"OCT ISO/IEC 17025-2019.
Me)XrocyaapCTBEHHbIN CTaHaapT. Obwue
TpeboBaHMS K KOMNETEHTHOCTU UCMbITATENbHbIX
N KanmbpoBoYHbIX labopaTtopumn"
(BBeaeH B aencreue MNpukasoM PoccTtaHpapTa ot
15.07.2019 N 385-cT)

[okyMeHT npepoctasneH KoHcynbTaHTIAOC

www.consultant.ru

[laTta coxpaHeHus: 26.04.2022


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

"IOCT ISO/IEC 17025-2019. MexrocyaapCTBeHHbIA CTaHAapPT.
O6Lwme TpeboBaHMs K KOMMNETEHTHOCTU UCTIbITaTENbHBIX U
KanubpoBOYHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 26.04.2022

HcTounuk mydamkannu
M., Crannaptungopm, 2019

IIpumeuyanue K JOKYyMEHTY
Hauano nefictBus nokymenta - 01.09.2019.

B cootBerctBuM ¢ [Ipukazom Poccranmapra ot 15.07.2019 N 385-cT gaHHBIA JOKYMEHT BBEAECH B
nerictue ¢ 1 centsops 2019 roxa.

Ha3Banue 10KyMeHTa
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MEXIOCYOAPCTBEHHbIW COBET NO CTAHOAPTU3ALUW, METPOJIOTUNA
N CEPTUOUKALIMA

INTERSTATE COUNCIL FOR STANDARDIZATION,
METROLOGY AND CERTIFICATION

MEXIOCYOAPCTBEHHbIW CTAHOAPT
FOCT ISO/IEC 17025-2019

OBLUME TPEBOBAHUA .
K KOMNETEHTHOCTU UCNBITATEJIbHbIX U KAIIMBPOBOYHbLIX JIABOPATOPUU

(ISO/IEC 17025:2017, IDT)

General requirements for the competence
of testing and calibration laboratories

Hara BBegenus - 2019-09-01
Mpeaucnosue

Ilenn, OCHOBHBIC TPUHIUIIBI M OOIIUE TPAaBWJIA MPOBEACHUS Pa0O0T MO MEXTrOCyAapCTBEHHOM
crangaptuzanuu  ycraHoBiensl [OCT 1.0 "MexrocygapcTBeHHass CHUCTeMa CTaHAapTU3ALMU.
OcHoBuble nonoxenuss" u [OCT 1.2 "MexrocynapcTBeHHas cuctema craHaaptuzauuu. CTaHaapThbl
MEKIOCyJJapCTBEHHBIE, MPABWIIA U PEKOMEHAAIMH 110 MEXKIOCyJapCTBEHHOM cTanAapTu3anuu. [IpaBuna
pa3paboTKu, MPUHATHUS, OOHOBIICHUS 1 OTMEHBI"

CBe.quvm O CTaHAapTe

1 TIOAI'OTOBJIEH  PecnyOnukanckuM  yHUTapHbIM  npeanpustaemM  "benopycckuit
rocyaapcTBeHHbI 1eHTp akkpeautauuu" (I'ocymapctBennoe mnpeanpustue "BITIA") Ha ocHOBe
COOCTBEHHOTO MEePEeBO/Ia HA PYCCKUIl SI3BIK AHTIIOS3BIYHON BEPCUU CTaHAAPTA, YKA3aHHOTO B MyHKTE 4

2 BHECEH T'ocygapcTBeHHBIM KOMUTETOM IO cTaHAapTu3anuu Pecryb6miku benapych

3 [IPUHAT MexrocynapcTBEHHBIM COBETOM IO CTaHAAPTU3aLMU, METPOJIOTUU U CEPTHUPUKALIUN
(mpotokoin ot 28 utonst 2019 r. N 55)

3a IMPHUHATHC ITPOT'OJIOCOBAJIN:

Kpatkoe nHanmenoBanue | Kox crpanst mo MK CoxkpaliieHHOe HAMMEHOBaHUE
ctpanbl no MK (MCO (MUCO 3166) 004-97 HAI[MOHAJILHOTO OpraHa 1o
3166) 004-97 CTaHIapTHU3ALUHI
ApMeHns AM Munskonomuku PecriyOnmku ApmeHus
benapycs BY Tl'occrangapt Pecniy6nuku benapychb
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Kazaxcran KZ Tl'occrangapt Pecniy6muku Kazaxcran
Kupruszus KG Keipreizcrangapt

Poccus RU Poccranmapt

TamxukucTan TJ TamxukcTanaapT

V30ekucrau uzZ Y3crangapt

4 Ipukazom DenepaibHOTO areHTCTBA MO TEXHUYECKOMY PETYJIMPOBAHUIO U METPOJIOTHHU OT 15
uronsg 2019 r. N 385-ct mexrocymapcrBerssiii ctangapt ['OCT ISO/IEC 17025-2019 BBenen B
JIEHCTBHE B Ka4eCTBE HAITMOHAIBHOTO cTaHaapTa Poccuiickoit ®enepanuu ¢ 1 centsiops 2019 r.

5 Hacrosmuii cranaapT uaeHTudeH MexayHapoanomy crangapty ISO/IEC 17025:2017 "O6mue
TpeOOBaHUS K KOMIIETEHTHOCTH HCIBITATeNbHBIX M KaauOpoBouHbIX Jsaboparopuit  ("General
requirements for the competence of testing and calibration laboratories", IDT).

B nacrosimmem crangapTe ci0BO customer mepeBeeHo Kak "3aka3urK" W MPUMEHSIETCS B KaueCTBE
onHOrOo M3 3HavueHni TepmuHa "morpedburens” (cm. [OCT P CO 9000-2015, oynkr 3.2.4; CTh ISO
9000-2015, mynkT 3.2.4), TOCKOJIBKY, KaK MPaBUIIO, JJAOOPATOPUHU B3aUMOACHCTBYIOT HETIOCPEACTBEHHO
C 3aKa3YMKOM YCIYT MO MCIBITAHUSM M KaTMOPOBKE, a HE ¢ KOHEUHBIM MoJib3oBareneM. Kpome Toro, B
MPAKTUKE OCYIIECTBICHHUS 1a00paTOPHON IeATENbHOCTH OOIICYOTPEOUTENHHBIM SIBISETCS CIOBO
"3aKa3unk".

MexnyHaponsblii crangapt paspabotan Komwurerom mno ouenke coorBerctBus (CASCO)
MexnyHapoaHoi opranuzaiuu no cranaaptusanuu (ISO).

HpI/I INPUMCHCHHHN HACTOAIICTO CTaHAdapTa PCKOMCHAYCTCA HCIIOJIIbB30BAaThb BMCECTO CCBUIOYHBIX
MCKIAYHAPOAHBIX CTAHAAPTOB COOTBCTCTBYIOIIUC UM MCKTOCYHAPCTBCHHBIC CTAHAAPTBHI, CBCACHHUA O
KOTOPBIX MPUBCACHBI B JOMMOJIHUTCIBHOM NIPHUJIOKCHUN I[A

6 BSBAMEH 'OCT UCO/MDK 17025-2009

Nudopmanus o BBeneHWM B JeicTBUE (NIPEKpaIleHUH ACHCTBHS) HACTOSIIETO CTaHAapTa H
W3MEHCHHI K HEMYy Ha TEPPUTOPHM YKa3aHHBIX BBIIIE TOCYAapCTB MYOJIMKYeTCS B YKa3aTelsx
HAI[MOHATIFHBIX CTaHAApPTOB, M3/1aBa€MbIX B 3TUX TOCYIapCTBaX, a TakkKe B ceTu VHTepHeT Ha caiiTax
COOTBCTCTBYIOIINX HAIUOHAJIIBHBIX OPTraHOB IO CTaHAAPTHU3ALlUN.

B cnyuae mepecMoTpa, W3MEHEHHMsS WM OTMEHBl HACTOAIIETO CTaHAapTa COOTBETCTBYIOIIAS
uHpopmanusa Oyner onyOnMKoBaHa Ha O(UIIMAILHOM MHTEpPHET-caiiTe MeXrocyaapCcTBEHHOIO COBETa
10 CTaHAapTU3AIMH, METPOJIOTHHU U CepTU(PHUKAINK B KaTajore "MexXrocy1apcTBEHHbIE CTaHAaPTHI"

B Poccuiickoii @enepanyii HACTOALIUN CTaHAAPT HE MOXKET OBITh MOJHOCTHIO HIIM YaCTUYHO
BOCIIPOU3BEJICH, TUPAXKUPOBAH M PACIIPOCTPAHEH B KauecTBE O(UIMAIBLHOIO U3AaHus 0e3 pa3perieHus
@denepanbHOro areHTCTBa 110 TEXHUYECKOMY PEryJIMPOBAHUIO U METPOJIOTUU

BBepeHue

Hacrosmuii crangapt pa3paboTaH ¢ IENbl0 YKPEIUICHUs JOBEpHUs K AesTeNbHOCTH Jab0opaTopuil.
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B Hacrosimem craHmgapTe coaep)karcs TpeOOBaHHS K J1a0OpaTOpPHsIM, BBHITOJHEHHUE KOTOPBIX MO3BOJIUT
UM TIPOJEMOHCTPUPOBATh KOMIIETEHTHOCTh M CIOCOOHOCTh TOJYy4YaTh JIOCTOBEPHBIC PpE3yJIbTaThl.
JIaGopaTopuu, KOTOpbIE COOTBETCTBYIOT TPEOOBAHUSIM HACTOSILIETO CTaHAApTa, Takke OyAyT B LIEIOM
(GYHKIIMOHHPOBATH B COOTBETCTBHH ¢ mpuHIMNamMu [SO 9001.

CornacHo TpeOOBaHMSM HACTOSILErO CTaHAapTa Jjaboparopus JODKHA IUIAHUPOBAaTh U
OCYILIECTBIJISATh JCHCTBHUSI IO YNPABICHUIO PUCKAMU M BO3MOXKHOCTSIMH. YTIPAaBICHUE PHCKaMHU MU
BO3MOXKHOCTSIMH CO3Ja€T OCHOBY JUISi TOBBIIICHHUS pE3yJIbTaTHBHOCTH CHCTEMBl MEHEKMEHTa,
JOCTIDKEHHS JIyUIINX Pe3yJIbTaToOB U MPelOTBpaIlleHHs] HeraTUBHBIX MocieAcTBUi. JIabopaTopust HeceT
OTBCTCTBCHHOCTL 3a IIPHUHATHC PCHICHUA O TOM, KaKHWC PUCKU ©U BO3MOXHOCTHU HCO6XOI[I/IMO
paccMaTpuBaTh.

Hcnonp30BaHne HACTOSIIETO CTaHIapTa YNPOCTUT COTPYJHUYECTBO MEXIY JTabOpaTopusMu u
JIpYTUMH OpraHaMd U IIOMOXKET B OOMeHe HH(OpMaluell M ONBITOM, a TaKKe B TapMOHU3ALUU
CTaHJapTOB U mpoluenyp. lIpuzHaHue pe3yabTaTOB J1AOOPATOPHON AEATENBHOCTH MEXIY CTpaHaMH
yIpoILIaeTcs, €CIu J1adopaTOpUN COOTBETCTBYIOT TPEOOBAHUSIM HACTOSIIETO CTaHapTa.

B Hacrosimmem cranaapTe UCONb3YIOTCS CIEAYIOIINE TIaroabHbIe (JOPMBI:

"nomxkeH" - 0003HauaeT TpeObOBaHUE;

- "cnemyet" - 0003HaAYAET PEKOMEH/IAIINIO;

"MoxeT" - 0003HaUaeT pa3pericHue;

"crmocob0eH" - 0003HaYaET BO3MOKHOCTb.

bonee monpobuyro nadopmaruio MmoxxHo HaiTu B JupextuBax ISO/IEC, uacts 2.

Jlng  uene uccienoBaHMs II0JIB30BATENSIM  PEKOMEHAYETCSl JIEJMTbCS CBOMM  BHJIEHHUEM
HACTOSIIEr0 CTaHAApTa U MPEII0KEHUSIMHU 10 BHECEHUIO U3MEHEHUH B Mocienytomue udganus. Utoosl
MIPUHSATH y4dacThe B OHJIaH-0IIpOCe, HE00X0MMO IIPOUTH o CCBUIKE:
https://www.surveymonkey.com/r/6MQ95ZC.

1 O6nacTtb NnpMMeHeHuns

Hacrosmuit ~ ctammaptr  ycraHaBiamBaeT — oOmme — TpeOOBaHUST K KOMIIETCHTHOCTH,
OecTpUCTPACTHOCTU U CTa0MIBHOMY (DYHKIIMOHHPOBAHUIO J1a00OpaTOpuUil.

HaCTOHIHI/Iﬁ CTaHJapT IMPHUMCHHUM KO BCEM OpraHu3alusaM, 3aHUMArOMUMCI na60paTopH0171
ACATCIIbHOCTBIO, HE3aBUCHUMO OT YHUCJICHHOCTHU IIEPCOHAJIA.

3aka3uuky J1abOpaTopHuil, pPEryJIHpyIOLIe OpraHbl, OpPraHU3alMd M CXEMBbl, HCIIOJIB3YIOIINE
MAPUTETHYIO OLIEHKY, OpraHbl IO aKKpEeIUTAalMH, a TAaKKe APYTUe CTOPOHBI INPHUMEHSIOT HACTOSIIUN
CTaHJapT MPH MOATBEPKACHUH WM MPU3HAHUU KOMIIETEHTHOCTH J1a00paTopuil.

2 HopmaTuBHbIE CCbINKK

HpI/I NPUMCHCHUN HACTOALICTO CTaHAAapTa PCKOMCHAYCTCA HCHOJb30BATH BMCCTO CCBUIOYHBIX
MCKIAYHAPOAHBIX CTAHAAPTOB COOTBCTCTBYIOIIUC MM MCKITOCYAAPCTBCHHBIC CTAHAAPTHI, CBCACHHA O
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KOTOPBIX IMPUBCACHBI B JTOIMMOJIHUTCIIBHOM IIPHUJIOKCHUN HA

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and
associated terms (VIM) (MexayHapoaHblid clioBapb Mo MeTpojoruu. OCHOBHBIE U OOIIWE TOHITHS U
cooTBeTcTBYMOIUE TepMuHbl (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (Ornenka
cootBeTcTBUs. Ci10Baph U 00IIME TPUHIINIIBI)

3 TepMuHbI 1 onpeaeneHus

B nacrosmem crangapte npumenensl TepMuHbl 1o ISO/IEC Guide 99 u ISO/IEC 17000, a Taxxe
CIIETYFOIIIe TEPMHUHBI C COOTBETCTBYIOIIIUMH OIPECTCHUSIMH.

ISO u IEC noanepxuBaroT TEPMHUHOJIOTMYECKUE Oa3bl JAHHBIX IS MCIOJIB30BaHUS B 00JIACTH
CTaHIapTHU3AI1H, KOTOPbIE JOCTYITHBI MO CIAEAYIOUINM CChUIKaM:

- omnariH-Tuiaropma [SO ams moucka 1ocTymHa 1Mo cebUIke: http://Www.iso.org/obp;
- anektponenus IEC: goctymna no cceuike: http://www.electropedia.org/
3.1 6ecpuctpactHOCTh (impartiality): Hamuame 00beKTUBHOCTH.

[Tpumeuanne 1 - OOBEKTUBHOCTh O3HAYAET, YTO OTCYTCTBYIOT KOH(IUKTHI MHTEPECOB WMJIM OHU
paspemaroTcss TakuM 00pa3oM, 4YTO HE OKAa3bIBAIOT HETaTUBHOTO BIHMSHUS Ha IOCIEIYIOIIYIO
NesTeNbHOCTh Taboparopuu (3.6).

ITpumeuanue 2 - Jl[pyrumu TepMHHAMM, UCIOJIB3YEMBIMU IPU MEpefadye CYTH COCTaBIISIFOIIMX
0eCIpUCTPACTHOCTH, SBIAIOTCA "OTCYTCTBHE KOH(MIMKTOB MHTEpEcOB", "OTCYyTCTBHE MpenB3siTOCTH",
"oTcyTcTBUE TpenyOexneHuit”, "Heirpanurer”, "cnpaBeqMBOCTh", "OTKPBITOCTH", "OOBEKTUBHOCTD'",
"oTcTpaneHHOCTh" M "mapurer".

[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, u3meHeHo - B mpumedaHuu 1 cjoBa "opraHa 1o
ceprudukanuu” 3aMeHeHbl Ha "nmabopaTopun', B IpUMeYaHUH 2 CIOBO "HE3aBUCHUMOCTE" MCKIIFOUEHO U3
CIHUCKA. |

3.2 xanoba (mperensus) (complaint): BeipakeHHe HEYIOBICTBOPSCHHOCTH JIOOBIM JIMIIOM HITH
opraHuzanueil B oTHomeHWU jabopatopuu (3.6), Kacaromieecsl AESITEIbHOCTH WM PE3yJIbTaTOB ATOM
nabopaToOpHH, TI0 KOTOPOMY OXHJIAETCS OTBET.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, u3mMeHeHO - cioBa "B OTIWYHE OT ameJUIAnuu" OBLIN
WCKITIOYEHBI, a CJI0Ba "OpraH Mo OIICHKE COOTBETCTBHUS WJIM OPTaH MO aKKPEIUTAIMH, OTHOCSIIUICS K
JESITeIbHOCTH 3TOTO OpraHa" ObUIM 3aMEHEHBI CIIOBaMH "'abopaTOpHH, KacarolIencs 1eATeIbHOCTH HITH
pe3yabpTaToB 3TOM JabopaTopun'. ]

3.3 mexmnabopaTtopHoe cinuyeHue (interlaboratory comparison): OpraHuzaiusi, BBITIOJTHCHHE W
OLICHUBAaHHE W3MEPCHUN WJIM WCIBITAHWWA OJHOTO M TOTO K€ WJIM HECKOJIbKHX TOJO0OHBIX 00pa3IoB
JBYMsI WK OoJiee Tab0paTOPUsIMH B COOTBETCTBUH C 3apaHee YCTAHOBJICHHBIMHU YCIIOBUSIMH.

[MCTOYHUK: ISO/IEC 17043:2010, 3.4]
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3.4 BHyTpuiabopaTtopHoe ciuueHue (intralaboratory comparison): OpraHusanus, BBIIOJIHEHUE U
OLICHMBaHME M3MEPEHUN WJIM HCIIBITAHUI OJHOTO M TOTO K€ MM HECKOJBKHX IMOJOOHBIX 00pa3lioB B
npezeax oHou adboparopuu (3.6) B COOTBETCTBUH C 3apaHEE YCTAHOBICHHBIMH YCIOBUSMU.

3.5 nposepka kBanmubukamuu  (proficiency  testing):  OlleHMBaHHE  XapPaKTEPUCTHKHU
(YyHKIMOHUPOBAHMSI ~ YYacTHHKA IO  3apaHee  yCTAHOBJIEHHBIM  KPUTEPHUSIM  IOCPEICTBOM
MeX1ab0opaTOopHbIX caudeHui (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, n3MeHEHO - yJaJIeHbl IPUMEYaHUs K MMyHKTY. ]

3.6 nmaboparopusi (laboratory): OpraH, KOTOpbI OCYIIECTBISCT OJMH WM HECKOJBKO U3
CJIEAYIOUIMX BUJOB JESATEIbHOCTH:

- UCIIBITaHUI,
- KaIMOpPOBKa;
- 0TOOp 00pa3LOB, CBA3aHHBIN C MTOCIEAYIOIIMMYU UCIIBITAHUSIMH WIH KaTuOPOBKOIA.

[Tpumeuanue 1 - B KoHTeKcTe HACTOSIIEro craHaapTa MOHATHE "nmabopaTopHas NesTeIbHOCTD"
OTHOCHTCSI K TPEM BBILIEYKa3aHHBIM BUJaM JI€ATEIbHOCTH.

3.7 npasuio npuHATUS pemienus (decision rule): [IpaBuiio, KOTOPOE OMUCHIBAET, KAK YYUTHIBACTCS
HEOIPEICIIEHHOCTh M3MEPEHU TpU TPUHSATHH PEIICHUS O COOTBETCTBHH YCTAHOBJICHHOMY

TpeOOBAHMUIO.

3.8 Bepudukanus (verification): IIpegocraBieHre 00bEKTUBHBIX CBHIETENBCTB TOTO, UTO JAHHBIN
00BEKT COOTBETCTBYET YCTAHOBJICHHBIM TPEOOBAHUSIM.

ITpumepsl
1 TloaTBepkaeHWe TOro, YTO JAHHBIA CTaHAAPTHBIA oOpasen sBiIsEeTcs, Kak 3asBJICHO,
OJIHOPOJIHBIM JJIs1 3HAUEHUS BETMYMHBI U COOTBETCTBYIOIIEH METOAUKH U3MEPEHM, BILIOTH 10 oOpa3ia

macco 10 mr.

2 HO,Z[TBCp)K,I[eHI/IC TOIr'0, 4TO IKCIUTYATalUOHHBIC XapaKTCPUCTUKHU HSMCpHTeHBHOﬁ CHUCTEMBI UJIN
3aKOHOOATCIIbHBIC TpCGOBaHI/IH K Heil CO6J'IIO,I[€HBI.

3 IloaTBepkIeHNE TOTO, YTO MOKET OBITh JIOCTUTHYTA LIeJIeBasi HEONPEAeIEHHOCTh H3MEPEHUH.
IIpumeuanue 1 - Korna npuMeHHMO, ClIeyeT YYUThIBaTh HEONPEAEIEHHOCTh U3MEPEHUN.

[Tpumeuanue 2 - OOBEKTOM MOKET OBITh, HAIPUMED, MPOLIECC, METOIMKA U3MEPEHUs, MaTepHall,
BEILIECTBO WM U3MEPUTENIbHAS CUCTEMA.

HpI/IMe‘IaHI/Ie 3 - YcraHOBIEGHHEIE Tpe6OBaHI/I$I MOTYT 3aKJKO4aTbCA, HalIpUMEp, B CO6J'IIO,Z[GHI/II/I
cneun(bm(aulm MMPOU3BOAUTCIIA.

[Tpumeuanue 4 - B 3akoHOIATENIBHON METPOJIOTHH, Kak 3To onpeneneHo B VIML, u npu ouenke
COOTBETCTBUSl B IEJIOM BepH(HKALUsS OTHOCUTCA K HCCICIOBAHHWIO M KICHMEHHIO W/WIU BbLIade
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CBUCTCIILCTBA O ITOBEPKE H3MepHTeJ’ILHOﬁ CHUCTCMBI.

[Tpumeuanue 5 - [ToBepky He cleayeT MyTaTh ¢ KamuOpoBKoil. He kaxknas Bepudukanus sBiseTcs
Banmaruei (3.9).

[lpumevanne 6 - B xumuum Bepuukanus HICHTUYHOCTH PACCMATPUBAEMOTO OOBEKTa WU
peakuuu TpedyeT OnucaHus CTPYKTYPbl UM CBOMCTB 3TOT0 00BEKTa WIIH PEaKIUu.

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

3.9 Banmupanusa (validation): Bepuduxamms (3.8), mpu KOTOpOil ycTaHOBICHHbIE TPeOOBaHUS
CBSI3aHBI C MPEIIOIAraeMbIM HCIIOJIb30BAaHHEM.

[Ipumep - Meronuka wu3MEpeHUs, OOBIYHO HCIOJIb3yeMas Uil HU3MEpPEHHs MaccOBOM
KOHIEHTpAallMl a30Ta B BOJE, MOXET ObIThb BalUAUpPOBaHA TAaKXKe [UIsI HM3MEPEHUsS MacCOBOMU
KOHIIEHTPALIMH a30Ta B CBIBOPOTKE KPOBU UEJIOBEKA.

[MCTOYHUK: ISO/IEC Guide 99:2007, 2.45]
4 O6wue TpeboBaHusA
4.1 BecnpucTpacTHOCTb

4.1.1 JlaGoparopHast JeATENbHOCTh JOJDKHA OCYILECTBIIATHCS OECHpPUCTPACTHO, a TaKxKe
CTPYKTYPHUPOBAThCS U YNIPABIIATHCS TAKUM 00pazoM, 4TOObI 0OecreunBaTh OECIIPUCTPACTHOCTb.

4.1.2 PyKOBOI[CTBO na60paT0pHH JOJIKHO IMIPUHATDH 00s13aTeNbCTBA 10 6CCHpI/ICTpaCTHOCTI/I.

4.1.3 JlaGopaTopus J0JDKHA HECTH OTBETCTBEHHOCTH 32 OECIIPUCTPACTHOCTH CBOEH J1aOOpaTOpHOU
NESITeTPHOCTH M HE JOJDKHA JOMyCKaTh KOMMepYeckoe, (PMHAHCOBOE WIJIM MHOE JABJIICHUE, CTaBsIIee
OeCIpUCTPaCTHOCTH O] YTPO3Yy.

4.1.4 JlaGoparopusi AODKHA HACHTH(PUIIMPOBATH PUCKH JJII CBOEH OECHpPUCTPACTHOCTH Ha
MOCTOSIHHOM OCHOBE. DTO JOHKHO BKIIIOYATh PUCKH, KOTOPhIE BO3HUKAIOT B MpoIlecce ee AesITeNbHOCTH,
B pe3yJbTaTe €¢ OTHOIICHWI WM OTHOIIECHUH ee mepcoHana. BmecTre ¢ TeM Takue OTHOIIEHUS HE
00s13aTeTLHO MPEICTABISAIOT COO0M PUCK /ISt OECIIPUCTPACTHOCTH JIA0OPATOPUH.

[TIpumevanne - OTHOMIEHHS, KOTOpPHIE YTPOKAIOT OECHPUCTPACTHOCTH JIAOOPATOPUH, MOTYT
OCHOBBIBaThCSl Ha IpaBe COOCTBEHHOCTH, YTNpaBICHHH, PYKOBOJCTBE, MEepCOHale, OOIIUX pecypcax,
¢uHaHCax, JOroBOpax, MapKeTHHre (BKJIOYas OPIHIMHT) U KOMHUCCHOHHBIX BBIIUIATAaX WM Ha APYTUX
BHUJIaX CTUMYJIMPOBAHHUS B OTHOIIIEHUH HOBBIX 3aKa3UMKOB U T.II.

4.1.5 Tlpu oOHapyKEHUU pUCKa IJIsi OECIIPUCTPACTHOCTH TaOOPATOPHS TOJDKHA OBITH B COCTOSIHUN
MIPOJIEMOHCTPHUPOBATH TO, KAK OHA YCTPAHSAET WM MUHUMHU3UPYET TAKOU PHCK.

4.2 KoHdmaeHUManbHOCTb
4.2.1 Ha60paTopI/I;1 AOJDKHAa Ha OCHOBC HPUANYCCKU 3HAYHUMBIX 0053aTENBCTB  HECTHU

OTBETCTBEHHOCTh 3a YINpPAaBJICHUE BCEW WH(POpMAIMEH, MOCTYNWBIICH W3BHE WM IIOJyYCHHOW B
npolecce BHIIIOJIHEHUS T1abopaTopHO# nesrenbHocTH. JlaGopaTopus nomkHa 3apaHee HHOOPMUPOBATH
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3aKa3unka 00 nH(popMalMK, KOTOPYIO OHa HaMEpeHa pa3MeCcTHTh B CBOOOAHOM foctyre. Mckitouenue
cocTaByisieT MH(OpMaIus, KOTopas CTAaHOBUTCS OOIIEAOCTYIMHOM MO PELICHUIO 3aKa3uuka JHOO0 Mo
COTJIACOBAHUIO MEXIY J1abopaTopueil M 3aKa3uuKoM (HampuMep, ¢ MEeJIbI0 pearnpoBaHUs Ha KajloObl).
Bes wHas wHQOpManmms cyMTaeTCs  MPENCTABISIONICH KOMMEPUYECKYH TallHy H  JOJDKHA
paccMaTpuBaThCs B KaUyeCTBE KOH(PHIEHIIUATBHOM.

4.2.2 Eciii B COOTBETCTBHH C 3aKOHOAATCJIBbCTBOM HJIM JOT'OBOPHBIMH OTHOUICHUSAMMN J'Ia60paT0pI/I$I
AOJIDKHa PAaCKpbITh KOH(i)I/II[eHI_[I/IaJ'IBHYIO I/IHq)OpMaI_II/IIO, OHa OOJI’KHa YBCAOMUTH 3dKa3dyHKa WKW HHOC
3aUHTCPCCOBAHHOC JIMIIO O paCKpBITOﬁ I/IH(I)OpMaI_II/II/I, B ClIydyac CCJIIM DJOTO HC 3allpClICHO
3aKOHOAAaTCIIbCTBOM.

4.2.3 Vudopmanus o 3aka3udKe, MOJy4YeHHas HE OT CaMOro 3aka3uuka (Hampumep, Julla,
HampaBUBIIETO >kKajio0y, PpEryJupyIOLUIMX OpraHoB), JAOJDKHA OBITh KOH(QHUACHUUATBHOW MEXKIY
3aKa34uuKoM U jaboparopueil. CBeJieHHs O MOCTaBLIMKe (MCTOYHHKE) 3TOW MH(OPMAIMK JT0JIKHBI OBITh
KOH(QUIESHIMATIBHBIMU JUIsI JTaOOpaTOPHUM M HE JOJDKHBI TEepelaBaThCsl €€ 3aKa3uuKy, €ClIM 3TO He
COI'JIACOBAHO C UICTOUYHUKOM JJAHHOM MH(pOpMAIIHH.

4.2.4 Tlepconan, BKiI0O4ast JIFOOBIX WIEHOB KOMUTETOB, OAPSIIUYMKOB, IIEPCOHAI BHELTHUX OPraHOB
WU OTHEIBHBIX  JIMI, JEHCTBYIOIIMX OT HWMEHH JabopaTopuu, JODKEH  COoONIoAaTh
KOH(PUICHINAIBHOCTh Bcel WHGOPMAIMHU, TOJTYYEHHOW WM CO3MaHHOW B XOJC BBITTOJHCHHS
1a00paTOPHOH NIEATEITHFHOCTH, 32 UCKIIFOUSHHEM CITy4aeB, MPEIyCMOTPEHHBIX 3aKOHOIATEIIHCTBOM.

5 TpeboBaHusA K CTPYKType

5.1 JIabopatopus AOJKHA OBITH FOPUAMUYECKUM JIMLIOM WU MIOAPA3AEICHUEM IOPUIUUECKOTO JINLIA,
KOTOPOE HECET IOPUANYECKYIO OTBETCTBEHHOCTD 3 €€ JeSATEIbHOCTb.

HpI/IMeLIaHI/Ie - I[J'If[ ueneﬁ HACTOALICTO CTaHAapTa IMPaBHUTCIbCTBCHHAA na6opaTopI/1$1 CUUTACTCA
OPpUINYICCKUM JIMIIOM Ha OCHOBC €€ IIPAaBUTCIILCTBCHHOT'O CTATYyCA.

5.2 JlaGopaTopust 10JKHA ONPEAETUTh PYKOBOJICTBO, KOTOPOE HECET MOJHYIO0 OTBETCTBEHHOCTH 32
1ab0paToOpHUIO.

5.3 JlaGoparopusi [OJDKHA ONpPENETUTh U JTOKYMEHTHPOBaTh 00JacTh J1aOOpaTOpHOMU
JESITeIbHOCTH, TIPU OCYIIECTBICHUN KOTOPO OHAa COOTBETCTBYET HacTosieMy cTaHmapty. O0iacth, B
OTHOIIICHUH KOTOPOH J1abopaTopHs 3asiBJIIET O COOTBETCTBUHM HACTOSIIEMY CTaHAAPTy, HE JOJDKHA
BKJIIOYATh JTA0OPATOPHYIO JAESITeTbHOCTh, OCYIISCTBISIEMYIO HAa IIOCTOSHHOM OCHOBE BHEIIHUMU
IIOCTaBIIUMKaAMH.

5.4 JlaGopaTopus JAOKHA OCYIIECTBISATH CBOKO JEATEIBHOCTh TaKHUM 00pa3oM, YTOOBI
COOTBETCTBOBATh TPEOOBAHUSM HACTOSIIETO CTaH/IAPTa, CBOUX 3aKa3YMKOB, PETYJIHUPYIONIUX OPTaHOB U
opranmzainuii, oOecneduBalIIUX Mpu3HaHue. JlabopaTopusi NOMKHA HECTH OTBETCTBEHHOCTH 3a
NeSITeNIbHOCTh, OCYILIECTBIIEMYI0O BO BCEX MECTaX €€ IOCTOSHHOTO pa3MeIleHUus, BHE MeCT ee
MMOCTOSIHHOTO pa3MEIICHIsI, Ha BPEMEHHBIX WJIH MEePEABIKHBIX TUIOMIA/IIX  Ha 00BEKTaX 3aKa3uuKa.

5.5 JIaGopatopust JoJKHA:
a) ONpEeNeNUTh OPTraHU3AIMOHHYI0 W YIPABICHYECKYIO CTPYKTYpYy JabopaTopuH, €€ MecTO B

TOJIOBHOM opraHmu3anvin n B3aHMMOCBA3U MCXKOY YHpaBJICHYCCKNMU, TEXHUYECCKHUMU u
BCIIOMOI'aTCIbHBIMHU CJ'Iy}K6aMI/I;
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b) ycTaHOBUTH OTBETCTBEHHOCTh, MTOJTHOMOYHS U B3aMMOOTHOIIIEHUSI BCEX COTPYIAHHUKOB, 3aHSATHIX
B YIPaBJIICHUHU, BBITIOJHEHUH WJIH TPOBEpPKE pPaldOT, BIMAIOIIUX HA pPe3ylbTaThl Ja0OpaTOpPHOU
JIeITEIILHOCTH,

C) TOKyMEHTHPOBATh CBOH IMPOIETYypPhl B 00BEME, HEOOXOAUMOM Il 00eCIeYeHHsI CTa0OMIBHOTO
OCYIIECTBIJICHUS CBOEH JESITEIbHOCTH U JOCTOBEPHOCTH PE3yJIbTAaTOB.

5.6 JlaGoparopus MOJDKHA UMETh TEPCOHAJ, KOTOPBIA, HE3aBUCHUMO OT JPYTHUX OOS3aHHOCTEH,
HMMeeT MOJTHOMOYHUS U PeCypChl, HEOOXOIUMBIE SIS BHITOTHEHUS] CBOUX O0S3aHHOCTEM, B TOM YHCIIE:

a) BHCAPCHUC, TIOAACPIKAHUC U COBCPIICHCTBOBAHUC CUCTCMbI MCHCIIPDKMCHTA,

b) BbIBIEHHE OTKIOHEHHH OT CHCTEMbl MEHEPKMEHTA WM OT MPOLEAYp Ul OCYLIECTBICHHUS
1a00paTOPHOM JEATENHHOCTH,

C) MHULIMUPOBAHKE MEP IO MPEAOTBPAILECHUIO NI MUHUMHU3AIUY TaKUX OTKJIOHEHUH;

d) mpencraBieHue pPYKOBOACTBY Ja0OpaTopud OTYETOB O (YHKIMOHUPOBAHUU CHUCTEMBI
MEHEP)KMEHTAa M HEOOXOIMMOCTH €€ YIyUIlIeHHUS,

¢) obecrieueHe Pe3yIbTATUBHOCTH Ja0OPATOPHOM JIEATEILHOCTH.
5.7 PykoBoACTBO J1a00paTOPUU JOJKHO 00CCIICUUTh:

a) oOMeH wuH(poOpManue O pe3yJIbTAaTUBHOCTH CHUCTEMBI MEHEIKMEHTa ¢  BaXHOCTH
YAOBJIETBOPEHUS TPEOOBAHUN 3aKa3YUKOB U IPYTHX TPeOOBaHMIA;

b) COXpaHCHUEC HEITOCTHOCTH CUCTEMbI MCHCPKMCHTA IIPH IIJIAHUPOBAHUWH U BHCCCHUU H3MCEHEHHI
B HECC.

6 TpeboBaHusA K pecypcam

6.1 O6wue TpeboBaHUA

Ha60paT0pI/I5{ AOJIKHaA pacriojaratb n€pCoHaJoM, IMOMEIICHUAMU, O60py,Z[OBaHI/IeM, CUCTEMaMHU U
BCIIOMOI'aTCJIbHbBIMHU CJ'Iy>K6aMI/I, HCO6XO,Z[I/IMLIMI/I AJI1 YIIPaBJICHU J'Ia60paTOpHOI71 ACATCIIBHOCTBIO U AJIA

€C OCYHICCTBJICHUA.

6.2 NepcoHan

6.2.1 Becp mepcoHan jgabopaTopuu, Kak TOCTOSHHBIN, TaK M MPHUBJIEKAEMBIA, KOTOPBIA MOXKET
MOBJIMATH HA JEATEIBHOCTD JIaOOpaTOPHH, TOJKEH JAeHCTBOBATH OECIIPUCTPACTHO, OBITH KOMIIETEHTHBIM
U JIOJKEH padoTaTh B COOTBETCTBUU C CUCTEMOM MEHE)KMEHTA JIa00paTOpPUH.

6.2.2 Jlabopartopusi JOMKHA TOKYMEHTUPOBATh TPEOOBaHUS K KOMIIETEHTHOCTH IEpCcOHana JUIs
KaKI0W (PyHKINH, BIUSIONICH HAa Pe3yIbTaThl TJa00PATOPHOU JAEATEILHOCTH, B TOM YUCIE TPeOOBaHUS K
o0Opa3oBaHMi0, KBATU(UKANHA, MPOPECCHOHATBHON IMOATOTOBKE, TEXHUYECCKHMM 3HAHUSM, HAaBBIKAM,
OTIBITY.

6.2.3 Jlaboparopus HOJKHA TapaHTUPOBATh, YTO IEpPCOHan 00JalaeT KOMIIETEHTHOCTBIO [
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BBIITOJIHCHU A na6opaTopHoﬁ ACATCIIbBHOCTH, 34 KOTOPYHKO OH HECET OTBETCTBCHHOCTbL, U IJII OLICHKU
3HAYUMOCTH OTKJIOHCHUH.

6.2.4 PykoBOJCTBO J1aOOpaTOPUH JIOJDKHO JTOBECTH 10 Ka)JIOTO COTPYJIHUKA €ro OO0S3aHHOCTH,
OTBECTCTBCHHOCTH U ITOJIHOMOYHS.

6.2.5 JlabopaTopust T0JKHA UMETh MPOTEAYPY(bl) M BECTH 3aITUCH TIO:
a) onpeeIeHuI0 TpeOOBaHU K KOMIIETEHTHOCTH;

b) moxbopy nepconana;

C) MOJITOTOBKE MEPCOHAA;

d) HabmroIeHUIO 32 IEPCOHAIIOM;

€) Ha/IeJICHUIO TMepCOoHaa MOJTHOMOYHUSIMH,

f) MOHUTOPHHTY KOMITETEHTHOCTH TIEPCOHAIA.

6.2.6 JlaGopaTopus JOJDKHA YIOJHOMOYWTH IIEPCOHAN HA  BBINOJHEHHWE KOHKPETHOM
1abopaTopHOH 1eATeIbHOCTH, BKIIOYas (HO He OTPAaHUYMBAsCh) ClIeAYIOIIee:

a) pa3paboTKy, U3MEHEHNE, BepUPHUKAINIO U BAIUIALNIO METOOB;

b) aHanmu3 pe3ynbTaTOB, B TOM YHUCIIE 3asBICHUI O COOTBETCTBUH WJIM MHEHUN M MHTEPIIPETALIHIA;

C) MOATOTOBKY OTYETOB O pe3yJbTaTax, UX MPOBEPKY U YTBEPHKACHHUE.

6.3 NomelueHUs N ycrnoBusi oKpyKaroLlen cpeabl

6.3.1 IlomemeHuss M yCIOBHS OKpyXaromlell cpeabl MOJKHBI ObIThb NPUTOJHBIMU TS
OCYILIECTBIICHHUsS] J1a0OpaTOPHOM JEsATEeIbHOCTH U HE JOJDKHBI OKa3blBaTh HETaTHMBHOE BIUSHHE Ha
JOCTOBEPHOCTb MOJy4aeMbIX PE3yJIbTAaTOB.

HpHMeanHe - BOSI[GI\/JICTBI/IH, KOTOPBIC MOT'YT HCTAaTHUBHO BJIUATHL Ha JOCTOBCPHOCTDL PE3YyJILTATOB,
BKJIIOYAIOT (HO HE OrpaHUYMBAIOTCS) CIEAYIOIIUEe: MUKpPOOHOJIOTMYECKOe 3arpsi3HEHHE, IIbLIb,
JIEKTPOMArHUTHBIE TIOMEXHU, H3JIy4Y€HHUE, BIAXXKHOCTb, JJIEKTPOCHAOXKEHHE, TeMmiepaTypa, LIyM U

BUOpALIUAL.

6.3.2 TpebOoBaHus, NpeABABIsIEMble K TIOMEIICHUSIM M YCJIOBUSAM OKPYXKAIOWIEH Cpempl,
HEOOXOIUMBIM ISl OCYIIECTBIICHHS JTA00PATOPHOU JEeSITETbHOCTH, JTOJKHBI OBITh JOKYMEHTUPOBAHBI.

6.3.3 JlaGopaTopusi [OJDKHA OCYIIECTBISTH MOHUTOPUHI YCIOBHM OKpYy’Karoueil cpeasbl,
yIpaBJIEHUE MU M UX PETUCTPALMIO B COOTBETCTBUHM C TEXHHUUECKUMH TPEeOOBAHUSAMH, METOJAMU U
METOJMKAMU WJIM B CITy4yasiX, KOT/1a OHU BIMSAIOT Ha JOCTOBEPHOCTh PE3yJIbTaTOB.

6.3.4 Mepbsl 1O YNpaBICHUIO TOMEIICHUSMH JIOJDKHBI OBITh BHEAPEHBI, IOABEPIaThCs
MOHUTOPHHTY U IEPUOAUUECKOMY [IEPECMOTPY U BKIHOYATh (HO HE OTPAHUYUBATHCS) CIEAYIOLIEE:

a) AOCTYIT 1 UCITOJIb30BAHUEC YUYACTKOB, OKAa3bIBAIOIIUX BJIUAHUC HA na6opaTopHyfo JCATCIIBHOCTD,

HanexHas NpaBoBas MoaAepHKa www.consultant.ru CrpaHvua 10 u3 43


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

"IOCT ISO/IEC 17025-2019. MexrocyaapCTBeHHbIA CTaHAapPT.
O6Lwme TpeboBaHMs K KOMMNETEHTHOCTU UCTIbITaTENbHBIX U
KanubpoBOYHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 26.04.2022

b) npenoTBpalieHue 3arps3HEHUH, B3aMMHOTO BIMSHUSA WIM HEOIArONpUsATHBIX BO3AEHCTBHI Ha
71a00paTOPHYIO AEATEIbHOCTD;

¢) 3ddexTuBHOE pasrpaHUYEHUE 30H, B KOTOPHIX IMPOBOIUTCS HECOBMecTUMasi jaboparopHas
NeSITENIbHOCTbD.

6.3.5 ITlpu ocymiecTBICHHH JIa0OpaTOpPUEH ACSITEIHPHOCTH Ha OOBEKTaX, HAXOIAIIMXCS BHE €€
MOCTOSIHHOTO ~ yNpaBJICHHs, OHAa JIOJDKHA OOECIeYUTh COOTBETCTBHE MOMEIIEHUN U YCIOBUH
OKpY’KaroIiel cpesibl TpeOOBaHUSIM HACTOSIIETO CTaHapTA.

6.4 O6opyanoBaHue

6.4.1 Jlaboparopusi TOJDKHA UMETh JOCTYI K 0OOpYIOBAaHHWIO (BKIIFOYasi, HO HE OTPaHUYMBAsSCH,
CpeAcTBa M3MEpEHUs, MPOrpaMMHOE oOOecreueHue, ATaJOHBI, CTaHAApPTHBIC OOpasIlbl, CIPABOYHEIC
JaHHBIC, PEAKTUBBI, PACXOIHBIC MaTEpUaIIbl WJIM BCIIOMOTATENIbHBIE YCTPOWCTBA), KOTOPOE HEOOXOANMO
IUISL HAJJIS)KAIETO0 OCYIIECTBICHHS J1a00OPaTOPHOH AEATENFHOCTH M KOTOPOE MOXKET IMOBIUATH Ha ee
pe3yabTaThl.

[Ipumeuanne 1 - CymecTByeT MHOXXECTBO Ha3BaHMK JUIS CTaHIAPTHBIX OOpasloB U
CepTUQHIMPOBAHHBIX CTAaHIAPTHBIX O0pa3lOB, HANpPUMEp OTAJIOHBI, KAIMOPOBOYHBIC STAJIOHEI,
CTaHJApTHBIE O00pa3ibl, KOHTpOJbHBIE oOpasmpl. B ISO 17034 mnpuBeneHa AONMOTHUTEIBHAS
uHpopMaldsg O MPOU3BOAUTENSAX CcTaHAApTHBIX o00pas3uoB (RMP). IlpousBoaurtenu craHgapTHBIX
o0pa3uoB, cooTBeTcTBYOUMX TpeboBaHusAM ISO 17034, cumrarorcss komrneTeHTHbIMH. CTaHAapTHbIE
o0pa3ipl OT MPOU3BOJUTENECH, COOTBETCTBYyIoIHe TpedoBanusm [SO 17034, mocrtaBastoTcss C
acrmopToM/cepTu(UKaTOM, KOTOPBIA ONpeAeisieT CpeAd MPOYHUX XapaKTEPUCTHK OIHOPOJHOCTH U
CTaOMIIBHOCTh ISl YKa3aHHBIX CBOKMCTB, a JUIsl CepTU(QUIIMPOBAHHBIX CTAHAAPTHBIX OOpPA3IOB -
yKa3aHHbIE CBOWCTBA C CEPTU(PUIMPOBAHHBIMU 3HAUYEHUSMHU, MX HEOINPEJEICHHOCTh HU3MEpPEHUN H
METPOJIOTHUECKYIO MPOCIEKUBAEMOCTb.

[Tpumeuanune 2 - B ISO Guide 33 paHbl pekOMEHIAIMM MO BBIOOPY M HCHOJIb30BAHUIO
cranfapTHeix o0pasnoB. B ISO Guide 80 mnpuBeaeHsl yka3zaHUs IO M3TOTOBJICHUIO OO0pa3lOB,
MIPUMEHSIEMBIX JUIsl BHYTPEHHETO KOHTPOJISI Ka4eCTBa.

6.4.2 B Tex cmydasix, Korja j1abopaTopusi UCIOJIb3yeT 000pyI0BaHNEe, HAXOAIIEECs] BHE 30HBI €€
MOCTOSIHHOTO yTNPAaBJICHHs, OHA JOJDKHA OOECIEeYUTh €ro COOTBETCTBHE TPEOOBAHHSIM HACTOSIIETO
CTaHJapTa.

6.4.3 JlaGopaTtopuss JOJDKHAa HUMETh NPOLEAYphl oOOpamieHuss ¢ 00OpYyJOBaHUEM, €ro
TPAHCIIOPTUPOBKH, XPAHEHHUs, SKCIUTyaTallud W IUIAHOBOTO OOCTYXXHBAaHHUS B LENAX 0OecredeHus
Ha/Iexaniero (yHKIMOHUPOBAHUS M MTPEIOTBPAILICHHS 3arPS3HEHUS FITH TIOBPEXKICHUS.

6.4.4 JlaGopatopusi MO/DKHA TOATBEPJIUTH COOTBETCTBHE OOOPYIOBAaHUS YyCTAHOBIICHHBIM
TpeOOBAHMAM TIEPET BBOJIOM €0 B SKCIUTyaTaIldI0 WX MTOCJIE BO3BpaTa B AKCILIyaTaIHIo.

6.4.5 Ob6opynoBaHHe, UCIOIB3yEMOE Ui M3MEPEHMH, NOJDKHO oOecreyuBaTh TOYHOCTb H/HIIU
HEOIPeICIEHHOCTh U3MEPEHUH, TpeOyeMble I 00ecrieyeHHs JOCTOBEPHOTO pe3yibTara.

6.4.6 U3meputenbHOE 000py10BaHHUE TOJKHO OBITH KAIMOPOBAHO, €CIH:
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- TOYHOCTb W HEONPEJEIICEHHOCTh W3MEPEHHI BIUSIOT Ha JOCTOBEPHOCTH IMPEACTaBISEMBIX
PE3yNIbTaTOB; H/WIN

- KamuOpoBka  oOopyaoBaHusi  TpeOyeTrcs A YCTaHOBJIGHUS ~ METPOJIOTUYECKOMN
MIPOCJIEKUBAEMOCTH MPEACTABISAEMBIX PE3YIbTATOB.

[Ipumeuanue - K Bugam o0opynoBaHMs, OKa3bIBAIOIIMM BIUSHUE Ha JIOCTOBEPHOCTH
IIPEJCTAaBICHHBIX PE3yJIbTaTOB, MOXKHO OTHECTH 000PYAOBaHUE, CITy’Kalllee JJIs:

- I[IPAMOTO U3MEPCHUA OHpCI[GJ'IHGMOfI BCJIMYNHBI, HAITPUMCP NMPUMCEHCHUC BECOB IJISI U3MCPCHUA
MacCcChI;

- BHECEHUS IIONPABOK B U3MEPEHHBIE 3HAYEHUs, HAIIPUMEDP U3MEPEHUS TEMIIEPaTyPhI;

- MOJYUCHHs PpE3yjibTaTa HU3MCPCHUA IIYyTCM BBEIUMCIIEHMH Ha OCHOBE 3HAUCHMIT HECKOJIBKUX
BCJINYHH.

6.4.7 JlaGopatopusi JO/DKHA pa3paboTaTh NPOrpaMMy KaJMOpPOBKH, KOTOpas JOJDKHA
MepPeCMaTPUBATBCS U KOPPEKTUPOBATHCS 10 MEpe HEOOXOAMMOCTHU C ILEIbI0 TOJICPKAHUSI JTOBEPUS K
CTaTyCy KaJIMOPOBKH.

6.4.8 Bce oOopynoBanue, koTopoe TpeOyeT KanuMOpOBKM WM HWMEET OMPENEICHHBIM CpOK
TOJTHOCTH, JOJKHO OBITh MApKHUPOBAHO, 3aKOIMPOBAHO WIIK HHBIM 00pa30oM WACHTH(PHUIMPOBAHO, YTOOBI
MIO3BOJIMTH MOJIB30BATENI0 000PYHI0BaHUS OBICTPO WMACHTU(MHUIMPOBATH CTATyC KAaTMOPOBKU MM CPOK
TOAHOCTH.

6.4.9 ObopynoBaHue, KOTOpoe ObUIO MOJBEPrHYTO MEPErpy3Ke WiK HEMPaBUILHOMY OOpaIlIEeHUIO,
BBIIACT COMHMTENBbHBIE PE3YyJIbTAaThl, a TAKXKE B Cllyyae, €Clid ObUIO 3aMEUYeHO, YTO OHO SBIISETCS
I[e(beKTHI)IM WM HE COOTBCTCTBYCT YCTAHOBJICHHBLIM Tpe6OBaHI/I$[M, JOJIDKHO OLITH BBIBCICHO U3
sKkcruryatarui. OHO JOJDKHO OBITh W30JMPOBAHO, YTOOBI MPEIOTBPATUTH €0 HCIOJIB30BaHUE, WU
4eTKO 0003HAYeHO WM HPOMApKUPOBAaHO KaK HEUCIIPaBHOE, IOKAa HE OyAeT NMPOBEPEeHO, YTO OHO
pabortaer mpaBwibHO. Jlaboparopus NODKHA HMCCIENOBaTh BIUSHHE NeQEeKTa WIM OTKIOHEHHS OT
YCTQHOBJICHHBIX ~ TpeOOBaHMH W  MPHUCTYNUTh K paboueld mpoueaype IO  YIpaBICHHIO
HECOOTBETCTBYIOLIEH padoToit (cm. 7.10).

6.4.10 Ecnu mOpoMexyTOYHbIE TPOBEPKH HEOOXOAUMBI ISl TOJJACPKAHUS YBEPEHHOCTH B
WCTIPAaBHOCTH OOOPYIOBaHUS, TO OTH TPOBEPKH JIODKHBI TMPOBOJUTHCS B COOTBETCTBUU C
YCTaHOBJICHHOW MpOLIeaypoil.

6.4.11 Ecnu pe3ynbTaThl KamTMOPOBKM M CBEACHHS O CTAHIAPTHBIX 00pa3liax BKJIIOYAIOT B cels
OTIOpHBIE 3HAUEHUS] WIM TOIMpPaBOYHbIE KOA(PPHUIMEHTHI, TO J1abopaTopusi JOJKHA OOECIEeYUTbh, UTO
OTIOpPHBIE 3HAYECHHUS U MOMPABOYHbIE KOA(P(DUIIMEHTHI OOHOBIIAIOTCSA U IPUMEHSIIOTCS TOJHKHBIM 00pa3oM
B COOTBETCTBUH C yCTAaHOBJICHHBIMH TPEOOBAHUSIMH.

6.4.12 Jlabopatopust [0JKHA TNPUHUMATh MPAKTUYECKUE MeEpbl 10 MPEeIOTBPAIICHUIO
HENpeAHaMEPEHHBIX PEryJMpOBOK OOOPYJOBaHUS, KOTOpblE MOTYT HPHUBECTH K MPU3HAHHIO
pe3yJIbTaTOB HEJEHCTBUTENLHBIMHU.

6.4.13 JIo/oKHBI BECTHCH 3alllCH O COCTOSHUM OOOpYAOBaHHUs, KOTOPOE MOXET TOBIUSATH Ha
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na60paT0pHy10 ACATCIIBHOCTD. 3anucu AOJIKHBI BKITFOYAaTh CJIICAYIOLICE, KOTAa 9TO IPUMEHUMO!:

a) I/I,ZLGHTI/I(bI/IKaLII/IIO O60py,[[OBaHI/IH, BKJIFO4as1 BEPCUIO MPOTrPpaMMHOI0 O6€CH€‘-ICHI/I}I, B TOM YHCJIC
BCTPOCHHOTO,

b) HamMeHOBaHWE W3TOTOBUTENS, WACHTU(PUKAIMIO THUIA, CEPUHHBIA HOMEp WIH JAPYTYIO
YHUKaJIbHYIO UACHTUPHUKAIUIO;

C) JaHHbIE BepUPHUKALUK O TOM, YTO OOOpPYJOBAaHHE COOTBETCTBYET YCTaHOBIICHHBIM
TpeOOBaHUSM;

d) Teky1ee MECTOHAXOX/ICHUE;

€) JaThl U pe3yJbTaThl KaIHMOPOBOK, PEryJIMPOBOK, KPUTEPHH NPUEMKH U IUIAHUPYEMYIO JaTy
CIIEAYIONIEeH KaTHOPOBKY MM MEKKATHOPOBOYHBIN HHTEPBAI;

f) nokyMeHTaIuIo Ha CTaHJapTHBIE 00pa3libl, pe3yibTaThl, KPUTEPUH IPUEMKH, COOTBETCTBYIOIIUE
JaThl U CPOKU TOJHOCTH;

g) IIJ1aH TCEXHHYCCKOI'O O6CJ'Iy>KI/IBaHI/I$I Hn TCXHHYCCKOC O6CJIy>KI/IBaHI/IC, BBIIIOJIHCHHOC K
HaCcTOACMY MOMCHTY BPCMCHHU, CCJIIN 3TO Tpe6yeTc;1 JJIA pa60TBI 060py,Z[OBaHI/I$I;

h) monpobuyio mHpOpManKio O JOOBIX MOBPEKICHUAX, HEUCTIPABHOCTSIX, MOIUGPHUKAIMIX WIN
peMOHTE 000pyIOBAHUSI.

6.5 MeTponorn4yeckas npocnexmBaeMocTb

6.5.1 JIaboparopusi JODKHA YCTAaHOBUTH M MOAJIEPKUBATh METPOJIOTHMUECKYIO TPOCIEKUBAEMOCTh
pe3yJIbTaTOB CBOMX MW3MEPEHUM, CBsA3bIBas MX C COOTBETCTBYIOIIEM OCHOBOW ISl CpPaBHEHMS
IIOCPEACTBOM JIOKYMEHTHUPOBAHHON HENPEPHIBHON LIETIN KAIMOPOBOK, Ka)KJasi U3 KOTOPbIX BHOCUT CBOM
BKJIa/l B HEOIIPEJEICHHOCTh U3MEPEHNUH.

[Tpumeuanue 1 - B ISO/IEC Guide 99 metponornyeckas mpoCiae)KHBAEMOCTh ONIPENETAETC Kak
"CBOMCTBO pe3yjibTaTa M3MEPCHHUsS, B COOTBETCTBUU C KOTOPHIM PE3YJIbTAT MOKET OBITh COOTHECEH C
OCHOBOH ISl CPAaBHEHUSI TIOCPEACTBOM JOKYMEHTHPOBAHHOW HEMPEPBIBHOM LIENH KaTMOPOBOK, KaKIast
13 KOTOPBIX BHOCHT BKJIAJ B HEOIIPEICTICHHOCTh U3MEPEeHMIA".

[Ipumevanue 2 - CMm. mpuiaokeHue A JUIsl TOJNyYEHHs JIOTOJHUTENBPHOH HH(POPMALUU O
METPOJIOTUYECKOM MTPOCIIEKUBAEMOCTH.

6.5.2 JlabGoparopusi MODKHA OOCCHEYUTh TMPOCICKHUBAEMOCTh PE3YJIbTATOB H3MEPEHUH K
MexnyHapoanoit cucreme eaunuil (CH) mocpenctom:

a) KaJMOpOBKHU, MPEAOCTABIAEMON KOMIIETEHTHOU JTabopaTopueil; niu

[Tpumeuanue 1 - JlaGopaTopuu, yHOBIETBOPSIONIME TPEeOOBAHUSM HACTOSIIETO CTAHAAPTA,
CUMTAIOTCA KOMIIETEHTHBIMHU.

b) cepTuduupoBaHHbBIX 3HaAUYCHUN CEPTUGUINPOBAHHBIX CTAHJAPTHBIX 00Pa31I0B KOMIIETEHTHOTO
MIPOU3BOUTENS C YKa3aHHOM METPOJIOTHUECKOl mpocnexuBaeMocTbio k CU; mun
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[Mpumeuanue 2 - [Ipon3BOIUTENN CTAHAAPTHBIX 00PA3I0B, BHIMOIHAIONINE TPEOOBAHUS CTaHIAPTa
ISO 17034, cunuraroTcss KOMIIETEHTHBIMH.

C) HemocpeaCcTBeHHOW peanm3anuu equHul] CU, moaTBepkKIeHHOW CIUYCHHUSIMHU, TMPSIMBIMHU HIH
KOCBEHHBIMH, C HAIIMOHAJIbHBIMH WJIH MEXIYHAPOIHBIMH 3TAJIOHAMM.

[Tpumeuanue 3 - [TogpoOHas nHOpMAIUS O TPAKTUICCKON pean3aliii ONpeIeIeHI HEKOTOPHIX
BOKHEWIINX eMHUI] puBeaeHa B bpourtope CU.

6.5.3 Eciii ycTaHOBJIEHUE METPOJIOTMYECKON IpociexknuBaeMocT K eauHunam CHU ¢ texHuyeckon
TOYKHM 3pCHUA HE MNPCACTABIACTCA BO3MOKHBIM, na60paT0p1/m AO0JDKHa MNPOACEMOHCTPUPOBATH
METPOJIOTHYECKYFO TIPOCIEKMBAEMOCTh K COOTBETCTBYIOIIEH OCHOBE JIJIsi CPABHEHUSI, HAITPUMED K:

a) cepTU(UIUPOBAHHBIM  3HAUYCHUAM  CEPTHU(PUIMPOBAHHBIX  CTAaHIAPTHBIX  0Opa3loB,
MIPEIOCTABIIEHHBIX KOMIETEHTHBIM H3TOTOBUTEIEM;

b) pesynpTaraM, TOJYYEHHBIM C TPUMEHEHHEM pe(PEepeHTHBIX METOAMK HU3MEpPEHHUil,
YCTAaHOBJIEHHBIX METOJOB WJIM COIJVIACOBAaHHBIX CTAHJIAPTOB (3TAJOHOB), €CIM OHU YETKO OIMCAHBl U
MpU3HaHbl B KadyecTBe OOECNeuMBAIOIIMX pe3ylbTaTbl W3MEPEHUHM, KOTOpPblE OTBEYAIOT CBOEMY
MpeoyiaraeMoOMy Ha3HAUEHUIO U TIOTBEPKIAIOTCS COOTBETCTBYIOIIMMU CIIMYCHUSIMH.

6.6 npOﬂyKLI,VIFI nycnyrm, npegocrtaBlrifsemMble BHelWWHUMMU NOoCTaBLLUKaMU

6.6.1 JlaGopaTopus IOJKHA OOECIEUUTh NPUTOAHOCTH HCIOJNb3YEMBIX MPOAYKIHUU M YCIYT,
MPEJOCTABISIEMBIX BHEITHUMH ITOCTABIIMKAMH, KOTOPBIE BIMAIOT HA ACATEIBHOCTD Jab0opaTopuu, KOraa
OHHU:

a) TpeTHa3HA4YCHBI JJISI UCTIOJIB30BAaHMS B COOCTBEHHOM TaOOPAaTOPHOM ACSATEIHHOCTH;

b) mpenocraBnsTca 1abopaTopueii, YaCTUYHO WJIM MOJHOCTHIO, HANPSIMYIO 3aKa3uMKy B TOM
COCTOSTHMH, B KOTOPOM OHU ObUIH MOJyY€HbI OT BHEIIHEr0 MOCTABIIUKA;

C) UCHOJB3YIOTCSA IS MOAJIEpKAHUS PabOThI 1a00opaToOpuu.

[Tlpumeuanue - Ilpoaykuus MOXKET BKJIIOYATh, HANpUMeEp, OTAJOHBI W  000pyAOBaHHE,
BCIIOMOTATeJIbHbIE YCTPONCTBA, PACXOJHBIE MaTepHalibl M CTaHIApPTHbIE OOpas3lbl. YCIYrM MOTYT
BKJIIOYATh, HANpHUMEp, YCIyTH MO KaJIuOpoBKe, OTOOPY OOpPAas3IOB, HCHBITAHUSIM, OOCITYXHUBAaHUIO
IOMEUIeHUH 1 000py10BaHUs, IPOBEPKE KBATU(DUKALINY, OLICHKE U ayAUTY.

6.6.2 JlaGopaTopus JOKHA UMETh MPOLIEAYPHI U BECTH 3aIUCH JUISL:

a) ONpEICNICHUS, PACCMOTPEHUS W YTBEpXKACHHS TpeOoBaHUI naboparopuu K TPOAYKIHH U
yCayraM, IpeI0CTaBIIsieMbIM BHEIITHUMHU MTOCTABIIUKAMHU;

b) ompeneneHuss KpUTEpUEB JJIS OICHWBAHUSA, BBHIOOpPA, MOHHUTOPHHTA JESITCIBHOCTH W
IIEPUOANYECKOT0 OLEHUBAHNS BHEIIHUX [TOCTABIIUKOB;

C) obecreyeHus TOro, YTOOBI npoayKnouda U yCJIyru, nNOCTaBJISICMbIC BHCIIHHMMHU IMOCTABHIMKAMH,
COOTBCTCTBOBAJIM  YCTAaHOBJICHHBIM TpeGOBaHI/IHM Ha60paT0pI/II/I Hjin, Koraga O95TO HNPUMCHHUMO,
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Tpe6OBaHI/IHM HACTOAWICTO CTaHAapTa, MHNpEKAC YEeM OHU 6y,HYT HCIIOJIB30BaHBI B pa60Te Ui
HCTIOCPCACTBCHHO NICPCAAHBI 3aKA3UUKY;

d) ocymecTBieHHsT KakuX-IMOO JEHCTBHH 1O pe3ynbTaTaM OLEHHBAHMSA, MOHHMTOPHHTA
NEeSTeIbHOCTH U IEPUOANYECKOTO OLIEHUBAHUS BHEIIIHUX MOCTaBLINKOB.

6.6.3 JlaGoparopusi mopKHa MH(GOPMHUPOBATH BHEIIHUX TOCTABIIMKOB O CBOMX TPEOOBAaHMSIX B
OTHOIIICHUU:

a) MPEJOCTaBIIEMBIX IPOIYKIIUU U YCIIYT;
b) KpuTEpHEB IPUEMKH;
C) KOMIIETEHTHOCTH, BKJIFOUasi TpeOOBaHUs K KBAIM(UKAIINH [IEPCOHATIA;

d) nmesTenpHOCTH, KOTOpYIO Ja0opaTtopusi WM €€ 3aKa3uuK HaMEpeHbl OCYIIeCTBUTHh Ha
TEPPUTOPUH BHEIIHETO OCTABIIUKA.

7 TpeboBaHusA K npoueccy

7.1 PaccmoTpeHue 3anpocoB, TEHAEPOB U JOroBOpPoOB

7.1.1 JlaGopaTopusi NOJDKHA HMETh MPOIEAYPY Il PACCMOTPEHHUs 3alpocoB, TEHACPOB U
norosopos. [Ipouenypa nomkHa obecneunBarh, 4To:

a) TpeboBaHMsS HaAJeKalmuM 00pa3oM ompeieNeHbl, TOKYMEHTUPOBAHbBI U IPaBUIBHO
MTOHUMAIOTCS,

b) maboparopus pacnojaraeT BO3MOKHOCTSIMH U PeCypcaMH JJIsi BBIITOJHEHHUS TpeOOBaHUii;
C) B Ciy4ae MPUBJICYCHUSI BHEUTHUX MMOCTABIIMKOB BBIOJIHIIOTCS TpeboBaHus 6.6 U nadoparopus
IpeaaraeT 3aka3uuky, 4ToObl KOHKpeTHas JabopaTopHasi JesITeIbHOCTh Oblja BBIIOJIHEHA BHEIIHUM

IMOCTaBIIMKOM, U IOJTYy4acT 01106peH1/Ie 3aKa34dHMKa.

HpI/IMeLIaHI/Ie 1- HpI/IHHTO, qTo Ha6opaTopHa;1 ACATCIIBHOCTD MOXET OCYHICCTBIIATHECA BHCUIHHUM
MOCTABIIMKOM B TE€X CJIyUadX, KOrJa:

- J1a6opaTopH51 pacnojraract pecypcaMu U KOMIICTCHTHOCTBIO IJId OCYIICCTBIICHUA ACATCIBHOCTH,
OOHAKO B CHJIYy HCHNPCABUACHHBLIX 00CTOSITCILCTB OHA HE B COCTOSIHUU BBIIOJHUTH €€ YaCTUYHO HIIM

[TOJIHOCTEIO;

- nabopatopusi HE pacrojaraeT pecypcaMd WM KOMIIETEHTHOCTBIO JJIsl OCYIIECTBICHUS
JeSITEIbHOCTH.

d) BBIOpaHBI COOTBETCTBYIOIIME METOJbI WJIM METOJUKH W OHHU CIOCOOHBI YJOBJICTBOPHTH
TpeOOBaHMS 3aKa3UHKOB.

[Ipumeuanue 2 - Jliigs BHYTPEHHHMX WJIM TOCTOSHHBIX 3aKa34MKOB PACCMOTPEHHE 3aIlpOCOB,
TEHJIEPOB M IOTOBOPOB MOKET OBITH BBIITOJTHEHO B YIIPOIIIEHHOM BHJIC.

7.1.2 Jlaboparopusi [0DKHAa MH(MOPMHUpPOBATh 3aKa3uhKa, KOTJa METOJ, 3alpalliuBaeMbli
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3aKa34YnuKOM, SABJIACTCA HCIIPUMCEHUMBIM HWJIN YCTAPCBIINM.

7.1.3 Korja 3aka3uuk 3alpalivBaeT 3aKJII0YEeHHE O COOTBETCTBHU CEUM(UKAIMHN WIN CTaHAAPTY
Ha WCIBITAaHUS WIM KaTMOpOBKY (Hampumep, TOACH/HE TOJEH, B TMpejaenax AOMycKa/3a MpenesiaMu
JIOMyCKa), TO crenu(uKaus WM CTaHAApT W TpaBWiIa TPUHATHS PEIICHWHA JOJDKHBI OBITH YETKO
omnpezeneHsl. Eciiv mpaBmiio NpUHATUS pPELIEHUs] HE OIpeseeHo B crenuuKaluyd Wik CTaHaapTe, TO
OHO JIOJDKHO OBITh COOOIIIEHO 3aKa34unKy U COIJIACOBAHO C HUM.

[Tpumevanue - JlonmonHUTENBbHYIO MH(pOpPMAIMIO O 3asBieHUsX 0 cooTBeTcTBUU cM. B ISO/IEC
Guide 98-4.

7.1.4 JlroOble pasHOTIIACHS MEXIY 3alpOCOM WU TEHIEPOM U JOTOBOPOM JIOJKHBI OBITh
YCTpaHEHBI JI0 Hadaia JabopaTopHOH JesaTeabHoCcTH. Kax IbIit JoroBop JOJIKEH ObITh MPUEMIIEMBIM KakK
ISl Ta0OPATOPUH, TaK U JJIs 3aka3unka. OTKIOHEHUS OT MOJIOXKEHHUU JIOTOBOPA MO 3alpoCcy 3aKazdhKa
HE JIOJDKHBI BIIUATh HA 00bEKTUBHOCTD JIAOOPATOPUH WIIH JJOCTOBEPHOCThH €€ Pe3yJIbTaTOB.

7.1.5 3aka34uK H0JKEH OBITh MPOMH(POPMHUPOBAH O JTFOOOM OTKIIOHEHHH OT YCIOBUM JOTOBOPA.

7.1.6 Eciin B 1OrOBOp BHOCSATCS M3MEHEHUS TOCIIE TOTO, Kak paboTa Havanack, aHaJIM3 JOrOBOpa
JOJI’)KEH 6I>ITI) MMPOBEACH MMOBTOPHO H JIFOOBIE M3MEHEHUS JOJI?KHBI OBITH JOBEACHBI 10 CBCIACHUSA BCEX
COTPYAHUKOB, HA ACATCIIBHOCTb KOTOPBIX BIUAKOT JaHHBIC U3MCHCHUS.

7.1.7 JlabGoparopusi NOJDKHA COTPYIHHYATh C 3aKa3uMKaMW WM WX MPEACTABUTEISIMH IS
YTOYHEHHS 3alpPOCOB 3aKa3uWka M HAOJIOACHHUS 3a JCSATEIBHOCTHIO JTa0OpaTOPHH, BBITIOTHSFOIICH
paborty.

IIpumeuanue - Takoe cOTPYIHUYECTBO MOKET BKIIFOYATh:

a) oOecrieyeHHe MPUEMIIEMOTO JIOCTyNla K COOTBETCTBYIOIIUM 30HAM Jaboparopud s
HaOTI0JICHUS 32 TAOOPATOPHOM JEATEIHHOCTHIO, BHITIOMHIEMOM /TSI KOHKPETHOTO 3aKa34ynKa;

b) MOATOTOBKY, yIAaKOBKY U OTHPABKY OOBEKTOB, HEOOXOAMMBIC 3aKa34HKY C IIEIBIO MPOBEPKH.

7.1.8 3anucu o aHaJIn3y, BKIIHOYasa JIIO0BIE 3HAYUTEIIHLHBIE HU3MCHCHUSA, HOJIZKHBI COXPAHATBHCA.
Taxxke JOJDKHBI COXPAaHATHCA 3allMCHh COOTBCTCTBYIOIIUX IIEPECTOBOPOB C 3aKA3UMKOM, KacCaromuecs
TpeOOoBaHUM 3aKa3uynKa UM PE3yJIbTATOB JTAOOPATOPHOMN AEATEIHHOCTH.

7.2 Bbibop, Bepudmkaumsa n sanuaaumsa MeToaos

7.2.1 Bbi6op n Bepucpukauusa metonos

7.2.1.1 Jlaboparopus JOHKHA IPUMEHSITh COOTBETCTBYIOIINE METOIBI M METOUKH JIJISl BCEX BUJIOB
1a00paTOPHOMN ACSITEIBHOCTU U MPU HEOOXOAUMOCTHU ISl OIEHUBAHMS HEOTIPEACIICHHOCTH U3MEPEHUH,

a TaK)XKC€ CTaTUCTUYCCKUEC MCTOAbI JJI1 aHaJIN3a JaHHBIX.

ITpumeuanue - Tepmud "MeTon'", UCIOIL3YEMBII B HACTOSIIEM CTaHAAPTE, U TEPMHUH "METOIUKA
b 9
u3mepenuit", npusenenHsiit B ISO/IEC Guide 99, MoryT paccmaTrpuBaThbcs Kak CHHOHUMBI.

7.2.1.2 Bce MeTOAbl, METOJMKM M COIYTCTBYIOUIME JOKYMEHTBI, TaKu€ KaK HWHCTPYKLUH,
CTaHJApPTHl, PYKOBOJCTBA MO OKCIUTyaTallud W CIPaBOYHBIE JaHHBIE, HMMEIONINE OTHOIICHHE K
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1a00paTOPHON  EATENIBHOCTH, JOJDKHBI TOJJEPKUBATbC B AKTYaJIbHOM COCTOSSHUM U OBITh
JIETKOJIOCTYIIHBIMHU 1151 IIepcoHana (cm. 8.3).

7.2.1.3 JlaGopaTopusi MoKHa OOECIEYUTh MPUMEHEHWE IOCIeIHEH NEHCTBYOMEH peaaKiun
METOJa, 3a HCKIIOUEHHEM CIydyaeB, KOTJa €€ NPUMEHEHHE SBISETCS HENeIecOO00pasHbIM WU
HEBO3MOXXHBIM. [Ipm HeoOXomuMocTH Ui TPUMEHEHHS MeToJa JOJDKHBI ObITh pa3zpaboTaHbl
JIOTIOJTHUTEJIBHBIC YTOYHEHUS, YTOOBI 00ECIICYUTh €r0 HEMPOTUBOPEYHBOE IPUMECHEHUE.

ITpumeuanue - MeXIyHapOAHbIE, PETUOHAIBHBIE WIM HAlMOHAJIBHBIE CTaHAAPTHl WIH ApPYTHE
NIPU3HAHHBIE TEXHUUYECKUE TPeOOBAHUS, CO/IEPIKAIIINE TOCTATOYHYIO U TOUHYIO HH()OPMAIIHIO O TOM, KaK
OCYIIECTBIISATH JTAOOPATOPHYIO JIEATENBHOCTh, HE TPEOYETCs JOMOMHATh WM MEPENHChIBATh B KAUeCTBE
BHYTPEHHUX TMpoLenyp J1adopaTOpuu, €Cad 3THU CTaHAapThl HAMHCAHbl TaKUM OOpa3oM, 4YTO MOTYT
MIPUMEHSIThCSI TPOU3BOJICTBEHHBIM MEPCOHATIOM JlabopaTopuu. JlJis BapUaTUBHBIX 3TallOB METO/AA WU
IUId  JIOTMOJIHUTENILHOTO  NOAPOOHOrO0  ONMUCaHMA  MOXET  IOTpeOOBaThCs  IMPENOCTaBIECHUE
JOTIOJIHATENBHON JOKYMEHTALINH.

7.2.1.4 Koraa 3aka34yuk HE ONpEAEsieT METOJ, KOTOPhIA HEOOXOAUMO NMPUMEHSATH, JIAOOPATOPHUs
J0OJDKHA BBIOpATh TOAXOISAIIMKA METOJ CaMOCTOSTEIbHO M TPOMH(DOPMHUPOBATH 00 3TOM 3aKa3yuKa.
PexomeHyeTcsi MCTONB30BaTh METOBI, OIMyOJMKOBAHHBIE B MEKAYHAPOIHBIX, PErHOHAIBHBIX WU
HAIMOHAIBHBIX CTAHJAPTAaX, JINOO PEKOMEH/I0BAHHBIC aBTOPUTETHBIMH TEXHUYECKUMH OPTaHU3AIMIMH,
a0 ONHMCAHHBIE B COOTBETCTBYIOIIMX HAyYHBIX CTAaThIX WM JKypHaJlaX, JIMOO YCTaHOBJICHHBIC
U3rOTOBHUTENEM 000pynoBaHMA. Takke MOTYT NPUMEHATHCS METOAbI, pazpaboTaHHBIE J1abopaTtopueit
WA MOIU(PHUIIMPOBAHHBIE.

7.2.1.5 Jlo BHenpeHus METOIOB B pabOTy JiabopaTopusi AOHKHA TMOJITBEPIUTH, YTO OHA MOKET
HaJIeKaIM 00pa3oM MPUMEHATh BRIOpaHHBIE METO/IbI, OOecTieunBasi TpeOyeMoe UCTIOTHEHUE. 3amiucu
0 BepuduKauu JODKHBI  COXpaHsTbcs. Ecnum  u3MeHeHus B MeTol  ObUIM  BHECEHBI
opraHmzaluei-pazpaboTunkoM, TO BeprUPHUKaAIUs JOKHA OBITH MPOBEJCHA MOBTOPHO B HEOOXOAUMOM
o0beMme.

7.2.1.6 ITpu HE0OX0MUMOCTH Pa3pabOTKH HOBOTO METOJIa JIOJDKEH OBITh COCTABIICH TUIaH paboT U
Ha3HAYeH KBATU(HUIIMPOBAHHBIA MEPCOHAJ, OOecleUYeHHbI HEOOXOAUMBIMU pecypcamu. B mporecce
pa3paboTKH METO/Aa JOJDKHA MPOBOIUTHCS MEPHOAMYECKAs OLECHKA paboT C IENbI0 MOITBEPIKICHUS
TOT0, YTO TPEOOBAHUS 3aKa3unKa BCE €Ille BHIIOMHAIOTCS. JIF0ObIe M3MEHEHHUS, BHOCUMbIE B IJIaH PadoT,
JIOJDKHBI OBITh 0JT00OPEHBI M YTBEPKICHBI.

7.2.1.7 OTkIOHEHHE OT METOJOB JJs BCEX BHJOB JIAOOPATOPHON JESATEIBHOCTH JIOJHKHO
JIOMYCKAThCS TOJIBKO TOTJA, KOTJa OSTO OTKIOHEHHE OQOPMIICHO JIOKYMEHTAJIbHO, TEXHHYECKH
000CHOBaHO, YTBEPKJEHO U MPUHATO 3aKa3UUKOM.

[Tpumeuanue - Cornacue 3aka3urKa Ha OTKJIIOHEHHSI MOXKET OBbITh 3apaHee OrOBOPEHO B JI0TOBOPE.

7.2.2 Banngauua metoOoB

7.2.2.1 Jlaboparopusi AOJDKHA TNPOBOAMTH BaJIMJALMIO HECTAHAAPTHBIX METOAOB, METOJIOB,
pa3paboTaHHbIX JaOOopaTopuel, U CTaHIAPTHBIX METOJOB, UCIOJIB3YEMBIX 3a IpejaenaMu UX 00JacTu
NPUMEHEHHUS WIH KaKHUM-JIHOO WHBIM 00pa3oM MOAM(UIIMPOBAHHBIX. Bamumanus momkHa OBITH
HACTOJIBKO TOJTHOM, HACKOJIBKO 3TO HE00X0IMMO, YTOOBI OTBEYATh MOTPEOHOCTSIM JAHHOTO IPUMEHEHUS
WK 001aCTH IPUMEHEHHUSL.
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[Tpumeuanue 1 - Bamupanus MoXeT BKIOYATh Hpolexypbl oTOopa 00pas3ioB, oOpalieHus ¢
00BEKTaMU MCTIBITAHUS MU KaTMOPOBKH U UX TPAHCIIOPTUPOBKH.

[Tpumeuanue 2 - J{nsg Bamuaanuu METOJAa MOXKET MPUMEHSATHCS OJUH M3 CICAYIONINX CIOoco00B
00 NX KOMOMHAINA:

a) KaJ'II/I6pOBKa HJIN OLICHUBAHUC CMCIICHUA U MPECIU3NOHHOCTH C UCIIOJB30BAHUEM 3TAJIOHOB WA
CTaHAAPTHBIX O6p&3HOB;

b) CHUCTCMATHYCCKas OLICHKAa (l)aKTOpOB, BJIMAIOIIUX HA PE3YJIbTAT,

C) TpOBepKa YCTOWYMBOCTU METOJA TMOCPEICTBOM M3MEHEHHUsS YIPABISIEMBIX MapaMeTpOB, TAaKUX
KaK TeMIiepaTypa B TepMOCTaTe, I03UPYEMBIid 00BeM;

d) cpaBHEeHHE ¢ pe3yabTaTaMH, IOJYYEHHBIMH C TIOMOIIBIO IPYTUX BAJTUJIHUPOBAHHBIX METOJIOB;

€) MeXJIab0paTOPHBIC CITUICHHS;

f) oneHuBaHMe HEOINpPeNEICHHOCTH H3MEPEHHH, CBS3aHHOM C pe3yJbTaTaMH HM3MEPEHUH, Ha
OCHOBAaHUU TMOHUMAaHUS TEOPETUYECKUX MPHUHIIMIIOB METOJa U OMbITa €ro peaau3allid Mpu oTOope
00pa3IoB WU MPOBEACHUH UCTIBITAHUH.

7.2.2.2 Tlpu BHECEHMH HW3MEHEHUW B BAJIMIUPOBAHHBI METOJ MX BIHMSHUE JOJDKHO OBITh
OTIPE/ICNICHO W, B CJIy4ae eCJIM ObLIO YCTAHOBJICHO, YTO OHM OKA3bIBAIOT BIIMSHHE HA MEPBOHAYAILHYIO
BaJIM/IA1INIO, IOJKHA OBITH BHIMIOJHEHA HOBAsl BAIMIALUsl METO/IA.

7.2.2.3 XapaKTepuCTHUKH BAIUIUPOBAHHBIX METOAOB, OLIEHEHHBbIC JJsi MPEArNoIaraeMoro
WCTONIb30BaHUs, JIOJDKHBI ~ COOTBETCTBOBATH MOTPEOHOCTSM  3aKa3UMKOB UM YCTAaHOBICHHBIM
TpeOOBaHUSM.

[Tpumeuanue - XapakTEpUCTUKH METOJa MOTYT BKJIIOYATh (HO HE OTPaHWIMBATHCS) JHAMA30H
W3MEpEHUI, TOYHOCTh, HEOMPECIICHHOCTh PE3yJIbTATOB H3MEPECHHU, Tpeesl OOHApYKEHUs, Mpeel
KOJMYECTBEHHOTO OMpefeNieHusl, H30UpaTebHOCTh METOJa, JHUHEHMHOCTh, MOBTOPSEMOCTh WIIU
BOCIIPOU3BOJAMMOCTh, YCTOMYMBOCTh K BHEIIHUM BO3ACHCTBHAM WK 3(pdeKkTam BIUSHUS MATPHUIIBI
o0pasiia Win UCTIBITHIBAEMOT0 00BEKTa U CMEIIICHHE.

7.2.2.4 JTaGopatopusi JOIKHA COXPAHATH CJIEIYIONINE 3aMUCH O BaTUIaIUu:

a) MCITOJIb30BAHHYIO TIPOIEAYPY BaTHIAINN;

b) nepeueHs TpeOOBaHMIA,

C) ompeelieHne XapaKTepUCTHK METO/a;

d) moy4eHHbIe pe3ybTaThl;

e) 3aKIIIOYCHHUEC O NPUTOAHOCTU METOJAa BMECTC C HOI[p06HbIM OIMMCaHHUEM €T0 COOTBCTCTBHUA B
OTHOIICHHHU ITPEAII0IaracMoro uCrojab30BaHus.

7.3 OT60p OGpasuoB
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7.3.1 B cnydae korzma nabopaTopusi MpPOBOAUT OTOOp OOpa3LOB BELIECTB, MATEPUATIOB HIU
NPOAYKIUH ISl TIOCIEAYIOUINX UCTIBITAHUN WM KaJTUOPOBKH, OHA JTOJDKHA UMETh IJIaH U METOJbI UX
orbopa. Metong orbopa 00pa3sloOB JODKEH yUYUTHIBATh (AKTOPBI, KOTOpBIE HEOOXOIUMO
KOHTPOJIMUPOBATh, YTOOBI OOECTEUUTHh JOCTOBEPHOCTH PE3YyJIbTATOB MOCIEIYIOMUX HCIBITAHUA WITH
kamuOpoBku. [1man u MeTox 0TOOpa 00pa3IoB AOKHBI OBITH JOCTYITHBI HA MECTE MPOBEACHUS 0TOOpA.
[Tnansr oTOOpa 00pa3LOB MOKHBI OCHOBBIBATHCS, KOTZA 3TO IEJIECO00pa3HO, HA COOTBETCTBYIOIINX
CTaTHCTHYECKHX METOAX.

7.3.2 Metoasl 0TO00pa 00pas3IoB JOIKHBI OMUCHIBATH:
a) BBIOOP 00pa3IoB WM TOYEK 0TOOPA;
b) mnan oT6opa 006pasos;

C) TOATOTOBKY WM 00pabOTKy o0Opasma(oB) BemIeCTBa, Marepuaja WIH TPOAYKIUU C IEIBIO
MOJIyYeHHS TpeOyeMoro o0pasia AJisi MOCIEAYIONIETO MPOBEJACHUS HCIIBITAHUH MITH KaTHOPOBKH.

[Tpumeuanue - Ilocne Toro kak oOpasen HoiydeH JlabopaTopuel, NanbHeilee oOpalleHue,
KOTOpOE MOXKET MOTPeOOBaThCs, OMUCAHO B 7.4.

7.3.3 Jlaboparopust TOJDKHA COXPaHATh COOTBETCTBYIOIIHE 3aTHCH 00 0TOOpe 00pas3IoB, KOTOPHI
COCTaBJISICT YaCTh MPOBEACHHBIX UCITBITAHUN WITH KATMOPOBKH. Takue 3aIicy JIOJDKHBI BKITFOYATh B Ce0s
(ecu MPUMEHHUMO):

a) CCBUIKY Ha MPUMEHEHHBIH METO]T 0TOOpa 00pa3IoB;

b) naty u Bpems or6opa oOpasIoB;

C) JaHHBIe A HISHTHU(UKAUMU U omnucaHus oOpas3ma (Hampumep, HOMeEp, KOJIUYECTBO,
HauMEHOBaHMUE);

d) naentuduxayio 1na, BEIMOJIHUBIIETO 0TOOp 00pa3IoB;
€) UeHTU(HUKAINIO HCIIOIB30BAaHHOTO 000PYI0BAHHS;
f) ycrnoBust okpykatomieii cpeibl ¥ TpaHCTIOPTHPOBKY;

g) CXeMbI WJIM JIPYTHe SKBUBAJCHTHBIC CIOCOOBI MACHTU(UKAIMK MecTa 0TOOpa 00pas3IoB, eCiu
9TO HEOOXOIMMO;

h) oTkiIOHEHUS, JOTIOTHEHUS WIU UCKITIOUEHHUS U3 METO/Ia U TUTaHa 0TOopa 00pasIioB.
7.4 O6paweHme ¢ 06 beKTaMn UCNbITAaHUA UNU KanNMOpPOBKU

7.4.1 Jlaboparopusi AOJDKHA MMETh IMPOLEAYpPY A TPAaHCHOPTUPOBKH, IMOJYYEHHS OOBEKTOB
UCTIBITAHUNA WIM KaJuOpOBKH, OOpalieHUsi C OOBEKTaMU HCHBITAHUH WIM KaJluOpPOBKH, 3alllUTHI,
XpaHEeHHs1, OOECIEYCHUsI COXPAaHHOCTH, YHMUYTOXXCHHS WM BO3BpaTa OOBEKTOB HCIBITAHUN WU
KaJMOpOBKHU, BKJIIOYAsi BCE YCIIOBHUS, HEOOXOAMMBIE JUISl 3alllUThl LEJIOCTHOCTU OOBEKTOB HCIBITAHUMN
WM KaJTUOpPOBKHU M 3alIUThl HHTEPECOB J1a00paToOpuu U 3aKa3zdyuka. JloKHbBI ObITh IPEIIPUHATH MEphI
IIPEJOCTOPOKHOCTH, YTOOBI U30€KaTh yXYIIIEHUS CBOMCTB, 3arpsA3HEHUs, NOTEPU WU MOBPEXKIAECHUSL
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00BEKTOB MPH OOPAICHNUH, TPAHCTIOPTUPOBKE, XPaHESHUH/OXKUJAHUN U TIOATOTOBKE K UCTIBITAHUSAM HJIH
KanuOpoBke. HCTPYKIMK MO OOpaIIeHUI0 ¢ 00BEKTaMHU, MPEJOCTABICHHBIC BMECTE C HUMHU, JIOJIKHBI
OBITH COOJIFOCHBI.

7.4.2 JlabopaTopusi JOKHA UMETh YETKYIO CHCTEMY HACHTH(HKAIMKA OOBEKTOB UCIIBITAHUN HITH
KannOpoBkH. MmeHTH(UKaNNs JODKHA COXPAHATHCS, TIOKa 0OOBEKT HAXOAUTCS 1O/ OTBETCTBEHHOCTHIO
naboparopuu. JlaHHas cucTeMa J0JDKHA 00eCIeuynBaTh, 4TO OOBEKTH He OYAyT MepenyTanbl Gu3ndecku
WIN TP CChIJIKE HA HUX B 3alUCAX WIN JIPYruX JoKyMeHTax. CucreMa MAeHTU(UKALUKN JOKHA, €CITU
3TO HEOOXOUMO, YUUTHIBATh pa3JieieHue 00bEKTa UM IPYMIbl 0OOBEKTOB U X IepeMelCHHE.

7.4.3 Ilpu monydeHUH OOBEKTA HCIBITAHUN WM KaJTUOPOBKH OTKJIOHEHHUS OT YCTaHOBJIECHHBIX
YCIIOBUH JOJKHBI OBITh 3aperucTpupoBaHbl. Eciin eCTh COMHEHUSI OTHOCUTENIBHO PUTOTHOCTH 00BEKTa
JUIS. UCTIBITAHUSI WIIM KaJIMOPOBKH WIIM €CIM OOBEKT HE COOTBETCTBYET MPEACTABIEHHOMY OMHCAHUIO, TO
naboparopusi, mepel TeM KaK MpOJOJKUTh paloTy, JODKHA OOpaTUThCS K 3aKa3yuKky 3a
JIOTIOIHUTENbHBIMU  MHCTPYKIUSIMU M 3apErHCTPUPOBATH pPe3yJbTaThl 3TOro oOcyxaeHus. Ecmu
3aKa34uK TpeOyeT TMPOBECTH WCIBITAHWE WIA KaJUOpPOBKY Kakoro-mubo oO0beKTa, MpHU3HaBas
OTKJIOHEHHE OT YCTAaHOBJICHHBIX YCJIOBUH, JAOOPATOPHS J0JDKHA BKIIOUYUTH B OTUYET 3aKIIOYCHUE O TOM,
Ha KaKue pe3yJIbTaTbl MOTYT IOBJIMATH JAHHBIE OTKJIOHECHMUS.

7.4.4 B ciiydae ecinu 00BbEKThl HEOOXOAMMO XPAHUTh UM KOHAUIIMOHUPOBATH MPH ONpeAeIeHHBIX
YCIOBUAX OKpY’KAIOLIeH Ccpelbl, 3TH YCJIOBUS JOJDKHBI IOJJEPKUBATHCS, KOHTPOJIMPOBATHCS U
PEruCTpUPOBATHCS.

7.5 TexHn4yeckue 3anmcu

7.5.1 Jlaboparopus IoJDKHA 0OECIICUYMBATh HATMYHME B TEXHUYCCKUX 3aIMCIX JUISI KaXJI0TO BHIA
71a00paTOpPHON EATEIbHOCTH Pe3yIbTaTOB, OTYETA U AOCTATOYHOW MH(pOpMalnH, MO3BOJISIOUICH, eciu
3TO BO3MOXHO, UACHTU(DULIHUPOBATH (DAKTOPHI, BIAUSIONIME HA PE3YJbTAaT U3MEPEHUS U CBA3aHHYIO C HUM
HEeOoMpeAeNeHHOCTh U3MEPEeHMI, a Takke 00eCleYnTh BO3MOXKHOCTH MOBTOPHOTO MPOBEICHUS JaHHOU
nabopaToOpHOU NIEATETHHOCTH B YCIOBUSX, MAKCUMAaIbHO OMU3KHX K TMEpBOHAYATbHBIM. TeXHUYECKHE
3amucy  JOJDKHBI BKIIOYATh JIaTy ¥ CBEICHUS O TMEpCOHane JiabopaTOpUH, KOTOPBIH Hecer
OTBETCTBEHHOCTbH 32 KaXKIIbIM BUJ 1a00paTOPHOM ACSITEILHOCTH M 32 MPOBEPKY JAHHBIX U PE3yIbTAaTOB.
HepBI/I‘—IHLIe H&6J’IIO]1€HI/I$I, JaHHBIC U PACUETHI JOJI?KHBI OBITH 3aIIMCaHbBI B MOMCHT, KOraga OHH OBLIH
MOJTYY€HBI, U JOJKHBI OTOXKIECTBIIATHCSA C KOHKPETHOM paboTOi.

7.5.2 Jlabopatopust Jo/KHa oOecrmeuuBaTh IPOCIEKHBAEMOCTh W3MEHEHHMH, BHOCHUMBIX B
TEXHUYECKUE 3alMCH, K MPEIbIIyIMM BepcusiM J100 K MEepBUYHBIM HaOMoJeHusM. W nepBuyHbIE, U
W3MEHEHHbIE JaHHbIE W (ailIbl JOJDKHBI COXPAHATHCS C yKa3aHHEM JaThl BHECCHHS HW3MEHEHUH,
CBEIEHMI 00 acneKkTax, MpeTepreBIINX U3MEHEHUS, U JUIaX, OTBETCTBEHHBIX 3a JAHHbIC U3MEHEHMS.

7.6 OueHnBaHue HeonpeaeneHHOCTU U3MEepPEeHUN
7.6.1 JlabopaTtopuu JOJKHBI ONpPENeNsATh BKIAA(bl) B HEONpPENeNeHHOCTb u3MepeHuil. Ilpu
OLICHUBAaHUM HEONPEeNCHHOCTH M3MEPEHUH BCE CYIIECTBEHHBIE BKJAJbl, B TOM YHCIIE CBSI3aHHBIE C

OT60pOM 06pa3u03, AOJDKHBI YUUTBIBATHCA C IPUMCHCHUCM COOTBCTCTBYIOIIUX MCTOJI0B aHAJIN3a.

7.6.2 JlaGopaTopusi, BBINOJHSIONIAS KATMOPOBKH, B TOM YHCJIE COOCTBEHHOTO OOOpYIOBaHWUS,
JIOJDKHA OI[CHUBATh HEOTPEACTICHHOCTh U3MEPEHUH IS BCeX KaTHOPOBOK.

7.6.3 Ha6opaTopI/I${, BBITIOJIHAIOIIAA HCHOBITAHHA, MJOJDKHA OLCHHBATH HCOIPCACICHHOCTD
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I/I3MepeHI/II‘/JL B Tex ClIyvasax, Korga MeTton HUCIIBITAHUN HUCKITIOYACT CTPOTr'YHO OLICHKY HCOIPCACICHHOCTH
I/IBMepeHI/II‘;I, OLICHUBAHUC NOJDKHO MPOBOAUTHCA HA OCHOBC MOHUMAHUA TCOPCTUUCCKUX MMPUHIIUIIOB UJIN
MMPAKTUYCCKOI'O OIIbITA BBIITOJHCHUA METOJA.

[Tpumeuanue 1 - B ciiydae eciiu XOpoIIO U3BECTHBIM METOJ] UCIIBITAHUN YCTaHABIMBAET Ipeieibl
3HAYEHUI OCHOBHBIX HCTOUYHUKOB HEONPEAEICHHOCTH U3MEPEHUN U yKa3bIBaeT (JOpMy MpeCTaBIICHUS
Pe3yJIbTaTOB BBIYUCIEHHUM, CUMTACTCS, YTO JabOopaTOpHs BBIIOJIHMIIA TpeOoBaHus 7.6.3, cienyst MeToay
WCIBITAHUN U MHCTPYKLIMHM I10 NPEACTABICHUIO PE3YJIbTATOB.

[Ipumeuanue 2 - IIpu MCHOIB30BaHUM KOHKPETHOTO METOMA, ISl KOTOPOTO HEONPEAEICHHOCTD
PE3yJIbTaTOB U3MEPEHHH YyXKe Oblla YCTAHOBJIGHA W TMOATBEPIKICHA, HET HEOOXOIMMOCTH OIICHHBATH
HEONpEAENEHHOCTh ~ M3MEPEHWM  JUIsl  KaKJoro  pe3ysibrata, €ciad  Jaboparopuss  MOXKET
MPOJIEMOHCTPUPOBATh, YTO BBISBJICHHBIC KPUTHUYECKHE (PAKTOPHI, OKA3BIBAIOIINE BIUSHHUE, HAXOSITCS
101 KOHTPOJIEM.

[Tpumeuanue 3 - [na noapoOuoit uadopmarmu cMm. ISO/IEC Guide 98-3, ISO 21748 u ctanmapTsl
cepun [SO 5725.

7.7 Ob6ecneyeHne AOCTOBEPHOCTU pe3ynbTaToB

7.7.1 JlaGopatopusi JOJKHA WMETh MPOIEAYPY JJII MOHUTOPHHTA JIOCTOBEPHOCTH PE3YJIHTATOB
cBoeH nesaTenbHOCTH. [loydeHHbIe JaHHBIC JOHKHBI PETUCTPUPOBATHCS TAKUM 00pa30M, YTOOBI MOYKHO
ObUIO BBISIBUTH TEHICHIMH, U TaM, TJ€ O5TO MPAKTUYECKH BO3MOXKHO, MJOJDKHBI TNPUMEHSITHCS
CTAaTHUCTUYECKUE METOMABI JUIsl aHaimu3a pe3ynbTaToB. JlomkeH OBITh COCTaBIeH IIJIaH TaKOTo
MOHHUTOPHHTA U MPOBOIUTHCS €ro aHajan3. MOHHTOPHUHT JOJDKCH BKIIOYATh (HO HE OTPaHUYHBATHCS),
r7ie 1enecoo0pasHo, Clenyolee:

a) UCTIOJIb30BaHUE CTaHIAPTHBIX 00PA3I[0B WIIH 00PA3II0OB JJISI KOHTPOJISI KAYECTBA;

b) wucmonap30BaHWE aATBTEPHATHBHOTO OOOpPYAOBaHHSA, KOTOpPOE OBLIO KaJIMOpOBaHO, MJIA
o0ecIeYeHUsT IPOCIIKUBAEMOCTH PE3YyJIbTATOB;

C) HpOBepKy(I/I) (I)YHKLII/IOHI/IPOBEIHI/I}I HU3MCPUTCIIBHOT'O U UCTIBITATCIIbHOT'O 060py,I[OBaHI/I$I;

d) ncnonp3oBaHNEe KOHTPOJIBHBIX MM pabOYMX ATAJOHOB C BeIEHUEM KOHTPOJIBHBIX KapT, I'Zie 3TO
IIPUMEHUMO;

€) IPOMEXYTOUYHBIE MPOBEPKHU U3MEPHUTEIIBHOTO 000PY/I0BAHHS;

f) IOBTOPHBIC UCIIBITAHUA UIIN KaJ'II/I6p0BKI/I C UCIIOJIB30BAHHUEM OQHOT'O U TOI'O K€ WM PA3JIMYHBIX
MCTOOOB,

£) IOBTOPHBIE MCIIBITAHUS UM MMOBTOPHYIO KAIMOPOBKY XpaHsIIUXCs 00pa3lioB;
h) Koppensuio pe3yapTaToB AJs pa3IMYHbIX XapaKTEepUCTHK 00pasia;

1) aHaJIU3 MOJyYE€HHBIX JAHHBIX;

J) BHYTpHIIaOOpaTOPHBIE CIIMYEHUS;

k) ucnpitanus mudpoBanHoro(kix) oopasma(os).
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7.7.2 JJabopaTopusi AOJKHA OCYIIECTBISATH MOHUTOPUHT CBOEH AEATEIbHOCTU ITyTEM CPaBHEHUS C
pe3yabTaTaMu JIpYTHX JIabopaTopuil, €CM 3TO BO3MOXKHO M MPUMEHMMO. Takoil MOHMTOPUHT JOJKEH
IUIAHUPOBATBCS, U €ro pe3ysbTaThl JOJDKHBI aHanu3upoBarbes. OH JODKEH BKIOYaTh (HO HeE
OTrpaHUYUBATHCS) CIAEAYIOLIUE MEPOTIPUATHUS WIN OJTHO U3 HUX:

a) yuacTue B ITPOBEPKaxX KBaTU(DUKAIUH.
[Ipumeuanue - B ISO/IEC 17043 mnpuBeneHa AOMONHHUTENbHAs WHQOpMaIMs O IpoBepKax

KBaM(UKAIMKM U O TpoBaiepax npoBepku kpanupukanuu. [IpoBaiiepsl MpoBepku KBalU(UKALINU,
KoTopskie BemonHs 0T TpeboBanus ISO/IEC 17043, cuuTaroTcsi KOMIIETEHTHBIMH;

b) yuactre B MeKI1a00PaTOPHBIX CIMYEHUX, OTIIMYHBIX OT MPOBEPOK KBATN(UKAITUH.

7.77.3 JlaHHBIE, IIOJIy4EHHBIE C TIOMOIIBKO MOHHTOPHHIA, JOJDKHBI AHAJIU3UpPOBATBCA U
UCIOJb30BAaThCS Ul YIpaBlIeHUs J1a00paTOPHOM JEsTeNbHOCTBIO, a TaKXKe II0 BO3MOXHOCTH JJIs
BHECEHMs YJydlleHHi B paboTy naboparopuu. Eciau Obuto oOHapyXeHO, 4TO pe3yibTaThl aHaIM3a
JAHHBIX, TOJTYYEHHBIX IPU MOHUTOPUHTE, BBIXOJAT 32 PAMKH YCTAaHOBJICHHBIX KPUTEPHEB, HEOOXOAMMO
MPEANPUHIATh COOTBETCTBYIOLIME JIEHCTBUS C LEJIBIO IPEIOTBPALLEHUS BKIOYEHHS B OTYETHYIO
JIOKYMEHTAII0 HEBEPHBIX PE3YJILTATOB.

7.8 NpeacraBneHne oT4ETOB O pe3ynbTaTax
7.8.1 O6wme nonoxeHus
7.8.1.1 Pe3ynbTarhl 1OIKHBI OBITH PACCMOTPEHBI M YTBEPKIACHBI 10 UX BbLIAYU.

7.8.1.2 Pe3ynbpTaThl OJKHBI OBITH MPEICTaBICHB TOYHO, YE€TKO, HEJABYCMBICIEHHO U OOBEKTHBHO,
Kak MpaBwiio, B ¢opMme oTuera (Hampumep, oT4eT 00 MCIBITAHMSIX, CBHUJETENLCTBO (cepTudukar) o
KaIMOpOBKE WM aKT oTOOpa o0Opa3loB) W JIODKHBI BKIHOYATh B ce0S BCIO HMHGOpPMAIIHIO,
COTJIACOBAaHHYIO C 3aKa34MKOM W HEOOXOAMMYIO IJii WHTEpIpeTalud pe3yJbTaToB, a TaKKe BCIO
uHpopManuio, TpeOyeMyro B COOTBETCTBHHM C IMpPUMEHSEMbIM MeToAoM. Bce odopmiieHHBIE OTYETHI
JIOJDKHBI OBITH COXPAHEHBI B KAUECTBE TEXHUYECKHX 3aIHCEH.

[Tpumeuanue 1 - Jlyis meneid HACTOSIIETO CTaHIAPTAa OTYETHI 00 WCHIBITAHUSX U CBUACTEIHCTBA
(ceptudukarbl) 0 KaTMOPOBKE HWHOT/AA MOTYT HAa3bIBAThCS MPOTOKOJAMU HCIBITAHHN U OTYETAMH O
KaJmOpOBKE COOTBETCTBEHHO.

HpI/IMe‘IaHI/Ie 2 - Oryetsl MOTYyT OBITE HU3JaHbl Ha 6YMa)KHOM HOCHUTCIIC HWJIX C IIOMOIIBIO
QJICKTPOHHBIX CPCACTB IIPpU YCIOBHUU, YTO TpeGOBaHI/IH HACTOAIICTO CTaHAapTa BBITIOJITHCHBI.

7.8.1.3 Ilpu cornacoBaHuM C 3aKa34MKOM PE3YJIbTaThl MOTYT OBITh NMPEACTABIEHBI B YIPOIIEHHOM
Bune. JIroOwle cBenmeHus, ykazaHHbie B 7.8.2 - 7.8.7, koTOpble HE ObUIM TPEACTABICHBI 3aKa3YHKY,
JIOJKHBI OBITH JIETKOIOCTYITHBIMH.

7.8.2 Obwme TpebGoBaHMA K oT4yeTam (006 McnbITaHMAX, KanubpoBke uUnNu otdope
ob6pasuoB)

7.8.2.1 B oeaX MHUHHUMH3allu BO3MOKHOCTHU HEIIPABUJIBHOI'O IMOHWMAaHHA WM HCIPABUIIBHOT'O
HCIIOJIBb30BaHUA I/IH(i)OpMaHI/II/I K&)K,Z[I:If/i OTUET MOOJDKCH BKIKOYAaTh KaK MHHHMYM CICOYIOIIYIO
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I/IHq)OpMaI_II/IIO, €Clin'y J'Ia60paTOpI/II/I HET 000CHOBAHHBIX IMPUYUH HC BBIIOJHATH 3TO Tpe6OBaHI/IeZ

a) Ha3BaHue (Hanmpumep, "OtueT 00 ucnbeiTanusax", "CunerenbcTBo (cepTudukar) o kanuopoBke"”
wim "AxT or6opa o6pasnos");

b) HaMeHOBaHME U aJpec 1abopaTopuH;

C) MECTO OCYIIECTBICHHS JTa0OPaTOPHOH AEATETBHOCTH, B TOM YHCIIC €CJIM OHAa OCYIIECTBISIIACH
Ha IUIOMIAAAX 3aKa3uuka, JUOO Ha YYacTKaX, YAICHHBIX OT IOCTOSHHBIX HPOU3BOJICTBEHHBIX
Iomanei abopaTopuu, MO0 HA COOTBETCTBYIOIIMX BPEMEHHO HCIOJIB3YEMbIX WIM MOOWIBHBIX

00BEKTaX;

d) yHUKaIBbHYIO HIEHTU(PUKAIUIO, IS TOTO YTOOBI BCE €r0 COCTABIISIONINE BOCIIPHHUMAINCH KaK
9acTh OOIIETro 0TYETa, U YeTKYIO UICHTH(PHUKAIIUIO KOHIIA OTYETA;

€) HauMEHOBaHWE U KOHTAKTHBIC JaHHBIC 3aKa34YHKa;
f) nnenTuduKaIUo MPUMEHIEMOTO METO/IA;
g) omKcaHue, OJHO3HAUYHYIO UACHTU(UKAINIO U TP HEOOXOAUMOCTH COCTOSIHHE 00pa3ia;

h) mary momyuenuss oOpasua(oB) ANS UCIBITAaHUNW MU OOBEKTa KalIMOpOBKM M Aary OTOOpa
o0pa3ua(oB), KOTr/ia 3TO UMEET BaKHOE 3HAUYEHHE IS JOCTOBEPHOCTH U IPUMEHEHUS PE3yIbTaTOB;

1) maty(bl) OCYIIECTBIICHUS JTA0OPATOPHOU JNEATSIIHEHOCTH,
J) IaTy BbIAuu OTYETA,

k) ccpuiky Ha miaH M MeTod OTOOpa 00paslioB, MCMOJIb30BaHHBIC J1a0OpaTOpUEl WKW APYTUMU
OpraHaMH, €CJId 3TO Ba)KHO I JOCTOBEPHOCTH UM MPUMEHEHUS pe3yIbTaToB;

1) 3asByIeHHE O TOM, YTO PE3yJBTAThl OTHOCATCS TOJBKO K OOBEKTaM, MPOIICALNIMM HCIBITAHUS,
KaJHOpOBKY MU OTOOD;

m) pe3yJIbTaThl, T 3TO MPUMEHUMO, C €IMHUIIAMH U3MEPEHUS;

n) TOTOJIHCHHMSI, OTKJIIOHEHUS WJIH UCKITIOUEHHUS U3 METO/Ia;

0) uaeHTu(UKanuIo Iui(a), yTBepIuBIINX(ET0) OTYET;

P) OTHO3HAYHYIO UJICHTU(PHUKAIIUIO PE3YIbTATOB, MOJYUYEHHBIX OT BHEITHUX MOCTABIIHUKOB.

[Tpumeuanue - BriroueHue 3asiBICHUS O TOM, YTO OTYET HE JOJDKEH OBITh BOCIIPOM3BEACH HE B
MOJTHOM o0BbeMe 0e3 pa3pellieHus: J1abopaTopuu, MOKET O0ECIeUUTh YBEPEHHOCTh B TOM, YTO YacCTH
OTuYeTa HE UHTEPIPETUPYIOTCS BHE KOHTEKCTA.

7.8.2.2 JIabopatopusi A0HKHA HECTH OTBETCTBEHHOCTDH 3a BCIO MH(OpMaIIHIO, MPEACTABICHHYIO B
oTyueTe, 3a MCKIIOYEHHEM CllydaeB, Korja HHQopmamus MperoCcTaBlseTcs 3aKa3uukoM. JlaHHBIe,
MIPEIOCTABIICHHBIC 3aKa34UKOM, OJKHBI OBITH YEeTKO WACHTH(UIHPOBaHbL. Kpome Toro, B cirydae eciu

uHpOpMaNUs MPEIOCTaBICHA 3aKa3YMKOM M OHA MOJXKET IMOBIUATH HA JJOCTOBEPHOCTH PE3YJIHTATOB, B
OTYET JIOJDKHO OBITh BKJIFOUEHO 3asBJICHHE 00 OrpaHUYEHUH OTBETCTBEHHOCTH Jlaboparopuu. B cimyuae
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ecnu JabopaTopusi HE OCYIIECTBISIET M HE HECeT OTBETCTBEHHOCTH 3a CTaauio oTOopa 00pasloB
(Hampumep, oOpazer] ObUT MPEAOCTaBICH 3aKa34MKOM), B OTYETE JOJDKHO OBITh OTPaKEHO, YTO
MOJTyYCHHBIE PE3YJIbTAaThl OTHOCATCS K MPEIOCTABICHHOMY 3aKa3uuKOM 00pasiry.

7.8.3 CneumanbHble TpeboBaHUA K oTYeTaM 06 UCNbITaHNAX

7.8.3.1 B monosHeHue K TpeOOBaHUSAM, TEPEIYUCICHHBIM B 7.8.2, OTUYETHI 00 UCIIBITAHUAX JTODKHBI,
€CJIM ATO HEOOXOUMO Il MHTEPIIPETAIMU PE3YIbTATOB UCIILITAHUMN, BKIIOYATh B ce0sl ClIeayIoIIee:

a) uHpopmanuo 00 0coObIX YCIOBUSIX UCTIBITAHUHN, TAKUX KaK YCIIOBHS OKPYKAIOLIEH CpeJibl;

b) npu HEOOXOIMMOCTH 3asBIICHHE O COOTBETCTBHH TPEOOBAHUSAM WU crierupukanusm (cM. 7.8.6

)

C) IJie 3TO MPUMEHUMO, HEONPEICIICHHOCTh N3MEPEHUH, IPEICTABICHHYIO B TEX JK€ €INHUIIAX, YTO
U u3MepsieMasi BEJIIMYMHA, WIM B OTHOCHUTEIHHOM II0 OTHOIICHHIO K HM3MEPSIEMON BEIMYMHE BHIC
(Hampumep, B POIIEHTAX), KOT/Aa:

- 9TO UMEET OTHOUICHHE K JIOCTOBEPHOCTH WJIM MIPUMEHEHHIO PE3yIbTaTOB HCIIBITaHU;
- 3TOrO TPeOyeT 3aKa3uuK; UIu

- HEOTIPEIEIIEHHOCTh M3MEPEHHS BIHSIET Ha COOTBETCTBUE YCTAHOBICHHOMY IPEJIEIy;
d) MHEHUS ¥ UHTEpHpEeTaiH, I/1€ TO MPUMEHUMO (cM. 7.8.7);

e) JOITIOJIHUTCIIbHYTO I/IH(bOpMaI_[I/II-O, KOTOpasi MOXET HOTpe6OBaTBCH 10 KOHKPETHBIM ME€TOOaM,
OopraHaM BJIACTH, 3aKa3UUKaM UJIU I'PYIIIIaM 3aKa34YUKOB.

7.8.3.2 Ecnu nabopaTopust HeCeT OTBETCTBEHHOCTh 3a JAEATEIBHOCTD M0 0TOOpY 00pa3IoB, OTYETHI
00 WCTBITAHHSIX JIOJDKHBI COOTBETCTBOBATH TPEOOBAHMSIM, yKa3aHHBIM B 7.8.5, eciu 3TO HEOOXOAMMO
JUTS MHTEPIIPETALNHU PE3YJIbTATOB HCIIBITAHUI.

7.8.4 CneunanbHble TpeboBaHMA K cBugetenbcTtBam (ceptudumkatam) o
KanubpoBke

7.8.4.1 B nononHeHne K TpeOOBaHUAM, NEPEUUCICHHBIM B 7.8.2, B CBHJIETENbCTBA (CEPTU(DHUKATHI)
0 KaJHOpOBKE JOJKHBI ObITH BKIIOUYCHBI CIEIYIONINE CBEICHUS:

a) 3HaYCHHUE HEONPEJCICHHOCTH U3MEPEHUN Ui pe3ysbTaTta U3MEpPEHUi, NMpPeACTaBIEHHOE B TeX
Ke eIMHUIAX, YTO U U3MepsiemMasl BeJIMYMHA, UJIUM B OTHOCUTEJILHOM IO OTHOIICHHIO K H3MepsieMoin
BEJIMYMHE BUJe (HapuMep, B IPOLEHTaX).

[Tpumeuanue - B coorBerctBumM ¢ ISO/IEC Guide 99 pesynpTar H3MepeHMs, Kak IpaBHIIO,
BBIPAKAETCSI OJHUM H3MEPEHHBIM 3HAUYEHHEM BEIMYMHBI C YKa3aHUEM EIUHMIBI H3MEPEHUs u
HEOIIPEIECIICHHOCTH U3MEPEHUN;

b) cBeaeHus o0 ycioBUSAX (HampuMep, YCIOBMSIX OKpY’Karolled cpenbl), MpU KOTOPBIX
BBINTOJTHSUIMCH KAIMOPOBKU M KOTOPBIE MOTJIM OKa3aTh BIMSIHUE HA PE3YJIbTAaThl H3MEPEHHIA;

C) 3as4ABJICHHUC O TOM, KaKHMM 06pa30M obecneynBaeTcs MCTPOJIOTHYECCKAA HNPOCIICKNBACMOCTDb
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U3MepeHuil (cM. mpusoxeHue A);
d) pe3ynbTaThl, HOTYUYEHHBIE A0 U MOCJIE PETYIUPOBKHU HIIM PEMOHTA, €CIIM TaKOBHIE MPOBOIUIIHCE;

€) 3asBJICHUE O COOTBETCTBHM TPEOOBAHUSAM WM CTICHUPHUKAIMSIM IPU HE0OX01uMocTH (cM. 7.8.6

f) MueHUs u uHTepnpeTanyu (cM. 7.8.7) Mpu HEOOXOIUMOCTH.

7.8.4.2 Ecnu maGopaTtopusi OTBEYaeT 3a JEATEIBLHOCTh MO OTOOpY 0O0pasloB, CBHUIIETEIHCTBA
(cepTudukarsl) 0 KaTUOPOBKE JOKHBI COOTBETCTBOBATH TPEeOOBAHMSM, YKa3aHHBIM B 7.8.5, eciu 3TO
HE0OXOUMO ISl UHTEPIPETAIINH PE3YIbTATOB KATUOPOBKH.

7.8.4.3 CBunerenbcTBo (cepTudUKAT) 0 KATUOPOBKE WM KATHOPOBOYHAS ITHKETKA HE JOJKHBI

CoJIep’KaTh HUKaKUX PEKOMEHJAIMI 0 BEIOOPY MEXKaIuOpPOBOYHBIX HHTEPBAJIOB, KDOME TEX CIIy4YaesB,
KOTI'J1a 3TO OBLIO COTTIACOBAHO C 3aKa3YHKOM.

7.8.5 [pepcraBneHue pe3ynbTaToB NO OTOOpYy o06pa3uyoB - cneuuanbHble
TpeboBaHuA

Ecnu maGoparopust HeCeT OTBETCTBEHHOCTH 32 JIEATENFHOCTh IO 0TOOPY 00pa3loB, B JOMOJHEHHUE
K TpeOOBaHUSAM, MEPEUUCICHHBIM B 7.8.2, KOI/la 3TO HEOOXOAMMO AJIi MHTEPIPETALUU pe3yIbTaToB,
OTYETHI JOJDKHBI BKITFOUATh CIEyIoIIee:

a) maty orbopa o0pasIioB;

b) yHUKaNbHYIO UASHTH(PHUKAIIMIO BRIOpaHHOTO 00pa3iia Wik MaTepuaia (BKIOYas HauMEHOBaHUE
MIPOU3BOIUTENS, 0003HAUEHUE MOJIEH WM THIIa U CEPHUIHBIE HOMEPA, KOTAa 3TO IPUMEHHUMO);

C) MecTO 0TOOpa 00pa3IoB, BKIIOYAs JIOOBIE TUarpaMMbl, 3CKU3bI WK (oTorpaduu;
d) ccrutky Ha IaH 0TOOPA U METOJ OTOOPA;

€) cBefeHUsT 000 BCEX YCIOBUSX OKpYXAIOMEH Cpembl BO BpeMs 0TOOpa 0OpasIioB, KOTOPHIC
BJIMSIFOT HA HHTEPIIPETAINIO PE3YyJIbTATOB;

f) undopmanuro, HeOOXOAUMYIO UIS OLEHKH HEOMNPEIeIEHHOCTH U3MEPEHUN I MOCIETYIOIINUX
WCTIBITAHUN WA KaTHOPOBKHU.

7.8.6 NpeacraBneHue 3aKknO4YeHU 0 COOTBETCTBUMN

7.8.6.1 Ecnu mo pe3ysibpTaTaM UCIIBITAaHUS WM KaJTUOPOBKH JCJIaeTCs 3aKJIIOUCHUE O COOTBETCTBUU
crenugpuKauy Wik CTaHAapTy, JadopaTtopus J0JKHA JOKYMEHTUPOBATH MPABUJIO MPUHSATHUS PEIICHUS,
MIPUHUMAsI BO BHUMaHHE YPOBEHb pUCKa (HAIIPUMED, JOKHOMOIOKHUTEIFHOE WK JIOKHOOTPHUIIATEIHbHOE
pelieHue, CTAaTUCTUYECKUE MPEIONIOKEHUS), CBSI3aHHBIM C NPUMEHSIEMBIM MPaBUIOM MPUHATHUS
peuieHus, ¥ IPUMEHUTh JTAHHOE MIPABUJIO.

IIpumeuanue - Ecnu mpaBwiIo NPUHATHS PELICHHs] YCTAHOBJIEHO 3aKA3YMKOM, NPABHIAMH WIH
HOPMAaTUBHBIMH JOKyMEHTaMHU, JajbHeillIee pacCMOTpEHNE YPOBHsI pUCKa He TpebyeTcsl.

7.8.6.2 JlaGopatopusi TOJDKHA IPEICTaBUTh 3aKIIOUYEHHE O COOTBETCTBMM, B KOTOPOM YETKO
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OIIPEACIICHO:
a) K KaKUM pe3yJibTaTaM MPUMCHACTCA JaHHOC 3aKJIFOUCHUC,

b) kakuM cnenuduKanysaM, CTaHIAPTaM HMIU UX YacTsIM COOTBETCTBYET WJIM HE COOTBETCTBYET
00BEKT;

C) TPaBWJIO TPUHATHS PEIICHUS, KOTOPOE OBLJIO HCIOJIB30BaHO (€CITU OHO HE COJNEPKHUTCS B
COOTBETCTBYIOIIMX CIICIM(PUKAIIMK W CTAHIAPTE).

[Tpumeuanue - [l nomyuenus gononnutenbHol nHopmarmu cMm. ISO/IEC Guide 98-4.

7.8.7 NpeacraBneHne MHEHUN U UHTepNpeTaLun

7.8.7.1 B cny4ae mpencTaBieHUs] MHEHUH W WHTEpPIpETAHid TabopaTOpHsl JTOJDKHA 00OECIICUHTH,
YTO TOJBKO MEPCOHAI, YIIOJIHOMOUYEHHBI Ha MPEICTaBICHUEe MHEHUI U UHTEpIpeTaIi, IpeacTaBIseT
COOTBETCTBYIOLIME 3asBieHusA. Jlaboparopusi AOIKHA JIOKYMEHTHpPOBATh OCHOBAaHMS, Ha KOTOPBIX
0a3MpyIOTCs BKIKOUYEHHBIE B OTYET MHEHUS M HHTEPIPETALUH.

[Ipumeuanue - BakHO OT/IMYaTh MHEHUS W HWHTEpIpETallMd OT BBIBOJOB IO pe3ysbTaTaM
MHCTIEKIIUN WK cepTU(UKALUU TPOAYKINH, Kak 3To yctaHosieHo B ISO/IEC 17020 u ISO/IEC 17065,
U OT 3as1BJICHUN O COOTBETCTBHM, YIIOMSHYTBIX B 7.8.6.

7.8.7.2 MHeHusI WM WHTEPNPETALUU, COJACP)KAIIMECs B OTYETaX, JOJDKHBI ObITh OCHOBAaHBI Ha
pe3ynbTarax, MOMyYEHHBIX ANl O0BEKTa, MPOXOJAMBIIETO HCHIBITAaHUS/KaTUOPOBKY, U JOJKHBI OBITH
4eTKO 0003HAYEHBI KAK TAKOBBIE.

7.8.7.3 Ecnu MHEHHSI 1 MHTEPIPETALUN TPEACTABISIFOTCS MTyTEM HETIOCPEACTBEHHOTO 00CYKICHUS
PE3yNIbTaTOB € 3aKa3YUKOM, HEOOXOANMO COXPAHATh COOTBETCTBYIOIIUE 3aIIMCH TAKOTO OOCYXKICHHUS.

7.8.8 U3aMeHeHUs K oTyeTam

7.8.8.1 Ecnu HeoOXoauMo BHECTH M3MEHEHUSs, JOTMOJHEHUS B BBIIAHHBIN OTYET, MepeopOopMUTh
ero, mMo0oe n3MeHeHue HH()OPMALIUU JTOKHO OBITh Y€TKO 0003HAYEHO U, €CITU HEOOXO0AUMO, TPHUUHHA
BHECEHHUS U3MEHEHUS JOJKHA OBITh BKIIFOUEHA B OTYET.

7.8.8.2 H3meHeHus B OTYET MOCIE €ro BBIAYH JOJDKHBI BHOCHTLCSI TOIBKO B BHIE
JOTIOTHUTEIBPHOTO JIOKYMEHTa WJIM HWHOTO Croco0a Tepefadyd JaHHBIX, KOTOPhIE BKIIIOYAIOT
dbopmynupoBky: "M3MeHEHHE K OTYETy, MOPSJAKOBBIM HOMEp... [WiIM WHas WACHTHUKanus]" win
JIPYTYIO MOI00HYI0 (hOPMYITHPOBKY.

Takue n3MeHeHUs J0JLKHBI COOTBETCTBOBATh BCEM TpeGOBaHI/IHM HACTOAIICTO CTaHdapTa.

7.8.8.3 Korna HeoOXouMo BbIJaTh HOBBIM OTYET O pe3yibTaTax, OH JAODKEH ObITh YHUKAJIbHBIM
00pa3oM HIESHTH(OUITUPOBAH U COAEPIKATH CCBUIKY Ha OTYET O Pe3yJIbTaTaX, KOTOPbI OH 3aMEHSET.

7.9 XKanoOGbI (NpeTeH3nM)

7.9.1 JlaGopatopus T0KHA UMETh JOKYMEHTHPOBAHHBIN MPOLIECC /IS MOTYUYESHHsI, pACCMOTPEHUS
xayo6 (IpeTeH3uii) U MPUHATHUS PEIICHHH 110 jkano0am (IPEeTeH3UIM).
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7.9.2 Onucanue mpolecca oOpaiieHus ¢ kanobdamu (IpeTeH3usIMU) JOHKHO OBITh TOCTYITHO BCEM
3aMHTEPECOBAHHBIM CTOPOHAM To 3ampocy. [Ipu momyueHuu >kanoObl (MpEeTeH3UH) abopaTopus
JOJDKHA yJIOCTOBEPUTHCS, OTHOCUTCS I JkajoOa (mpeTeH3us) K 1ab0opaTOpHOUM JesSTEIBHOCTH, 32
KOTOPYIO OHa HECEeT OTBETCTBEHHOCTb, M, €CIH 3TO TaK, JOJDKHA NPUHATH €€ Ha PacCMOTPEHHE.
Jlaboparopuss HeceT OTBETCTBEHHOCTh 3a TPUHATHE BCEX pEIICHWH Ha BCEX CTAAMIX Iporiecca
paccMOTpEHHS KaT00bI (IPETEH3UN ).

7.9.3 Ilpouecc paccMOTpeHMs kanod (MpeTeH3ui) AOoJDKeH BKJIIOYaTh MO KpaiiHed wmepe
CJIEIYIOLLHE YIIEMEHTBI U METOBI:

a) oMMcaHue Mpollecca MOMyYeHHs, TPOBEPKU, PACCMOTPEHHUS JKaJO0bI (MIPETCH3UHN) U TPUHSATHUS
pernieHust 00 OTBETHBIX JEHCTBUSIX, KOTOPBIC JOKHBI OBITh MPEATPUHSITHL,

b) oTcnexxuBaHue U peructparus xanod (MpeTeH3uil), BKiItodas IeUCTBUS, IPEANIPUHITHIE I UX
pa3peLIeHus;

C) obOecrieueHne TOro, 4Tto H606XOI[I/IMBIG MCPBI IPEANIPUHUMAIOTCH.

7.9.4 Jlaboparopusi, mosydaromias >kanooy (MpeTeH3no), JoJKHA HECTH OTBETCTBEHHOCTH 32 cOOp
U TIPOBEPKY Bcell HE0OXOAMMOW MH(OPMALMU C IENbI0 MOATBEPXKICHUS OOOCHOBAHHOCTHU >KalT0ObBI
(npeteH3un).

7.9.5 Koraa 310 BO3MOXHO, J1a00paTopus 0JKHA MOATBEPAUTD MOIYUYEHHE 5Kallo0bl (TPeTeH3UN)
1 MH()OPMUPOBATH 3asIBUTENS O XOJ€ U Pe3ysIbTaTaX PaCCMOTPEHUS.

7.9.6 Pe3ynbTaThl pacCMOTpPEHUs Kano0bl (IPEeTeH3UN), KOTOpble OyIyT JOBEIEHBI 0 3asBUTEIS,
JOJKHBI  OBITh TIOJTOTOBJIGHBI HMIIM PAacCMOTPEHBI M OM00peHbl jauioM(amu), KoTopoe(ble) He
MpUHUMANIO(M) ydYacTusi B JICATEIBHOCTH JabOopaTopuu, IO TMOBOJXY KOTOPOW MOCTymuja xkamoba
(npereH3us).

HpI/IMeanHe - 9TO MOJKET BBITTOJIHATHCS BHEITHUM IIEPCOHAIIOM.

7.9.7 Korma 3TO0 BO3MOXHO, JabopaTopus MOJKHA MPEAOCTAaBUTH 3aIBUTENI0 OQUIUAIBHOE
YBEJIOMJICHHE O Pe3yJIbTaTax pacCCMOTPEHHUS Kano0bl (TIPEeTEeH3UN ).

7.10 YnpaBneHune HeCoOOTBeTCTBYHLEen paboTomn

7.10.1 JlaGopaTopusi AODKHA HWMETh TMPOIEAYPY, KOTOPYHO TMPUMEHSIOT B Ccliydae, €clu
Kakoi-1100 acmekT J1abopaTOpHOW [eATENbHOCTH WM pe3yJIbTaThl pPabOThl HE COOTBETCTBYIOT
COOCTBEHHBIM MPOLIEypaM JIabopaTOPUH WK TPeOOBAHUSIM, COTJIACOBAHHBIM C 3aKa3UYUKOM (HaIpuMep,
0o0opy/OoBaHWE WU YCIOBUS OKpY)KAIOIIEH Cpeapl HE COOTBETCTBYIOT YCTAaHOBIECHHBIM IIpeeiiaM,
pe3ysbTaThl MOHUTOPUHIA HE OTBEYAIOT YCTAHOBJIEHHBIM Kputepusm). Ilpouenypa mpomkHa
oOecreynBaTh, 4TO:

a) OTpeJIeICHBl OTBETCTBEHHOCTH W TIOJIHOMOYHSI JIJIsl YTIPABJICHHUSI HECOOTBETCTBYIOIIECH pabOTOM;

b) nmelicTBus (BKJIIOYash MPUOCTAHOBKY WJIM MOBTOP pabOThl M MPUOCTAHOBKY BBIAAYU OTYETOB,
€cJIi He00X0JMMO) OCHOBAHBI HA YPOBHSX PHUCKA, YCTAHOBIEHHBIX TAOOpaTOpHeii;

C) MMPOBCACHO OLCHUBAHUC 3HAYUMOCTH HCCOOTBCTCTBYIOH_ICﬁ YCTaHOBJICHHBIM Tpe6OBaHI/I}IM
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paboTHI, B TOM YHUCIIE aHATN3 €€ BO3JCHCTBHS Ha MPEABIIYIIHE Pe3yIbTaThl;
d) npuHATO perieHne o0 MPUEMIIEMOCTH HECOOTBETCTBYIOIIEH paboThI;
€) KOrja 3To He00X0AMMO, YBEJOMJICH 3aKa3UMK U aHHYJIUPOBAHBI PE3yJIbTaThl paboThI;
f) orpeneneHa OTBETCTBEHHOCTH 3a MPUHSATHE PEIICHHSI O BO3OOHOBIEHUH PaOOTEHI.

7.10.2 JlaGopaTopusi JOJKHA BECTH 3allUCH B OTHOIIEHHWH HECOOTBETCTBYIOIIEH padOThl U
HEOOXOUMBIX JCHCTBUMN, KaK yKazaHo B 7.10.1, nmepeunciienus b) - f).

7.10.3 B Tex ciydasx, KOrJa OLEHKAa IOKa3bIBAaeT, YTO HECOOTBETCTBYHOIAs padoTa MOXKET
MOBTOPUTHCS, WM €CThb COMHEHHMS B OTHOUICHHH COOTBETCTBHS JCSTEIbHOCTH J1abopaTopuu
COOCTBECHHOM  CHCTEME  MEHEDKMEHTa, J1abopaTropust  JOJDKHA  OOECHEYUTh  BBIIOJHEHHE
KOPPEKTUPYIOIINX JECHCTBHMN.

7.11 YnpaBneHune paHHbIMU U nHdopmaumen

7.11.1 JIaGopaTopusi JOMKHA UMETh JOCTYI KO BCEM JaHHBIM U WH(GOpMALUU, HEOOXOTUMBIM IS
BBITIOTHEHUS TA00OPATOPHOU ACSITETFHOCTH.

7.11.2 TIpaBunabHOCTh (YHKIMOHUPOBAHUS cHCTeM(bl) ynpaBieHus nHpopmanueil sadoparopuu,
UCTONIb3YeMBIX(0M) it cOopa, oOpaOOTKH, 3allMCH, TPEICTABJICHUS PE3yJIbTaTOB, XPAaHCHHS WIIN
MOKCKA JIaHHBIX, B TOM YHUCJIE TPaBUIBHOCTh (PYHKIIMOHUPOBAHUS HHTEP(EcOB cucTem(bl) yrpaBlieHUs
nHpopmanuel 1adopaTopu, T0HKHA(BI) OBITH POBEpPEHa JJabopaTOpHeH TIepel BHEAPEHUEM B padoTy.
[Ipn m0OBIX W3MEHEHHUsX, BKJIIOYAas M3MEHEHHs KOH(PUTypallud MPOrpaMMHOTO oOOecreueHus
nabopaToOpuy MM MOJU(PHUKAIMA KOMMEPYECKOro MPOrpaMMHOI0 OOecreueHHs, OHH JOJDKHBI OBITh
YTBEPKJICHBI, TOKYMEHTUPOBAHBI U BAJIUAUPOBAHBI 0 BBEACHUS HX B JICHCTBHE.

[Tpumeuanue 1 - B Hacrosimem craHmapte "cUCTEMbI yrpaBiieHHs HH(popMmarmei rtadopaTtopun”
BKIIIOYAIOT B ce0s ympaBieHWE JaHHBIMA ¥ WHPOpPManueH, CcoJepKamMMHCS Kak B
KOMITBIOTEpU3HUPOBAHHBIX, TAK U B HEKOMIBIOTEPU3UPOBAHHBIX cucTeMax. Hekoropsle u3 TpeOoBaHuii
MOTYT OBITh B OONBIIEH CTENEHW NPUMEHHMBI K KOMIIBIOTEPU3UPOBAHHBIM CHCTEMaM, YeM K
HEKOMITbIOTEPU3UPOBAHHBIM CHCTEMAM.

[Tpumeuanue 2 - JlocTynmHOe Ha phIHKE KOMMEPUECKOE MPOrpaMMHOe obecrieueHre mpu 00bIYHOM
€r0 WCIOJIB30BaHUHU B O0JIACTH, JUISI KOTOPOH OHO MpEIHAa3HAYEHO, MOXKET CUUTATHCA B JOCTATOYHOM
CTETICHHU BAJTUIUPOBAHHBIM.

7.11.3 Cuctema(bl) ynpasieHnus HHGopmaiueit 1adbopatopuu, 10xHA(bI):

a) OBITH 3amuIIeHa(bl) OT HECAHKIIMOHUPOBAHHOTO JIOCTYTIA;

b) ObITh 3amuIeHa(bl) OT UCKAKEHUS MU IMOTEPH JaHHBIX;

¢) (GYHKIMOHHPOBATH B  YCIOBHSX OKPYXamomedl Cpeapl, KOTOpPBIE COOTBETCTBYIOT
crienu(UKaIUsIM MOCTaBIIMKA WM Ja00paTOpHUH, WM, B CIy4ae HEKOMIBIOTCPU3UPOBAHHBIX CHCTEM,
CO371aBaTh YCJIOBHS, OOCCIICUMBAIOIINE HEU3MEHHOCTh BBIIOJIHEHHBIX OT PYKH 3aluced u

pacmudpoBKy;

d) noAACPKUBATECA B TaKOM COCTOAHHH, KOTOPOC obecnieynBaeT OCJIIOCTHOCTh JAHHBIX U

HanexHas NpaBoBas MoaAepHKa www.consultant.ru CrpaHvua 28 u3 43


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

"IOCT ISO/IEC 17025-2019. MexrocyaapCTBeHHbIA CTaHAapPT.
O6Lwme TpeboBaHMs K KOMMNETEHTHOCTU UCTIbITaTENbHBIX U
KanubpoBOYHbIX ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 26.04.2022

nH(pOpMaLInu;

€) BKJIIOYaThb PETUCTPALMI0 CHCTEMHBIX COOEB U COOTBETCTBYIOIIMX ONEPAaTHBHBIX U
KOPPEKTUPYIOLIUX JECHCTBUMN.

7.11.4 B ToMm ciydae, eciid yNpaBjieHWE JTaHHOW CHCTEMOW M €€ MOJEp>KaHUe OCYIIECTBISETCS
JTUCTAHIIMOHHO WJIM Yepe3 BHEIIHETO MOCTABIIMKA, JTaOopaTopusi JOJKHA OOECTICYUTh COOTBETCTBHE
MOCTABIIIMKA WM ONEPAaTOpa CUCTEMbI BCEM MPUMEHUMBIM TPeOOBAaHUSAM HACTOSIIETO CTaHAApTA.

7.11.5 JlaGopaTopusi qoKHA OOECHeunBaTh, YTOOBI MHCTPYKIIUH, PYKOBOJACTBA M CIPAaBOYHBIE
JaHHBIE, OTHOCSIIMECs K cucreMe(aMm) ymopaBieHuss uHpopMainueil mabopatopuu, ObUH
JIETKOJIOCTYIIHBIMU JJIs1 IEPCOHAIA.

7.11.6 PacueTsl W mepenayM NaHHBIX JOJDKHBI MOJABEPraThCS HAIJICKAIIUM CHCTEMAaTHYECKUM
MPOBEPKaM.

8 TpGﬁOBaHMﬂ K CuCtemMe MeHeo>KMeHTa

8.1 BapumaHTbl

8.1.1 O6wume nonoxeHus

JlaGopaTtopusi JOJDKHA YCTAaHOBUTh, JIOKYMEHTHPOBATh, BHEIPUTb U MOJAEP)KUBATh CHCTEMY
MEHEJKMEHTa, KOTopas clocoOHa oOecreuyuBaTb M JE€MOHCTPUPOBATH IOCTOSIHHOE BBIIIOJIHEHUE
TpeOOBaHUIl HACTOSIIErO CTaHAapTa U 00ecreynBaTh Ka4eCTBO BBINOJIHEHHBIX JlabopaTtopueil pador. B
JIOTIOJTHEHWE K COOTBETCTBHIO TPEOOBaHHAM pas3zesioB 4 - 7 mabopaTopHs A0JDKHA BHEIPUTH CUCTEMY
MEHEJKMEHTa B COOTBETCTBHUHU C BAPHAHTOM A W BapuaHTOM B.

[Tpumeuanue - Cm. mpuiiokenue B i qononHuTenbHON HHPOpMaIUH.

8.1.2 BapuaHT A

Kak MuHMMYM crucTeMa MeHeKMEHTa J1abopaTOpHH JOJKHA MTpelyCMaTpUBaTh ClleIyolee:

- IOKYMEHTAIIMIO CUCTEMbI MEHEKMEHTa (cM. 8.2);

- YOpaBlieHUE TOKyMEHTaMU CUCTEMBI MEHEIKMEHTa (cM. 8.3);

- yOpaBiieHue 3anucsmu (cM. 8.4);

- IeMCTBUS, CBS3aHHBIE C PUCKAMU U BO3MOXHOCTAMH (cM. 8.5);

- ynyumeHus (cM. 8.6);

- KOppeKTHpyoImue AercTus (cM. 8.7);

- BHYTpEHHUE ayIuThl (cM. 8.8);

- aHaJIU3 CO CTOPOHBI PyKOBOACTBA (cM. 8.9).

8.1.3 Bapuant B
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JlaGopaTopusi, KOTOpasi YCTaHOBWJIA U MOAJIEPKUBAET CUCTEMY MEHEKMEHTa B COOTBETCTBHHU C
tpeboBanusmMu [SO 9001 u crmocobHa MOATBEPKJIaTh U JEMOHCTPHUPOBATH MOCTOSIHHOE BBITIOJIHEHUE
TpeGoBaHuil pazaenoB 4 - 7, Takke JeMOHCTPUPYET KAK MUHUMYM FOTOBHOCTbH BBITIOJHSTH TPeOOBaHUS,
coaep:xaruecs B 8.2 - 8.9.

8.2 [lokymMeHTaumuss cCUCTeMbl MeHeA)KMeHTa (BapuaHT A)
8.2.1 PykoBoacTBo nabopaTopuu AOHKHO YCTaHOBUTH, IOKYMEHTHPOBATh W TOAJAEPKHUBATH
IIOJIMTHUKH U LCIN JJIA BBIIIOJIHCHUA Tpe6OBaHI/II71 HACTOAUICTO CTaHJAapTa U JOJIZKHO OGCCHG‘{I/ITB, YTOOBI

9TH IMOJIUTUKHU U 1IN OBLIN MMPU3HAHbI U BHCAPCHBI HAa BCCX YPOBHAX OpTraHHU3allnn Ha60paT0pI/II/I.

8.2.2. TlonmuTukK W 1ENW [OJDKHBI OBITh HaIpaBiIeHbl Ha OOECIEYeHHE KOMIIETEHTHOCTH,
OecTIpUCTPACTHOCTU U CTAOMIIBHOCTH JIEATEIbHOCTH JTAO0OPaTOPHH.

8.2.3 PykoBOJCTBO J1abopaTOpUM MAOJKHO MPEICTaBUTh J0KA3aTeNbCTBA MPHUBEPKEHHOCTU K
pa3paboTKe U BHEAPEHUIO CUCTEMbI MEHEXKMEHTA U TIOCTOSIHHOMY MOBBIIICHHUIO €€ pe3yJIbTaTUBHOCTH.

8.2.4 Bcs pgokymeHTamusi, NPOLECCHl, CUCTEMBI, 3alUCH, OTHOCSIIUECS K BBIIOJIHEHHUIO
TpeOOBaHUI HACTOSIIIIETO CTAHIAPTA, JODKHBI ObITh BKIIFOUEHBI B CUCTEMY MEHEIKMEHTA, COOTHECCHBI
WJIY CBSI3aHBI C HEH.

8.2.5 Bech mepcoHan, y4acTBYIONIHN B JTa0OpPaTOPHON NEATEIBHOCTH, JIOJDKEH UMETh JTOCTYI K
TEM YacTsAM JIOKyMEHTAllUd CHUCTEMbl MEHEKMEHTa W COOTBETCTBYIOLIEH HMH(OpMaluu, KOTOpbIE
MIPUMEHSIIOTCS B cpepe ero OTBETCTBEHHOCTH.

8.3 YnpaBneHue fOoKyMeHTaMu CUCTEMbl MeHegXKMeHTa (BapuaHT A)

8.3.1 JlabGopaTopusi [JOKHA YNpaBIATh JOKYMEHTaMHM (BHYTPEHHUMH U BHEIIHHUMHU),
OTHOCSIIIMMHUCS K BBITTOJTHEHUIO TPEOOBAHUH HACTOAIIETO CTAHIAPTA.

[Ipumeuanue - B nmaHHOM KOHTEKCTe "MOKyMEHTOM" MOTYT OBITh 3asBJICHUS O TOJUTHKE,
MPOLEAYPHI, CHEIU(PUKAIIUN, HTHCTPYKIIMH IPOU3BOIUTEINS, KATHOPOBOYHBIE TAOIHUIIBI, CXEMBbI, TOCOOUS,
IUTaKaThl, YBEJAOMJICHUS, MaMSATKHU, YepTeXH, IIaHbl U T.A. OHU MOTyT OBITh NpEACTaBICHBI Ha
Pa3IUYHBIX HOCUTENSX WH(OPMAIIUY, HAIPUMED B IMEYATHOM WK TU(GPOBOM dopMaTe.

8.3.2 JlabopaTopus q0JDKHA 00€CTIEUUTD, YTO:

a) IOKyMEHTHI IPOBEPEHBI HAa IPUTOHOCTH YIOJIHOMOYEHHBIM MEPCOHAIIOM JI0 UX H3AAHMUS,

b) TOKYMEHTBI IEPUOIUIECKH aHATU3UPYIOTCS U TP HEOOXOUMOCTH TIepecMaTPUBAIOTCS;

C) I/IIICHTI/I(I)I/II_II/IPYIOTC}I HU3MCHCHUSA U CTAaTyC TeKyLueﬁ peaaKu JOKYMCHTA,

d) axkTyanbHble BEpCHU NMPUMEHSEMBIX TOKYMEHTOB JOCTYIHBI Ha BCEX pabOYMX MECTax W IpHU
HEOOXOIMMOCTH MX PAaCTPOCTPAHEHHUE YIPABISIETCS;

€) IOKyMEHTbI YHUKaJIbHBIM 00pa30M UJIEHTU(PUIIIPOBAHBL;

f) HE JOITyCKAcTCA HENPCAHAMECPEHHOC HCIIOJIB30BAHUE YCTAPCBIINX NTOKYMCHTOB U IIPUMCHACTCA
COOTBETCTBYHOIIIAA I/II[GHTI/ICI)I/IKEIHI/IH JaHHBIX JOKYMCHTOB, B CJIyda€ ¢C€CJIM OHH COXPaHAKTCA C
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KaKOH-IN00 LEJIBIO.

8.4 YnpaBneHue 3anucamu (BapmaHT A)

8.4.1 JlaGopartopusi 10JIKHA BECTU U COXPAHATh Pa30OPUMBBHIE 3AMUCU C LIEJIBIO MOATBEPKACHUS
coOnroieHns TpeOOBaHUI HACTOSIIIETO CTaHAapTa.

8.4.2 JlaGopaTopusi HOJKHA OCYLIECTBIATH YIIpaBlIeHHE, HEOOXOAMMOE JUIsl HMIEeHTH(]UKauuy,
XpaHEeHHUs, 3allUThl, PE3EePBHOTO KOMUPOBAHMSA, AapXMBUPOBAHUS, IIOMCKA, CpOKa XpaHEHUS U
YHUYTOXKEHUSI CBOMX 3amuceil. Jlaboparopusi JOJKHA COXpaHATh 3allMCHM B TEUYEHUE MEpUOJa,
YCTAHOBJICHHOI'O AOrOBOPHBIMHA 00s13aTEILCTBAMU. I[OCTYH K JaHHBbIM 3aI1ucsaM JOJIKCH
COOTBETCTBOBAaTh 00s3aTEIbCTBAM B 00JAaCTH KOH(PHUIECHUMAIBHOCTH, W 3allUCHU JOJDKHBI OBITh
JICTKOOOCTYITHBIMHU.

HpI/IMeLIaHI/Ie -B 75 IMPUBCACHBI JOINOJTHUTCIBHBIC Tpe6OBaHI/IH, OTHOCAIIHMECA K TEXHHYCCKHUM
3aIInuCsAM.

8.5 [lencTBMUA, CBA3aHHbIEe C PUCKAMN U BO3MOXHOCTAMM (BapuaHT A)

8.5.1 JlabopaTopus OJDKHA pacCMaTpuBaTh PUCKH M BO3MOKHOCTH, CBSI3aHHBIE C J1abOOpaTOpHOI
JACATCIIBbHOCTBIO, IJI1 TOI'O YTOOBI:

a) o0ecreynBaTh, YTO CUCTEMa MEHEDKMEHTA JJOCTUTaeT HAMEUEHHBIX PE3y/IbTaTOB;
b) HapamuBaTh BO3MOKHOCTH JIJIsl TOCTHDKEHUS 1IeNied U 3a7a4 1abopaTopuu;

C) MpenoTBpalllaTh WX YMCHBIIUTh HEXKEJIATeNbHBIC BO3JCUCTBUS M BO3MOXKHBIC COOM B
nabopaTOPHOH NeATeTHHOCTH;

d) nobuBathCs yydieHun.

8.5.2 JlabopaTopus q0JDKHA TIAHUPOBATH:

a) AEUCTBHUS, CBA3aHHBIC C TAHHBIMU PUCKaMU M BO3MOXKHOCTSIMH;

b) kakum oOpazom:

1) MHTErpuUpOBaTh U BHEIPSThH JaHHBIEC ACUCTBUS B CUCTEMY MEHEIPKMEHTA;

2) oueHUBaTh Pe3yIbTaTUBHOCTh TAHHBIX JACHCTBUI.

[lpumevanne - XOTS B HACTOSANIEM CTaHAApPTE YKAa3bIBAeTCA, YTO JabopaTopws IUIaHHPYET
JCWCTBUS TI0 YCTPAaHCHHIO PHCKOB, TpeOOBaHMS K (OPMATBLHBIM METO/aM YIPABICHHS PUCKAMHU WU
JTOKYMEHTHPOBAaHHOMY IIPOIIECCY YNPABICHUSI PUCKAaMH HE YCTaHOBJIEHBI. JlabopaTopu MOTYT PEIINTh,
CIlelyeT JIi pa3padaThIBaTh Oosiee OOIMPHYI0 METOMOJIOTHIO YIPABICHHsS PUCKAMU, YeM 3TO TpedyeTcs

B HACTOALICM CTaHAAPTC, HAIPUMCEP, TOCPCACTBOM NPUMCHCHUA JPYTHUX PYKOBOJACTB UJIM CTAHAAPTOB.

8.5.3 IlpennpuHuMaeMble NEWCTBUSA, CBA3aHHBIE C PUCKAMU M BO3MOXKHOCTSIMH, JIOJKHBI OBITH
copa3MepHbI UX MOTEHIIMAILHOMY BIMSIHHIO Ha JOCTOBEPHOCTH JIAOOPATOPHBIX PE3yJIbTAaTOB.

[Tpumeuanue 1 - [Ipumepamu ACHCTBUMN, CBSI3aHHBIX C PUCKaMU, MOTYT OBITh WIACHTHU(MUKAIUSI U
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NPEIYNPEKACHUE Yrpo3, TPUHSATHE PHCKOB C IMEJIbI0 pPEaNU3allid BO3MOXHOCTH, YCTPAaHCHHUE
HMCTOYHUKA PUCKA, M3MEHEHHE BEPOSTHOCTH PHCKA WJIM €ro TOCJIEICTBUN, pa3leieHue PUCKOB HIIU
COXpaHEHHE PUCKa MOCPEICTBOM 0OOCHOBAHHOTO PEIICHUSI.

[Ipumeuanue 2 - BO3MOXHOCTH MOTYT MPUBECTH K PACHIUPEHHIO OOJACTH JIabopaTOpHOM
ACATCIIBHOCTH, IMPHUBJICYCHHWIO HOBBIX 3aKa3YMKOB, HMCIIOJIB30BAHUIO HOBBIX TEXHOJIOTUH WIIH APyrux
BO3MOJKHOCTEH C IIEITbI0 YIOBJICTBOPEHUS MOTPEOHOCTEH 3aKa3UMKOB.

8.6 YnyuweHus (BapmaHTt A)

8.6.1 Jlabopatopust HoDKHA MASHTH(GUUIMPOBATH M BHIOPATH BO3MOXKHOCTH JISl YIyUIICHUH, a
TaKXe MPeINpPUHATH HeOOXOANMBIE JICHCTBUSI.

[Tpumeuanue - Bo3mMokHOCTH AJIsl yIy4IIEHUH MOTYT ObITh MIACHTU(DUIMPOBAHBI 110 pe3yibTaTaM
aHanM3a pabdOYMX TMPOIENyp, HCIOJIB30BAaHUS IOJNUTHK, OCHOBHBIX II€Jiel, pe3yJbTaTOB ayJIHTOB,
KOPPEKTUPYIOLINX JIEHCTBUI, aHajlM3a CO CTOPOHBI PYKOBOJCTBA, NMPEIUIOKEHUH IEepCOHasa, OLEHKH
pHCKa, aHAJTN3a TaHHBIX U PE3yJIbTaTOB MPOBEPOK KBAIU(DUKALIUH.

8.6.2 JlaGopaTopusi JOJKHA CTPEMHUTHCS TOIy4aTh OOpAaTHYIO CBSI3b OT 3aKa34MKOB, Kak
MOJIOKUTETBHYIO, TaK M OTpUlaTeNbHyto. OOpaTHasi CBSA3b OJDKHA aHAIM3MPOBATHCS U TMPUMEHSATHCS
IS YITy4IIeHHUs CHCTEMbl MEHE/PKMEHTA, JTa00OPaTOPHOM AEATEILHOCTH M 00CITYKHBAHUS 3aKa3UMKOB.

HpI/IMe‘IaHI/Ie - HpI/IMepaMI/I THUIIOB O6p3THOI>i CBA3U ABJIAIOTCA OHPOCBI OTHOCHUTEJIBHO
YAOBJICTBOPCHHOCTHU 3aKA3YUKOB, 3aITMCU IICPCTOBOPOB 1 06CY)KIICHI/I€‘ OTYETOB C 3aKa34YMKaMH.

8.7 KoppekTupyrouwme aemcteus (BapmaHt A)

8.7.1 Ilpu BBISIBIEHUN HECOOTBETCTBUS JTAOOPATOPHS JOJIKHA!

a) pearupoBaTh Ha HECOOTBETCTBHUE U MTPU HEOOXOIUMOCTH:

- IPENPUHATH ACUCTBUS ISl YIIPABIEHUSI HECOOTBETCTBUEM U €TI0 YCTPAHEHHS;
- OTpearupoBaTh Ha MOCIIE/ICTBHUS;

b) oneHUTHr HEOOXOAUMOCTh ACUCTBUS AJISI yCTPaHEHUS NMPUYMH(BI) HECOOTBETCTBHSA, I TOTO
YTOOBI IPELYNPEIUTH €r0 MOBTOPHOE WM HOBOE MPOSIBIIEHUE, IOCPEICTBOM:

- paCCMOTPCHUA U aHAJIN3a HECCOOTBETCTBUSA,
- BBISIBJICHUS IIPUYHUH HECOOTBETCTBUAA,

- BBISBJICHUS CYHIECTBOBAHMS WIIM TMOTEHIMATIBHON BO3MOXKHOCTH BO3HHUKHOBEHHUS TMOIAOOHBIX
HECOOTBETCTBUM;

C) NPEIPUHATh HEOOXOAUMBIE JIEHCTBUS;
d) oTleHUTB Pe3yTbTATUBHOCTD MPEAPHUHITHIX KOPPEKTHPYIOMINX JICHCTBUML;

€) MOBTOPHO OIEHUTH PUCKH W BO3MOXHOCTH, BBISBIICHHBIC IO UTOTaM IIAHUPOBAHUS, €CITH 3TO
HEOOXOIMMO;
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f) npu HCO6XOI[I/IMOCTI/I BHCCTHU UBMCHCHUS B CUCTCMY MCHCI’KMCHTA.

8.7.2 Koppektupyromiye ASHCTBUS JODKHBI COOTBETCTBOBATH MACIITa0aM M TOCICICTBHIM
00HAPYKEHHOT'O HECOOTBETCTBUSI.

8.7.3 JlabopaTopus J0JKHA COXPAHATD 3alMCH B KAU€CTBE CBUIECTEIHCTB CIEAYIOIIETO:

a) CYIIHOCTH HECOOTBETCTBUMN, MPUUNH(bI) U JTFOOBIX MPEANPUHATHIX MOCIEIYIOMNX AeUCTBUN;
b) pe3ysbTaToOB KOPPEKTUPYIOMINX ACHCTBUM.

8.8 BHyTpeHHMe ayauTbl (BapmaHT A)

8.8.1 Jlaboparopust JoMKHA TPOBOJUTH BHYTPEHHUE ayUTHI Uepe3 3allJIlaHUPOBAHHBIC HHTEPBAJIBI
AJId MOJTy4YCHUA PIH(i)OpMaHI/II/I O TOM, SABJISICTCA JIU CUCTEMA MCHCDKMCHTA:

a) COOTBETCTBYIOIICH:

- COOCTBEHHBIM TpeOOBaHUAM J1A0OPAaTOPHUM K CBOEH CHCTEME MEHEIKMEHTa, B TOM 4YHCIe
1a00paTOPHOI 1A TENHLHOCTH;

- TpeOOBaHUSM HACTOSIIIETO CTAaHAAPTA;

b) pe3yIbTaTUBHO BHEIPSHHON U peain3yeMOH.

8.8.2 JlabopaTopus qoJKHA!

a) IJIaHUPOBaTh, pa3padaThiBaTh, BHEAPATh U PEANU30BbIBATh MPOrpaMMy ayJnTa, B TOM YHCIIE B
OTHOIICHUU TIEPUOJUYHOCTH, METOJOB, c(epbl OTBETCTBEHHOCTH, IUIAHUPYEMBIX TpeOOBaHUN U

OTUCTHOCTH, KOTOpAad AOJIKHA YUYUTBIBATH BAKHOCTDH COOTBeTCTBYIOH_Ieﬁ na6opaTopH0171 JCATCIIbHOCTH,
MN3MCHCHMA, BIIMAIOIIHEC HaA J'Ia60paTOpI/IIO, a TaK’KC pC3yJIbTAThI IIPCABIAYIIINX Ay AUTOB;

b) onpenensaTe KpUTEPUN ayIuTa U 00JIACTh MPOBEACHUS KAXKIOTO ay/IUTa;
¢) obecnieunBaTh, 4YTO PE3YIBTATHI ayIUTa JOBEICHBI 0 COOTBETCTBYIOIIETO PYKOBOJCTBA;

d) BBINONHATH COOTBETCTBYIOIIME KOPPEKUMH U  KOPpEKTUpyIoUIe  JeicTBus — 6e3
HEOOOCHOBAHHBIX 3a/I€PIKEK;

€) COXPaHATH 3aMUCH B KaUeCTBE MOATBEPIKACHUS peai3allii MPOTrpaMMbl ayUTa U Pe3yIbTaToOB
ayJIUTOB.

[Tpumeuanue - B ISO 19011 npuBeneHsl pyKoOBOJSALIME YKa3aHUS Ul NPOBEACHUS BHYTPEHHHUX
ayJUTOB.

8.9 AHanus co cTopoHbl pykoBoAcTBa (BapuaHT A)
8.9.1 PykoBoacTBO 11a0OpaTOPUM JOJDKHO aHAJIM3UPOBATh CUCTEMY MEHEKMEHTa C

3aHHaHHpOBaHHOﬁ NepuOANIHOCTBIO, YTOOBI 00CCIICUNTh €€ MOCTOAHHYI IMPUTOJHOCTDb, aICKBATHOCTDH
" PpE3YyJIbTATUBHOCTD, BKIIIOYasA 3a4BJICHHBIC ITIOJIMTUKH U LECJIN, CBA3aHHBIC C BBIIIOJIHCHUCM Tp€6OBaHI/If/'I
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HAaCTOALICTO CTaHAapTa.

8.9.2 BxojHble aHHBIC aHAIU3a CO CTOPOHBI PYKOBOJCTBA JIOJIKHBI OBITh 3apPETHCTPUPOBAHBI U
BKJIIOYATh UHPOPMALIUIO OTHOCUTENBHO:

a) I3MEHEHHI BO BHYTPEHHUX M BHEITHUX BOIMPOCAaX, UMEIOIINX OTHOIIIEHHE K TA00OpaTOpHH;
b) mOCTHKEHUS TTOCTABICHHBIX IICJICH;
C) IPUTOTHOCTH TTOJIUTHK U TIPOLIEYP;

d) craryca peHcCTBMIA, 3alJIaHMPOBAHHBIX [OCHE MPEAbIIYIIMX AaHaJU30B CO CTOPOHBI
PYKOBOJCTBA;

€) pe3yJibTara(oB) MOCAEAHUX BHYTPEHHUX ay/IUTOB;

f) KoppeKkTUpyYIOIINX JeHCTBUIA;

€) OILIEHOK, TPOBOIUMBIX BHEITHUMHU OpTraHaMU;

h) n3meHenunii ooObemMa 1 B padOThl WM 00JIACTH IEATEILHOCTH JIA0OPATOPHH;
1) 0OpaTHOM CBSI3U OT MepCOoHAla U 3aKa3UHKOB;

j) *xano0 (mpeTeH3ui);

k) pe3ypTaTUBHOCTH peaTu30BaHHBIX YITy4IICHHIA;

1) HOCTaTOYHOCTH pEeCypCoB;

m) pe3yJIbTaToOB UJIEHTU(UKALIUU PUCKOB;

N) UTOTOB JAEATEIHLHOCTU IO 00ECIIEYEHHIO IOCTOBEPHOCTHU PE3YJIbTaTOB; a TaKXKe
0) APYTUX 3HAYUMBIX (DAKTOPOB, TaKWe KaK MOHUTOPHUHT JESITEILHOCTH U O0yUeHHE.

8.9.3 BrIxoaHbIe TaHHBIC aHATN3a CO CTOPOHBI PYKOBOJCTBA JOJKHBI BKIIFOYAThH 3aIHCH 000 BCEX
PELIECHUSX U IEUCTBUIX, OTHOCAIIMXCS IO KpaHEN MEpPE K:

a) pe3yJIbTaTUBHOCTU CUCTEMBbI MEHEHDKMEHTA U €€ MPOIIECCOB;

b) ynydmeHuto J1a0OpaTOPHOM NEATEITHHOCTH, OTHOCAIIEHCS K BBHITIOJHCHHIO TpeOOBaHMIA
HACTOSIIIETO CTaHIapTa;

C) MIPEIOCTaBIECHUIO0 HEOOXOIUMBIX PECYPCOB;

d) mo6oit He0OX0IMMOCTH U3MCHEHUH.
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[Ipunoxenne A
(cipaBouHOE)
METPOJIOTMYECKASA NMPOCNEXUBAEMOCTb
A.1 Obwume cBepgeHus

B HACTOAIICM IIPUJIIOKCHUHN IPUBCACHA JOIOJHUTCIIbHAA I/IH(bOpMaIII/ISI (6] MGTPOHOFI/I‘ICCKOI\/'I
MPOCIICKUBAEMOCTH, KOTOpas TMPEACTABISET COO0OM BaKHEHIIYIO KOHIICTIIHIO IS OOCCIICUCHHS
COTMOCTaBUMOCTH PE3yJIbTAaTOB U3MEPEHUI KaK Ha HAIMOHAJIILHOM, TaK U Ha MEKIyHApOJIHOM YPOBHE.

A.2 YcTaHOBRneHne MeTposiorm4eckom npocriexxmnBaemocTu
A.2.1 Metponorudeckasi IpOCIIeKNUBAEMOCTb YCTaHABIUBAETCS C YUETOM U MOATBEPIKICHUEM:
a) onpeJeIeHNs N3MEpsAEMO BeTMUMHBI (BEIMYUHBI, MTOJIekKAIIed U3MEPEHHIO);

b) MOKYMEHTHPOBAHHON HEMPEPHIBHON ILEMH KATHOPOBOK, MO3BOJISIONICH YCTAHOBHTH CBS3b C
COOTBETCTBYIOIIIEH OCHOBO#M JIsi CcpaBHEHHs (B KayeCTBE TaKOW COOTBETCTBYIOIIEH OCHOBBI IS
CpaBHEHMsI MOTYT BBICTYNaTh HAllMOHAJBbHBIC WA MEXIyHApPOJTHBIC STAJOHBI, a TAK)KEe BHYTPCHHHE
(pabouue) ATaNOHBI);

C) OLCHUBAHHA HCOIPCACIICHHOCTHU I/ISMCpeHI/Iﬁ Ha KXIOM 9Talc B LCIH MPOCIICIKUBACMOCTH C
MIPUMEHCHUEM COT'JIACOBAHHBIX MCTOIO0B;

d) pair3anun KaXaoro sTara B HCIH IMPOCICKUBACMOCTH C IMPUMEHCHHUEM COOTBETCTBYIOIIUX
MCTOHOB, C NIOJYUYCHUCM PE3YJIbTATOB H3MepeHHI>i U CBSA3AHHBIX C HUMH 3apCTrUCTPpUPOBAHHBIX 3HAYCHUMN
HCOMMPCACIICHHOCTHU HBMGPGHHﬁ;

€) MpeAOoCTaBJICHHS JA0OPATOPHSIMH, PEATM3YIONUMHU OJUH WM HECKOJIBKO JTarloB B IEMHU
MPOCIIEKUBAEMOCTH, JOKA3aTEIbCTB TEXHUYECKON KOMITETEHTHOCTH.

A.2.2 CucremaTnueckas MOTPEUIHOCTh (MHOI/Aa Ha3blBaeMas CMEHICHHEM) KaTuOpOBaHHOIO
00OpYyJIOBaHUSl YYMTBHIBAECTCS IPU PACIPOCTPAHEHUH METPOJIOTMYECKON IPOCIEeKUBAEMOCTH Ha
pe3yabTaThl U3MEPEHUH, MOyYeHHbIe B JJabopatopuu. CylIecTBYIOT pa3IMuHble MEXaHU3MBI [T y4eTa
CUCTEMATUYECKOM  IOTPEIIHOCTH  M3MEPEHHMH  INpU  PaCHpPOCTPAHEHUM  METPOJIOIMUYECKOMN
IIPOCJICKUBAEMOCTH.

A.2.3 Jlns pacmpoCTpaHEHUS METPOJOTUYECKON MPOCIEKUBAEMOCTH HMHOTAA MPUMEHSIOT
ATaJIOHBI, HH(OPMAIUS O KOTOPBIX, MTPEAOCTABICHHAs KOMIIETEHTHOH JabopaToprei, COAEPKUT TOIBKO
3asiBJICHHE O COOTBETCTBUM crenudukanuu (0e3 ykazaHUS pe3yJbTaTOB H3MEPEHUH M 3HAUYCHUUN
HEOMpeAeNeHHOCTH, CBSI3aHHBIX C HUMH). Peanusanus JaHHOTO MOAX0JIa, B COOTBETCTBUU C KOTOPBIM
npeneibHble 3HAYEHUS, YKa3aHHbIE B cCHeUU(UKANMIX, HUCHOIB3YIOTCS B KauyecTBE HCTOYHHUKA
HEOIpPEIeIEHHOCTH, 3aBUCUT OT:

- PUMEHEHHs COOTBETCTBYIOLIEIO NPAaBWIA MPUHATHAA PEIICHWM Uil YCTAHOBJICHUS
COOTBETCTBHUS;
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- MOCJICAYIOHICTO Y4YCTa YKA3aHHBIX B CHCI_II/ICI)I/IKZU_II/ISIX IMPEACIIbHBIX 3HAUCHUN B 6IO,Z[)KGTC
HCOMPCACIICHHOCTU MOCPCACTBOM TCXHUYCCKU 000CHOBAHHOT'0 crIoco0a.

Texuuueckoe 00OCHOBAHHUE JaHHOTO moJAxoda 3aKJIK4YacTCa B TOM, 4YTO IIPpU 3adBJIICHHU O
COOTBCTCTBHH CHGHI/I(bI/IKaIII/II/I OonpeaAcIsICTCA MHTCPBAJl U3MCPCHHBIX 3Ha‘-IeHI/II\/'I, B Ipeaciiax KOToporo
IIpru 3aJaHHOM YPOBHEC OOBCPUA NPCANOIONKUTCIBHO HAXOAUTCA HCTHUHHOC 3HAYCHHUEC, U IIPU 3TOM
pacCMaTpuBaCTCs KaK JII000€e CMCIICHUE OT UICTUHHOI'O 3HAYCHUS, TaK U HCOIIPEACICHHOCTD HSMCPGHHﬁ.

[Tpumep - IlpumeHenune rupb ¢ MPUCBOEHHBIM coryiacHo TpeboBanusM OIML R 111 xmaccom
TOYHOCTH U1 KaJTMOPOBKU BECOB.

A.3 [leMOHCTpauusa MeTpPosIorM4ecKom NpocnexmnBaeMocTun

A.3.1 JlaGoparopus  HECYT OTBETCTBEHHOCTh 33  YCTAHOBJEHHE  METPOJIOTHYECKOU
MPOCJEKUBAEMOCTH B COOTBETCTBUM  C  HACTOSIIMM  CTaHAApTOM.  METpOIOTHYECKYIO
MPOCJIECKUBAEMOCTh 00ECIIEYMBAIOT PE3yIbTaThl KAIMOPOBKH, TWPEICTABICHHBIE J1ab0opaTopusMu,
COOTBETCTBYIOIIMMHU HacTosmieMy cranaapty. CeprudumnupoBaHHbe 3HAUCHUS CEPTHPUIMPOBAHHBIX
CTaHJIAPTHBIX 00pa3IOB, MPEACTABIICHHBIX OCTABITUKAMHU CTaHIAPTHBIX 00pa3llOB, COOTBETCTBYIONIUE
tpeboBarusm [SO 17034, obOecrneunBarOT METPOJIOTHYECKYIO MPOCICKUBAEMOCTh. CyIIECTBYIOT
pa3iIuyYHble CIOCOOBI JAEMOHCTPALlMU COOTBETCTBHSI HACTOSILIEMY CTaHAApPTy: MpHU3HAHUE TPEThei
CTOPOHOU (Takoi, Kak OpraH Mo aKKpPeAWTAllMW), BHEIIHsS OICHKAa 3aKa3uyMKaMu UIU camoolleHka. K
crocobaM, TPHUHATHIM Ha MEXIyHApPOJAHOM YpOBHE, OTHOCAT (HO HE OTrPAaHUYMBAIOTCS DTHUM)
(W) (134101115 (H

a) KaJIMOpOBOYHBIE M HW3MEPHUTEIbHBIE BO3MOXXHOCTH, OOECIeYrBaeMble HAIMOHAIBHBIMA
METPOJIOTHYECKUMHU HWHCTUTYTaMH W Ha3HAYEHHBIMM HWHCTUTYTaMH, KOTOpbIe OBUIM MOJBEPTHYTHI
COOTBETCTBYIOIIMM MPOLECCaM MMapUTETHON OLEHKH. Takas mapuTEeTHAsl OLEHKAa MPOBOAUTCS B PAMKaX
CIPM MRA (Cornamenue 0 B3aMMHOM MPU3HAHUHU, TIOATOTOBIEHHOE MeXIyHapOAHBIM KOMHTETOM
Mep u BecoB). C Bupamm yciayr, Ha KoTopele pactpocrtpasserca aeictsue CIPM MRA, MoxHO
o3HakomuThcst B mpwiokeHun C BIPM KCDB (6a3bl JaHHBIX 10 KIFOUEBBIM  CIHYCHUSM,
chopMHUPOBaHHON MeEXIyHAPOIHBIM OIOPO MEpP M BECOB), TJI€ COJIEPIKUTCS MOIpOoOHas HHPOpMAIHS O
JMarna3oHax U HEONpPEeIeIEHHOCTH U3MEPEHUH IS KaX/101 U3 MepedyrCcIeHHbIX B HEM YCIIYT;

b) kanOpOBOUHBIE U U3MEPUTEIBHBIE BO3MOXKHOCTH, KOTOPBIE MOATBEPAKICHBI IPU aKKpEeAUTALlUU
B OpraHe IO aKKpeAWTAalMM, YIMOJIHOMOYeHHOM B pamkax cornamenus ILAC (MexnyHapoaHoe
COTPYAHMYECTBO MO aKKpeIUTaluu JabOpaTOpHii) WM PErHOHAIBHBIX COIJIAIICHUH, MPU3HABAEMBIX
ILAC, o6namaioT MOATBEPKACHHOW METPOJIOTMYECKON MpociiexknBaeMocTbio. CBeneHust o0 o0mactu
aKKpeIUTAINY KAITHOPOBOYHBIX JIAOOPATOPUH SBISIOTCS OOMIENOCTYITHBIMA M MOTYT OBITh 3aIIPOIICHBI
Y COOTBETCTBYIOIIUX OPTaHOB 110 aKKPEAUTALINH.

A.3.2 CosmectHas gexnapamus BIPM, OIML (MexayHapoaHoW  opraHu3aldd 110
3akoHoparensHoOi MeTponorun), ILAC u ISO o meTponornyeckoil MmpociaeKUBa€MOCTH COAEPIKUT
CHelHalbHbIC YKa3aHUi MO OOECIEYCHHIO MEXKIYHApOJHOTO MPHU3HAHUS IEMH METPOJOTHYECKON
MIPOCJICKUBAEMOCTH.
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[Ipunoxenue B

(cpaBouHOE)
BAPUAHTbl CUCTEMbl MEHEOXXMEHTA

B.1 PacmmmpeHue npuMEHEHHUs CHUCTEM MEHEKMEHTa B LEJIOM YBEIMYWIO HOTPeOHOCTh B
MOJTBEPXKAEHUN TOTO, 4YTO JIAOOPATOpPUM MOTYyT obOecreurnBaTh (YHKIHOHUPOBAHUE CHUCTEMbI
MeHeJKMEHTa, cooTBeTcTBYIomIer u [SO 9001, u HacTosmemy cranaapty. Takum oO6pa3zom, HACTOSIIUI
cTaHzapT oOecreurBaeT JBa BapuaHTa TpeOOBaHMUM, OTHOCSIIMXCS K peai3allud CHCTEMBbI
MEHE)KMEHTA.

B.2 Bapuant A (cMm. 8.1.2) mepeducisier MUHUMaJIbHbIE TPEOOBaHUS K BHEAPECHUIO CHUCTEMBI
MEHEKMEHTa B JlabopaTopuil. BHUMaHue ObIIO YJEIeHO TOMY, YTOOBI BKIIOUYHUTH Bce TpeboBanus [SO
9001, umMerolie OTHOIIEHUE K 00JacTaM J1a0b0paTOPHOI AEATENIbHOCTH, Ha KOTOPBIE paclpoCTpaHsaeTCs
cucremMa MeHekMeHTa. JlaGopartopuu, KoTopble cOOTBETCTBYIOT TpeboBanmsim I[SO/IEC 17025 (
pasnensl 4 - 7) 1 BHEIPSIOT BapuaHT A pazjena 8, TakuM 00pa3oMm, Takxke OyayT B LIEJIOM JACHCTBOBAThH
B coOoTBeTCTBNH ¢ mpuHImnamu [SO 9001.

B.3 Bapuant B (cM. 8.1.3) mo3BomsieT nabopaTopusiM CO371aBaTh W TIOJJEPKUBATh CHCTEMY
MEHE)KMEHTa B COOTBETCTBUU C TpeboBaHusamu [SO 9001 takum oOpazom, 4TOOBI OoOecrieunBaTh U
JIEMOHCTPHPOBATh IOCTOSIHHOE BBINIOJHEHUE TpeboBaHMM pazaenoB 4 - 7. JlabopaTtopuu, KOTOpbIE
NPUMEHSIOT BapuaHT B pazznena 8, OyayT takxke padorats B coorBercTBUH ¢ [SO 9001. CooTBeTcTBUE
tpedoBanusam [SO 9001 cucTemMbl MEHEKMEHTA, B paMKaxX KOTOPOW (YHKIMOHUPYET J1aboparopusi, He
SBIISIETCS caMo 10 ce0Oe JeMOHCTpalel KOMIIETEHTHOCTH J1a00paToOpyu B OTHOILIEHUH MPEIOCTABIICHUS
TEXHUYECKU JOCTOBEPHBIX JAAHHBIX U PE3YyJbTATOB. DTO TpeOOBaHUE PeaTU3yeTCsl yepe3 COOTBETCTBUE
paznenam 4 - 7.

B.4 O6a BapuaHTa mpeanoiaraloT JOCTHXKEHHE TOrO JKe pe3yiapTara B Ipolecce
(YHKIIMOHMPOBAHUS CUCTEMBI MEHEPKMEHTA U COOTBETCTBHS TPEOOBAHUSAM pa3zenos 4 - 7.

[Ipumeuanue - JIOKyMEHTBI, JaHHblE W 3alUCH  SIBJISIOTCS.  COCTaBHBIMU  4YacCTAMU
NOKyMeHTHupoBaHHON uHGpopMmanuu B [SO 9001 m apyrux craHaapTax MO CHUCTEMaM MEHEKMEHTA.
VYnpapieHue T0KyMEHTaMHM paccMarpuBaeTcs B 8.3. YmpapieHue 3anucsiMud paccmatpuBaetcs B 8.4 u
7.5. YnpaBneHue JaHHBIMU, KOTOPbIE OTHOCATCS K JaOOpaTOpHOM NEesSTENbHOCTH, pacCMaTpUBAaeTCA B
7.11.

B.5 Ha pucynke B.l moka3aH mpuMep BapuaHTa CXEMaTHYECKOTO MPEICTaBICHHS PadOdMX
MIPOLIECCOB J1TAOOPATOPHH, KaK OMUCAHO B pa3zerne 7.
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[Tpunoxenue JIA
(cpaBOUHOE)

CBEOEHUA
O COOTBETCTBUU CCbINOYHbBIX MEXAYHAPOAHbIX CTAHOAPTOB
MEXTOCYOAPCTBEHHbIM CTAHOAPTAM

Ta6muna [1A.1

O003HaUYeHNE CCHUIOYHOTO CreneHb O003HaueHre U HaHMEHOBaHHUE
MCKAYHAPOAHOI'O CTaHAapTa COOTBCTCTBHUA COOTBCTCTBYIOILICTO
MCKTOCYAAapCTBCHHOI'O CTaHAapTa

ISO/IEC Guide 99 - <k>

ISO/TIEC 17000 IDT T'OCT ISO/IEC 17000-2012 "Owenka
cootBeTcTBUs. CrnoBapp u oOmue
MPUHIUIIBL"

<*>  CoOTBETCTBYIOIIMI MEXIOCYJapCTBEHHbIN cTaHAapT oOTcyTcTByeT. Jlo ero
NPUHATHS ~PEKOMEHJYETCS HMCIOJIb30BaTh IEPEBOJ HA PYCCKUM  A3BIK  JaHHOIO
MEXYHapOAHOr0 CTaHAapTa.

[Ipumeuanne - B HacTosdmeidl Tabnuie WCIONB30BAHO CJEAYIOIIEe YCIOBHOE
0003HaYECHHE CTETICHH COOTBETCTBUS CTaHIapTa:
- IDT - uaeHTUYHBIN CTaHIAPT.

BUBJINOITPAD®UA

ISO 5725-1 Accuracy (trueness and precision) of measurement methods and results -
Part 1: General principles and definitions
(Tounocth (NMPaBUIBLHOCTH U MPEIU3UOHHOCTH) METOJOB U PE3YyJIbTATOB
n3mepennit. Yacts 1. OCHOBHBIE TIOJIOKEHHS M OTIPEICIICHHUS )

ISO 5725-2 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
(TounocTh (PaBUIIBHOCTD M TPEIU3UOHHOCTH) METOIOB U PE3yJIbTATOB
u3mepenuil. Yactp 2. OCHOBHOUM METOJ| OmpeeNeHus] MOBTOPSEMOCTH U
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BOCIIPOU3BOJAUMOCTH CTAHAAPTHOI'O METOda HSMGPGHHﬁ)

ISO 5725-3 Accuracy (trueness and precision) of measurement methods and results -
Part 3: Intermediate measures of the precision of a standard measurement
method
(TounocTh (PaBUIBHOCTHh U MPEIM3MOHHOCTH) METOJIOB U PE3yIbTaTOB
m3mepennit. Yacts 3. IIpoMexyTouHble MOKa3aTead MNpPEeHU3UNOHHOCTH
CTaHJIAPTHOTO METO/Ia U3MEPECHHUIA)

ISO 5725-4 Accuracy (trueness and precision) of measurement methods and results -
Part 4: Basic methods for the determination of the trueness of a standard
measurement method
(Tounocth (NMPaBUIBLHOCTH U MPEIIU3UOHHOCTH) METOJOB U PE3yJIbTATOB
m3Mepenuil. Yacte 4. OCHOBHBIE METOABI ONpPEACICHUS MPABUILHOCTH
CTaHJIaPTHOTO METO/Ia U3MEPEHMUIA)

ISO 5725-6 Accuracy (trueness and precision) of measurement methods and results -
Part 6: Use in practice of accuracy values
(TounocTh (IPaBUIBHOCTh U MPEIM3UOHHOCTH) METOJIOB U PE3yIbTaTOB
u3mepenuil. Yacte 6. Micronb30BaHre 3HAYCHUI TOYHOCTH Ha TIPAKTHKE)

ISO 9000 Quality management systems - Fundamentals and vocabulary
(Cuctembl MeHemKMeHTa kauecTBa. OCHOBHBIE MOJOKEHHSI U CII0BAPh)

ISO 9001 Quality management systems - Requirements
(Cucrembl MeHeDKMEHTa KauecTBa. TpeOoBaHMs)

I[SO 10012 Measurement management systems - Requirements for measurement
processes and measuring equipment
(CuctemMbl MeHeKMEHTa u3MepeHuil. TpeOoBaHusT K IpoleccaMm
W3MEPEHUI U U3MEPUTEIIEHOMY 000PYI0BaHHIO)

ISO/IEC 12207  Systems and software engineering - Software life cycle processes
(Mudopmanmionnsle  TexHonoruu. [Ipormecchl  JKM3HEHHOTO — IUKIIA
MIPOTPAaMMHBIX CPEJICTB)

ISO 15189 Medical laboratories - Requirements for quality and competence
(Meaunuuckue nabopatopun. CrienuanbHbIe TPeOOBaHUS K KayecTBY U
KOMIICTEHTHOCTH)

ISO 15194 In vitro diagnostic medical devices - Measurement of quantities in

samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation

(MeauuuHcKue u3aenus Juid in vitro-AMarHoCTUKH. M3MepeHne BelTnYuH
B oOpasnax OWOIIOTMYECKOTO MPOHWCXOXKIACHHUS. TpeboBaHus K
aTTeCTOBAaHHBIM CTaHJIAPTHBIM oOpa3mam " COoZep KaHUIO
COTIPOBOJUTENLHOM IOKYMEHTALIUN)

ISO/IEC 17011  Conformity assessment - Requirements for accreditation bodies
accrediting conformity assessment bodies
(Ouenka cootBerctBus. OOmme TpeOoBaHMS K  OpraHaMm IO
aKKpeIMTAIlMU OPTaHOB IO OLIEHKE COOTBETCTBH)
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ISO/IEC 17020

ISO/IEC
17021-1

ISO 17034

ISO/IEC 17043

ISO/IEC 17065

I[SO 17511

[SO 19011

ISO 21748

[SO 31000

ISO Guide 30

ISO Guide 31

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

(Onenka cooterctBus. O0mue TpeOboBaHus K pad0Te Pa3IMYHBIX THUIIOB
OpTaHOB, IPOBOISAIINX UHCIICKITHH)

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

(Ouenka coorBercTBUs. TpeOoBaHUS K OpraHam, MPOBOSIIUM ayJIuT U
ceprudukanuio cucreM MeHemkMeHTa. Yacte 1. TpeGoBanwmst)

General requirements for the competence of reference material producers
(OOue TpeboBaHMA K KOMIETSHIIMM TPOU3BOAUTENECH H3TaJOHHBIX
MaTEpUaJIOB)

Conformity assessment - General requirements for proficiency testing
(Ouenka cootBetcTBHsl. OCHOBHBIE TPEOOBAHUS K MTPOBEICHUIO TPOBEPKU
KBaTU(DUKAIINN)

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

(Ouenka coorBercTBUs. TpeboBaHMS K oOpraHaM IO CepTH(QHKAIUU
IIPOJYKIIMH, IPOLIECCOB U YCIIYT)

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

(Uzpenust MeAUITMHCKHE JUTsl TMArHOCTHKY in vitro. 3mepenue BennuuH
B Owmosormueckux mpobdax. MeTposorudeckas MPOCIeKUBAEMOCTD
3HA4YEeHUH, IPUNHCAHHBIX KaIMOpaTopaM U KOHTPOJIbHBIM MaTepuaiam)

Guidelines for auditing management systems
(PykoBopsmue ykazaHusi 0 ay/IUTy CUCTEM MEHEKMEHTA)

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

(Cratuctuueckue MeTonpl. PyKoBOACTBO NO HCMOJNB30BAHHMIO OILIEHOK
MOBTOPSIEMOCTH, BOCIIPOM3BOAMMOCTH M MPAaBWIBHOCTH MPU OLECHKE
HEONpe/IeIIEHHOCTH H3MEPEHUIT)

Risk management - Guidelines
(MenemxMeHT pUCcKOB. PykoBonsine yka3zaHus)

Reference materials - Selected terms and definitions
(CranmapTtHple 0o0Opasibl. TepMUHBI W ONpPEICICHHS, HCIIOJIb3yeMbIe B
00J1aCTH CTaHAAPTHBIX 00PA3IOB)

Reference materials - Contents of certificates, labels and accompanying
documentation

(Cranpmaptabie oOpasupbl. Comepkanue cepTHPUKATOB (TACIOPTOB) H
ATUKETOK)
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ISO Guide 33 Reference materials - Good practice in using reference materials
(CranpmapTtHble 00pa3ipbl. YCTaHOBHUBLIASCS IpaKkTUKa IPUMEHEHUs
CTaHJIaPTHBIX 00pa3LIOB)

ISO Guide 35 Reference materials - Guidance for characterization and assessment of
homogeneity and stability
(Cranpmaptasie  oOpasupbl. OOmme ©W  CTAaTUCTUYECKUE  TPHHITUIIBI
cepruduKanmm (aTTecTalmn))

ISO Guide 80 Guidance for the in-house preparation of quality control materials
(QCMs)
(PyxoBozmcTBO 1O BHYTPMIIAOOPAaTOPHOMY H3TOTOBJICHUIO MAaTEpHAlIOB
11t KoHTpoJIs kauectBa (MKK))

ISO/IEC Guide  Uncertainty of measurement - Part 3: Guide to the expression of
98-3 uncertainty in measurement (GUM: 1995)
(Heompenenennocts n3mepennii. Yacts 3. PykoBoACTBO 1O BBIpaKEHHIO
HEOIPECIEHHOCTH U3MEPEHU)

ISO/IEC Guide  Uncertainty of measurement - Part 4: Role of measurement uncertainty in
98-4 conformity assessment
(Heonpenenennocts u3amepenuid. Yacte 4. Posb HeompeneneHHOCTH
M3MEPEHHUS B OLICHKE COOTBETCTBUS)

IEC Guide 115  Application of uncertainty of measurement to conformity assessment
activities in the electrotechnical sector
(ITorpemmHOCTh M3MEpPEHUS TIPH OILEHKE COTJIACOBAHHOCTH JAESITEIBHOCTH
B DJICKTPOTEXHUYECKOM CEKTOPE)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 <2>
(CoBmectnass pexnmapauust BIPM, OIML, ILAC wu ISO o wmeTrpojoruyeckoin
npociexnaeMocTH, 2011)

ILAC International Laboratory Accreditation Cooperation <3>
(MexyHapoHast OpraHu3alus 1Mo aKKpeIuTaluy J1abopaTopHii)

(VIML), International vocabulary of terms in legal metrology, 2013
OIML V1:2013 (MexayHapoJHblii CII0Bapb TEPMUHOB I10 3aKOHOATENbHON METPOJIOTHH,
2013)

JCGM 106:2012 Evaluation of measurement data - The role of measurement uncertainty in
conformity assessment
(OueHuBaHMe NaHHBIX W3MEpeHUH. Polb HeompeaeneHHOCTH U3MEPEHUs
B OIICHKE COOTBETCTBHSI)

EEE/RM/062rev3, Eurachem <4> The Selection and Use of Reference Materials
(Bw100p U MCTIONB30BaHHUE STATOHHBIX MATEPHUAIIOB)

BIPM SI Brochure <5>: The International System of Units (SI)
(bpomropa CU: Mexnaynapoanas cucrema eaunuil (CH), BIPM)
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<2> http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO_joint declaration 2011.pdf
<3> http://ilac.org/

<4> https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf

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

(Hymepanust cHOCOK npuBeieHa 110 OPUTHHATY.)

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