31IoB, CBA3aHHBIN C MOCIEAYIOIUMH HUCTIBITAHUSIMHI WU KaTHOPOBKOA.

I[Ipumeuanue 1 - B KOHTEKCTE HACTOSAIIETO CTaHAApTa MOHATHE '"nabopaTopHas NEATEIbHOCTH"
OTHOCHUTCSI K TPEM BBIIIICYKA3aHHBIM BUIaM JI€ATEIbHOCTH.

3.7 npaBmio npunsatus pemenusi (decision rule): IlpaBmio, KOTOpOe ONMCHIBAeT, Kak
YUUTBIBAETCS HEOIPEICIICHHOCTh U3MEPEHHH MTPH MPUHSATUH PEIICHHS] O COOTBETCTBHH YCTAaHOBJICHHOMY
TpeOOBaHUIO.

3.8 Bepuduranus (verification): [IpenocraBnenne 0ObEKTUBHBIX CBHIETENBCTB TOTO, UTO JTAHHBIN
00BEKT COOTBETCTBYET YCTAHOBJIICHHBIM TPEOOBAHUSIM.

IIpumepsl

1 TlonTBepkneHue TOTO, YTO JAHHBIM CTAaHAAPTHBIA oOOpas3er] SBIsSETCS, Kak 3asBICHO,
OJIHOPOJIHBIM [IJISl 3HAYEHHS BEJIMYUHBI U COOTBETCTBYIOIICH METOAMKUA M3MEPEHUM, BIUIOTH 10 00pasia
maccou 10 mr.

2 TlonTBepkaeHUE TOTO, UYTO IKCILTYyaTAlIMOHHBIE XapaKTEPUCTHKU W3MEPUTEILHON CUCTEMBI HIIH
3aKOHOJATENbHbIC TPEOOBAHUS K HEW COOIOICHBI.

3 IMoaTBepkaeHHE TOTO, YTO MOXKET OBITH JOCTUTHYTA 11€JIeBasi HEONIPEACICHHOCTh U3MEPEHUH.

IIpumeuanue 1 - Korga npumeHnMo, ciie1yeT y4uThIBaTh HEONIPEAEICHHOCTD N3MEPEHUI.

IIpumeuyanue 2 - OOBEKTOM MOXKET OBITh, HAIIPUMEP, MPOLECC, METOJIMKA U3MEPEHUS, MaTepuall,
BEILIECTBO WJIM U3MEPUTEIbHAS CUCTEMA.

IIpumeuyanue 3 - YcraHOBIEHHbIE TPEOOBAHUS MOTYT 3aKJIIOYAThCs, HApUMep, B COOIIOICHUH
crenupuKalnuy IpOU3BOAUTEIIS.

IIpumeuanue 4 - B 3aKk0HOJATENBHON METPOJIOTUH, Kak 3T0 onpeaeneHo B VIML, u npu onenke
COOTBETCTBUSI B 1I€JIOM Bepu(UKaIMsI OTHOCUTCS K HCCIEIOBAHUIO U KIEHMEHHWIO H/WIK BblIade
CBUJIETEILCTBA O MIOBEPKE U3MEPUTEIIBbHON CUCTEMBI.

IIpumeuanue 5 - [ToBepky He cieayer myTath ¢ Kaaubposkoil. He kaxnast Bepudukanus spisercs
Banmuaamuei (3.9).

I[Ipumeuanue 6 - B xumuu Bepudukanus HISHTUYHOCTH pacCMaTPpUBAEMOro OOBEKTa WU
peakuuu TpedyeT ONMUCaHUs CTPYKTYPBI MIIM CBOMCTB 3TOT0 00BEKTA MITH PEAKIIHH.

[MCTOYHUK: ISO/IEC Guide 99:2007, 2.44]
3.9 Bammaanus (validation): Bepudwukarmus (3.8), mpu KOTOpOH yCTaHOBJICHHBIC TpPeOOBaHUS
CBs3aHbI C IPCANOJIaracMbIM UCITOJIB30BAHUCM.
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IIpumep - Metoauka wu3MepeHusi, OOBIUHO HCHOJb3yeMas JJs H3MEpPEHUsT MacCOBOU
KOHIIEHTPAIIUHU a30Ta B BOJIE, MOXET ObITh BAIMIUPOBAHA TAKXKE JIJISI U3MEPECHHSI MACCOBOUW KOHIICHTPAIIMH
a30Ta B CHIBOPOTKE KPOBU YEJIOBEKA.

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

4 Obmue TpedGoBaHust

4.1 BecnipucTpacTHOCTH

4.1.1 JlaGopaTtopHasi JeSTEIbHOCTb JOJDKHA OCYIIECTBISATBCA OECIPUCTPACTHO, a TaKxkKe
CTPYKTYpPUPOBATHCA U YIPABISATHCS TAKUM 00pa3oM, 4ToObl 00ecreuynBaTh OECIpUCTPACTHOCT.

4.1.2 PykoBoJcTBO J1a00paTopu AOJKHO IPUHATH 0053aTeNbCTBA M0 OECHPUCTPACTHOCTH.

4.1.3 JlabopaTopus 1OJDKHA HECTH OTBETCTBEHHOCTH 32 OECIPHUCTPACTHOCTH CBOEH J1a00paTOpHOM
NeSITeIbHOCTH M HE JOJDKHA JIONycKaTb KOMMepdeckoe, (pMHAaHCOBOE WM WHOE AaBJICHHE, CTaBsllee
0eCcpuUCTPaCTHOCTD IO yrpo3y.

4.1.4 Jlaboparopusi IO0JDKHa HAECHTU(GHULIMPOBATH PUCKU JJsl CBOCH OecrpHCTPacTHOCTH Ha
MIOCTOSTHHOM OCHOBE. JTO JTOJDKHO BKJIFOYATh PHCKH, KOTOPHIE BO3HUKAIOT B MPOIIECCE €€ IeATEIbHOCTH, B
pe3yibTaTe ee OTHOUIEHWH WM OTHOIIEHWHM ee mnepcoHana. Bmecrte ¢ TeM Takue OTHOILEHMS HE
00513aTEIIEHO MPEICTABISAIOT CO00I PUCK sl OECTIPUCTPACTHOCTH JIAOOPATOPHH.

I[Ipumeuanue - OTHOUIEHMS, KOTOpBIE YIPOKAIOT OECTIPUCTPACTHOCTU JIaODOPATOPUH, MOTYT
OCHOBBIBAaThCSI Ha IpaBe COOCTBEHHOCTH, YMPABJIECHHUHU, PYKOBOJCTBE, IEpcoHale, OOLIMX pecypcax,
¢uHaHCax, JOroBopax, MapKeTHHre (BKJIOYash OpIHAMHI) M KOMHCCHOHHBIX BBIIIATaX WM Ha JIPYrHX
BHJIaX CTUMYJIUPOBAHUS B OTHOIIEHNN HOBBIX 3aKa3YMKOB U T.II.

4.1.5 Ilpu obHapyXeHUH pUcKa AJisi OECTIPUCTPACTHOCTH J1a0opaTopus T0DKHA OBITh B COCTOSTHUM
IPOJEMOHCTPUPOBATh TO, KaK OHA YCTPaHSIET UM MUHUMHU3UPYET TaKOW PHUCK.

4.2 KonpuaeHIHAIbHOCTH

4.2.1 JlaGopaTopusi JOKHA Ha OCHOBE IOPUIMYECKH 3HAYMMBIX OOS3aTENHCTB HECTH
OTBETCTBEHHOCTD 3a yIpaBlieHUE Bceil nHpopMalrei, NoCTyNUBIIeH U3BHE WM MOJIyYeHHOH B Mpolecce
BBITIOJTHEHH S JTaOOpaTopHOU AesiTenbHOCTH. JlabopaTopus ToJpkHA 3apaHee HHGOPMHUPOBATH 3aKa34yrKa 00
UHpOpPMallMK, KOTOPYIO OHAa HaMepeHa pa3MecTUTh B CBOOOAHOM joctyme. VckiroueHue cocTaBisier
uH(popMallns, KOTOpas CTAaHOBUTCS OOIIEAOCTYIHOM IO PEIICHHI0 3aKa3uMka JUOO IO COTJacOBaHHUIO
MEXIy JlabopaTopueil M 3aka3uukoM (HampuMep, ¢ LeJbl0 pearupoBaHus Ha xajnoOwl). Bes wHas
uH(pOpMalUs CYUTAETCS MPEACTABISAIONIEH KOMMEPUYECKYIO TailHy U JTOJIKHA paccMaTpUBaThbCs B KaUeCTBE
KOH(UICHIINATBEHOM.

4.2.2 Ecam B COOTBETCTBHH C 3aKOHOJIATETLCTBOM HMJIM JIOTOBOPHBIMH OTHOIIEHUSIMH JTA00PATOPHUS
JOJKHA PACKPBITh KOH(PHUACHIMATbHYI0 WH(OpMaIMI0, OHA JOHKHA YBEJIOMHUTH 3aKa3zuhKa WM HHOE
3aMHTEPECOBAHHOE JIMII0O O PACKpPHITOM HMHPOpMAIMK, B Cllydae €clid 3TO HE 3allpelieHo
3aKOHOJATEIBCTBOM.

4.2.3 Uadopmanmss 0 3aka3yuWKe, IMOJyYeHHAs HE OT CAaMOro 3aKa3uuWka (Harmpumep, JHIa,
HANpaBUBIIETO JKAI00y, pPEryJupyIOIIUX OpPraHoB), JOJDKHA OBITh KOH(UICHLIMAIBHOM MEXIY
3aKa3uMKOM W Jiaboparopueil. CBeACHUS O MOCTaBIIUKE (MCTOYHHMKE) 3TON MH(POPMAIMH JOJKHBI OBITH
KOH(HICHIIMATIBHBIMU Ul Ja0opaTopud M HE JOJDKHBI IEpelaBaThCsi €€ 3aKa3uuKy, €CIH 3TO He
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COTJIACOBAHO C UICTOYHUKOM JaHHOH MH(OpMAIIHH.

4.2.4 Tlepconan, BKJItoUYasi JIOOBIX WICHOB KOMUTETOB, MOAPSIUYUKOB, IEPCOHAT BHEIIHUX OPraHOB
WIN OTACTBHBIX JIMII, ACHCTBYIOMIMX OT UMEHU J1a0OpaTOpPHH, JOJDKEH COOMI0IaTh KOH(UACHIUAIBHOCTh
Bcell MH(OpMaIHK, TOJYYeHHONW WM CO3JJaHHOW B XOJI€ BBINOJIHEHHUS JIaDOpaTOPHOH JesATeNbHOCTH, 3a
UCKJIIOYEHHEM CIIy4aeB, IPEAYCMOTPEHHBIX 3aKOHOIATEIbCTBOM.

5 TpeGoBaHus K CTPyKTYype

5.1 JlaGopaTopust 1OIHKHA OBITh IOPUIMUECKUM JIMIIOM WIIH MOJIPA3/ICICHUEM FOPUIHMUECKOTO JIHIIA,
KOTOPOE HECET IOPUANYECKYIO0 OTBETCTBEHHOCTb 32 €€ JESITEIbHOCTb.

HpnMeanne - HJ’IH LeJjieil HaCcTOoSIIEro CTaHJapTa MpaBUTCIbLCTBCHHAA na60paT0pI/I51 CUUTACTCA
IOPUINYCCKHUM JIMIIOM Ha OCHOBEC €€ IMPAaBUTCILCTBCHHOI'O CTAaTyCa.

5.2 JlabopaTopus AOJDKHA ONPENEIUTh PYKOBOJICTBO, KOTOPOE HECET MOJHYIO0 OTBETCTBEHHOCTH 32
1a00paTOPHIO.

5.3 JIaGopatopusi T0JDKHA ONPEACTUTh B IOKYMEHTUPOBATh 00JIACTh JIAOOPATOPHOU JNEATCIIEHOCTH,
IpU OCYIIECTBICHHUH KOTOPOM OHAa COOTBETCTBYET HacTosleMy cTaHaapTy. OO0mactb, B OTHOIICHUH
KOTOpOH J1abopaTopusi 3asBIS€T O COOTBETCTBUU HACTOSIIEMY CTaHIApTy, HE JOJDKHA BKIFOYATh
1a00paTOPHYIO AESITEIbHOCTD, OCYIIECTBISEMYIO Ha MOCTOSHHON OCHOBE BHEITHUMU MOCTaBIIMKAMHU.

5.4 JlaGoparopusi [OJDKHA OCYHIECTBISTH CBOIO JICSITEIBHOCTh TaKUM 0Opa3oM, YTOOBI
COOTBETCTBOBAaTh TPeOOBAHUSM HACTOSLIETO CTaHIApTa, CBOMX 3aKa3YMKOB, PETYIUPYIOIIUX OPraHOB U
opranuzaiyii, oOecmeunBaromux mnpu3HaHue. JlabopaTopust 1ODKHA HECTH OTBETCTBEHHOCTH 32
NeSITeIbHOCTb, OCYIIECTBIIEMYIO BO BCEX MeCTax €€ IOCTOSHHOIO pa3MEeLIeHUs, BHE MeCT ee
MIOCTOSTHHOTO Pa3MeIIeHHs, HA BPEMEHHBIX HITH MEPEIBIKHBIX TUIOMIAIIX U HAa 00BEKTaX 3aKa3unKa.

5.5 JIaGopatopusi 10JKHA:

a) OIPENEeNUTh OPTaHW3ALMOHHYIO W YIPABICHYECKYIO CTPYKTYpYy JIabOpaTopuH, €€ MECTO B
TOJIOBHOW OpPTaHM3allMy M B3aMMOCBSI3U MEXAY YIIPABICHYECKUMHU, TEXHHUECKUMHU M BCTIOMOTATEIbHBIMH
ciryx0amu;

b) yCcTaHOBUTH OTBETCTBEHHOCTbh, TOTHOMOYHS U B3aMMOOTHOIIIEHHS BCEX COTPYAHHUKOB, 3aHSATBIX
B YIpaBJICHWHW, BBINOJHEHWH WM TPOBEpKe paboT, BIMSIONIMX Ha pPE3yNbTaThl JabopaTOpPHOMH
NeSITeIbHOCTH;

C) JOKYMEHTHUPOBATh CBOW MPOIEAYPHl B 00beMe, HEOOXOAUMOM JUIsi 00€CTIeueHUs CTaOMIBHOTO
OCYILECTBIICHHSI CBOEH JeSTEIbHOCTH U IOCTOBEPHOCTH PE3yJIbTaTOB.

5.6 Jlaboparopusi nOKHA HMMETh TEPCOHANl, KOTOPbIH, HE3aBUCHUMO OT APYTUX OO0S3aHHOCTEH,
UMeeT TOJTHOMOYHS U PECYPChl, HEOOXOMMBbIE [T BBIMOJIHEHUS] CBOMX 0053aHHOCTEH, B TOM YHUCIIE:

a) BHEJpEHHE, TOJ/Iep’)KaHNe U COBEPIICHCTBOBAHUE CUCTEMbI MEHEIKMEHTA,;

b) BBISBICHHE OTKJIOHEHUH OT CHUCTEMbl MEHEKMEHTa HJIM OT MPOLEAYp U OCYLIECTBICHHS
1ab0paTOPHOM AEATEINHHOCTH,

C) MHUILIMMPOBAHUE MEP IO MPEAOTBPAIICHUIO NI MUHUMU3AINHA TAKUX OTKIOHCHUN;

d) mnpencraBieHne pPyKOBOJCTBY JabOpaTOpUU OTYETOB O (DYHKIIMOHHUPOBAHUM CHUCTEMBI
MEHEPKMEHTa U HEOOXOIUMOCTH €€ YITyUIlIeHHS;

€) obecrneueHue pe3yJIbTaTUBHOCTH JTA0OPATOPHOM JESTEIHHOCTH.

5.7 PykoBoACTBO 1a00paTOpUH AOIKHO O0ECTIEUUTH:

a) obmen wuH(poOpManMed O Pe3yIbTATUBHOCTH CHCTEMBl MEHEKMEHTA U BaXHOCTH
yJIOBJIETBOPEHUS TPEOOBAaHUI 3aKa3YMKOB U IPYTUX TPeOOBAHUM;

b) coxpaHeHHe LeTOCTHOCTH CUCTEMbl MEHEKMEHTA IPU TUIAHUPOBAHUM M BHECEHUU U3MEHEHH
B Hee.
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6 TpedoBaHus k pecypcam

6.1 O61mue TpedoBanus

JlaGopaTopus 0JDKHA paciiojlaraTh HEpCOHAIOM, IOMEIIEHUSIMH, 000pyI0BaHUEM, CUCTEMaMH U
BCIIOMOTATEIbHBIMHU CITY>KOaMH, HEOOXOAMMBIMU JUISL YIPABICHUS JTAOOPATOPHOM JESTEIbHOCTBIO M IS
€€ OCYLIECTBIICHUS.

6.2 Ilepconan

6.2.1 Becp mepcoHan J1abopaTopuu, Kak TOCTOSHHBIA, TaK U TPHBJICKAEMBbIH, KOTOPBIH MOXKET
MOBJIMATH HA JICATEIBHOCTh Ja00PATOPHH, OJKCH JIEHCTBOBATh OCCIIPUCTPACTHO, OBITh KOMITETCHTHBIM H
JOJKeH paboTaTh B COOTBETCTBUU C CUCTEMOIN MEHEIKMEHTa T1ab0paTopuu.

6.2.2 JlaGopatopusi HODKHA JOKYMEHTHPOBATH TPeOOBaHUSI K KOMIIETEHTHOCTH IEpPCOHANA IS
KOKI0W (QYHKIUH, BIUSIOMICH HA pe3yJIbTaThl JIAOOPATOPHOU NEATEIBHOCTH, B TOM 4YKCie TpeOOBaHUS K
o0pa3oBaHMI0, KBATU(UKANHUHA, MPO(HECCHOHAIBLHOW IOATOTOBKE, TEXHUYECKHMM 3HAHUSAM, HaBBIKaM,
OTIBITY.

6.2.3 JlaGopaTtopusi IO/KHA TapaHTUPOBATh, YTO TEPCOHAT O0JIAaeT KOMIIETEHTHOCTBIO JIS
BBITMIOJTHEHHS 1a00paTOPHOIl JEsTeNbHOCTH, 332 KOTOPYID OH HECET OTBETCTBEHHOCTb, M JUIS OLIEHKH
3HAYMMOCTH OTKJIOHEHUH.

6.2.4 PykoBoncTBO 1a00paTopuu JTOJKHO JIOBECTH A0 KaXKJIOTO COTPYTHUKA €ro O0S3aHHOCTH,
OTBETCTBEHHOCTH H ITOJTHOMOYHSI.

6.2.5 JIaGopaTopus H0KHA UMETH MPOLEeAypY(bI) U BECTH 3aMUCH TIO:

a) oTpeiesIeHUI0 TpeOOBaHUM K KOMIIETEHTHOCTH;

b) moabopy nepcoHana;

C) MOATOTOBKE MEPCOHANA;

d) HaGmro1eHUIO 3a TEPCOHATIOM;

€) Ha/IeJICHUIO TIepCOoHasa MOJTHOMOYUSIMH;

f) MOHUTOPHHTY KOMITETEHTHOCTH TIEpCOHANA.

6.2.6 JIaGoparopus A0 KHA YITIOJTHOMOYUTD MEPCOHAT Ha BHITIOJHEHUE KOHKPETHOM JIa00paTOpHO
JEeSTeNIbHOCTH, BKIIIOUYas (HO HE OTPAaHUYUBASICh) CIEAYIOIIEE:

a) pa3paboTKy, U3MEHEHHE, Bepu(hrKainio U BaJIuIalni0 METO/IOB;

b) aHanu3 pe3ynbTaToB, B TOM YHCIE 3asSBICHUI O COOTBETCTBUH UM MHEHUI U UHTEPIIPETALINIL;

C) MMOATOTOBKY OTYETOB O Pe3yiIbTaTax, HX MPOBEPKY U YTBEPKICHHUE.

6.3 Ilomemenust ¥ yC10BHsl OKPY:Kalomieil cpeabl

6.3.1 IlomemeHuss W YCJIOBHS OKpYXKAlOMEH Cpeabl OJDKHBI OBITh TPUTOJHBIMUA IS
OCYIIECTBIICHUSI JIA0OPATOPHON JNIEATENHHOCTH M HE JOJKHBI OKa3bIBaTh HETaTUBHOE BIMSHUE Ha
JIOCTOBEPHOCTH MOJIYyYaeMbIX pPe3yJIbTaTOB.

IIpumeuanue - Bo3nelcTBrs, KOTOPbIE MOTYT HETaTUBHO BJIMSITH HA JOCTOBEPHOCTh PE3YJIHTATOB,
BKIIIOYAIOT (HO HE OrPaHWYMBAIOTCS) CIEAYIOIIHe: MHKPOOHOJIOTHUECKOe 3arpsi3HEHUE, IbUIb,
JJIEKTPOMArHUTHbIE TOMEXH, MW3JIyY€HUE, BIIAXKHOCTh, DSJIEKTPOCHAOXKEHHE, TeMIleparypa, IIyM H

BUOpAaIys.

6.3.2 TpeOGoBaHusi, MNpeabsBIAEMble K TOMEIIEHUSAM U YCIOBUSM OKpYXaromeil cpensl,
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HEOOXOUMBIM JJISI OCYIIIECTBIICHUS JTA0OPATOPHOU JIESATEIBHOCTH, JOJKHBI OBITh JOKYMEHTHPOBAHBI.

6.3.3 JlaGoparopusi JOJDKHA OCYIIECTBJIATH MOHHTOPHUHI YCIOBUM OKPYXKAIOWIEH Cpebl,
VIOPaBJICHUE UMH M HX PETHCTPALMI0 B COOTBETCTBHUM C TEXHUYECKUMH TpPEOOBAHUSMH, METOAAMHU M
METOJMKAMU WM B CIy4asiX, KOT/la OHU BIUSIOT Ha JOCTOBEPHOCTh PE3yIbTaTOB.

6.3.4 Mepsl 1O YOPABICHUIO TIOMEHICHUSMHU JIOJDKHBI OBITh BHEAPEHBI, TIOJBEPTaThCs
MOHHUTOPHUHTY U TIEPUOJAMYECKOMY IEPECMOTPY U BKJIIOYATH (HO HE OTPAHUYMBATHCS) CIEIYIOIIee:

a) TOCTYM M UCIIOJIb30BAHKME YYACTKOB, OKA3bIBAIOIINX BIIMSHUE HA Ja00PaTOPHYIO NEATEIHHOCTS;

b) mpenoTBpalieHne 3arpsi3HEHUN, B3aUMHOTO BIUSHUS WU HEOJIArompusTHBIX BO3JCUCTBUN Ha
1a60paTOPHYIO NEATEIBHOCTD;

¢) 3(QdeKTUBHOE pa3rpaHUYECHHUE 30H, B KOTOPBIX MPOBOAMTCS HECOBMECTHMas JabopaTopHas
JeSATEIbHOCTD.

6.3.5 Ilpu ocymiecTBIeHUN J1TA0OpAaTOpPHUEH ACATEIBPHOCTH Ha OOBEKTaX, HAXOJSIIMXCS BHE €€
MOCTOSIHHOTO YIPABJICHHS], OHA JIOJDKHA 00€CIEeUnUTh COOTBETCTBUE MOMEIICHUN U YCIIOBUM OKPY>KaOIIEH
cpensl TpeOOBaHUSAM HACTOSIIETO CTaHAapTa.

6.4 O6opynoBanue

6.4.1 JlaGopaTopusi AOMKHA UMETh JOCTYI K 00OpYyAOBaHHIO (BKJIIOYas, HO HE OTPAHUYUBASCH,
CpeicTBa HW3MEPEHHs, IMPOTpaMMHOE OOecreYeHue, STaJOHbl, CTaHIAPTHBIE OOpaslbl, CIPABOYHBIC
JaHHbIC, PEAKTUBBI, PACXOJHbIE MaTepUajbl WIM BCIIOMOTaTellbHbIE YCTPOMCTBA), KOTOPOE HEOOXOAUMO
JUISL HaJUIeKAIIEero OCYLIECTBICHUs Ja0OPAaTOPHON AEATEIbHOCTH UM KOTOPOE MOJKET IOBIUATH Ha €e
pe3yIbTaThI.

IIpumeuanue 1 - CymecTByeT MHOXXECTBO Ha3BaHMM sl CTaHAAPTHBIX O00paslioB U
cepTU(PUIMPOBAHHBIX CTAHAAPTHBIX OOpPA3lOB, HAaNpUMEp STAJOHBL, KaJUOpPOBOYHBIE ITAJIOHBI,
CTaHJapTHBIE 00pa31ibl, KOHTposIbHBIE 00pasikl. B ISO 17034 npuBeneHa gonogHUTeNbHAs MHYOpMAIU
0 TPOM3BOAUTENSIX CTaHAApTHHIX 00pasnoB (RMP). IlpouwsBoguTtenu cTaHIapTHBIX 0OpasIoB,
cooTBeTcTByOmUX TpedoBaHusM [SO 17034, cumtarorcst kommneTeHTHbIMH. CTaHAapTHBIE O0pa3ibl OT
IIPOU3BOJUTENEH, COOTBETCTBYIOLIHE TpeOoBaHUSM ISO 17034, MOCTAaBIISAIOTCA c
MacropTOM/CepTH(PUKATOM, KOTOPBIA OMNpeNeNnseT CpeAr MPOYMX XapaKTEPUCTHUK OJHOPOJHOCTh H
CTaOUIIBHOCTD JIJIs1 YKa3aHHBIX CBOMCTB, a JUIsl CepTU(UIIMPOBAHHBIX CTAaHJAPTHBIX 00pa3lioB - YKa3aHHbIE
CBOICTBA C cepTUHUIIUPOBAHHBIMU 3HAYEHHUSIMH, UX HEOMPEAECTEHHOCTh U3MEPEHUNH U METPOJIOTHIECKYIO
IIPOCIIEKUBAEMOCTb.

I[Ipumeuanue 2 - B ISO Guide 33 nanbl pekoMEHIAIMU IO BBIOOPY M HCIHOIH30BAHUIO
crangaptHeix oOpasmoB. B ISO Guide 80 mnpuBeneHsl yka3aHUsS 1O W3TOTOBJICHHUIO OOpa3IloOB,
MPUMEHSIEMBIX /111 BHYTPEHHETO KOHTPOJIsl KauecTBa.

6.4.2 B Tex ciyuasx, Koraa jgadopaTropusi UCIONIb3yeT 000py10BaHNE, HaXOs1Ieecs BHE 30HbI €€
MIOCTOSTHHOTO yIIPABIICHUS, OHA JOJDKHA OOECHEeYnTh €ro COOTBETCTBHE TpPEOOBAaHUSM HACTOSIIETO
CTaHaapTa.

6.4.3 JlaGoparopusi [OJDKHa WMMETh TMPOIEAYpPHl OOpamieHusi ¢ OoO0OpyJAOBaHHEM, €ro
TPAHCHOPTUPOBKH, XPAaHEHMs, SKCIUIyaTallMd M IUIAHOBOTO OOCITYXHBaHHMsS B IeNsAX oOOecredeHus
HaJIJIeKaIero GyHKIMOHUPOBAHUS M MTPEOTBPAIICHHS 3arPsS3HEHUS HITH TTOBPEKICHHSL.

6.4.4 JlabGoparopusi [OJDKHA TIOATBEPIUTH COOTBETCTBHE OOOPYJOBAHUS YCTAHOBJICHHBIM
TpeOOBaHUSM TIepe]l BBOJIOM €ro B SKCILTyaTaIMIO WIIH TIOCJIE BO3BpaTa B KCILTyaTaIHIO.

6.4.5 ObGopynoBaHue, UCHOIB3YeMOE Ui W3MEpPEHUH, OJDKHO 00ecredrBaTh TOYHOCTH H/WIIN
HEOMPeeICHHOCTh H3MEPEHUH, TpeOyeMbIe 1Jisi 00eCTIeYeHHUs JOCTOBEPHOTO Pe3yIbTara.

6.4.6 3mepurenbHOe 000pyI0BaHHE JOJKHO OBITH KATHOPOBAHO, €CIIH:

- TOYHOCTh W HEONPEACICHHOCTh W3MEPECHUH BIUSIOT Ha JIOCTOBEPHOCTH IIPEICTABISIEMBIX
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PE3yJIbTATOB; W/WIIN
- KaTMOpOBKa 000pyIOBaHMs TPEOYETCsl ISl YCTAHOBJICHUSI METPOJIOTHUECKON MTPOCIICKUBAEMOCTH
MMpEaACTaBIACMbBIX PE3YJILTATOB.

IIpumeuanue - K Bumam 000pyIOBaHHS, OKa3bIBAIOIIMM BIUSHHE Ha JOCTOBEPHOCTH
IPECTAaBICHHBIX PE3yJIbTaTOB, MOKHO OTHECTH 000PYI0BaHME, Cly’Kallee JIJIs:

- IIPSAMOTO M3MEpEHUs ONPENEISIEMON BEIMYUHBI, HAIIPUMEP IIPUMEHEHUE BECOB Ul U3MEpPEHUs
MacCBhl;

- BHECEHUS IIOIIPABOK B U3MEPEHHBIE 3HAUEHUs, HAIIPUMEP U3MEPEHUsS TEMIIEPaTyphl;

- MOJYYECHHs pe3ysbTaTa H3MEPEHUs IIyTeM BBIYMCICHUM HAa OCHOBE 3HAYEHUN HECKOJIBKMX
BEIINYMH.

6.4.7 JlaGoparopust Jo/DKHA paspaboTaTh MPOrpaMMy KaTUOPOBKH, KOTOpas JIOJDKHA
nepecMaTpUBaThCsl U KOPPEKTHUPOBATHCS MO MEpe HEOOXOAMMOCTH C LIENBI0 MOJACpKAHUS JAOBEPHUS K
CTaTyCy KaJIuUOPOBKH.

6.4.8 Bce oOopynoBaHue, KOTOpoe TpeOyeT KaluOpOBKH WU HMEET OMNPEIEICHHBI CpOK
TOJHOCTH, JOJDKHO OBITh MapKHpPOBAHO, 3aKOJMPOBAHO WJIM MHBIM 00pa3oM HICHTU(UIIMPOBAHO, YTOOBI
MO3BOJIUTH IOJI30BATEII0 O000PYAOBaHUSA OBICTPO HMIEHTU(PUIUPOBATH CTAaTyC KAIMOPOBKU WM CPOK
TOJTHOCTH.

6.4.9 O6GopynoBaHue, KOTOpoe OBLIO MOABEPIHYTO MEPErpy3Ke WM HEMPaBHIBHOMY OOpalleHUIO,
BbIIa€T COMHHUTEJbHBIE PE3YyJbTaThbl, a TAaKXK€ B Cllydae, €Cld ObLJIO 3aMEUEHO, YTO OHO SBISIETCA
nedeKTHBIM WM HE COOTBETCTBYET YCTAHOBIEHHBIM TpPEeOOBaHUSAM, IOJKHO OBITh BBIBEICHO U3
skcruryaranui. OHO JOIDKHO OBITh M30JIMPOBAHO, YTOOBI MPEJOTBPATUTH €TO UCIOIB30BAHUE, UIH YETKO
0003HaYEHO WM MPOMApKUPOBAHO KaK HEHUCIIpaBHOE, Moka He OyJaeT MpOBEpeHo, 4TO OHO paboTaer
npaBuibHO. JIabopaTopusi JOJKHA UCCIENOBaTh BIMSHHUE Ae(peKTa WIM OTKJIOHEHHS OT YCTAaHOBJIEHHBIX
TpeOOBaHUN M NPUCTYNUTHh K paboueil mporenype Mo yHpaBiIeHHIO HECOOTBETCTBYIOIIEH paboTOH (CM.
7.10).

6.4.10 Eciu mnpoMexyTouHble MPOBEPKH HEOOXOAUMBI JUIsl MOJJEP)KAaHUS YBEPEHHOCTH B
MCIIPaBHOCTH 00OPYIOBaHMsI, TO 3TH NMPOBEPKH JOJHKHBI MPOBOJIUTHCS B COOTBETCTBUU C YCTaHOBJIEHHOU
IIPOLIEIYPOH.

6.4.11 Ecnu pe3ynbTaThl KaTMOPOBKH M CBEACHHUS O CTaHIAPTHBIX 00pas3liax BKIIOYAIOT B ceOs
OTIOpHBbIE 3HAYEHUS WU IONpaBOYHble KO3(duuueHTs, To jabopaTopus AOKHA 00ECHEeYnuTh, YTO
OTOpHBIE 3HAUEHUS U MONpPaBOYHbIE KOI(DPUIIMEHTHI OOHOBIISIFOTCS U IPUMEHSIIOTCS JOJKHBIM 00pa3oM B
COOTBETCTBUU C YCTAHOBJICHHBIMU TPEOOBAHUSIMH.

6.4.12 JlaGopaTopusi JOKHA TMPUHUMATh NPAKTHUYECKHE MEphl 1O MPEeAO0TBPALEHUIO
HENpeHaMEPEHHBIX PEryIUPOBOK 000PYAOBaHUS, KOTOPhIE MOTYT IMPUBECTH K MPU3HAHHUIO PE3yJIbTaTOB
HE/ICHCTBUTEIHHBIMH.

6.4.13 JlomKHBI BECTUChH 3alMCU O COCTOSHUU OOOPYIOBAaHMs, KOTOPOE MOXET MOBIHUATH Ha
71a00paTOPHYIO AESATEIBbHOCTD. 3aMKUCH JOKHBI BKIIOYATh CeIyIoIIee, KOria 3TO IPUMEHUMO:

a) UACHTUUKAIMIO 000pyI0BaHMs, BKIIIOYas BEPCUIO MPOTPAaMMHOT0 00ecreueH sl, B TOM YuCIIe
BCTPOEHHOTO;

b) HauMeHOBaHWE W3TOTOBUTENS, HUACHTU(DUKAIMIO THMA, CEPUUHBIA HOMEp WIH JPYTYIO
YHHKQITBHYIO UIACHTH(DHUKAIHIO;

C) JaHHbIe BepU(UKALIUU O TOM, YTO 00OPYJJOBAaHUE COOTBETCTBYET YCTAaHOBIIEHHBIM TPEOOBAHUSAM;

d) Texyiiee MECTOHAXOXKCHHUE;

€) JaThl M Pe3ylbTaThl KaTUOPOBOK, PETYIMPOBOK, KPUTEPUU MPUEMKH U IUIAHUPYEMYIO IaTy
cienyromel KaATMOPOBKH UITH MEXKATMOPOBOYHBIM HHTEPBAJT;

f) nokymeHTanuIo Ha CTaHJapTHBIE 00Pa3LIbl, pe3yIbTaThl, KPUTEPUH MPUEMKH, COOTBETCTBYIOIINE
JaThbl ¥ CPOKU TOAHOCTH;

g) IJIaH TEXHUYECKOro OOCTY)KMBAaHHs M TEXHUYECKOe OOCIIy)KHBAaHUE, BBIOJHEHHOE K
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HACTOSIIIEMY MOMEHTY BPEMEHH, €CJIU 3TO TpeOyeTcs 171t paboThl 000pyI0BaHMS;
h) moapoGHyr0 MHPOPMALMIO O JFOOBIX MOBPEKIACHUSAX, HEUCIPABHOCTAX, MOIU(DUKAIUIX HIH
peMOHTe 000pyIOBaHUSI.

6.5 MeTpoJiornueckasi Npocjie;kKuBaeMoCTh

6.5.1 JlabopaTopus 10KHA YCTAaHOBUTH U MOJIJEPKUBATH METPOJIOTUYECKYIO MTPOCIEKUBAEMOCTh
pE3yJIbTaTOB CBOMX M3MEPEHUH, CBA3BIBAsA UX C COOTBETCTBYIOLIEH OCHOBOMW JJIsl CPABHEHMS IIOCPEACTBOM
JOKYMEHTUPOBAHHON HENpPEPbIBHOM LENMU KaauOpOBOK, KaK[gash M3 KOTOPbIX BHOCUT CBOW BKJIAJ B
HEOIIPEIEIEHHOCTh U3MEPEHUM.

I[Ipumeuanue 1 - B ISO/IEC Guide 99 merpornorudeckasi mpociaeKuBaeMOCTh ONPEAETSeTCs Kak
"CBOMCTBO pe3yibTaTa M3MEPEHUs, B COOTBETCTBUU C KOTOPBIM PE3YyJIbTAT MOXKET OBbITh COOTHECEH C
OCHOBOI1 /U CpaBHEHUS MOCPEICTBOM JOKYMEHTHPOBAHHOIN HENMPEPHIBHOM 1LIeTIH KAIUOPOBOK, KaKaas U3
KOTOPBIX BHOCHUT BKJIaJ] B HEOIIPEJIEIIEHHOCTh U3MEPEHUI".

I[Ipumeuanue 2 - Cwm. mnpwiokeHue A A1 TOJYYEHHS JIOMOJHUTENbHOW HHGOpPMALUU O
METPOJIOTMYECKOM MPOCIIEKNBAEMOCTH.

6.5.2 JlaGopatopusi JODKHA OOECIEUUTh IPOCIIEKUBAEMOCTh pE3YJIbTATOB HU3MEPEHUH K
Mexnynapoanoit cucreme eaununil (CHU) nocpenctsom:
a) KAJIMOPOBKH, MTPEIOCTABIIIEMOI KOMIIETEHTHOM JTabopaTropueit; wim

IIpumeuanue 1 - JlaGoparopuu, yIOBIETBOpSIOMINE TpeOOBaHUSIM HACTOSILErO CTaHAapTa,
CYUTAIOTCS KOMIIETCHTHBIMU.

b) ceprudunrpoBaHHBIX 3HAYEHUH CEPTUPUIIMPOBAHHBIX CTAHAAPTHBIX 00Pa3I[0B KOMIIETEHTHOTO
MIPOU3BOUTEINS C YKa3aHHON METPOJIOTHYECKOMN TpociexknBaeMocThio kK CU; unun

[Ipumeuanue 2 - [IpousBoauTeny cTaHAAPTHBIX 00Pa3LOB, BHIMOIHIIONIME TPeOOBaHUS CTaHapTa
ISO 17034, cunuTaroTcss KOMIIETEHTHBIMH.

C) HCHOCpCﬂCTBeHHOﬁ peam3aniun € AUHHUILL CI/I, HOHTBGp)I(I[GHHOﬁ CJIIMYCHUAMU, NPSAMBIMH HIIN
KOCBCHHBIMH, C HAMUOHAJIbHBIMU WX MEKAYHAPOJAHBIMHA 3TAJIOHAMMU.

I[Ipumeuanue 3 - IlogpoGHast wuHboOpManus O MPAKTHUYECKONW pealu3aluyd OIpeleeHHl
HEKOTOPBIX Ba)KHENIINX €AWHMIL TpuBeneHa B bpourtope CH.

6.5.3 Ecau ycTaHOBJIEHHE METPOJIOTHYECKON ITpocieknBaeMocTH K enuHunam CU ¢ texnudeckon
TOYKM 3pEHUs HE TMpPEeACTaBIseTCsS BO3MOXHBIM, JabopaTopus JODKHA MPOJEMOHCTPUPOBATH
METPOJIOTMUECKYIO IIPOCIIEKUBAEMOCTh K COOTBETCTBYIOLIEN OCHOBE JUIsl CPAaBHEHUS, HAIIPUMED K:

a) cepTUPUIMPOBAHHBIM  3HAUYEHUSM  CEpTU(UIUPOBAHHBIX  CTAHJAPTHBIX  OOpPAa3IOB,
IIPEIOCTABIEHHBIX KOMIIETEHTHBIM U3TOTOBUTETIEM;

b) pesympraTam, TIOJY4YEHHBIM C [PUMEHEHHEM pePEpEeHTHhIX METOJUK H3MEpEHH,
YCTaHOBJIEHHBIX METOJOB WJIM COIVIACOBAHHBIX CTaHAAPTOB (STAJOHOB), €CIM OHU YETKO ONHUCAaHbl U
IpU3HaHbl B KauyecTBE OOECHEUMBAIOIINX PEe3YyNbTaThl HM3MEPEHUH, KOTOphIE OTBEYAIOT CBOEMY
IPEI0JIaraeMOMy Ha3HAUEHUIO U MOATBEPKIAIOTCS COOTBETCTBYIOLUIMMH CIMYECHHUSIMH.

6.6 Ilpoayxkumsi M ycJayru, npeaocraBJjisieMble BHEIIHUMU MOCTABIIUKAMHU
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6.6.1 JlaGopatopuss HOJDKHA OOECICYUTHh MPHUIOAHOCTH HCIOJIB3YEMBIX MHPOMYKIUU H YCIYT,
IPEJOCTABIIIEMBIX BHEIIHUMH MOCTaBIIMKAMHU, KOTOPHIE BIMAIOT Ha JEATENLHOCTH JabOopaTOpHH, KOrmaa
OHHU:

a) mpeaHa3HaueHbI 7S HCIIOJIb30BaHMs B COOCTBEHHO 1a00paTOPHOIl e TETbHOCTH;

b) mpenocTaBusAOTCA J1AOOPATOPUEH, YaCTUYHO WJIM TIOJHOCTHIO, HANPSAMYIO 3aKa3duukKy B TOM
COCTOSIHUH, B KOTOPOM OHU OBLTH MOJIy4€HBI OT BHEITHETO IMOCTABIINKA,

C) UCTIONIB3YIOTCS [UIs TIOAJep KaHus padOThI JIabOpaTOpUH.

I[Ipumeuanue - Ilpogykuust MOKeT BKJIKOYATh, HANpUMEp, OJTAJOHBI U O0OpYyIOBaHUE,
BCIIOMOTATENbHBIE YCTPOMCTBA, pAcXOJIHBIE MaTepUabl M CTaHJApTHBIE OOpa3lbl. YCIYIH MOTYT
BKJIIOYATh, HANpUMEp, YCIYI'H IO KaluOpoBKe, OTOOpY 00paslioB, HCHBITAHUSAM, OOCIYKHMBaHHUIO
NOMeIIeHUH 1 000pyI0BaHNUs, IPOBEPKE KBATU(DUKAIINH, OILICHKE U ayIUTY.

6.6.2 JlabopaTopust 10JDKHA UMETh MPOIEAYPHI U BECTH 3aITUCH IS

a) OMNpeleNeHUs, PACCMOTPEHHUS WU YTBEPXKACHHUS TpeOOBaHUN a0oOpaTOpUU K HPOAYKIHMHU U
ycIIyraM, IpeI0CTaBIIIEMbIM BHEITHUMH TIOCTABITUKAMU;

b) ompeneneHuss KpuUTEpUEB s OLEHUBAHUS, BHIOOpPA, MOHUTOPUHTA JAESITEIBHOCTH H
MIEPUOANYECKOTO OIICHUBAHUS BHEITHUX MTOCTABIUKOB;

¢) obecrieyeHHs] TOro, 4TOOBI MPOAYKIHUS U YCIYTH, MMOCTABJISEMbIE BHEUTHUMH MOCTaBIIMKAMH,
COOTBETCTBOBAJIM YCTAHOBJICHHBIM TPEOOBAHUSAM JTA0OPATOPUH WM, KOTJA 3TO MPUMEHUMO, TPEOOBAHUSIM
HACTOAIIETO CTaHAapTa, MPEeXIE YeM OHH OYyIOyT HCIONb30BaHbl B PabOTe WM HEMOCPEICTBEHHO
nepeanbl 3aKa3unKy;

d) ocymecTBieHuss Kakux-1uM00 JEWCTBUH TO pe3ynbTaTaM OIEHUBAaHUS, MOHUTOPUHTA
JESTSIIbHOCTH U TIEPHOAMYECKOTO OIIEHUBAHUS BHEITHUX TTOCTABITUKOB.

6.6.3 JlabGoparopust nomkHa MHGOPMUPOBATH BHEIIHUX MOCTABIIUKOB O CBOMX TPEOOBaHHSIX B
OTHOIICHHH:

a) MPEAOCTABISIEMBIX MPOTYKIIUU U YCIIYT;

b) kpuTepHeB NPUEMKU;

C) KOMIIETEHTHOCTH, BKJTFOYasi TpeOOBaHuUs K KBaIM(UKAIMK ITepcoHaa;

d) nesTenbHOCTH, KOTOpYIO JabopaTopusi WM €€ 3aKa3uuK HaMEepeHbl OCYIIECTBUTh Ha
TEPPUTOPUU BHEIIHETO MOCTABIIUKA.

7 TpeGoBanus Kk npoueccy

7.1 PaccMoTpeHue 3a1POCOB, TEH/IEPOB M I0T0BOPOB

7.1.1 JlaGopaTopust ODKHA HMMETh NPOLEAYpY A PAacCMOTPEHHs 3alpocoB, TEHAEPOB U
noroopos. [Ipouenypa nomkHa odecneunBarh, 4To:

a) TpeOoBaHMsS HaJUIeKamuM 00pa3oM  ONpeAeNeHbl, JOKYMEHTHUPOBaHbBI U  IPaBHIBHO
MOHUMAIOTCS;

b) maboparopus pacnojaracT BO3MOKHOCTSIMHU U PECypCaMH JUIsl BBITTOJIHEHUS TpeOOBaHUM;

C) B cllyyae NMPUBJIEUEHUS BHEIIHUX MOCTABIIMKOB BBINOJHAIOTCA TpeboBaHus 6.6, n maboparopus
npejlaraeT 3akazyuky, 4ToObl KOHKpETHas J1abopaTopHasi JesATeNbHOCTh Oblla BBIOJHEHA BHEIIHUM
NOCTAaBILUKOM, U MOJTy4aeT 0400pEHHE 3aKa3uuKa.

I[Ipumeuanue 1 - Ilpunsaro, yto nmadboparopHas AESTEIbHOCTb MOXKET OCYLIECTBIISITHCS BHEIIHUM
MOCTAaBIIMKOM B T€X CIIy4asiX, KOrja:
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- naboparopus pacroiaraeT pecypcaMu ¥ KOMIIETEHTHOCTBIO JUISl OCYIICCTBIICHUS JCSITEIbHOCTH,
OJIHAKO B CUJIy HENPEABUACHHBIX OOCTOSITENLCTB OHA HE B COCTOSHUM BBHINOJHUTH €€ YAaCTUYHO WIIU
MOJIHOCTBIO;

- JabopaTopusi HE pacrojaraeT pecypcamMH WJIM KOMIIETEHTHOCTBIO JJIsi OCYIIECTBIICHUS
JeSATEeIbHOCTH.

d) BBI6paHBI COOTBCTCTBYIOIIMUEC MCTOAblI WM MCTOOAWKHW W OHH CIIOCOOHBI YAOBJICTBOPHUTH
Tpe6OBaHI/IH 3aKa34YHUKOB.

HpnMeanne 2 - I[J'IH BHYTPCHHHUX WM IIOCTOSHHBIX 3dKa34YMKOB PACCMOTPCHHEC 3allpOCOB,
TCHACPOB U JOTOBOPOB MOKET OBITh BBHIIIOJIHCHO B YHOPOUICHHOM BUAC.

7.1.2 JlaGopatopus mAopKHa WHGOPMHUPOBATH 3aKa3uWKa, KOT/Ia METOJ, 3alpallnBacMblid
3aKa3YMKOM, SIBJISIETCSI HEMPHUMEHUMBIM WIJIM YCTaPEBIINM.

7.1.3 Korna 3aka34yuK 3ampaiinBaeT 3aKJII0YSHHE O COOTBETCTBUH CHEIU(PHUKAINN WU CTaHAAPTY
Ha WUCMBITAHUS WIM KaluOpOBKY (HampuMep, TOJEH/HE TOJeH, B MpeAeiax JOIycKa/3a IpelneiaMu
JIOITyCKa), TO CrHeuuMuKaus WM CTaHAAPT W TpaBUja NPUHATHA PEUICHUH IOJDKHBI OBITH YETKO
orpezeneHbl. Ecau mpaBuito NpuHATHS PELICHUS HE ONPEIeNICHO B clielM(UKAIMK WM CTaHIapTe, TO OHO
JIOJKHO OBITH COOOIIEHO 3aKa3YMKY U COTJIACOBAHO C HUM.

I[pumeuyanue - JlonoaHUTENbHYI0 WHGOPMALNIO O 3asBICHUSAX O cooTBeTcTBUU cM. B ISO/IEC
Guide 98-4.

7.1.4 JlroOble pasHOTIacus MeEXAy 3ampoCcOM WM TEHAEPOM U JOTOBOPOM JIOJDKHBI OBITh
YCTpaHEHBI 10 Havaja JabopaTOpHON NesTeabHOCTH. Kaaplii T0roBOp JOMKEH OBITh MPUEMIIEMBIM Kak
JUTst Ta0OpaTOpUH, TaK U AJs 3aKazuuka. OTKIOHEHHsI OT MOJOXKEHUH JOTroBOpa MO 3alpocy 3aKa3zdyhKka He
JIOJDKHBI BIUSTh HA OOBEKTUBHOCTH JIA0OPATOPHH WIIA JOCTOBEPHOCTH €€ Pe3yJIbTaTOB.

7.1.5 3aka34uK JA0KEH OBITh MPOMH(POPMUPOBAH O JFOOOM OTKJIOHEHUH OT YCIOBUN JOTOBOpA.

7.1.6 Ecnu B 10TOBOP BHOCSITCS M3MEHEHHs IOCJE TOro, Kak paboTa Hayangach, aHAJIU3 JOTOBOpA
JOJKeH OBbITh MPOBEICH MOBTOPHO W JIOOBIE M3MEHEHHUS JIOJDKHBI OBITh JTOBEACHBI JO0 CBEICHUS BCEX
COTPYAHUKOB, Ha ACATCIIBHOCTb KOTOPBIX BIIUAIOT JAaHHBIC U3MCHCHH.

7.1.7 JlaGopaTopusi AODKHA COTPYOHUYATh C 3aKa3uMKaMH WM HMX MPEACTaBUTENSAMHU s
YTOYHEHHMSI 3aPOCOB 3aKa3yrKa U HAOIIOAEHUS 3a e TEIbHOCTBIO J1a00paTOPUH, BBIIOJHSOLIEH paboTy.

IIpumeyanue - Takoe COTPYAHUYECTBO MOXKET BKJIFOYATh:

a) oOecrieyeHHe MPHUEMIIEMOr0 JOCTyNa K COOTBETCTBYIOLIIUM 30HaM JIabOpaTopuH Ui
HaOJr0IeHNUS 3a 1Ja0OPaTOPHOM EATEIbHOCTBIO, BHIIOIHIEMOM Il KOHKPETHOTO 3aKa34UKa;

b) NOArOTOBKY, YIIaKOBKY M OTIPaBKY 0OBEKTOB, HEOOXOIMMBIE 3aKa3YHKY C 11EJIbI0 IIPOBEPKHU.

7.1.8 3amucu Mo aHanu3y, BKIIOYas JOOblEe 3HAUMTENIbHBIE M3MEHEHHs, JTOJKHBI COXPAHATHCA.

Takxke MOIKHBI COXPAaHATHCA 3alMCH COOTBETCTBYIOUIMX IIE€PErOBOPOB € 3aKa3YMKOM, Kacarolluecs
TpeOOBaHUH 3aKa3yMKa WIH Pe3yIbTaTOB Ja00paTOPHOH e TENbHOCTH.

7.2 Bbi0op, BepuuKkanus 1 BaJIuaauus MeTo10B

7.2.1 Bp160op 1 BepupUKALUS METOAOB

7.2.1.1 Jlabopatopust 10JKHA TIPUMEHSATH COOTBETCTBYIOIINE METOIBI U METOUKH ISl BCEX BHJIOB
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1a00paTOPHON NEATEeIHPHOCTH U MPU HEOOXOAMMOCTH ISl OLIEHUBAHUS HEOIPEICICHHOCTH U3MEPEHHU, a
TaK)Ke CTaTUCTUYECKUE METO/bI IJIsl aHAIIN3a JTaHHBIX.

ITpumeuanue - TepmuH "MeTon", UCIIONB3YEMBIN B HACTOMILEM CTaHIapTe, U TEPMHUH "'METOMUKA
b b
u3mepenuit”, npusenenusiit B ISO/IEC Guide 99, moryT paccMarpuBaTbcsi Kak CHHOHUMBI.

7.2.1.2 Bce Meronabl, METOJUKH M COIYTCTBYIOLIME JOKYMEHTbI, TaKUE€ KaK HWHCTPYKLHUU,
CTaH/JapThl, PYKOBOJACTBA IO OKCIUIyaTallud W CHpPAaBOYHbBIC JAHHBIC, WMEIOIIME OTHOIIECHHE K
7a00paTOpPHO  AEATENBbHOCTH, JOJDKHBI TOAJNCPKHUBATHCA B  aAKTyalbHOM COCTOSHUUM U OBITh
JIETKOJJOCTYITHBIMH JUI TIepcoHana (cM. 8.3).

7.2.1.3 JlaGoparopus IOHKHA OOECIEYHTh MPUMEHEHHE IOCICIHEeH NeHCTBYIOMEH peaakiuu
MeToJa, 3a HCKIIOYEHHEM CIy4aeB, KOIJla €€ IPUMEHEHHE SBISICTCS HEIeJIecO0Opa3sHbIM  HIIH
HEBO3MOXXHBIM. [lpn HEoOXOmMMOCTH Ui TpPUMEHEHHS METOAa JOJDKHBI OBITh  pa3padoTaHbl
JIONIOJTHUTEIIbHBIE YTOYHEHUS, YTOOBI 00ECIIEUUTh €r0 HEIPOTHBOPEYHBOE TPUMEHEHHE.

Ilpumeyanue - MexayHapoaHble, PETHOHAIbHBIE WM HALMOHAIBHBIC CTAHAAPTHI WIM APYIUe
IpU3HAHHbIE TEXHUYECKUE TPEOOBaHUs, COJAEpKAIINE JOCTATOUHYIO U TOUHYIO MH(OPMALIMIO O TOM, KaK
OCYILECTBIIATh JIJAOOPATOPHYIO IEATENIHOCTh, HE TpeOyeTcs AONOIHATH WIM NEepenuchiBaThb B KaueCTBE
BHYTPEHHUX MpOIenyp J1abopaTOpHH, €CIIM 3T CTaHAAPTHl HAMMCAHBl TaKUM OOpa3oM, YTO MOTYT
IPUMEHSATHCS POU3BOACTBEHHBIM MIEPCOHATIOM JlabopaTopuu. i1 BAPMATUBHBIX ATAIOB METOAA WM IS
JIOTIOJTHUTEIBHOTO TOJPOOHOIO ONUCAHUS MOKET IMOTPeOOBaThCS IPENOCTABICHUE JOMOIHUTEIbHON
JOKYMEHTALUU.

7.2.1.4 Korga 3aka3yiK HE OIMpenesseT METOJ, KOTOPBIi HEOOXOAMMO MPUMEHSTH, JabopaTopus
JIOJDKHA BBIOPATh MOJXOSANIMNA METOJ CaMOCTOSITENbHO W MPOUH(OPMHPOBATH 00 ATOM 3aKa3uMKa.
PekoMeHayeTcss MCHONB30BaTh METOJbI, OMYOJMKOBaHHBIE B MEXKIYHAPOJHBIX, PETHOHATBHBIX WU
HAI[MOHAJBHBIX CTAHJAPTAX, JIMOO PEKOMEHIOBAHHBIC AaBTOPUTCTHBIMU TEXHUYCCKUMHU OpPTaHH3AIUSMHU,
au00 OMUCaHHBIE B COOTBETCTBYIOIIMX HAYUHBIX CTaThIX WM JKypHalax, Ju00 yCTaHOBJICHHBIE
U3roToBUTENEM 000pynoBaHus. Takke MOTYT IPUMEHSTHCS METO/bI, pa3paboTaHHbIE JJabopaTopuel niu
Mo (UIIMPOBAHHBIE.

7.2.1.5 1o BHeApeHUs] METOJOB B pabOTy J1abopaTopusi JOJDKHA MOATBEPAUTH, YTO OHA MOKET
Ha/JIeXKAIUM 00pa3oM MPUMEHATH BEIOpAaHHBIE METOBI, oOecreurnBas TpeOyemMoe UCTOTHEHHE. 3alucH O
Bepu(pUKAMKU  JOJDKHBI ~ COXPaHIThCS.  Ecaum  W3MeHeHus B MeETOA  ObUTM  BHECEHBI
opraHusanuei-pazpaboTuukoM, TO BepuduKaius AOHKHA ObITh MPOBEACHA MOBTOPHO B HEOOXOIUMOM
o0Beme.

7.2.1.6 IIpu HeoObxoaUMOCTH pa3paboOTKM HOBOTO METOJA JOJDKEH OBITh COCTaBIieH MIIaH padoT U
Ha3HA4YeH KBaTU(UIMPOBAHHBIN TeEpcoHaAN, OOeCredeHHBIM HEOOXOMUMBIMHU pecypcamu. B mporecce
pa3paboTKu MeToAa JOHKHA TMIPOBOAUTHCS MIEPUOAMYECKasl OLIEHKA PadoT C MENbI0 MOITBEPKISHUS TOTO,
9TO TpeOOBaHMs 3aKa3uMKa BCE €IIe BBIMOIHAIOTCS. JIf0Oble WM3MEHEHHs, BHOCUMBIE B ITUlaH padoT,
JOJIKHBI OBITH 0JTOOPEHBI U YTBEPKICHBI.

7.2.1.7 OTkI0OHEHHWE OT METOJOB JUIsI BCEX BHJIOB JAOOPATOPHON JAESITEIBHOCTU JOJIKHO
JOMYCKaThCS TONBKO TOTJA, KOTJa JTO OTKJIOHEHHE O(QOPMIIEHO JOKYMEHTAIBHO, TEXHUYECKU
000CHOBAHO, YTBEPKIEHO U MPUHATO 3aKa3UUKOM.

[Ipumeuanue - Cornacue 3aka3zyrKka Ha OTKJIOHEHHUS MOKET ObITh 3apaHee OTOBOPEHO B JOTOBOPE.

7.2.2 Baauganus MeToa0B

7.2.2.1 JlaGoparopusi MODKHA TMPOBOAWTH BAIHUIAIUIO HECTAHIAPTHBIX METOJOB, METOJIOB,
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pa3paboTaHHBIX JabopaTopueill, U CTaHJAPTHBIX METOJOB, HCIIOJIB3YEMBIX 3a MpenesiaMH HX o0jacTu
NPUMEHEHHS WIN KaKUM-JIN00 HHBIM 00pa3oM MoAM(UIIMPOBaHHbIX. Banunanus 1omkHa ObITh HACTOJIBKO
MIOJTHOM, HACKOJIBKO 3TO HEOOXOMMO, YTOOBI OTBEYATh MOTPEOHOCTSIM JTaHHOTO IPUMEHEHUS HITH 00J1acTh
PUMEHEHHS.

I[Ipumeuanue 1 - Bamupauus MoKeT BKIIIOYaTh MpOIENypbl 0TOOpa 00pasloB, oOpalieHHs ¢
00BEKTaMHU UCTIBITAHUS WU KAIMOPOBKHU M UX TPAHCTIOPTUPOBKH.

I[Ipumeuanue 2 - J[nsg Bamuaauuu METOAa MOXET MPUMEHSATHCS OJUH U3 CISAYIOIIUX CHOCOO0B
1100 UX KOMOMHAIHS:

a) KaTuOpOBKA WJIM OLICHWBAHHE CMEILEHUS U MPELU3UOHHOCTH C UCIIOJIb30BAHUEM 3TAJOHOB WU
CTaH/IApPTHBIX 00Pa3IOB;

b) cucremarnueckas oreHKa (akTOpOB, BIMSIONIUX Ha PE3yNIbTaT;

C) IpPOBEpPKa yCTOMUMBOCTH METO/Ia MOCPEACTBOM H3MEHEHHS YIPAaBIEMbIX NapaMeTpOB, TAKUX
KaK TeMIlepaTtypa B TepMOCTaTe, JO3UPYyeMblid 00BEM;

d) cpaBHeHHE C pe3yabTaTaMu, MOJIYYEHHBIMH C TIOMOIIBIO APYTHX BAIUAUPOBAHHBIX METOJIOB;

€) MEeXKJIa00paTOPHBIC CIUUCHUS;

f) olieHMBaHME HEONPEIEICHHOCTH HW3MEPEHHH, CBS3aHHON C pe3ylbTaTaMu H3MEPEHUH, Ha
OCHOBaHMUU TOHHMMAaHUSl TEOPETUYECKUX MPHUHIMIIOB METOJAa M OMbITa €ro pealu3aluu Mpu OoTOOope
00pa3IoB WK MPOBEACHUHN UCTIBITAHUM.

7.2.2.2 Ilpu BHECEHUM U3MEHEHHI B BAJIMJAMPOBAHHBIA METOJ] HUX BIMSIHUE JOHKHO OBIThH
OTpeIeNIeHO U, B clyyae eclii ObUIO YCTAHOBIIEHO, YTO OHM OKAa3bIBAIOT BIMSHHE HA MEPBOHAYATILHYIO
BaJWJALMIO, JOJKHA OBITH BBIIMOIHEHA HOBAsI BaJUAalMs METOA.

7.2.2.3 XapakTepUCTUKH BaJUAUPOBAHHBIX METOJOB, OLEHEHHbIE Uil MPEANnoaaraeMoro
WCIIOJIH30BAHUS, TOJDKHBI COOTBETCTBOBATH MOTPEOHOCTSIM 3aKa3YMKOB U YCTAHOBJIEHHBIM TPEOOBAHUSM.

IIpumeuanue - XapakTepUCTUKH METOAAa MOTYT BKJIKOYAaTh (HO HE OTPAaHUYMBATHLCS) AMANA30H
U3MEpPEHUIl, TOYHOCTh, HEOMPEACNEHHOCTh PEe3yJlbTaTOB H3MEpPEHUH, Mpenen OOHapyXKeHHs, Mpeaen
KOJIMYECTBEHHOTO  OIpPENCICHHsI, W30MPaTEIbHOCTh METOJIa, JIMHEWHOCTh, TIOBTOPSIEMOCTh  WIIH
BOCTIPOM3BOANMOCTh, YCTOMYMBOCTh K BHEUIHHM BO3JACHCTBHSIM WM 3(P¢deKTaM BIUSHUS MaTPHUIIBI
00pas3iia WK UCTIBITRIBAEMOTO O0BEKTA U CMEIIEHHE.

7.2.2.4 JTaGopatopusi JOJKHA COXPAHATh CISAYIOIINE 3alTUCH O BAJIUIAIIAHN:

a) UCIIOJIb30BAHHYIO TIPOLEAYPY BaTH AU,

b) mepeueHs TpeOOBaHMIA;

C) OIIpe/ieIeHne XapaKTePUCTUK METOAA;

d) nosyueHHbIE pe3yabTaThI;

€) 3aKJIFOYeHHE O MPHUTOJHOCTU METO/a BMECTE C MOJPOOHBIM OMHCAHHUEM €r0 COOTBETCTBHUS B
OTHOIIEHHUH MPEIIOIaraeMoro NCIOIh30BAHMS.

7.3 OT60p 00pa3noB

7.3.1 B cnyuae korga sabopaTtopusi MPOBOJUT OTOOpP OOpa3IOB BEIMIECTB, MaTEPUAIOB HIIU
OPOAYKIMH ISl TIOCTEAYIONINX WCIBITAHUNA WM KATUOPOBKH, OHA JOJDKHA MMETh TUTAaH U METOJBI MX
otOopa. Meroa oTOopa 00pa3IOB JOMKEH YUUTHIBaTh (PAKTOPHI, KOTOPbIE HEOOXOAUMO KOHTPOJIUPOBATH,
YTOOBI 00ECIeYUTh JOCTOBEPHOCTH PE3yJbTATOB IMOCIEAYIOMIUX HCIBITAHUN Miau KanuOpoBku. [lnan u
MEeTOJ OoTOOpa 00pa3IoB AOKHBI OBITH JOCTYIHBI Ha MecTe mpoBeaeHus otOopa. [lmaner orbopa
00pa3loB OJKHBI OCHOBBIBATHCS, KOTJA 3TO I€JIeCO00pa3HO, Ha COOTBETCTBYIOUIMX CTATHCTUYECKHUX
METO/AX.
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7.3.2 Metoasl 0T00pa 00pa3IoB TOJKHBI OTIHCHIBATH:

a) BRIOOP 00pa3IoB WIIM TOYEK OTOOPA;

b) mnan oT6opa 00pasos;

C) MOATOTOBKY WM 00paboOTKy oOpa3ma(oB) BelIECTBa, MaTepuaja WU MPOAYKIHH C IEIbIO
NOJy4YeHHUs: TpeOyeMoro oopasia Ajsl MOCIEAYIOIEro IPOBEICHUS UCIIBITAHUHI MIH KaTHOPOBKH.

I[Mpumeuanue - Ilocie Toro kak oOpasen ModydeH JabopaTopuel, aanpHEiniee oOpalieHue,
KOTOPOE MOXKET MOTPEeOOBATHCS, OMUCAHO B 7.4.

7.3.3 JlabopaTopus JOJKHA COXPAHATh COOTBETCTBYIOIINE 3alUCH 00 0TOOpEe 00pa3IioB, KOTOPBIHA
COCTABJISICT YaCTh MPOBEACHHBIX MCIBITAHUHN WM KaduOpoBkU. Takue 3amicH JODKHBI BKIIOYATh B ce0s
(eci MPUMEHUMO):

a) CCHUIKY Ha MPUMEHEHHBIA METO]T 0TOOpa 00pa3IoB;

b) naty u Bpems oT60opa 06pa3ios;

C) JHaHHble JUId WACHTU(UKAMK W ONHCaHWs oOpa3na (Hampumep, HOMEp, KOJIUYECTBO,
HAaUMEHOBAHHUE);

d) nnenTH(UKANNIO THIIA, BRIIOIHUBIIETO OTOOpP 00pa3IoB;

€) uaeHTU(UKAIIMIO UCIIOIB30BAHHOTO 000PYI0BAHMUS;

f) ycroBus okpy:xarolen cpesibl U TPaHCIIOPTUPOBKHY;

€) CXeMBbl WIN JIPYyrue SKBUBAJIEHTHBIC CIIOCOOBI MACHTU(UKAIIMU MecTa 0TOOpa 00pa3loB, €clu
9TO HEOOXOIUMO;

h) oTkIOHEHUS, TONOTHEHUS WM UCKIIOYEHHS U3 METO/1a U T1aHa 0T0opa 00pasIioB.

7.4 O0pameHue ¢ 00beKTAMM UCTIBITAHUI WIN KAaTUOPOBKHU

7.4.1 JlaGoparopusi OJDKHa HMMETh IPOLEAYpPY Ui TPaHCIOPTHUPOBKH, MOJYYEHHUS OOBEKTOB
UCIBITAaHUHN WIN KaIMOPOBKH, 0OpaIieHHsi ¢ 00bEKTaMU UCIIBITAHUN WM KAIMOPOBKH, 3aIlIUThI, XpaHEHUS,
o0ecreyeHnss COXPaHHOCTH, YHUYTOXKEHUS WM BO3BpaTa OOBEKTOB HWCHBITAHMA WM KaduOpOBKH,
BKJIIOYasi BCE YCIJIOBHSI, HEOOXOAUMBIE /ISl 3aLUTHI IIEJIOCTHOCTH OOBEKTOB UCIIBITAHUM UITH KaTUOPOBKH U
3alIUThl UHTEPECOB JTaOOpaTOPHM U 3aKa3uuka. JIOMKHBI ObITh MPEANPUHATHI MEPBl MIPEJOCTOPOKHOCTH,
yTOOBl M30€XKaTh YXYAIIEHUS CBOMCTB, 3arpsi3HEHUs, IMOTEPU WIM MOBPEKICHHUS OOBEKTOB IIpH
oOpalleHny, TPaHCHOPTUPOBKE, XPAHEHUHM/OXKHUJIAHUM M MOJrOTOBKE K HCIBITAHUSAM WIM KalHOpOBKE.
HNuctpykiiuu mo oOpamieHuto ¢ O0OBEKTaMH, TMPEJOCTABICHHBIE BMECT€ C HUMHU, JOJIKHBI OBITh
COOJTIOJICHBI.

7.4.2 JlaGoparopus TOJIKHA UMETh YETKYIO CUCTEMY MJIEHTHU(UKAIUU OObEKTOB MCIBITAHUNA WU
KanuOpoBkU. VaeHTUHUKAIMS TOKHA COXPAHATHCS, MOKAa OOBEKT HAXOJUTCA IO/ OTBETCTBEHHOCTHIO
naboparopuu. JlaHHas cucreMa J0JKHA 0OecrednBaTh, UTO OOBEKTHI HE OYIyT MepemnyTaHbl (pU3n4ecKu
WIN TIPY CCBUIKE HA HUX B 3aIHUCSX WM APYTHX JAoKyMeHTax. CucreMa uIeHTH(PUKALUU JOJKHA, €CITU 3TO
HEO0OXO0IMMO, YUYUTHIBATh pa3ziesieHue 00beKTa UM TPYIIbl 0ObEKTOB U UX MEepeMelleHUE.

7.4.3 Ilpu nonydeHuu OOBEKTa MCIBITAHUM WIM KaTMOPOBKU OTKJIOHEHHS OT YCTAaHOBJIEHHBIX
YCIIOBUM JTOJKHBI OBITH 3aperucTpupoBaHbl. ECM €CTh COMHEHHS OTHOCHUTENBHO MPUTOAHOCTH O0OBEKTa
JUIS. ICTIBITAHUS MM KAJIMOPOBKHU WM €ClI 0O0BEKT HE COOTBETCTBYET MPEACTABICHHOMY OIMCAHMIO, TO
naboparopus, Tmeped TeM Kak MpOJOJDKUTh padoTy, [o/bKHa OOpaTHThCS K 3aKa3uuKy 3a
JIOTIOJTHUTETIBHBIMU WHCTPYKIMSAMHU U 3apErUCTPUPOBATh Pe3yIbTaThl 3TOro oocyxaeHus. Ecnu 3akazunk
TpeOyeT MPOBECTH HWCTBITAHUE WM KATHOPOBKY KaKOro-TuOO0 OOBEKTa, MpU3HABas OTKJIOHEHHWE OT
YCTAHOBJICHHBIX YCIIOBHH, J1aboparopusi MOJDKHA BKJIIOYUTH B OTYET 3aKIIOYEHHE O TOM, Ha Kakue
pe3yabTaThl MOT'YT HOBIUATH JaHHbBIE OTKJIOHEHUS.

7.4.4 B cny4ae ecnu 00BEKTHl HEOOXOAMMO XPAaHUTh MM KOHAMIIMOHUPOBATH NMPU ONPEIeTICHHBIX
YCIOBHUAX OKPYXKAaIOLIeH Cpeapl, 3TH YCIOBUSA JOJDKHBI IOJECPKUBATHCS, KOHTPOJIMPOBATHCS U
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pETUCTPUPOBATHCSL.
7.5 TexunueckKkue 3anucHu

7.5.1 Jlaboparopusi HOKHA 00ECIIEUUBATh HATMYME B TEXHHUYECKUX 3aMUCAX I KAXKIOTO BUAA
71a00paTOPHOI 1eATeNbHOCTH Pe3y/IbTaToOB, OTYETA U AOCTATOYHOU MH(OpMAaLIUHY, TTO3BOJISAIONIEH, €CIIH 3TO
BO3MOXHO, MACHTU(UIMPOBATH (DAKTOPHI, BIUSIONIME HAa PE3ylIbTaT M3MEPEHHS W CBSI3AHHYIO C HUM
HEOTPEACNICHHOCTh M3MEPEHHM, a Takke 00ecleYyUTh BO3MOXKHOCTH MOBTOPHOI'O MPOBEACHUS TaHHON
71a00paTOpPHON NEATEIbHOCTU B YCIOBHSX, MAaKCHUMaJbHO OJIM3KUX K IE€pBOHAdalbHBIM. TeXHHUYecKue
3aMycy JOJDKHBI BKIIIOYATh J1aTy U CBEJECHUS O MepcoHaie 1abopaTopun, KOTOPhIM HECET OTBETCTBEHHOCTD
3a KaXIpld BHJ Ja00OpaTOpPHON AEATENBHOCTH M 32 IMPOBEPKY JAHHBIX W pe3yiabTaroB. llepBuuHbIe
HAOJIO/IEHUs], JaHHbIE M PAcUeThl JOJDKHBI ObITh 3alMCaHbl B MOMEHT, KOTJIa OHU ObUIM TOJYYEHBI, U
JIOJIKHBI OTOXKJIECTBIISITHCSI ¢ KOHKPETHOU paboTOM.

7.5.2 JlaGoparopust JODKHA OOECHEeYMBaTh MPOCIEKHBAEMOCTh H3MEHEHHI, BHOCHMBIX B
TEXHUYECKHUE 3alHCH, K MPEIbIIYIIMM BEpCHsIM JMOO K NMEpBUYHBIM HaOmoneHusM. M mepBuuHbIe, U
M3MEHEHHBIE TaHHbIe U (aillibl JOKHBI COXPAHSITHCA C YKa3aHHEM JaThl BHECEHUS U3MEHEHUH, CBEACHUIA
00 acrnekTax, IpeTepreBIINX U3MEHEHUS, U JIMIIaX, OTBETCTBEHHBIX 32 IaHHbIE H3MEHEHHUS.

7.6 OneHnBaHue HeoNMpeaeJeHHOCTH U3MepPeH it

7.6.1 JlabopaTopuu MNOJDKHBI ONPENENATh BKIAJ(bl) B HEONPENEICHHOCTh u3MepeHuid. llpu
OLICHMBAHWM HEONPEIECIICHHOCTH H3MEPEHUN BCE CYIIECTBEHHBIE BKJAAbl, B TOM 4YHCIE CBS3aHHBIE C
0TOOpOM 00pa3loB, JOKHBI YUUTHIBATHCS C IPUMEHEHHEM COOTBETCTBYIOIINX METOI0B aHAIN3A.

7.6.2 JlabopaTopusi, BBINOJHsMOMIAS KaIMOpPOBKH, B TOM 4YHCIE COOCTBEHHOTO 00OpYyIOBaHMS,
JIOJIKHA OL[EHUBATh HEOIPEEIIEHHOCTh U3MEPEHUH ISl BCEX KaJIMOPOBOK.

7.6.3 JlaGopaTopus, BBINOJHSAIONIAS HCHBITAHUS, JOJDKHA OLIEHUBATh HEOIPEJEIIEHHOCTh
n3MepeHuil. B Tex ciydasx, Korja MeToj MCHBITAHUK MCKIKOYAET CTPOryH0 OLUEHKY HEONPENEeICHHOCTH
W3MEPEHMH, OLIEHUBAHUE JOJDKHO NMPOBOJUTHCS HA OCHOBE NOHMMAaHUS TEOPETUYECKUX MPUHLUIIOB WIH
MPAKTUYECKOIO OIbITA BHIITOJIHEHUSI METO/1A.

IIpumeuanue 1 - B cioydae eciin XOpOIIO U3BECTHBIM METOJ UCIIBITAHUN YCTaHABIMBAET MPEIEIbI
3HaYeHUH OCHOBHBIX HCTOYHHMKOB HEOIPEACIIEHHOCTH M3MEPEHHUH M YyKa3bIBaeT (popMy NpencTaBieHUs
pe3yabTaTOB BBIYMCICHUMN, CUNTAETCS, YTO JTAOOpATOPHs BBIMOJIHWIA TpeOoBaHus 7.6.3, cleays METOdy
VCIBITAHUN U UHCTPYKIIMHU T10 MPEACTABIECHUIO PE3YIIbTATOB.

IIpumeyanue 2 - [Ipu HCNIOIB30BaHMM KOHKPETHOI'O METOJA, JJII KOTOPOI'O HEONPEIEIECHHOCTh
pe3ysbTaTOB M3MEpEHUHl yxe Oblsla yCTAaHOBJIEHA M IOJTBEp)KJEHa, HET HEOOXOAWMOCTH OLIEHUBATh
HEONpEAENEeHHOCTh ~ M3MEpPEeHuM Uil  KakJIOoro  pesyiapTara, eciu  jaboparopus  MOXKET
IPO/IEMOHCTPUPOBATH, YTO BBISBJICHHbIE KPUTHUECKHE (DAKTOPBI, OKA3bIBAIOIIUE BIMSHUE, HAXOIATCS MO
KOHTPOJIEM.

IIpumeuanue 3 - s noapo6Hoit undopmaruu cM. ISO/IEC Guide 98-3, ISO 21748 u crannaptsl
cepuu [SO 5725.

7.7 Obecneyenne 10CTOBEPHOCTH Pe3yJIbTAaTOB

7.7.1 JlaGopatopusi HODKHA UMETh TPOIEAYPY [UII MOHUTOPHHTA JOCTOBEPHOCTH PE3YJbTAaTOB
cBoel nestenbHOCTH. [lomyueHHbIe 1aHHBIE JOKHBI PETUCTPUPOBATHCS TaKUM 00pa3oM, YTOOBI MOXKHO
ObLIO BBISIBUTH TEHIAEHIMH, W TaMm, TI/I€ OTO NPAKTHUYECKU BO3MOXKHO, JIOJDKHBI HPUMEHSATHCA
CTaATUCTUYCCKUC MCTOABI AJId aHAJIM3a PC3YJIbTATOB. I[OJ'DKGH 6BITI> COCTAaBJICH IIJIaH TAKOI'O MOHHUTOPHHIA
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U TPOBOAMTHCA €ro aHanmu3. MOHUTOPHHT JIOJDKEH BKIIOYAaTh (HO HE OrpaHWYMBATHCS), TJIE
1esecoo0pa3Ho, Cleayolee:

a) UCTOJIB30BAHNE CTAaHAAPTHBIX 00PA3LIOB MM 00pa3IOB I KOHTPOJIS KaueCTBa,

b) wucmonp30BaHWE AJIBTEPHATUBHOTO OOOPYAOBAaHHS, KOTOpoe OBUIO KaJIMOpOBaHO, IS
o0ecreyeHns: MPOCIeKUBAEMOCTH PE3YIbTATOB;

¢) npoBepKy(¥) GyHKIHOHUPOBAHUS U3MEPUTEIHLHOTO U UCIIBITATEIIBHOTO 000PYI0BaHUS;

d) ucnonp3oBaHME KOHTPOJIBHBIX WK pab0YMX ATAJTOHOB C BEACHHWEM KOHTPOJIBHBIX KapT, I'ZI€ 3TO
MPUMEHHUMO;

€) IPOMEXYTOUYHBIE POBEPKU U3MEPHUTEIILHOTO 000PY10BAHMUS;

f) moBTOpHbIE UCTIBITAHUS UM KATUOPOBKU C MCIIOIH30BAaHUEM OJTHOTO U TOTO K€ WIH Pa3IUYHBIX
METO/IOB;

€) NOBTOPHBIE UCTIBITAHUS WJIM MOBTOPHYIO KAIMOPOBKY XpaHSIIMXCS 00Pa3IoB;

h) Koppensuio pe3yapTaToB sl pa3IMYHBIX XapaKTEePUCTHK 00pasia;

1) aHaTU3 MOJIyYEHHBIX JaHHBIX;

j) BHYTpHIIa0OpaTOPHBIC CIMYCHUS;

k) ucnipiTanus mudpoBanHoro(bix) 006pasma(os).

7.7.2 JIabopatopusi TOJHKHA OCYIIECTBISITH MOHUTOPHHT CBOCH JIESTEILHOCTH ITyTEM CPaBHEHUS C
pe3ylbTaTaMH JAPYTUX JIabopaTOpHil, €clu 3TO BO3MOXHO M MPUMEHUMO. Takoil MOHUTOPUHT IOJKEH
IUTAHUPOBAThCA, M €ro pe3yibTaThl JOJDKHBI aHaM3upoBaThecs. OH JIOIDKEH BKIOYaTh (HO HE
OTPaHUYMBATHCS) CIEAYIOIUE MEPOTIPUATHS WIH OJTHO U3 HUX:

a) yuacTHe B IIPOBEpPKaxX KBAIU(UKAIUH.

Ipumeuanue - B ISO/IEC 17043 mnpuBeneHa IOMONHHUTEIbHAS WHGOpPMAIUS O IMPOBEPKAx
KBaM(UKAMM U O TpoBaiifiepax MpoBepku KBanudukanuu. [IpoBaiiepsl mpoBepkH KBadupUKaIUH,
KoTopbie BeIMoHAIOT TpeboBanus ISO/IEC 17043, cuntaroTcst KOMIETEHTHBIMU;

b) yuactue B MexI1a00paTOPHBIX CIMYEHUSAX, OTIIMYHBIX OT IPOBEPOK KBATU(DUKAIIH.

7.7.3 JlaHHBIE, TIOJyYEHHbIE C IIOMOLIbI0 MOHHUTOPHHIA, JOJDKHBI AaHAIU3UPOBATHCS U
UCIIOJIB30BaThCsl Ul yNpaBlIeHUs J1a00paTOPHON [EeATEIbHOCTBIO, @ TAKKE I10 BO3MOXKHOCTU IS
BHECEHHUsl YIydllleHHH B paboTy naboparopuu. Ecmu OblI0 OOHAapyXeHO, YTO pe3yiabTaThl aHAIN3a
JTAHHBIX, TOJYYEHHBIX NP MOHUTOPHHIE, BBIXOAST 32 paMKHM yCTAHOBJIEHHBIX KPUTEPUEB, HEOOXOJIUMO
INPEIIPHUHITh COOTBETCTBYIOIIUE JAECUCTBHUA C ILEJIbI0 TNPEJOTBPAIICHUS BKJIYEHHUS B OTYETHYIO
JIOKYMEHTAIMI0 HEBEPHBIX PE3YJIbTATOB.

7.8 IlpeacraBiieHHe 0TYETOB O pe3yJbTaTax

7.8.1 O01mme noJ10KeHus

7.8.1.1 Pe3ynbTaThl 1OIKHBI OBITH PACCMOTPEHBI M YTBEPKACHBI /10 UX BBIAYH.

7.8.1.2 Pe3ynbpTarhbl JOJKHBI OBITH MIPEACTABICHBI TOYHO, YETKO, HEJIBYCMBICIIEHHO U OOBbEKTUBHO,
KaK IpaBWwio, B Qopme oTyeTa (Hampumep, OTYET OO0 HCIBITAHUSAX, CBUAETEILCTBO (cepTHUdHUKAT) O
KaTMOpOBKEe WK aKT 0TOOpa 00pa3IoB) U TOJKHBI BKIIIOYATh B ¢€0s BCIO MH(POPMAIINIO, COTTIACOBAaHHYIO C
3aKa3YMKOM M HEOOXOIMMYIO JIJIsl HHTEPIPETALUY Pe3yIbTaTOB, a TAK)KE BCIO MHPOPMAIIHIO, TpeOyeMyto B
COOTBETCTBUHM C IPHMEHSEMBbIM MeTOJOM. Bce odopmieHHble OTYETHl AOJKHBI OBITH COXpPaHEHBI B
Ka4yeCTBE TEXHUUECKUX 3aIUCEH.

Ilpumeuanue 1 - Iy menedt HACTOSIIETO CTaHAAPTA OTYETHl 00 MCHBITAHUSIX M CBUACTEIIHCTBA
(ceptu¢ukarel) 0 KaaMOpPOBKE HHOIZA MOTYT HAa3bIBaThCS NMPOTOKOJIAMH HUCHBITAHUA M OTYETaMH O
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KaJII/I6pOBKe COOTBCTCTBCHHO.
HpnMeanne 2 - Otyernl MOI'yT OBITh HU3JaHbl Ha 6YMa)KHOM HOCHUTCIIC HJIM C IIOMOILIBHO
SJICKTPOHHBIX CPCACTB IIpH YCIIOBUU, UTO Tpe6OBaHI/ISI HACTOALICTO CTaHAapTa BBIMIOJIHCHBI.

7.8.1.3 Ilpu cornacoBaHuM € 3aKa3YMKOM PE3yJIbTaThl MOTYT OBITH MPEACTABICHBI B YIPOIICHHOM
Bujie. JItoOble cBeneHus, yKka3zaHuble B 7.8.2-7.8.7, KOoTopble HE ObUIM MPECTABICHBI 3aKA3UUKY, JOKHBI
OBITH JICTKOAOCTYITHBIMHU.

7.8.2 O01mme TpedoBaHus K oTYeTaM (00 MCNILITAHUSAX, KAJTHOPOBKE WX 0TOOpe 00pa3LoB)

7.8.2.1 B mensix MUHUMH3ALUU BO3MOXXHOCTH HEMPABMIIBHOTO NMOHMMAHHUS WM HEMPABUIHLHOTO
UCIIONb30BaHUsl MHGOpPMAIUU KaXIbIii OTYEeT JODKEH BKIIOYAaTh KaK MHHUMYM CJEIYIOIIYIO
UH(POPMALIUIO, €CIIH Y Jab0paTOPHH HET 0OOCHOBAHHBIX IPUYHMH HE BBHITIOIHATH 3TO TpeOOBaHHUE:!

a) Ha3BaHue (Hampumep, "Otuer 00 ucnbiTanusx", "CBuaeTenscTBO (cepTudukar) o kanuopoBke"
uin "AKT oTOopa 06pa3ios");

b) HaMeHOBaHUE U aapec JabopaTopuu;

C) MECTO OCYILIECTBJICHUS JIA0OPATOPHOW NESATEIHHOCTH, B TOM YHCIE €CIM OHA OCYIIECTBISIIACH
Ha TUIOINAJAX 3aKa3yuKa, JIM0O Ha y4acTKaX, yIaJeHHBIX OT MOCTOSIHHBIX MPOU3BOJICTBEHHBIX MIIOMIAICH
nabopaTtopuu, MO0 Ha COOTBETCTBYIOIINX BPEMEHHO MCIIOIb3YEMbIX UM MOOMIIBHBIX 00BEKTax;

d) yHUKalbHYIO UACHTU(UKALNIO, JUISI TOTO YTOOBI BCE €r0 COCTABJISIONINE BOCIIPUHUMAIINCH KaK
9acTh O0IIEro 0T4eTa, M YeTKYI0 HACHTU()UKALIMIO KOHIIA OTYETA;

€) HaMMEHOBaHNE U KOHTAKTHbIE JaHHBIC 3aKa34YHKa;

f) npeHTHQUKAUIO0 TPUMEHAEMOT0 METOA;

£) onucaHue, OAHO3HAUYHYIO0 UICHTU(UKALIUIO U IPU HEOOXO0AUMOCTH COCTOsIHUE 00pasiia;

h) mary momydenust oOpa3ua(oB) Il WCHBITAHUW WIM O0bEKTa KaTUOpOBKM M JaTy oTOOpa
00pa3na(oB), KOTr/1a 3TO UMEET BayKHOE 3HAUYEHUE [Tl JOCTOBEPHOCTH U IIPUMEHEHUS Pe3ybTaToB,;

1) naty(bl) OCYIIECTBIICHUS JTAOOPATOPHOU EATETHHOCTH;

j) IaTy BbIAAUU OTYETA,

k) ccpuiky Ha miaH ¥ MeToA OTOOpa O0pa3loB, HCIIOJIB30BAHHBIE JIAOOpPATOPUEH WM JPYTHMHU
OpraHamH, €clid 3TO Ba)KHO JJIsl JOCTOBEPHOCTHU WJIM PUMEHEHUS Pe3yJbTaToB,;

1) 3asiBIeHME O TOM, YTO PE3YNbTAaTHl OTHOCATCS TOJNBKO K OOBEKTaM, MPOIIEAIINM HCIBITAaHHS,
KaTMOpOBKY UM O0TOOP;

m) pe3yibTaThl, TAe ATO IPUMEHUMO, C €IMHUIIAMU H3MEPEHIS,

N) AONOJHEHHUS, OTKJIOHEHMS WIIM UCKITIOUEHHSI U3 METOAR;

0) UACHTUPUKAIMIO JIHLI(a), YTBEPAUBIINX(ET0) OTUET;

P) OJTHO3HAYHYIO UICHTHU(PHUKAIMIO PE3YIbTaTOB, HOTYYEHHBIX OT BHELITHUX ITOCTABIUKOB.

[Ipumeuanue - BriroueHre 3asBICHUS O TOM, YTO OTUYET HE JIOJDKEH OBITh BOCIPOW3BENEH HE B
MOJTHOM 00beMe 0e3 pazpelieHus 1ad0paTopun, MOKET 00ECTICYNTh YBEPEHHOCTh B TOM, YTO YaCTH OTYETa
HE UHTEPIPETUPYIOTCS BHE KOHTEKCTA.

7.8.2.2 JlabopaTopus T0JKHA HECTH OTBETCTBEHHOCTH 3a BCIO MH(OpPMAIIHIO, MPEICTABICHHYIO B
oT4eTe, 3a HCKIIOYCHHWEM CIydaeB, Korja HWHQOpMAIMs NpPEeAoCTaBiIseTcs 3aKa3unkoM. JlaHHBIE,
IPEJOCTaBICHHBIE 3aKa3UMKOM, JIOJDKHBI OBITh YETKO MAECHTHU(HIMpOBaHBL. Kpome Toro, B ciiyuae eciu
UHpOpPMaIKs TPEIOCTAaBICHA 3aKAa3YMKOM M OHAa MOXKET IOBJIMATH Ha JTOCTOBEPHOCTH PE3yJIbTAaTOB, B
OTYET JOJDKHO OBbITh BKJIIOYEHO 3asBJICHHE 00 OrpaHWYEHHUU OTBETCTBEHHOCTH jabopaTtopuu. B ciyuae
ecnu JabopaTtopusi HE OCYIIECTBIIET M HE HECET OTBETCTBEHHOCTH 3a CTaaAWI0 OTOOpa 00pasnoB
(HampuMmep, oOpasery ObLT MPEJOCTaBIECH 3aKa34MKOM), B OTYETE JOJDKHO OBITh OTPaKEHO, 4YTO
HOJTyYCHHBIE PE3YJIbTAaThl OTHOCSTCS K MPEIOCTaBICHHOMY 3aKa34HMKOM 00pasiLy.
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7.8.3 CnennanbHble TPeOOBAHUS K 0TYeTaM 00 HCIIBITAHUSIX

7.8.3.1 B nononHeHue k TpeOOBAHUSAM, MEPEUNUCICHHBIM B 7.8.2, 0TUYETHI 00 UCIIBITAHUSX JTOJDKHBI,
€CIIM 3TO HEOOXOAMMO I MHTEPIPETAIUN PE3yJIbTATOB UCIIBITAHNH, BKJIIOYATh B ce0sl ClIeAyIONIee:

a) nHpopManuoo 00 0cOObIX YCIOBUSIX UCIBITAHUMN, TAKUX KaK YCIIOBHS OKPYKAOLIEH cpeibl;

b) mpu HEOOXOTUMOCTH 3asBICHHE O COOTBETCTBHM TPEOOBAHMSAM WIHM CHEHUPHUKAIHUIM (CM.
7.8.6);

C) i€ 3TO IPUMEHHUMO, HEOIIPEIETIEHHOCTh U3MEPEHMH, ITPEICTABICHHYIO B TEX K€ €IMHULAX, YTO
U u3MepseMas BEIMYMHA, WIM B OTHOCUTEIBHOM IIO OTHOLIEHUIO K M3MEpPAEMON BEIMYMHE BUJE
(Harpumep, B IPOLEHTAX ), KOIraa:

- 9TO UMEET OTHOUIEHUE K JIOCTOBEPHOCTH WJIM MPUMEHEHHIO Pe3yIbTaTOB UCIIBITAaHU;

- 3TOrO TPeOyeT 3aKa3uuK; UITN

- HEOIIPEIeJIEHHOCTh U3MEPEHHUS BIMSIET HAa COOTBETCTBUE YCTAHOBJIEHHOMY IIpE/EIy;

d) MHEHUS 1 HHTEPIIPETAINH, TJE STO IPUMEHHMO (cM. 7.8.7);

€) JIONOJIHUTENIbHYI0 MH(OpMAIMI0, KOTOpas MOXET MOTPeOOBaThCS MO KOHKPETHBIM METOJaM,
OopraHam BJIaCTH, 3aKa34YMKaM WM rpyMIaM 3aKa3uyuKoB.

7.8.3.2 Ecnin nabopatopusi HeCceT OTBETCTBEHHOCTh 32 JESITEIbHOCTh 110 0TOOPY 00pa31oB, OTYETHI
00 HMCIBITAaHUSX JTOJIKHBI COOTBETCTBOBATH TPEOOBAHMSM, YKa3aHHBIM B 7.8.5, €CIM 3TO HEOOXOAMMO IS
UHTEpIpeTalUU Pe3yJIbTaTOB UCIIBITAHUH.

7.8.4 CnennanbHble TPeOOBAHUSA K CBH/IETeIbCTBAM (cepTH(PHUKATAM) 0 KaJMOpOBKe

7.8.4.1 B nononHenue k TpeOOBaHUSAM, [IEPEUUCICHHBIM B 7.8.2, B CBUAETENILCTBA (cepTU(UKATHI)
0 KaJINOPOBKE JTOJIKHBI OBITH BKIIOUEHBI CIEYIOIINE CBECHMUS:

a) 3HaU€HHE HEONpEAEICHHOCTH M3MEPEHMH Ul pe3yibTaTa U3MEpPEeHUH, MPEJCTaBIeHHOE B TEX
K€ eIUMHUIAX, YTO M HM3MepseMas BEIMYMHA, WIK B OTHOCUTEIILHOM [0 OTHOIIEHUIO K H3MepsSeMOi
BEJIMYMHE BUE (HaIpUMep, B IPOLIEHTaX).

I[Ipumeuanue - B coorBerctBun ¢ ISO/IEC Guide 99 pe3ynbraT m3MepeHUs, Kak IPaBHIIO,
BBIPOKAETCS OJHUM W3MEPEHHBIM 3HAUYCHMEM BEJIWYUHBI C YKa3aHUEM EIUHUIBI W3MEPEHHUS U
HEONPEIeTICHHOCTH U3MEPEHNUI;

b) cBeneHuss o0 YyCIOBHSX (HampuMep, YCIOBHAX OKpY)Kalolled cpeabl), MpH KOTOPBIX
BBITTOJTHSITACH KATHOPOBKU M KOTOPBIE MOTIIM OKa3aTh BIMSHUE HA PE3yJbTaThl H3MEPEHHUI;

C) 3asiBJCHHE O TOM, KakuM OOpa3oM oOecreunmBaeTcs METPOJOrMyecKas MpOCiIeKHBAEMOCTh
U3MepeHuit (cM. npusoxenue A);

d) pe3ynbTaThl, MOJy4YeHHBIE /10 U TIOCJIE PETYIUPOBKH UM PEMOHTA, €CIM TAaKOBbIE IPOBOMIIUCE;

€) 3asBJICHHE O COOTBETCTBUH TPEOOBAHUAM WU Crielu(UKaIusaM npu HeoObxoaumocTtu (cM. 7.8.6);

f) MHeHus u uHTEpIIpeTanuu (cM. 7.8.7) npu HeOOXOAUMOCTH.

7.8.4.2 Ecnu naGoparopusi oTBeuaeT 3a JEATEIbHOCTh MO OTOOpY 00pa3loB, CBUIETEIHCTBA
(cepTu¢ukarel) 0 KaaTuOpPOBKE JOJKHBI COOTBETCTBOBATH TPEOOBAaHMAM, yKa3zaHHBIM B 7.8.5, eciid 3TO
HEOOXOIMMO TSI MHTEPIIPETALNHU PE3YIbTATOB KAINOPOBKH.

7.8.4.3 CBuaerenscTBO (cepTUPUKAT) O KATUOPOBKE WM KATMOPOBOUHAS ITUKETKA HE JOJIKHBI
COJIep’KaTh HUKAKUX PEKOMEHJAIUN MO BBIOOPY MEXKKATMOPOBOYHBIX WHTEPBAJIOB, KPOME TEX CIIy4aes,
KOTJ1a 3TO OBUIO COTIACOBAHO C 3aKa3YUKOM.

7.8.5 IlpeacraB/ieHne pe3yabTATOB IO 0TOOPY 00pa3LoOB - clielHAIbHbIE TPeOOBAHUS
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Ecnu naGopatopust HeceT OTBETCTBEHHOCTb 3a JIESATEILHOCTD 110 0TOOpPY 00pasIloB, B JOMOJIHEHHE
K TpeOOBaHUSM, MEPEUYUCICHHBIM B 7.8.2, KOTJa 3TO HEOOXOAMMO IJIsi MHTEPIPETAIlUU PEe3yJIbTaToB,
OTYETHI JOJDKHBI BKITIOYATh CIICAYIONICE:

a) naty orbopa 00pasIoB;

b) yHUKaIBbHYIO HACHTH(DHUKAIIMIO BRIOPAaHHOTO 00pa3lia Wik MaTepuaia (BKJIIOYas HAUMCHOBaHUE
MIPOU3BOIUTEIISI, 0003HAYCHUE MOJICITH WITU THITA U CEpUHHBIC HOMEPa, KOTJa 3TO MPUMEHUMO);

¢) MecTo 0TOOpa 00pa3oB, BKIFOYAs JIFOOBIC JUATPaMMBbI, 3CKU3bI WU GoTorpaduu;

d) cceinky Ha IaH 0TOOPA U METOJ 0TOOPA;

€) CBelcHHs 000 BCEX YCIOBHSX OKPYXArOIIEH cpelbl BO BpeMsi 0TOOpa 00pasloB, KOTOpHIC
BIIUSIOT HA HHTEPIPETAIUIO PE3YyIhTATOB;

f) nuadopmarro, HEOOXOIUMYIO JUIS OLEHKH HEONPEISICHHOCTH MU3MEPEHHH ISl MOCIIEAYIOIINX
UCTIBITAHUHN WIIA KATHOPOBKHU.

7.8.6 IlpeacraBiieHne 3aK/JII049€HNH 0 COOTBETCTBUM

7.8.6.1 Ecnu 1o pe3ynbrataMm UCHBITAHUS WU KAITUOPOBKU JIETAETCS 3aKIIFOUEHUE O COOTBETCTBUU
cnenu(UKauy WIK CTaHIApTy, Ja0opaTopHs JODKHA JTOKYMEHTHPOBAThH MPABUIIO MPUHSATHS PELICHHUS,
NPUHUMAs BO BHHUMAaHHE YPOBEHb pHCKa (HampuMep, JIOKHOIIOJIOKHUTEIHLHOS WIN JIOKHOOTPUIATEITLHOES
pellIeHHEe, CTATUCTHYECKUE MPEIITOIOKEHHS ), CBSI3aHHBIN C MPUMEHSEMBIM TIPABUIIOM TPUHATHS PCIICHHS,
Y TIPUMEHUTH JIAHHOE MPABUIIO.

IIpumeyanue - Ecinu nmpaBuUiio NPHUHATHS PEIICHHWS YCTAHOBIICHO 3aKa34MKOM, MPAaBWIAMH WIIH
HOPMAaTHUBHBIMHU JTOKYMEHTaMH, JAajbHENIIee pacCCMOTPEHUE YPOBHS pUCKa HE TpedyeTcs.

7.8.6.2 JlaGopaTopusi JOJDKHA TPEICTABUTH 3aKIFOUYEHHE O COOTBETCTBUH, B KOTOPOM YETKO
OTIPE/IEIIEHO:

a) K KaKMM pe3yJibTaTaM MPUMEHSETCS JTAHHOE 3aKJIF0UCHHE;

b) KaKnuM CHGHI/I(bI/IKaIII/IﬂM, CTaHI[apTaM NN UX YacCTsiaM COOTBCTCTByeT UJINn HE COOTBGTCTByeT
00BEKT;

C) MPaBHIIO TPUHATHS PEIICHHs, KOTOPOe OBLJIO HCIOIB30BaHO (€CIM OHO HE COJEPIKUTCS B
COOTBETCTBYIOIIUX CHEIU(DUKAIINU HITH CTAaHIaPTe).

IIpumeuanue - /1511 noaydenus nononHutensHoi napopmanuu cM. ISO/IEC Guide 98-4.
7.8.7 IlpeacraBieHrne MHEHHH M HHTepIpeTanuii

7.8.7.1 B cinyuae mpeacTtaBieHHs MHEHMHA M MHTEpIpeTanuil JabopaTopus A0JKHA 00ECTIEeUYHTb,
YTO TOJIBKO MEPCOHAN, YIOJHOMOYEHHBIM HA IPEICTABICHNE MHEHHU W WHTEPHPETALNM, MPEACTABISIET
COOTBETCTBYIOIIME 3asBleHHs. JlaGoparopusi NOHKHA JOKYMEHTHpPOBATh OCHOBAaHHUS, HA KOTOPBIX
0a3upyroTCs BKIIOUYEHHbIE B OTYET MHEHUSI U HHTEPIIPETALIUH.

I[Ipumeuyanue - BaxHO OTIMYaTh MHEHHS W HWHTEPIPETAIMA OT BBIBOJOB IO pe3yiabTaTaM
MHCTIEKIMH WM cepTUdUKaLUU MPOAYKIUH, Kak 3To ycranosyieHo B ISO/IEC 17020 u ISO/IEC 17065, u

OT 3asIBJIECHUM O COOTBETCTBUU, YIOMSHYTHIX B 7.8.6.

7.8.7.2 MHeHHS WU MHTEPIIPETAIlUHU, COACpIKalIUecs B OTYETaX, JMOJDKHBI OBITh OCHOBAaHBI Ha
pe3yanaTax, HOJ'Iy‘-IeHHI:IX JJIA O6’beKTa, HpOXOI[I/IBH_IeI‘O I/ICHI:ITaHI/ISI/ KaHI/I6p0BKy, " JOJIPKHBI 6I:ITB YCTKO
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0003Ha4YeHbI KaK TAKOBBIE.
7.8.7.3 Eciu MHEHMsI M1 HHTEPIPETAIIMHN TIPEACTABIISIFOTCS MyTEM HEMOCPEACTBEHHOTO O0CYKICHUS
pPe3yIbTAaTOB C 3aKa3YMKOM, HEOOXOAMMO COXPAHSITh COOTBETCTBYIOIIME 3aMUCH TAKOTO 00CYXKICHHUS.

7.8.8 U3menenus K oryeram

7.8.8.1 Eciin HeoOX0AMMO BHECTH W3MEHEHHs, JOMOJHEHHUS B BBLIAHHBIA OTYET, mepeo(opMuTh
ero, a00oe u3MeHeHue MH(OpPMALUU JOKHO OBITh YETKO 00O3HAuEHO U, €CiM HeoOXOoIuMo, MpUYHHa
BHECEHMSI U3MEHEHHUS IOJDKHA OBITh BKIIFOUEHA B OTYET.

7.8.8.2 M3meHeHus B OTYET IIOCJIE€ €ro BbAAYM JOJDKHBI BHOCUTBCA TOJBKO B BHJE
JOTIOJIHUTEIBHOIO  JOKYMEHTa WM MHOro crnoco0a Mepefauyd JaHHBIX, KOTOpbIE BKJIHOYArOT
dbopmynupoBky: "M3MeHeHHE K OTUETY, MOPSAKOBBIA HOMEP... [MIM WHas UACHTU(UKAIUS|" WIH OPYTYIO
0I00HYI0 (POPMYIIUPOBKY.

Takue n3MeHeHus JOJKHBI COOTBETCTBOBATh BCEM TPEOOBAHUSM HACTOALIETO CTaHIapTA.

7.8.8.3 Korna HeoOX0AMMO BbIIaTh HOBBIM OTYET O pe3yibTaTax, OH JOJKEH ObITh YHUKAIbHBIM
00pa3oM UIeHTU(PUIIUPOBAH U COAEPKATh CCHUIKY Ha OTYET O Pe3yJIbTaTaX, KOTOPBIM OH 3aMEHSET.

7.9 Kano6sl (mpeTeH3nu)

7.9.1 Jlaboparopust JOHKHA UMETh JOKYMEHTHUPOBAHHBIN MpOIECcC i MOIyYeHHs, paCCMOTPEHUs
xao0 (MpeTeH3uit) ¥ MPUHATHS PEIICHHI 10 Kano0aM (TIPEeTeH3HIM).

7.9.2 Onucanue mporiecca oOpalieHus ¢ xano0aMu (MIPETeH3UsIMH) JOKHO OBITH JOCTYITHO BCEM
3aMHTEPECOBAHHBIM CTOpPOHAM 0 3ampocy. Ilpu nmonydyeHun xanoObl (MpeTeH3UNn) J1adopaTopusl T0JIKHA
yJIOCTOBEPUTHCSI, OTHOCUTCS JIM jKanoba (MpeTeH3us) K J1abopaTOpHOU JEATENIbHOCTH, 3a KOTOPYI OHa
HECEeT OTBETCTBEHHOCTb, M, €CJIM 3TO TakK, JOJDKHA NMPHHATH €€ Ha paccMoTpeHue. JlaGoparopus HeceT
OTBETCTBEHHOCTb 3a MpPUHATHE BCEX pEIIEHHH Ha BCeX CTaIusAX Mpolecca PacCMOTPEHHUS >KanoObl
(mpeTeH3un).

7.9.3 Tlpomecc paccMoTpeHust xkanod (IpeTeH3wii) JODKEH BKIIOYaTh MO KpalHel Mepe
CJICAYIOIINE DIIEMEHTHI U METO/IBI:

a) OIMCaHME Tpolecca MOITY4YEHUs, IPOBEPKH, PACCMOTPEHMS >KanoObl (MPETeH3UH) U NMPUHATHS
perreHust 00 OTBETHBIX JICHCTBUSAX, KOTOPBIE TOJHKHBI OBITH TIPEANIPHHSTHL,

b) oTcrnexxuBaHue U perucTpanus xajaod (IpeTeHs3uil), BkiItoyas AUCTBUS, IPEANPUHATHIE IS UX
pa3peuieHus;

¢) obecrieueHue Toro, 4To He0OXOAUMBIE MEPBI PEANPUHIUMAIOTCS.

7.9.4 Jlabopatopwusi, morydaromast xKano0y (IpeTeH3nr0), J0JKHA HECTH OTBETCTBEHHOCTH 3a cOOp
U TIPOBEPKY Bcell HEoOXoauMol HMH(OpManUHM ¢ ILEIbl0 MOATBEP)KICHUS OOOCHOBAHHOCTU >KaloObl
(mpeTeH3un).

7.9.5 Koraa 3T0 BO3MOXXHO, JIaOOpaTOpHUs JOJDKHA MOATBEPIUTH MOTyUEHUE KaJIo0bl (TIPETEH3UN)
¥ HH)OPMHUPOBATH 3asIBUTENSI O XOJIE M PE3y/IbTaTaX PAaCCMOTPEHHUSI.

7.9.6 Pe3ynbTaThl pacCMOTPEHUS 7Kajo0bl (MIPETEH3UH), KOTOpble OyIyT JOBEAEHBI 10 3asBUTEN,
JOJKHBI  OBITH TOATOTOBJIEHBI WM PACCMOTPEHBI M 0100peHbl JuioM(aMu), KoTtopoe(ble) He
OpUHUMANO(M) yd4acTusi B JIEATENILHOCTH JadopaTropuu, MO TOBOJY KOTOPOM MOCTymuia xkajoba
(mpeTensus).

HpnMeanne - DTO MOKET BBIIOJIHATHCS BHCIITHUM IIEPCOHAIIOM.

7.9.7 Korma »TO0 BO3MOXHO, jJabopaTopus AODKHA MPEAOCTaBUThH 3asABUTETIO0 OQHUIIMATBHOE
YBEIIOMJICHHE O Pe3yJIbTaTaX PacCMOTPEHUS HKaJI00b! (IPETEH3UN ).
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7.10 YnpasJiieHue HeCOOTBeTCTBYIOIIeil padoToi

7.10.1 JlaGopaTopus 10JDKHA HMETh IPOLIETYPY, KOTOPYIO IPUMEHSIOT B CIydae, €CJIM KaKou-JIn0o
aCIeKT JIadOpaTOPHOW JEATENIbHOCTH WJIM PE3yJlbTaThl pabOThl HE COOTBETCTBYIOT COOCTBEHHBIM
npoleypam 1adopaTopuy WM TpeOOBaHUAM, COTJIAaCOBAaHHBIM C 3aKa3UMKOM (Hampumep, 000pyroBaHUE
WIM YCJIOBHUS OKpYXaloUlel Cpeapl HE COOTBETCTBYIOT YCTAHOBJIEHHBIM IpEJENiaM, pe3yJIbTaThl
MOHUTOPHHIAa HE OTBEYAIOT YCTAaHOBJIEHHBIM KpuTepusam). [Ipouenypa nomkHa obecreunBaTh, YTo:

a) OTpe/IeIeHbl OTBETCTBEHHOCTh M IOJTHOMOYHS [T YIIPABJICHUS] HECOOTBETCTBYIOMIEH paboToM;

b) neiicTBus (BKJItOYasi IPUOCTAHOBKY MJIM IOBTOP pabOTHI U IPUOCTAHOBKY BbIJIaYX OTYETOB, €CIIH
HE00X0/IMMO) OCHOBaHBI HA YPOBHSX PHUCKA, YCTAHOBJICHHBIX JJAOOpAaTOPHEH;

C) NPOBEIEHO OLEHUBAHHWE 3HAYMMOCTH HECOOTBETCTBYIOIIEH YCTAHOBJIEHHBIM TpeOOBaHUAM
paboThL, B TOM YHCIIE aHAJIU3 €€ BO3JEHCTBUS Ha MPEIbIAYIINE PE3YIbTAThL;

d) npuHATO pelieHne 0 NPUEMIIEMOCTH HECOOTBETCTBYIONIEH paboThI;

€) Korja 3T0 He00X0AUMO, YBEIOMJICH 3aKa3UnK U aHHYJIUPOBAHBI PE3YJIbTaThl pabOTHI;

f) onpenenena OTBETCTBEHHOCT 3a MPUHSATUE PEIIEHUS O BO30OHOBIEHUHU pabOTBhI.

7.10.2 JlaGoparopusi AOJKHA BECTH 3allUCH B OTHOLIEHUM HECOOTBETCTBYIOIIEH pabOThl U
HEOOXOUMBIX JeUCTBUH, Kak ykazaHo B 7.10.1, nepeuncnenus b)-f).

7.10.3 B Tex cmywasx, KOrja OIICHKa IOKa3bIBAET, YTO HECOOTBETCTBYIOMIAs padOTa MOMKET
HOBTOPUTHCSI, UJIM €CTh COMHEHUS B OTHOIIEHUU COOTBETCTBUS AEATEIBHOCTU Ja00paTOpUM COOCTBEHHON
CHCTEME MEHE/DKMEHTA, JJAO0paTOpHs TOJHKHA 00ECTICEYUTh BHIITOJHEHHE KOPPEKTHPYIOMINX ACHCTBHI.

7.11 YnpaBieHue 1aHHBIMHM U HH(OpMaIHed

7.11.1 JIaGopaTopusi 10JKHA UMETh JIOCTYI KO BCEM JaHHBIM M MH(OpMalMu, HEOOXOIUMBIM AJIs
BBITTOJIHEHUS TAOOPATOPHOH 1A TETbHOCTH.

7.11.2 IlpaBuibHOCTh (PYHKIMOHUpPOBaHUS cucTeM(bl) ynpaBiieHuss MHpopMmalueil sadboparopuu,
UCTIONb3YeMbIX (0i1) At cOopa, 06pabOTKH, 3alUCH, MPEACTABICHUS Pe3yIbTaTOB, XpPaHEHUs WM TOUCKA
JaHHBIX, B TOM 4YHCJI€ NPAaBWIBHOCTh (DYHKIHOHUPOBAHUS HHTEpQEiicoB cucTeM(bl) YIpaBIEHUS
uHpopmanueil nadoparopuu, AoKHa(bI) OBITH MPOBEpeHa J1abopaTopuell nepes BHEAPEHUEM B paboTy.
[Ipn m100BIX HW3MEHEHHUAX, BKJIIOYas M3MEHEHHs KOHQUIrypallMu MPOrpaMMHOr0 oOecredeHust
nabopaTopuy WJIM MOAU(DUKALIUN KOMMEPYECKOIO MPOTrPaMMHOIO OOeCledYeHus, OHU JOJDKHBI ObITh
YTBEPXkACHBI, TOKYMEHTUPOBAHbI U BAIUIUPOBAHBI 10 BBE/ICHUS UX B JIEHCTBUE.

[Ipumeuanue 1 - B HacTosieM ctanmapTe "cucTemsl yrnpaBieHUs HHbopMmaiueil tabopaTtopun"
BKIIIOYAlOT B ce0s  ympaBieHWe JaHHBIMM W HMHpOpmanueil, cojepkammucs Kak B
KOMIIBIOTEPU3UPOBAHHBIX, TaK U B HEKOMIIBIOTEPU3UPOBAHHBIX cucTeMax. Hekoropele u3 TpeboBaHMii
MOTYT OBITh B OOJNBIIEH CTENEHW MPUMEHUMBI K KOMIIBIOTEPU3UPOBAHHBIM CHCTEMaM, 4YeM K
HEKOMIIBIOTEPU3UPOBAHHBIM CUCTEMAaM.

IIpumeuyanue 2 - JlocTynHoe Ha ppIHKE KOMMEpPUECKOe MPOrpaMMHOe 00ecrieueHHe MPH OOBIYHOM
€ro HCIOJIb30BaHUM B 00JIACTH, U1 KOTOPOW OHO MpeIHa3HAaYeHO, MOXKET CUMUTAThCS B JOCTATOYHOM
CTENEHH BATUANPOBAHHBIM.

7.11.3 Cucrema(bl) ynpasienus: HHGpopmMaiueit madopatopuu, 10xHa(b):

a) ObITh 3amuieHa(bl) OT HECAHKIIMOHUPOBAHHOTO JIOCTYTIA;

b) ObITh 3amumIeHa(bl) OT UCKAXKEHUS WM TIOTEPH JAHHBIX;

¢) (YHKIIMOHUPOBATH B YCIOBUSAX OKPY)KAIOIIEH CPebl, KOTOPhIE COOTBETCTBYIOT CHEIU(PUKALIUIM
NOCTaBIIMKA WIK Ja00OpaTopuu, Wi, B Clydyae HEKOMIBIOTEPU3UPOBAHHBIX CHUCTEM, CO3[aBaTh YCIOBHS,
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o0ecreYnBaroNINe HEU3MEHHOCTD BBITTOJIHEHHBIX OT PYKH 3aIlicell ¥ paciim(poBKH;

d) moanmepxuBaThCcs B TAaKOM COCTOSIHHUH, KOTOpPO€ O0OecredyrBaeT IIeIOCTHOCTh JAaHHBIX U
uHpOpMaLNH;

€) BKIIOYaTh PETUCTPAIMI0 CHUCTEMHBIX COOEB U COOTBETCTBYIOLIMX OINEPATHBHBIX U
KOPPEKTUPYIOIIUX JEHCTBUN.

7.11.4 B ToM cnydae, €clii yIpaBJICHHE TAaHHOW CHCTEMOH M €€ IMOJJIEpPHKAHUE OCYIIECTBISAETCS
JTUCTAHIIMOHHO WJIM 4Yepe3 BHEIIHETO MOCTaBIIUKA, JIA0OpaTOpHs OJKHA OOCCIIEUYUTh COOTBETCTBUE
MOCTAaBIIMKA WIH ONIEpaTOpa CUCTEMbI BCEM MPUMEHUMBIM TPEOOBAaHUSAM HACTOSIIETO CTaHAapTa.

7.11.5 JlabopaTtopust AomKHA OoOecreyuBaTh, YTOOBI MHCTPYKIUH, PYKOBOJICTBA M CIPAaBOYHBIC
JaHHbIE, OTHOCSINIKECS K cucTeMe(aMm) yrnpapieHus: nHdopmanuen 1adoparopuu, ObUTH JIETKOIOCTYITHBIMU
JUIsL TIEpCOHAJa.

7.11.6 Pacuerbl M mepenayu JAaHHBIX JOJKHBI TMOJBEPraThbCsl HAJJICKAIIUM CUCTEMATHYECKUM
MIPOBEPKaM.

8 TpeGoBanus k cucreMe MeHeI:KMEHTA

8.1 Bapuantsi

8.1.1 O0mme moJ1oKkeHus

JlaGopaTopusi nOJKHA YCTaHOBUTH, JOKYMEHTHPOBAThb, BHEIPUTh M TMOJECPKUBATH CUCTEMY
MEHEKMEHTa, KOTopasi crocoOHa oOecrneyuBaTh M JEMOHCTPHPOBATh IOCTOSHHOE BBHIMOJHEHHE
TpeOOBaHUI HACTOAIIETO CTaHJIapTa M OOECrevYrBaTh KaueCTBO BBIMIOJIHEHHBIX J1abopartopuei pabot. B
JOTIONTHEHWE K COOTBETCTBUIO TpeOOBaHUAM pazzenoB 4-7 maboparopus AOKHA BHEIPUTH CUCTEMY
MEHE)KMEHTAa B COOTBETCTBUU C BApHAHTOM A WJIM BapuaHTOM B.

I[Ipumeuanue - CMm. npusoxenue B 1 nonomHuTenbHON HHPOpMALIIH.
8.1.2 Bapuant A

Kak MuUHIMYM crucTeMa MeHeKMEHTa T1a00opaTOpHH JOJKHA MPEyCMaTpUBaTh CIIeIyOIIee:
- IOKYMEHTAIMIO CUCTEMbI MEHEKMEHTA (CM. 8.2);

- ypaBjeHUE TOKYMEHTaMU CUCTEMbl MEHEIKMEHTa (cM. 8.3);

- yIpaBJi€HUE 3anuCIMHU (cM. 8.4);

- IEWCTBHSI, CBSI3AHHBIC C PUCKAMU U BO3MOXKHOCTSIMU (CM. 8.5);

- ynyuiieHus (cuM. 8.6);

- KOPPEKTUPYIOIIHE NeUCTBUS (cM. 8.7);

- BHYTpPEHHUE ayuThl (cM. 8.8);

- aHaJIU3 CO CTOPOHBI PYKOBOJACTBA (CM. 8.9).

8.1.3 Bapuant B

JlaGopaTopus, KOTOpasi yCTAaHOBMJIA U MOAJCPKHUBAET CUCTEMY MEHEIKMEHTAa B COOTBETCTBHUHU C
tpeboBanusiMu ISO 9001 m cmocoOHa MOATBEPXKIaTh U JEMOHCTPHPOBATH IMOCTOSIHHOE BBIOJHEHHE
TpeOoBaHUH pazfenoB 4-7, TakkKe JEMOHCTPUPYET KaK MUHMMYM TI'OTOBHOCTH BBINOJHSATH TpeOOBaHUS,
coaepxaniuecs B 8.2-8.9.
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8.2 JlokymeHTaUMsl CHCTEeMbI MEHe:KMEeHTa (BaApUAHT A)

8.2.1 PykoBoacTtBo mabopaTropuu AOHKHO YCTAaHOBHUTb, JOKYMEHTHUPOBAaThH U TMOIACPKHUBAThH
IIOJIUTUKHN U LCJIU OJI1 BBIIIOJIHCHUSA Tpe6OBaHHI>'I HACTOAIICTO CTaHOapTa U AOJIKHO O6CCHC‘-II/ITB, ‘IT06BI
9TH MOJUTUKH U eI ObLTU MPU3HAHBI U BHEIPEHBI HA BCEX YPOBHSX OpraHU3aIMH Ja00paTOpUH.

8.2.2. TlosMTHUKH W UENW JODKHBI OBbITh HampaBlieHbl Ha oOecreuyeHHe KOMIIETEHTHOCTH,
OecTpUCTPAaCTHOCTU U CTAOUIILHOCTH JAEATEILHOCTHU J1a00paTOPHUH.

8.2.3 PykoBojcTBo mnaboparopuy AOKHO MPEACTABUTH JIOKA3aTEIhCTBA MPHUBEPKEHHOCTH K
pa3palboTKe ¥ BHEAPEHHUIO CHCTEMbI MEHEPKMEHTA U TOCTOSTHHOMY TOBBIIICHUIO €€ PEe3yIbTaTUBHOCTH.

8.2.4 Bcst qOKyMeHTAIusl, MPOIIECChl, CHCTEMBI, 3alICH, OTHOCSIIIIECS K BBIOJIHEHUIO TPeOOBaHUH
HACTOSAIIETO CTaHAApTa, JOJKHBI ObITh BKIIFOUEHBI B CUCTEMY MEHEIKMEHTA, COOTHECEHBI UITU CBSI3aHBI C
HEW.

8.2.5 Beck nepcoHal, yuacTBYIOIIMIA B TAOOPATOPHON AEATENbHOCTH, JODKEH UMETh JOCTYI K TeM
JacTaAM  JOKYMCHTAIMKU CUCTEMbl MCHCIKMCHTA U COOTBCTCTBYIOHIeﬁ I/IH(l)OpMaIII/II/I, KOTOPBIC
MPUMEHSIOTCS B cpepe ero OTBETCTBEHHOCTH.

8.3 YnpaBJjieHue J0KyMeHTAMHU CUCTeMbl MEHEIKMEHTA (BapHAHT A)

8.3.1 JlaGopaTopusi [OKHA YHOPaBIsATh JOKYMEHTaMH (BHYTPEHHHMMHM ¥  BHEIIHHMH),
OTHOCSIIIIUMHUCS K BBITIOJIHEHUIO TPeOOBAaHUN HACTOSIIIETO CTaHAapTa.

I[Ipumeuanue - B 1aHHOM KOHTEKCTE "HOKYMEHTOM" MOTryT OBbITh 3asBJIE€HUS O IOJMTHKE,
npolenypsl, cnenudukanum, THCTPYKLUUU TPOU3BOANUTEINS, KaTMOPOBOUHBIE TAOIUIIbI, CXEMBI, TOCOOMS,
IUTaKaThl, yBEIOMIICHUS, TAMSATKU, YEPTEXKHU, IIaHbl U T.1. OHU MOTYT OBITh MPEACTABIECHBI Ha Pa3INYHbIX
HOCUTENSAX HH(POpMALMY, HAIIPUMEp B [T€YaTHOM WK IIUPPOBOM opmare.

8.3.2 JIaGoparopus A0KHA 00€CeUnTh, YTO:

a) IOKyMEHTHI IPOBEPEHBI Ha IPUTOHOCTh YIOJTHOMOYEHHBIM IIEPCOHAIIOM JI0 UX U3JaHMUS;

b) JOKYMEHTBI NEPUOINUECKH aHATTU3UPYIOTCS U P HEOOXOJMMOCTH EPEeCMaTPUBAIOTCS;

C) UAECHTUDUIUPYIOTCS U3MEHEHUS U CTAaTyC TEKYIIEH pelaKkiuy TOKyMEHTa;

d) akTyanbHble BepCHM MPUMEHSEMBIX JOKYMEHTOB JIOCTYIHBI Ha BCeX pabOYMX MecTax U Mpu
HEO0OXOIUMOCTH UX PaclpOCTpaHEHHUE YIPABIISAETCS;

€) JOKYMEHTbI YHUKaJIbHBIM 00pa3oM UICHTU(DUITUPOBAHBI;

f) He gomyckaeTcsl HepeAHAMEPEHHOE UCIOIb30BaHUE YCTapEeBIINX JOKYMEHTOB U IPUMEHSETCS
COOTBETCTBYIOIIAs MICHTHU(PHUKAINS JaHHBIX JOKYMEHTOB, B CIIy4ae €CJIM OHU COXPAHSIOTCS ¢ Kakoi-1100
LEJIBIO.

8.4 Ynpasienne 3anucsiMu (BapuaHT A)

8.4.1 JlaGoparopusi TOKHA BECTH W COXPAHATh pa30OPUMBBIC 3AMMKCH C IENHI0 TOATBEPKIACHUS
coOirofeHus TpeOOBaHUI HACTOSIIIETO CTaHAAPTA.

8.4.2 JlabopaTopus IOJKHA OCYIIECTBIATH yIpaBlieHHWe, HeoOXoaumoe i HICHTH(HKAINU,
XpaHEeHUs, 3alUThI, PE3€PBHOI0 KOMUPOBAHMSI, ApXUBUPOBAHHUSI, IOUCKA, CPOKA XPAHEHUS U YHUUTOKEHUS
cBoux 3amuceil. JlaGopaTopuss IOMKHA COXPaHATH 3alUCH B TEYEHHE IEpUOJAA, YCTaHOBIEHHOTO
AOTrOBOPHBIMHA 065I3aTeHI:CTBaMI/I. I[OCTYH K JaHHBIM 3aIlliUCAM OOJIKEH COOTBETCTBOBATH 06H3&T€HLCTB&M B
o0yacTu KOH(UIEHIIMATLHOCTH, U 3aITUCH JIOJKHBI OBITh JIETKOAOCTYITHBIMHU.
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I[pumeuanue - B 7.5 mpuBeACHBI JOMOIHUTEIbHBIC TPEOOBAHUS, OTHOCSIIUECS K TEXHHUECKUM
3aIHCSM.

8.5 JleiicTBus1, CBAI3aHHBIE ¢ PUCKAMHU U BO3MOKHOCTSAMM (BAPHAHT A)

8.5.1 JlabopaTopust 10JKHA paccMaTpuBaTh PUCKU U BO3MOYKHOCTH, CBSI3aHHbIE C JaOOpaTOpPHOH
JeSITeIbHOCTBIO, ISl TOTO YTOOBI:

a) o0ecrieunuBaTh, YTO CUCTEMA MEHEPKMEHTA JOCTUIaeT HAMEUYEHHBIX pe3yJIbTaTOB;

b) HapamuBaTh BO3MOKHOCTH JJIsl TOCTHXKEHUS eNIel U 3a7a4 J1abopaTopu;

C) MNpenoTBpallaTh WIM YMEHBLIMTb HEXejlaTelbHble BO3ACHCTBUS U BO3MOXHBIE COOM B
1a60paTOPHOM ACATENBHOCTH;

d) noGuBaThCs yIyUIICHUA.

8.5.2 JlabopaTopus 10JKHA TIJIaHUPOBATh:

a) IeicTBUS, CBA3aHHBIE C JaHHBIMU PUCKAMH U BO3MOXXHOCTSIMU;

b) kakuM 0Opa3om:

1) uHTErpupOBaTh U BHEIPSThH JAHHBIE ACUCTBUS B CUCTEMY MEHEIXKMEHTA;

2) oueHUBATh PE3yIbTaTUBHOCTh IAHHBIX JCHCTBUH.

I[Ipumeuyanue - XoTs B HACTOSIIEM CTaHAAPTE YKa3bIBAe€TCA, 4YTO JabopaTopus IUIAHUPYET
NEHCTBUS MO YCTPAaHEHHWIO PUCKOB, TpeOoBaHMS K (OpMallbHBIM METOJAaM YIPABICHUS PUCKAMH HWIIU
JOKYMEHTHPOBAHHOMY MPOLIECCY YIPaBJICHUS pUCKaMH HE yCTaHOBJIEHBI. JlabopaTopuu MOTyT pEIINTh,
CIeyeT JIU pa3padarbiBaTh Oosiee OOMIUPHYIO METOIOJIOTHIO YIIPABICHUS PUCKAaMU, YeM 3TO TpedyeTcs B
HACTOSIIEM CTaHAapTe, HAIPUMED, MTOCPEICTBOM NMPUMEHEHHS IPYTUX PYKOBOJICTB UJIU CTaHAApTOB.

8.5.3 IlpennpuHuMaeMble NEUCTBHS, CBSI3aHHBIE C PUCKAMU M BO3MOXKHOCTSIMHU, JIOJDKHBI OBITh
COopa3MepHbI UX MOTEHIIMATLHOMY BIHMSIHUIO Ha JOCTOBEPHOCTH 1A0OPATOPHBIX PE3yNIbTATOB.

IIpumeuanue 1 - [Ipumepamu neiicTBUM, CBSI3aHHBIX C PUCKAMH, MOTYT ObITh WIACHTU(UKALMS U
IpeNyNpexIeHUe yrpo3, MPUHATHE PUCKOB C LENbI0 pealu3alii BO3MOKHOCTH, YCTPAaHEHHE HCTOYHUKA
pPHUCKa, U3MEHEHNE BEPOSTHOCTH PUCKA UIIM €T0 MOCIEICTBUMN, Pa3/IeJI€HIE PUCKOB UM COXPAaHEHUE PUCKa
OCPEACTBOM OOOCHOBAHHOTO PELICHHUS.

IIpumeuyanue 2 - B0O3MOXXHOCTM MOTYT NPUBECTH K pacCIIMPEHHIO OOJAaCTH J1abopaTOpHOU
NESITEIbHOCTH, TMPHUBJICYEHUIO HOBBIX 3aKa3UMKOB, HMCIOJIb30BAHUIO HOBBIX TEXHOJIOTUHA WM JPYTHX
BO3MOXHOCTEH C 1IEJIbI0 YAOBIETBOPEHUS MOTPEOHOCTEN 3aKa3UUKOB.

8.6 Yayumenusi (BapuaHt A)

8.6.1 JlabGoparopusi nOmKHA UACHTU(UIUPOBATH M BHIOPATh BO3MOXKHOCTU JUISL YIyYIIEHHH, a
TaK)Ke NPEJIPUHATh HEOOXOUMbIE AEHCTBHUS.

[Ipumeuanue - Bo3MOXXHOCTH 17151 yAYUIIEHUH MOTYT OBITh UIEHTU(UIUPOBAHBI IO pe3ylbTaTaM
aHanmu3a pabouux NpOLENyp, HCIOJIb30BaHUS MOJUTHUK, OCHOBHBIX LeJled, pe3yJbTaToB ayJIUTOB,
KOPPEKTUPYIOIINX JACUCTBUM, aHAIM3a CO CTOPOHBI PYKOBOJCTBA, INMPEUIOKEHUN MEpCOHana, OLICHKHU
pHCKa, aHaJIN3a JaHHBIX U Pe3yJbTaTOB MPOBEPOK KBAIU(UKAIIUH.

8.6.2 Jlaboparopusi JOJKHA CTPEMHUTbCS TOJIydaTh OOpaTHYIO CBSI3b OT 3aKa34MKOB, Kak

MOJIOKUTENBHYIO, TaK U OTpULaTenbHy0. OOpaTHasi CBA3b JOJKHA aHAIM3UPOBATHCS U MPUMEHSATHCS JUIS
YIAYYIIEHUS! CHCTEMBI MEHEPKMEHTA, JIA00OPATOPHON AEATEIBHOCTH M 00CTY)KUBAaHUS 3aKa3UMKOB.
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I[Ipumeuanue - I[lpumepamu TUIOB OOpaTHON CBSI3U SIBJIAIOTCS OMPOCHI  OTHOCHTEIHHO
YJIOBJIETBOPEHHOCTH 3aKa3UMKOB, 3aIMCH IIEPETOBOPOB M 0OCYKICHHUE OTYETOB C 3aKa3UMKaMHU.

8.7 KoppexkTupyromue neiicteusi (BapuaHrt A)

8.7.1 Ilpu BBISIBIIEHUH HECOOTBETCTBHS 1a00OPaTOPH TOJDKHA!

a) pearupoBaTh Ha HECOOTBETCTBUE U IIPU HEOOXOUMOCTH:

- IPEANPUHATH AEUCTBUS AJIs YIIPABIEHHSI HECOOTBETCTBUEM U €T0 YCTPaHEHUS;

- OTpearupoBaTh Ha MOCIIEACTBHUS;

b) oneHUTh HEOOXOAMMOCTH ACHCTBHS AJISi YCTPAHEHUsS MPUYUH(bI) HECOOTBETCTBUS, MJIS TOTO
YTOOBI IPEYNPEAUTH €r0 MOBTOPHOE WIIM HOBOE ITPOSIBIICHUE, IOCPEACTBOM:

- pPaCCMOTpPEHHUS U aHAJIU3a HECOOTBETCTBUS;

- BBISIBJIGHUS IPUYNH HECOOTBETCTBUS;

- BBISIBJIEHMS CYIIECTBOBAaHUS WJIM NOTEHLUUAIbHONW BO3MOYKHOCTH BO3HUKHOBEHHUS IOJOOHBIX
HECOOTBETCTBU;

C) IPENPUHATE HEOOXOUMBIE IEHCTBUS;

d) oLleHUTH pe3yNbTaTUBHOCTh MPEANPUHATHIX KOPPEKTUPYIOIUX JeHCTBUN;

€) MOBTOPHO OLIEHUTb PUCKU U BO3MOXHOCTH, BBISIBJICHHBIE IO UTOTaM IIJIAHUPOBAHUS, €CIU ITO
HEOOXOIMMO;

f) mpu HEOOXOAMMOCTH BHECTU U3MEHEHUS B CUCTEMY MEHEKMEHTA.

8.7.2 KoppekTtupymomume IeHcTBUA JOKHBI COOTBETCTBOBATH MaciiTabdaM M IOCIEACTBUSAM
00HapyXEHHOI'0 HECOOTBETCTBHUSI.

8.7.3 JIaGopatopus AOIKHA COXPAHATH 3aIMCH B KAUECTBE CBUJETEIBCTB CIIEIYIOLIETO:

a) CYIIHOCTH HECOOTBETCTBUMN, MPUUYNH(bI) U JIFOOBIX MPEANPUHATHIX MOCIEAYIOINX 1eHCTBUH;

b) pe3ynbTaToB KOPPEKTUPYIOLIUX ACHCTBUI.

8.8 BHyTpeHHue ayauThl (BapuaHT A)

8.8.1 Jlaboparopus AOKHA MPOBOJIUTH BHYTPEHHUE ayAUTHI Yepe3 3allJIaHupPOBAHHBIC HHTEPBAJIBI
JUTSL TIOJTydeHUsI HHOPMAIIMH O TOM, SIBJISIETCS JIM CUCTeMa MEHEPKMEHTA:

a) COOTBETCTBYIOIICH:

- COOCTBEHHBIM TpeOOBaHUAM JIAOOPATOPUU K CBOECH CHCTEME MEHEIKMEHTAa, B TOM YHCIIE
1ab0paTOPHOI 1eATETHHOCTH;

- TpeOOBaHUSAM HACTOSIIETO CTaHAAPTA;

b) pe3ynbTaTUBHO BHEIPEHHON U peain3yeMoi.

8.8.2 JlabopaTopus M0JDKHA:

a) MJIAaHUPOBaTh, pa3pabaThIBaTh, BHEAPSATH U PEATM30BBIBATH MPOTPAMMY ayAHWTa, B TOM YHUCIE B
OTHOIIIEHUW TIEPUOJUYHOCTH, METOJOB, CGhEephl OTBETCTBEHHOCTH, IUIAHHUPYEMBIX TpeOOBaHUN U
OTUETHOCTH, KOTOpas JOJKHA YYUTHIBATH Ba)XKHOCTh COOTBETCTBYIOIIEH IaOOpPaTOpHOW AeATeIhHOCTH,
M3MEHEHUS, BIUSIONINE Ha 1a00paToOpHIo, a TAKXKE PE3yIbTaThl MPEABIAYIINX ayIUTOB;

b) onpenensaTs KpUTEpUH ayuTa U 00JIACTh MPOBEACHUS KXKIOTO ayANTA;

¢) obecrieuynBaTh, UTO PE3YJAbTAThl ayIUTA JOBEJCHBI O COOTBETCTBYIOIIET0 PYKOBOICTBA;

d) BBEIIONHATH COOTBETCTBYIOIINE KOPPEKIIMH U KOPPEKTHPYIOIINE NEHCTBUS 6€3 HE0OOOCHOBAaHHBIX
3aJIepiKeK;

€) COXpaHSTh 3allMCU B KaUeCTBE MOATBEPKICHUS peallu3alluu MPOrpaMMbl ayJuTa U Pe3yIbTaTOB
ayJIUTOB.
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IIpumeuanue - B ISO 19011 npuBeneHsl pykoBOAAIIME YKa3aHUsI AJs IPOBEACHUS BHYTPEHHUX
ayJH1TOB.

8.9 AHa/1u3 €O CTOPOHBI PYKOBOJACTBA (BApHAHT A)

8.9.1 PykoBoactBo ma0opaTopuu JODKHO AHAJU3UPOBATh CUCTEMY MEHEIKMEHTa C
3aIUTAHUPOBAHHOW MEPUOUIHOCTHIO, YTOOBI 00ECTICUNTh €€ TIOCTOSIHHYIO MPUTOAHOCTD, aIEKBAaTHOCTh U
pe3yJIbTaTUBHOCTD, BKJIIOYAs 3asBJICHHBIC MOJUTUKH M IENH, CBSI3aHHBIC C BBIMIOJIHEHHUEM TpeOOBaHUi
HACTOSIIEro CTaHAAPTA.

8.9.2 BxoaHble NaHHBIE aHAM3a CO CTOPOHBI PYKOBOJCTBA JOJKHBI ObITh 3apEruCTPUPOBAHBI U
BKJIIOYATh HHPOPMAIIO OTHOCHTEIHHO:

a) U3MEHEHH BO BHYTPEHHUX U BHEIIHUX BOMPOCAX, UMEIOIINX OTHOILIEHUE K JIaDopaToOpHH;

b) mOoCTHXKEHUS TTOCTABICHHBIX 1EJICH;

C) PUTOAHOCTH MOJUTHK U MPOLIETYP;

d) craryca nelicTBUlA, 3aIUTAHUPOBAHHBIX MTOCIIC TIPEIBITYIIUX AHATHU30B CO CTOPOHBI PYKOBO/JICTBA;

€) pe3ynbTara(oB) NOCIEAHUX BHYTPECHHHUX ayTUTOB;

f) KOppeKTUPYIOITNX JIEHCTBHIA;

€) OLIEHOK, IPOBOAMMBIX BHEITHUMH OpPraHaMu;

h) n3menenuii oobema 1 Bu1a pabOTHI HIIM 00J1aCTH JACSITEILHOCTH J1a00paToOpuu;

1) oOpaTHOM CBSI3M OT IIEpCcOHAja M 3aKa3YMKOB;

j) *kano0 (mpereH3uil);

k) pe3ynbTaTUBHOCTH peaTu30BaHHBIX YIyUIICHUN;

1) nocTaTo4HOCTH PECYPCOB;

m) pe3yNbTaToB UICHTU(DUKALIUN PUCKOB;

N) UTOTOB JCATEIHLHOCTH IO 00ECIIEYCHHIO IOCTOBEPHOCTH PE3yIbTATOB; & TAKKE

0) APYTUX 3HAYUMBIX (PAKTOPOB, TaKHE KAK MOHUTOPHUHT JEATEILHOCTH U OOyUeHHE.

8.9.3 BrIXOJHBIC JaHHBIC aHAIH3a CO CTOPOHBI PYKOBOJICTBA JIOJDKHBI BKITIOUATH 3alMCH 000 BCEX
peIIeHUsX U JEHCTBUAX, OTHOCSIINXCS 0 KpaiHel Mepe K:

a) pe3yJIbTATUBHOCTH CHCTEMBI MEHEPKMEHTA U €€ TTPOIIECCOB;

b) yaydmieHur0 1a0OpATOPHOM MEATENBHOCTH, OTHOCSIIEWCS K BBHINOJHEHHIO TPeOOBaHMIA
HACTOSIIETO CTaH/IaPTa;

C) MPEAOCTABICHUIO HEOOXOIUMBIX PECYPCOB;

d) mo0oit He0OXO0IMMOCTH N3MEHEHUH.

MpunoxeHne A
(cnpaBo4HOe)

MeTPOJIOFl/l‘leCKaﬂ NpoC/ICKUBAEMOCTD

A.1 O0mme cBeaeHHus

B HacrosiiemM mOpuiIOKEHUW TIPUBEICHA JOTOJHUTENIbHAs WHGOpPMAIUS O METPOJIOTHYECKOM
MPOCIIEKUBAEMOCTH, KOTOpasi TMPEACTaBIseT COOOM BaKHEWIYI0O KOHIICMIIUIO [l  00ecredeHus
COTIOCTaBUMOCTH PE3yJIbTaTOB U3MEPEHUI KaK Ha HAlIMOHAJIILHOM, TaK U Ha MEKyHApOJIHOM YPOBHE.

A.2 YcTaHoBJIeHHE METPOJIOTHYECKOH MPOCJIe;KMBAeMOCTH

A.2.1 Metposoruueckasi IpoCiaeKUBAEMOCTh YCTAHABJIMBAETCS C YYETOM U MOJITBEPKICHUEM:

a) OIpeeNICHHs] U3MEPsIEMOM BETUUMHBI (BETUUYMHBI, TTOAJIEkKAIIEH N3MEPEHUIO);

b) NTOKyMEHTHPOBAaHHOW HEMPEPHIBHOM IENMH KaIUOPOBOK, IMO3BOJISIONIEH YCTaHOBUTH CBS3b C
COOTBETCTBYIOIIEH OCHOBOM JUIsl CpaBHEHUS (B Kau€CTBE TAKOM COOTBETCTBYIOIIEH OCHOBBI JIJIsl CPABHEHUS
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MOTYT BBICTYNAaTh HALMOHAJBHBIE MM MEXIYHAPOJHBIC STAJOHBI, a TaKXKe BHYTpeHHHE (paboume)
STaJIOHBI);

C) OLICHMBAHUS HEONPEIEIEHHOCTH M3MEPEHUI Ha KaXJOM 3Tale B IENH MPOCIS)KUBAEMOCTH C
IIPUMEHEHUEM COTJIACOBAHHBIX METOOB;

d) peanu3anuu Kakaoro 3Tana B IENH HPOCISKUBAEMOCTH ¢ MPUMEHEHHEM COOTBETCTBYIOLIMX
METO/IOB, C MOJYYEHUEM PE3yJIbTaTOB U3MEPEHUM M CBA3AHHBIX C HUMH 3apPETHUCTPUPOBAHHBIX 3HAUYCHUU
HEONPEIEICHHOCTH U3MEPEHNUN;

€) MpeaoCTaBICHUS J1a0OpaTOPUSMHU, DPEATU3YIONIMMH OJUH WJIM HECKOJbKO 3TaloB B LENU
IIPOCIJIEKUBAEMOCTH, JOKA3aTENbCTB TEXHUYECKON KOMIIETEHTHOCTH.

A.2.2 Cucremaruyeckasi MOTPEIIHOCTh (MHOT/Aa Ha3blBaeMas CMEILEHHEM) KaluOpOBAaHHOTO
000py/lI0OBaHUSl YYUTBIBAETCA INPU PACIPOCTPAHEHMM METPOJIOIMYECKOH IPOCIEKUBAEMOCTH Ha
pe3yJbTaThl U3MEPEHUH, MoNTy4YeHHble B Jaboparopun. CylIecTBYIOT pa3iMuHble MEXaHU3MbI ISl y4eTa
CHCTEMaTUYECKOMN MOTPEMIHOCTH HM3MEpPEHUI npu pacupoCTpaHEHUH METPOJIOTHYECKOMN
MIPOCIIEKUBAEMOCTHU.

A.2.3 [Ins pacnpocTpaHeHUsI METPOJIIOTUUECKON MPOCIICKMBAEMOCTH UHOT /1A IIPUMEHSIIOT STAJIOHBI,
uH(pOpMaIKs 0 KOTOPBIX, MPEJOCTAaBICHHAs] KOMIIETEHTHOM JabopaTopueid, COAEp>KUT TOJIbKO 3asBICHHE O
COOTBETCTBUM crnenuduranuu (0e3 ykazaHusi pe3yabTaTOB M3MEPEHHH M 3HAYCHHWH HEONPEACTICHHOCTH,
CBSI3aHHBIX C HUMU). Peanusanus 1aHHOTO MOAX0/a, B COOTBETCTBHH C KOTOPBIM Ipe/eibHble 3HAYCHHUS,
yKa3aHHbBIE B CHIEIH(PHUKANAX, UCTIOIB3YIOTCS B KAUECTBE HCTOYHHUKA HEOTIPEIEIIEHHOCTH, 3aBHCHUT OT:

- IPUMEHEHMS] COOTBETCTBYIOLLETO MMPABUJIA IPUHATHUS PEIICHU 1711 YCTAHOBJIEHUSI COOTBETCTBUS;

- TIOCJICAYIOIIETO YydYeTa YKa3aHHBIX B CIEHU(PHUKAIMAX MPEIebHBIX 3HA4eHWH B OOpKeTe
HEOTpeAeNIEHHOCTH MOCPEICTBOM TEXHUYECKH 0OOCHOBAHHOTO CIIOCO0A.

TexHuueckoe OOOCHOBAHME JIaHHOTO IMO/XO0Jla 3aKJIKYaeTcs B TOM, 4YTO IpPU 3asBICHUU O
COOTBETCTBUM CHEIH(PHUKAIIUHU ONPEAETAETCS HHTEPBAT U3MEPEHHBIX 3HAUEHUH, B MpeieNiax KOTOPOro mpu
3alaHHOM YpOBHE JIOBEpPHUSl MPEIIOJIOKUTEIbHO HAXOJAUTCS HWCTUHHOE 3HAa4YeHHe, W TpU ITOM
paccMaTpuBaeTCs Kak JJr000e CMeIlleHne OT UCTUHHOTO 3HAYEHUS, TaK U HEONPEAETEHHOCTh U3MEPEHHIA.

IIpumep - IlpumeHeHue TMph C MPUCBOEHHBIM coryacHo TpeboBanusM OIML R 111 kmaccom
TOYHOCTH JJIsl KaTMOPOBKH BECOB.

A.3 leMOHCTpan s METPOJOTHYECKOM MPOCIeKUBAEMOCTH

A3.1 JlaGopaTopuM  HeCyT  OTBETCTBEHHOCTb 33  YCTAQHOBJICHHME  METPOJOTHYECKOU
IPOCIIEKUBAEMOCTH B COOTBETCTBHH C HACTOSIIMM CTaHIAPTOM. METpOIOrHYEeCcKy0 MPOCIeKUBAEMOCTb
o0ecreynBalOT pe3yabTaThl KaJMOPOBKM, TMPEACTaBIECHHBIE JIaOOPATOPUSMHU, COOTBETCTBYIOIIUMHU
HacTosAleMy cranaapty. CepTuduuupoBaHHble 3HaU€HUS CEPTU(UIMPOBAHHBIX CTAaHIAPTHBIX 00pa3IoB,
IPEJCTaBICHHBIX MMOCTABIIMKAMU CTAaHAAPTHBIX 00pas3IoB, COOTBETCTBYIoNME TpeboanusM SO 17034,
o0ecrieunBalOT  METPOJIOTUYECKYI0  MpociexuBaeMocTh.  CyIIECTBYIOT — pa3iU4HbIE  CIIOCOOBI
JEMOHCTpALMM COOTBETCTBUS HACTOSAILIEMY CTAaHAAPTY: NPU3HAHUE TPEThEH CTOPOHOH (TakoH, Kak OpraH
[0 aKKpeAWTAllW), BHEIIHSS OlLIEHKAa 3aKa3uMKaMHM MM caMoolleHka. K crmoco0am, HpHUHSTHIM Ha
MEXYHApOJIHOM YPOBHE, OTHOCSAT (HO HE OTPaHUYMBAIOTCS 3TUM) CIEAYIOLIHE:

a) KanuOpOBOYHBIE U M3MEPUTEIbHBIE BO3MOXHOCTH, OOEcleyuBaeMble HaIMOHAJIbHBIMU
METPOJIOTHUECKUMH MHCTUTYTaMH U Ha3HAYEHHbBIMM WHCTUTYTaMH, KOTOpbIe OBUIM IOJBEPrHYTHI
COOTBETCTBYIOILIMM IIpolLieccaM MapUTETHOW OIeHKH. Takas mapuTeTHasl OL€HKa IMPOBOAUTCA B paMKax
CIPM MRA (Cornamenue o B3aiMHOM IPU3HAHUM, TIOJATOTOBIEHHOE MeXIyHapOIHBIM KOMUTETOM MeEp
u BecoB). C BugamMu yciyr, Ha KOTopeie pacupoctpansercs nerictBue CIPM MRA, MOXHO 03HaKOMHUTHCS
B npwiokeHun C BIPM KCDB (6a3pl fAaHHBIX 10 KIIIOYEBBIM CIMYEHUSM, C(HOpMUPOBAHHOM
MexnayHapomHbIM OIOpPO MEp W BECOB), TII€ COJEPKHUTCS MOApOOHas WHGOpMAIMS O IUara3oHax H
HEOIPEAEIEHHOCTH U3MEPEHUN ISl KaKJIOM U3 IEPEUNCIIEHHBIX B HEM YCIIYT;

b) kanmuOpPOBOYHBIE U U3MEPUTEIbHBIE BO3MOXKHOCTH, KOTOPBIE MOATBEPKACHBI IPU aKKPEAUTALIH
B OpraHe IO AaKKpeAWTallUH, YNOJHOMOYEHHOM B pamkax coriameHus ILAC (MexnyHaponHoe
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COTPYIHUYECTBO MO AaKKPEAUTAIMK 1ab0OpaTOpuil) WIIM PETMOHAIBHBIX COTJIAIICHUH, MPU3HABAEMBIX
ILAC, obGmamaroT MOATBEPKICHHOW METPOJIOTHYECKOW MpociekuBaeMocThio. CBefeHuss 00 obiactu
AKKpEIUTAIMHA KATHOPOBOYHBIX JTA00paTOPUH SBISIFOTCS OOMIETOCTYIHBIMUA U MOTYT OBITH 3aIllPOIICHBI Y
COOTBETCTBYIOIIMX OPTaHOB MO aKKPEIUTALIHH.

A3.2 CosmectHas pnexnapauus BIPM, OIML (MexayHaponHoil — opraHuszauuyd IO
3akoHonarenbHoi Metposorun), ILAC u ISO o MeTposornueckoi MpOCICKUBAEMOCTH COJCPIKUT
CIEIMAlIbHBIE yKa3aHUs M0 OOECHEYCHUI0 MEKIYHAPOJHOTO TPHU3HAHMS IEMH METPOJIOTHYECKOU
MPOCIIEKUBAEMOCTH.

MpunoxeHne B
(cnpaBo4HoOe)

Bapl/laHTbI CHUCTEMbI MECHECAKMEHTA

B.1 Pacummupenue npuMeHEHHUs CHCTEM MEHEKMEHTa B I€JIOM YBEIMYMUIO HOTPEOHOCTH B
HOATBEPXKJIEHUM TOro, 4YTO J1aboparopuu MOryT obecrednBaTh (DYHKIMOHUPOBAHHE CHUCTEMBbI
MeHeKMeHTa, coorBercTBytomeil 1 ISO 9001, u Hacrosmemy ctannapty. Takum oOpa3zom, HaCTOSIIMM
CTaHJapT oOecleurBaeT /1Ba BapuaHTa TpeOOBaHUM, OTHOCSIUXCS K Pealn3allii CUCTEMbl MEHEIPKMEHTA.

B.2 Bapumant A (cM. 8.1.2) mepeuuncnsieT MUHUMAaJbHBIE TPEOOBAaHUS K BHEIPECHUIO CHUCTEMBI
MEHE/DKMEHTa B j1aboparopun. BHumanue ObLI0 yneneHo ToMy, YyToObl BKIIIOYMTH Bce TpeboBaHus [SO
9001, mmeromue OTHOIIEHHE K 00IacTsAM J1a00OpaTOPHOM AEATEIBHOCTH, HA KOTOPBIE PacHpOCTPAHIETCS
cuctema MeHemkMeHTa. Jlaboparopun, koTopsie cooTBeTcTBYIOT Tpeboanusm ISO/IEC 17025 (pa3aensi
4-7) m BHempsOT BapwaHT A pazzgena 8, TakuMm o0pa3oMm, Takxke OyIAyT B II€JIOM JeHCTBOBAaThH B
cooTrBeTcTBUM ¢ npuHIunamu [SO 9001.

B.3 Bapuant B (cM. 8.1.3) mo3Bossier nabopaTopusiM CO3/1aBaTh M TOJACPKUBATH CHUCTEMY
MEHEUKMEHTa B COOTBeTcTBUU ¢ TpeOoBaHusMu ISO 9001 Takum oOpa3oM, uToOBl oOecrneyuBaTh U
JEMOHCTPUPOBATh IOCTOSHHOE BBIMOJIHEHWE TpeOoBaHuU pazjenos 4-7. JlabopaTopuu, KOTOphIE
NpUMEHSIOT BapuaHT B pasnena 8, Oynyr takxke paborars B coorBercTBUM ¢ ISO 9001. CooTBeTcTBUE
tpeboBanusM ISO 9001 cucrembpl MeHeIKMEHTa, B paMKaX KOTOPOH (YHKIIMOHUpPYET jgaboparopus, He
SBJISIETCA caMo 1O cebe JIeMOHCTpalueil KOMIIETEHTHOCTH J1abOpaTOpu B OTHOIIEHUH MPEAOCTABICHUS
TEXHUUYECKH JTOCTOBEPHBIX JIaHHBIX U PE3yJbTAaTOB. DTO TPeOOBAaHUE pPEATU3YETCs 4Yepe3 COOTBETCTBHE
paznenam 4-7.

B4 OO6a BapuanTa mpennoyiaral0T JOCTHXKEHHE TOro K€ pe3yjabTara B Ipoliecce
(YHKIMOHUPOBAHUS CUCTEMbI MEHEPKMEHTA U COOTBETCTBHSI TPEOOBAHUAM pa3/esioB 4-7.

IIpumeuyanue - JIOKyMEHTBI, JaHHBIE W 3aIUCH  SBISAIOTCA  COCTaBHBIMM  4YacTsAMU
TOoKyMeHTupoBaHHON uHpopMmanuu B ISO 9001 m apyrux crangaprax MO CHCTEMaM MEHEIKMEHTa.
VYmpasieHne TOKyMEHTaMU pacCcMaTpuBaeTcs B 8.3. YIpaBieHHe 3aUCsIMHU paccMaTpuBaercsa B 8.4 u 7.5.
VYnpasieHue JaHHBIMHU, KOTOPbIE OTHOCATCS K J1a00paTOpHOH 1eATenbHOCTH, paccMarpuBaercs B 7.11.

B.5 Ha pucynke B.l mokazan mpumep BapwaHTa CXEMaTHYECKOTO TMPEACTABICHHS pPabodmx
MPOIIECCOB TabOpaTOpHH, KaK OMUCAHO B pazjeie 7.
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Pucynok B.1 - Bapuant cxemaruyeckoro npeacTaBieHus: pabounx MpOoLECCOB J1abopaTopuu

Mpunoxexnune A
(cnpaBo4HoOe)

Ceeaenus

0 COOTBETCTBUU CCBIJIOYHBIX MEKAYHAPOAHBIX CTAHAAPTOB MEKIOCYAAPCTBEHHBIM CTaHAApPTaM

Tabnuua OA.1

O06o3HaueHnE CreneHb O0o03HaveHNEe ¥ HANMEHOBAHHUE COOTBETCTBYIOIIETO
CCBUTOYHOTO COOTBETCTBH MEKIOCY/IapCTBEHHOTO CTaHAapTa
MEXTyHAPOTHOTO s
cTaHjapra
ISO/IEC Guide 99 - *
ISO/IEC 17000 IDT ['OCT ISO/IEC 17000-2012 "OrmeHka COOTBETCTBUSL.

CrnoBapb 1 001IKe TPUHIHUIIET"

* COOTBETCTBYIOUINI MEKXIOCY/IapCTBEHHBIN CTAaHAAPT OTCYTCTBYET. [0 €ro mpuHATUS PEKOMEHyeTCs
HCIIOJIB30BAaTh NIEPEBOJ] HA PYCCKUU S3BIK JAHHOI'O MEKIYHApOAHOIO CTaHAApTa.

IIpumeuanue - B HacTosimed Tabnuie MCIOIB30BAHO CIENYIOIIEE YCIOBHOE 0003HAUYCHHUE CTETCHU
COOTBETCTBUS CTAHIAPTA:
- IDT - uieHTHYHbIN CTaHIapT.
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Accuracy (trueness and precision) of measurement methods and results - Part 1:
General principles and definitions

(Tounocts (MPaBWIBHOCTh U MPEUU3HUOHHOCTH) METOJOB U  PE3yJbTAaTOB
n3mepenuit. Yacts 1. OCHOBHBIE TIOJIOKEHUS M OTIPEIACIICHHUS )

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

(Tounocts (MPaBUIIBHOCTH M MPEIU3UOHHOCTH) METOJOB M  PE3yIbTaTOB
n3mepenuii. Yacte 2. OCHOBHOM METOJ ONPEIEIIEHUS IOBTOPSEMOCTH H
BOCIPOU3BOJMMOCTH CTaHJAPTHOTO METOa U3MEPEHUH)

Accuracy (trueness and precision) of measurement methods and results - Part 3:
Intermediate measures of the precision of a standard measurement method
(TounocTs (MPaBUJIBHOCTH M TMPELU3MOHHOCTb) METOJOB M  PE3yJIbTATOB
m3mepenuii. Yacte 3. IIpomexxyTouyHble TMOKa3aTead  MPELU3HOHHOCTU
CTaHJAPTHOTO METO/1a U3MEPEHHIA)

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

(TounocTs (MPaBUJIBHOCT M TMPELU3MOHHOCTb) METOJOB M  PE3yJIbTATOB
m3mepenuii. Yacte 4. OcHOBHBIE METOIbl OMNPEICNICHUs MPABHIBHOCTH
CTaHJAPTHOTO METO/1a U3MEPEHHIA)

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

(TounocTe (IPaBUIBHOCTh W MPEHM3HMOHHOCTb) METOJOB U  PE3yJIbTaTOB
n3mepenuil. Yacte 6. Mcnonb30BaHre 3HaY€HUM TOUHOCTH Ha IPAKTHKE)

Quality management systems - Fundamentals and vocabulary

(Cuctembl MeHeKMeHTa kauecTBa. OCHOBHBIE MOJOXKEHHS U CJIOBAPB)

Quality management systems - Requirements

(Cuctembl MeHeKMEHTa KauecTBa. TpedoBaHus)

Measurement management systems - Requirements for measurement processes
and measuring equipment

(CucteMbl MeHeKMEHTa M3MepeHHd. TpeOoBaHUsS K IpoleccaM HU3MEpPeHHH U
U3MEPUTEIILHOMY 000PYI0BAHUIO)

Systems and software engineering - Software life cycle processes
(Muadopmanmonnsie TexHoiOruU. [Ipomecchl KU3HEHHOTO MUKIIA MPOTPaMMHBIX
CPEJICTB)

Medical laboratories - Requirements for quality and competence

(Meauuuuckue nabopatopun. CrenuanbHble TpeOOBaHHMA K KadecTBY U
KOMITETEHTHOCTH)

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

(MemumuHCKHe W3AETUs JUIsl in Vitro-IUarHOCTHKUA. M3MepeHune BeNIWYuH B
o0pa3iax OWOJIOTHYECKOT0 TMPOUCXOXKIEHHUs. TpeOoBaHUS K aTTECTOBAHHBIM
CTaHJAPTHBIM 00pa3laM U COJEPKAHUIO COTTPOBOIUTEILHON JOKYMEHTAIIHH)
Conformity assessment - Requirements for accreditation bodies accrediting
conformity assessment bodies

(Ouenka coorBercTBus. OOmue TpeOOBaHUS K OpraHaM IO aKKpeAWUTaIHU
OpraHoB IO OIIEHKE COOTBETCTBHS)

Conformity assessment - Requirements for the operation of various types of
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ISO 17034

ISO/IEC 17043
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ISO 21748

ISO 31000

ISO Guide 30
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ISO Guide 33

ISO Guide 35

ISO Guide 80
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bodies performing inspection

(Ouenka coorsercTBust. O61uMe TpeOOBaHUsA K paboTe pa3IMUHbIX TUIIOB OPraHOB,
MPOBOJISAIINX MHCICKIIH)

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

(Ouenka cootBercTBHs. TpeOoBaHMS K OpraHaM, MPOBOMSIIUM ayAUT U
CepTH(HKAINIO CUCTEM MeHeDKMeHTa. YacTs 1. TpeboBanus)

General requirements for the competence of reference material producers

(O6mue TpeboBaHMs K KOMIETEHIINH TPOU3BOAUTEINCH STAJIOHHBIX MaTEpPHAaJIOB)
Conformity assessment - General requirements for proficiency testing

(Ouenka cootBercTBusi. OCHOBHBIE TpPEOOBAaHUS K MPOBEACHUIO MPOBEPKH
KBaTH(DUKALIHH )

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

(Ouenka coorBercTBUs. TpeboBaHUs K OpraHaM o cepTU(dUKALMU TPOAYKIIHH,
IIPOLIECCOB U YCIIYT)

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

(M3penus MeauuMHCKME Ui JUArHOCTHKU in vitro. M3mepeHue BenuuuH B
Ouosornyeckux mpobax. MeTpojoruueckasi IMPOCIeKHUBAEMOCTh 3HAYCHUH,
IPUITMCAHHBIX KaTUOpaTOopaM U KOHTPOJIbHBIM MaTepHaliaM)

Guidelines for auditing management systems

(PykoBoasmue yka3aHus 0 ayJUTy CUCTEM MEHEJKMEHTA)

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

(Cratuctuueckue  MetoAbl. PykoBOACTBO 1O  HUCHOJB30BAaHUIO  OLIEHOK
MOBTOPSEMOCTH,  BOCIPOU3BOJUMOCTH M  MPAaBUIBHOCTH MpPU  OLEHKE
HEOIpeAeIEHHOCTH U3MEPEHHI)

Risk management - Guidelines

(MenemxmeHT puckoB. PykoBoasiiue ykazaHus)

Reference materials - Selected terms and definitions

(CranpmaptHble 00pasupbl. TepMUHBI U OMNpEENIeHUs, UCIIONb3yeMble B 00JIacTU
CTaHJapTHBIX 00pa3IoB)

Reference materials - Contents of certificates, labels and accompanying
documentation

(Crannmapthbie oOpasisl. Coaepxanue cepTuuKaToB (IaCIOPTOB) U 3TUKETOK)
Reference materials - Good practice in using reference materials

(CrarmaptHble 00pa3nbl. Y CTAHOBHUBINASCS TPAKTHKA TPUMEHEHHUST CTaHIAPTHBIX
00pasIoB)

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

(CranpmaptHble o0pasupbl. OOuMe W CTaTUCTHYECKHUE MPUHIUIBI CepTHPUKALUU
(arrecrarun))

Guidance for the in-house preparation of quality control materials (QCMs)
(PykoBOACTBO 1O BHYTPHJIAOOPATOPHOMY H3TOTOBJIIEHUIO MAaTepHajoB JUis
koHTposs kauectBa (MKK))

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

(Heonpenenennocts u3Mepenuii. Yactp 3. PyKoBOACTBO 1O BBIPaXKEHUIO
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ISO/IEC Guide
98-4

IEC Guide 115

HEONPEIeIEHHOCTH U3MEPEHUS )

Uncertainty of measurement - Part 4: Role of measurement uncertainty in
conformity assessment

(HeompenenenHnocts nsmepenuid. Yactes 4. Ponb HeoNpeeIeHHOCTH H3MEPEHUS B
OLIEHKE COOTBETCTBHUS)

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

(ITorpemHocTs M3MEpPEHHS] MPU OLIEHKE COTJIACOBAHHOCTH JIEATEIbHOCTH B
AJIEKTPOTEXHUYECKOM CEKTOPE)

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

(CosmectHas nexnapauus BIPM, OIML, ILAC u ISO o meTponoruueckoil npocnexuBaemoctu, 2011)
ILAC International Laboratory Accreditation Cooperation™(3)

(MexnyHapoiHas opranu3aius 1o aKkKpeauTainuu gadopaTopuit)

(VIML),
OIML V1:2013
JCGM 106:2012

International vocabulary of terms in legal metrology, 2013

(MexmyHapoIHbIH CJIOBaph TEPMUHOB 10 3aKOHOAATENbHON MeTposiorun, 2013)
Evaluation of measurement data - The role of measurement uncertainty in
conformity assessment

(OueHuBaHue JaHHBIX U3MepeHHi. Posib HeonpeaeneHHOCTH U3MEPEHNUS B OLIEHKE
COOTBETCTBHUS])

EEE/RM/062rev3, Eurachem®(4) The Selection and Use of Reference Materials
(Bb100p ¥ HCTIOIB30BAHUE STATOHHBIX MATCPHUAIIOB)

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

(bpomropa CU: Mexnynapoanas cucrema enunun (CH), BIPM)

*(2) http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO _joint declaration 2011.pdf
*(3) http://ilac.org/

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

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

(Hymepanust cHOCOK mpuBeieHa 110 OpUTHHAITY.)
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