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MEXIrOCYOAPCTBEHHbIW COBET NO CTAHOAPTU3ALIUN, METPOJIOIUN
N CEPTUDOUKALIUUA

INTERSTATE COUNCIL FOR STANDARDIZATION,
METROLOGY AND CERTIFICATION

MEXIrOCYOAPCTBEHHbIA CTAHOAPT
FOCT ISO/IEC 17025-2019

OBLUWME TPEBOBAHUA
K KOMMETEHTHOCTU UCNLITATENbHbIX N KANUBEPOBOYHbIX IABOPATOPUN

(ISO/IEC 17025:2017, IDT)

General requirements for the competence
of testing and calibration laboratories

Hara BBenenns - 2019-09-01
NMpeaucnosue

[lenn, OCHOBHBIC TPHUHIMUIIBI W OOINME TpaBUia MPOBEICHUS Pa0OT MO MEKIOCYIapCTBCHHON
crangaptuzanuu ycranosieHsl ['OCT 1.0 "MexrocynapcTBeHHas cucrema cranaaptuzanui. OCHOBHbIE
nonoxxkenua" u  ['OCT 1.2 "MexrocynapcTBeHHass cucreMa cra”paptusanuu. CraHgapTsl
MEXTOCYJapCTBEHHBIE, NMpaBujia U PEKOMEHAAINN 110 MEXTOCYAapCTBEHHOM crangaptuszanuu. [IpaBuna
pa3paboTKH, MPUHSTHS, OOHOBJICHUS K OTMEHBI"

CBepeHuMA o cTaHaa pTe

1 TIOAI'OTOBJIEH  PecnyOnuMkaHCKMM — YHUTapHbBIM  mpenmnpustueM  "benmopycckuii
rocygapctBeHHbI T1ieHTp akkpenutauuu" ([ocymapcrBennoe mnpenmpusitue "BI'LIA") Ha ocHoBe
COOCTBEHHOTO MEPEBOJIAa Ha PYCCKUIL SI3bIK AHTJIOA3BIYHOM BEPCUHU CTaHAAPTA, YKA3aHHOTO B IMyHKTE 4

2 BHECEH T'ocynapcTBeHHBIM KOMUTETOM IO CTaHAapTu3aiuu Pecriyonuku benapych

3 ITIPUHAT MexrocynapcTBEHHBIM COBETOM I10 CTaHJApTU3ALMM, METPOJIOTUU U cepTU(UKALUU
(mpotokoun ot 28 utonst 2019 r. N 55)

3a MPUHATHC ITPOTr0JIOCOBAJIN:

Kparkoe HanmenoBanue | Kox crpansl mo MK CoxkpalieHHOe HauMEHOBaHUE
ctpansl o MK (MCO (UCO 3166) 004-97 HaLlMOHAJILHOTO OpraHa 1o
3166) 004-97 CTaHIapTU3AIHH
ApmMmeHns AM Munskonomuku PecriyOnuku Apmenus
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benapych BY I'occranpapt Pecnybnuku benmapych

Kazaxcran KZ I'occranmapT Pecniybnuku Kazaxcran

Kupruzus KG Ksipreizcrangapr

Poccus RU Poccranmapt

TamKkukncTran TJ TamkukcTaHgapT

V30ekucran uz VY3cranmapt

4 Tlpuxazom denepasbHOrO0 areHTCTBA MO TEXHUYECKOMY PEryJIMPOBAHUIO M METPOJIOTHH OT 15
utonist 2019 r. N 385-ct mexrocymapctBennsiid crangapt [OCT ISO/IEC 17025-2019 BeeneH B neiicTBue
B Ka4eCTBE HAIMOHAIBHOTO cTaHaapTa Poccuiickoit ®enepanuu ¢ 1 centsiops 2019 r.

5 Hacrosmuii cranmapt uaeHTH4YeH MexayHapoaHoMy cranaapty ISO/IEC 17025:2017 "OO6mwue
TpeOOBaHUST K KOMIIETEHTHOCTH HCIBITAaTeIbHBIX U KanuOpoBouHbIX Jaboparopuii ("General
requirements for the competence of testing and calibration laboratories™, IDT).

B Hacrosiiem craHmapTe CIOBO customer MepeBeACHO Kak "3aka3uuK' M MPUMEHSCTCS B Ka4eCTBE
onHOro M3 3HaueHW tepmuHa "morpedutens” (cm. TOCT P MCO 9000-2015, nynkr 3.2.4; CTh ISO
9000-2015, mynkr 3.2.4), MOCKONIBKY, KaK MPaBUIIO, 1a00paTOPUU B3aUMOJECHCTBYIOT HEMTOCPEACTBEHHO C
3aKa34MKOM YCIIYT TI0 HCIIBITAHUSM W KaTHOpPOBKE, a HE ¢ KOHEYHBIM IoJib3oBareneM. Kpome Toro, B
MPAKTUKE OCYIICCTBICHHS JIA0OPATOPHOW JIEATCILHOCTH OOLICYOTPEOUTEIbHBIM SIBISCTCS CJIOBO
"3aKazuuk".

Mexaynaponnelii crangapt paspadoran Komuretom 1o onenke cootBerctBusi (CASCO)
MexnyHaponHo# opranu3anuu o cranaaptusanuu (1SO).

HpI/I MNPUMCHCHUUN HACTOALICTO CTaHAApTa PCKOMEHAYCTCA MUCIIOJIB30BATh BMECTO CCBUIOYHBIX
MCKAYHAPOAHBIX CTAHAAPTOB COOTBETCTBYIOIIUEC HM MCKIOCYAAPCTBCHHBIC CTaHAAPTHI, CBCACHHA O
KOTOPBIX MPUBCACHBI B JOITOJIHUTCIIBHOM MPUIIOKCHUN HA

6 B3SAMEH I'OCT NCO/M3K 17025-2009

7 IIEPEU3JIAHUE. Mapt 2021 r.

Wudopmanus o BBeleHUM B JeiicTBHe (IIpEeKpalleHUH JCWCTBUS) HACTOSIIEro CTaHaapTa H
U3MEHEHUH K HEMy Ha TEppUTOPUHM YKa3aHHBIX BBIIIE TOCYJAapCcTB NyOIMKyeTCcs B YyKazaTemsx
HallMOHAIBHBIX CTAaHAAPTOB, MU3[1aBAEMbIX B OTHUX TOCYJAapCTBaxX, a Takke B ceTh MHTepHeT Ha calrax
COOTBETCTBYIOIIMX HAIMOHAJIBHBIX OPTraHOB 110 CTAHIAPTU3ALMH.

B cnyuae nepecMoTpa, M3MEHEHHs WM OTMEHBI HACTOALIETO CTAHAApPTa COOTBETCTBYIOLIAS
nHpopmaiusa OyaeT onyoJuKoBaHa Ha OPUIIMATIEHOM MHTEpHET-caliTe MeXXrocyaapCcTBEHHOTO COBETA IO
CTaHJapTH3alMU, METPOJIOTUHU U cepTU(UKAIK B KaTanore "Mexrocy1apcTBeHHbIE CTaHAapThI"

B Poccuiickoit denepaniuu HACTOSIIHUA CTaHAAPT HE MOXKET OBITh TOJHOCTHIO WIJIM YaCTHYHO
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BOCIIPOU3BEJICH, TUPAKUPOBAH M PACIPOCTPAHEH B KAa4eCTBE O(DHIIMAIBLHOTO U3JaHUS 0€3 pa3pericHHs
®enepalibHOTO AareHTCTBA 110 TEXHUYECKOMY PEryJIUPOBAHUIO U METPOJIOTUU

BBenoeHue

Hacrosimuii ctanmapt pa3padoTaH C IENbl0 YKPEIUICHHsI JTIOBEpUs K JICATEIbHOCTH 1aboparopuid. B
HACTOSIIEM CTaHIApTE COJEpPXKATCs TPeOOBaHHUsS K JIAOOPATOPHUSM, BBIIIOJHCHUE KOTOPHIX MO3BOJIUT UM
MPOJEMOHCTPUPOBATh  KOMIIETEHTHOCTh M CIIOCOOHOCTH  IOJIy4aTh JIOCTOBEPHBIC PE3YJIbTATHI.
Jlaboparopun, KOTOphIE COOTBETCTBYIOT TPEOOBAHMSIM HACTOSIIETO CTaHAApTa, TaKKe OyAyT B IEIOM
(G YyHKIMOHUPOBATH B cOOTBETCTBUU ¢ npuHIMNamu 1ISO 9001.

CornmacHo TpeOOBaHMSM HACTOSILErO CTaHAapTa JabopaTopus JOJDKHA IUIAHUPOBAaTh U
OCYIIECTBIISAITh ACUCTBHUS 110 YINPABICHUIO PHCKAMH W BO3MOXHOCTSIMH. YIIPaBJI€HHE DPUCKAMU H
BO3MOXHOCTSAMU CO34aCT OCHOBY [JId ITIOBBILICHUSA PE3YIbTATUBHOCTH CHCTCMbI MCHCIKMCHTA,
JDOCTHKEHUS JIy4YIINX Pe3yJbTaTOB M MPEAOTBPAILCHHUS HETaTHBHBIX mociencTBuid. Jlabopatopus Hecer
OTBCTCTBCHHOCTL 3a IPUHATUC PCHICHUA O TOM, KaKHC€C PHUCKU H BO3MOXHOCTHU H€O6XO[[I/IMO
paccMaTpuBaTh.

Hcnonp30BaHWE HACTOSIIETO CTaHAApTa YHPOCTUT COTPYIHUYECTBO MEXIY JIabOpaTopusMu u
OpPYTMMU OpraHaMd U TOMOXET B oOMeHe HH(oOpMalHeill H OINbITOM, a TakKe B TapMOHM3AINH
CTaHIapToB W mpoueayp. [lpu3Hanue pe3ynbTaTtoB J1aOOPATOPHOM JEATEIBHOCTH MEXKAY CTpaHaMu
YIPOILAETCs, €CTIU JIA0OPATOPUHU COOTBETCTBYIOT TPEOOBAHHSIM HACTOSIIETO CTaHAApTA.

B Hacrosimem crangapTe UCHOIB3YIOTCS CIIEAYIOUINE TIaroyibHbIe (POPMBI:

"moimkeH" - 0003Ha4YaeT TpeOOBaHUE;

"cnenyetr" - 0003HAYAET PEKOMEHIAIINIO;

"MoeT" - 0003HaYaeT pa3pelleHuE;

"criocobeH" - 0003HaYaeT BO3MOKHOCTb.
bonee nonpoOuyro urdopmarmio MmoxxHo HailTu B JupexktuBax ISO/IEC, gacts 2.

Jlns neneit nccneroBaHus MOJIb30BATENSIM PEKOMEHIYETCSl IETUTHCSI CBOMM BUICHHEM HACTOSIIETO
CTaHJapTa ¥ MPEUIOKEHUSIMH TI0 BHECEHHIO M3MEHEHMH B mocienyroume u3fgaHus. YToObl MpUHATH
y4acTue B OHJIAMH-0IIpOCE, HE00X0IMMO IIPOUTH 1o CCBUIKE:
https://www.surveymonkey.com/r/6MQ95ZC.

1 O6nacTb NnpMMeHeHuns

Hacrosmuii cranaapt ycraHaBiuBaeT oOmue TpeOoBaHUS K KOMIIETEHTHOCTH, O€CIIPUCTPACTHOCTH
U CTaOUIBbHOMY (YHKIIMOHUPOBAHHUIO Ja00paTOpU.

Hacrosmmuii CTaHdapT NOPHUMCHUM KO BCEM OpraHu3alvdaM, 3aHUMArOIUMCA na60paT0pH0171
ACATCIIBHOCTBIO, HE3AaBUCHUMO OT YHMCJICHHOCTH IIE€pCOHAIA.
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3aka3unku J1abOpaTOpuil, PErylupylole OpraHbl, OpPraHMW3alUUd W CXEMbI, HCIIOJIb3YIOIIHE
IIAPUTETHYIO OLEHKY, OpraHbl IO AaKKPEOWTALUU, a TaKXE OPYIHMe CTOPOHBI NPUMEHSIOT HACTOSIIMU
CTaHJapT MPH MOATBEPKACHUU WU MIPU3HAHUN KOMIIETEHTHOCTH JIAOOPATOPHIA.

2 HopMmaTuBHbIe CCbINKU

[Ipy npuUMEHEHMM HACTOSILIErO CTaHAApTa PEKOMEHIYETCS HCIOJIb30BaTh BMECTO CCHUIOYHBIX
MEKIYHAPOAHBIX CTAHAAPTOB COOTBETCTBYIOIHME KM MEXKIOCYAAPCTBEHHBIE CTAHAAPTHI, CBEICHUSA O
KOTOPBIX PUBEICHBI B IOMOJTHUTEIBHOM NPHIOKEHUH J[A

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and
associated terms (VIM) (MexayHapoaHbIH clioBapb 1mo merposiornd. OCHOBHBIE M OOIIME TOHATUS U
coOTBeTCTBYMOIIHE TepMHUHBI (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (Orenka
cootBeTcTBUs. CI0Baph M OOIIUE TPUHIIHIIBI)

3 TepMuHbI N onpeaeneHus

B Hacrosimem crangapre npuMeHensl Tepmusbl o ISO/IEC Guide 99 u ISO/IEC 17000, a takxke
CJICYIOIINE TEPMUHBI C COOTBETCTBYIOIIUMHU OTIPEICIICHUSIMHU.

ISO u IEC moaaepxuBarOT TEPMHHOJOTHYECKHE 0a3bl JAHHBIX JJIs MCIOJIb30BaHUS B 00JACTH
CTaHAapTU3AIUU, KOTOPBIE IOCTYITHBI MO CJICIYIOIIUM CCHUIKAM:

- onnariH-tuiaropma ISO ans moucka noctymnHa mo cebuike: http://www.iso.org/obp;
- anextponenus IEC: noctymna no ceeuike: http://www.electropedia.org/
3.1 6ecnipuctpacTHOCTh (impartiality): Hannune o6beKTHBHOCTH.

[Tpumeuanue 1 - OOBEKTUBHOCTh O3HAYAET, YTO OTCYTCTBYIOT KOH(IMKTHI MHTEPECOB WU OHH
paspemialoTcss TakMM 00pa3oM, YTO HE OKa3blBalOT HETaTUBHOTO BIMSHUS Ha IOCIEAYIOLIYIO
JeATeNLHOCTD JTabopaTopud (3.6).

[Tpumeuanue 2 - Jl[pyruMu TepMHHAMM, MCIIOJIB3YEMBIMM IIPHU IEpeAade CYTH COCTaBISIOLINX
OecrpUCTPaCTHOCTHU, SBJISIOTCS "OTCYTCTBUE KOH(IIMKTOB HHTEpecoB", "OTCYTCTBHE NPEAB3SITOCTH',
"orcyTrcTBUE TpeayOexaeHuit", "HeHTpanaurer", "crpaBeIMBOCTB", "OTKPHITOCTH", "OOBEKTUBHOCTH",
"oTcTpaHeHHOCTh" U "mapuTeT".

[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, u3meHeHo - B mpuMmedaHuu 1 cioBa "opraHa 1o
ceprudukanuu” 3aMeHeHbl Ha "mabopaTopuu’, B MpuMeYaHUU 2 CJIOBO "HE3aBHCHUMOCTB'" MCKIIOUEHO W3
CIHUCKA. |

3.2 xanoba (mperensusi) (complaint): BelpaskeHHe HEYIOBJIETBOPEHHOCTH JIIOOBIM JIMIIOM WU
opraHuszaieii B OTHOIIEHUH jaboparopun (3.6), kacaromieecst AESITEIBHOCTH HIIH PE3yJIbTaTOB ITOMN
n1abopaTopuH, O KOTOPOMY OKHMJAETCS OTBET.
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[MCTOYHUK: ISO/IEC 17000:2004, 6.5, u3amMeHeHO - ciioBa "B OTJIMYKME OT amneIUIAUUHA" ObLIN
UCKJTIOYEHBI, a CJI0Ba "OpraH Mo OLIEHKE COOTBETCTBHUSI WJIM OpPraH MO aKKpeIUTAlMH, OTHOCSIIUUCS K
JESTEeIBHOCTH 3TOTO OpraHa’ ObUIM 3aMEHEHBI CIOBaMH "1ab0opaTOpHH, Kacarolecs AeITeIbHOCTH WU
pe3yiabTaToOB 3TOM JabopaTopun'. ]

3.3 mexmaboparopHoe ciuuenue (interlaboratory comparison): OpraHusanus, BBIIOJHEHHE WU
OLICHUBAHUE U3MEPEHHI HJIM UCIIBITAHUIA OHOTO M TOTO XK€ MIIM HECKOJIBKHX MOJI00HBIX 00pa3LoB JIBYMs
Wi Oostee 1abopaToOpHsSIMH B COOTBETCTBHH C 3apaHEe YCTAHOBICHHBIMU YCIOBHUSIMH.

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

3.4 BuyTpmimabopatopHoe ciuyeHue (intralaboratory comparison): OpraHu3aiusi, BBIIIOJTHCHUE U
OlLICHUBAaHHE M3MEPCHUI MM HCIBITAHUNA OJHOTO W TOTO YK€ HJIM HECKOJBKHUX MOJOOHBIX 00pasiioB B
npezenax oxHou adoparopu (3.6) B COOTBETCTBUU C 3apaHee YCTAHOBICHHBIMU YCIOBHSIMHU.

3.5 mpoBepka kBamubukauuu  (proficiency  testing):  OueHuBaHUE  XapaKTEPUCTUKU
(YHKIIMOHHPOBAHMSI ~ yY4acTHUKA IO  3apaHee  yCTAaHOBJICHHBIM  KPHUTEPUSM  TIOCPEICTBOM
MeXKJIa00paTOpHBIX cindeHui (3.3).

[MCTOYHUMK: ISO/IEC 17043:2010, 3.7, u3MeHEHO - yIaJIeHbl IPUMEYAHUS K ITYHKTY. |

3.6 maGopatopusi (laboratory): OpraH, KOTOpBI OCYIIECTBISIET OIWH WJIM HECKOJIBKO U3
CIICAYIOIINX BUJIOB JICSTEILHOCTH:

- UCTIBITAHHUS;
- KaTOpOBKa;
- 0TOOp 00pa3LOB, CBA3aHHBIN C MOCIEAYIOIIUMHI HUCIIBITAHUSIMH WIH KaTUOPOBKOIA.

[Tpumeuanue 1 - B KOHTEKCTE HACTOSALIEr0 CTaHAapTa MOHATHE 'nabopaTopHas NEATENbHOCTH"
OTHOCHUTCS K TPEM BBIIIEYKAa3aHHBIM BUJIaM JI€SITEIbHOCTH.

3.7 npaBuno npunHsaTus permenus (decision rule): IIpaBuio, KoTopoe OMUCHIBAET, KAK YYUTHIBACTCS
HEONPEIeIEHHOCTh U3MEPEHUN TIPU IPUHSATHHU PEIIEHUS O COOTBETCTBUHM YCTAHOBJIEHHOMY TPEOOBAHUIO.

3.8 Bepuduxkanus (verification): IlpenocraBnenne 0OBEKTUBHBIX CBUIETENHCTB TOTO, YTO JAaHHBIN
O00BEKT COOTBETCTBYET YCTAHOBJICHHBIM TPEOOBAHUSIM.

ITpumepsl

1 TlonTBepxkaeHUE TOTO, YTO JAHHBIN CTaHAAPTHBINA 00pasel] ABIAETCA, KaK 3asBICHO, OJTHOPOIHBIM
JUTS 3HAUEHUS BEIMUYMHBI U COOTBETCTBYIOIIEH METOUKN U3MEPEHH, BIJIOTH 70 oOpa3ia maccoit 10 mr.

2 HO}ITBep)K)IeHI/Ie TOIr'0, YTO J3KCILUTYAaTAaIMOHHBIC XAapaKTECPHUCTHUKU I/I3MepI/ITeJ'IBHOﬁ CHUCTCMBI HJIN
3aKOHOAAaTCIIbHBIC TpCGOBaHI/IH K Hel CO6J'IIOI[CHLI.

3 IloaTBepkaeHHE TOTO, YTO MOKET OBITh JOCTUTHYTA I1€JIEBast HEOMIPEACICHHOCTh U3MEPECHHUIA.
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[Tpumeuanue 1 - Koraa npumeHumMo, ciielyeT yYuThIBaTh HEONPEIEIEHHOCTh H3MEPEHUH.

[Tpumeuanue 2 - OObEKTOM MOXKET OBbITh, HAIPUMED, MPOIIECC, METOAUKA M3MEpPEHUs, MaTepua,
BEILIECTBO WJIM U3MEPUTEIbHAsI CUCTEMA.

[Ipumeuanue 3 - YcraHOBJIEHHbIE TPEOOBAaHUS MOTYT 3aKIIOYaThCs, HAIPUMEP, B COOIIOJACHHUU
crenu(pUKaIIU TPOU3BOAUTEIIS.

[Ipumeuanue 4 - B 3akoHOJATENbHOM METPOJIOTHH, KaK 3TO onpenesieHo B VIML, u npu ouenke
COOTBETCTBUSl B IICJIOM BepH(UKAIMS OTHOCUTCS K HCCICIOBAHWIO W KICHMEHHWIO W/WIW BbIAaue
CBUJCTENHCTBA O MOBEPKE U3MEPUTEITHHON CUCTEMBI.

[Tpumeuanue 5 - [loBepky He cienyer myTath ¢ KanuOpoBkoi. He kaxknas Bepupukanus spiaseTcs
Banuaanuei (3.9).

[Tpumedanue 6 - B xumun BepuuKays HASHTHYHOCTH PAaCCMaTPUBAEMOT0 OOBEKTa I PEaKIHH
TpeOyeT ONUCAHUS CTPYKTYPbI UM CBOMCTB 3TOr0 0OBEKTA MU PEaKI1H.

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

3.9 Bamupanus (validation): Bepudwukamus (3.8), mpu KOTOpO# yCTaHOBJIEHHBIC TpPeOOBaHUS
CBSI3aHBI C MPE/IIOIAracMbIM UCIIOIb30BAaHUEM.

[Tpumep - MeToinka u3MepeHus, 0ObIYHO UCIIOJIb3yeMas JIJIsl U3MEPEHUSI MacCOBOW KOHIIEHTPALUU
a3oTa B BOJIE, MOXET ObITh BaJMAMPOBAHA TAKXKe JJIS W3MEPEHUs MacCOBOM KOHIIEHTpALUMU a30Ta B
CBIBOPOTKE KPOBH YEJIOBEKA.

[MCTOYHUK: ISO/IEC Guide 99:2007, 2.45]
4 O6wume TpeboBaHuUsA

4.1 becnpucTpacTHOCTb

4.1.1 JlaGopartopHasi JeATEIBLHOCTh JOJKHA OCYIIECTBISATHCA OECIpPUCTPACTHO, a TaKKe
CTPYKTYpPUPOBATHCA U YIIPABISTHCS TAKUM 00pa3oM, 4ToObI 0OecredynBaTh O€CIIPUCTPACTHOCTb.

4.1.2 PykoBo/1cTBO J1aOOpaTOPHH JI0JKHO MPUHSTH 00513aTENbCTBA IO OECIIPUCTPACTHOCTH.

4.1.3 JlaGopatopusi TODKHA HECTH OTBETCTBEHHOCTh 3a OECIPHUCTPACTHOCTh CBOEH J1a00paTopHOiM
JEeSTeIbHOCTH U HE JIOJDKHA JIOMyCKaTh KOMMeEpYecKoe, (pMHAaHCOBOE WJIM MHOE JaBJiCHHE, CTaBsIlee
0ecpUCTPaCTHOCTb MO YIPO3Yy.

4.1.4 JlaGoparopusi NOJDKHA HWACHTH(GUIMPOBATH PHUCKU JJiIsi CBOEH OECHpUCTPAaCTHOCTH Ha
MIOCTOSIHHOM OCHOBE. DTO JIOJKHO BKJIKOYATh PUCKHU, KOTOPHIE BO3HUKAIOT B MPOIIECCE €€ JIEATEIbHOCTH, B
pe3yibpTaTe €€ OTHOUIEHWW WM OTHOIICHUW ee TepcoHana. BMecTe ¢ TeM Takue OTHOIIECHUS HE
00s13aTeNLHO MPEICTABISAIOT COO0M PUCK st OECTIPUCTPACTHOCTH JTA0OPATOPHUH.

[Tpumeuanue - OTHOLIEHUS, KOTOpBIE YrpoXarT OeCHpPUCTPACTHOCTH J1abOpaTOpPUH, MOTYT
OCHOBBIBAaTbCSI Ha TMpaBe COOCTBEHHOCTH, YNPABJICHHUHU, PYKOBOJCTBE, IMEpPCOHale, OOIMX pecypcax,
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¢uHaHCaX, TOTOBOpax, MapKEeTUHTE (BKIJItOYash OpIHAMHT) U KOMHCCHOHHBIX BBIIJIATaX WM Ha JAPYTHUX
BHUJIaX CTUMYJIMPOBAHUS B OTHOILIEHUH HOBBIX 3aKa34MKOB U T.II.

4.1.5 Ilpu obHapykeHUHU pUcKa sl OECIPUCTPACTHOCTH JabOPaTOpUs JOJKHA OBITH B COCTOSTHUU
IIPOJEMOHCTPUPOBATH TO, KAK OHA YCTPaHAET UJIM MUHUMU3UPYET TAKOU PUCK.

4.2 KoHdmaeHUManbLHOCTb

4.2.1 JlaGopatopust JOJKHA Ha OCHOBE IOPHIMYECKM 3HAUYUMBIX 0053aTENbCTB  HECTH
OTBETCTBEHHOCTH 3a yIpaBJIeHUE Bceil nH(OpMAaIel, TOCTYUBIIECH U3BHE WK MTOTYYSHHOH B mpolecce
BBINOJIHEHUS J1a00paTopHOi aesTesnbHOCTH. JlabopaTtopus NOKHA 3apaHee MH(GOPMHUPOBATh 3aKa3zyvKa
00 nH(pOopMaIK, KOTOPYIO OHAa HaMepeHa Pa3MECTUTh B CBOOOIHOM JocTyme. VckiodeHne cocTaBisieT
uHpopMalus, KOTopas CTAaHOBUTCA OOIIEJOCTYIHOM IO PEIIeHHI0 3aKa3zyuka JMOO 10 COIJIaCOBAaHHUIO
MEXIy Jlaboparopueil W 3aKa3duuKoM (HAampuMep, C IENbI0 pearupoBaHMsl Ha jkajnoObl). Bcs wmHas
uHboOpMalMsg CUYMTACTCS MPEJCTABIAIOIIEH KOMMEPUECKYI0 TailHy W JOJDKHA paccMaTpUBaThCs B
KadyecTBe KOH(pUICHIINATBHOM.

4.2.2 Ecnu B COOTBETCTBUH C 3aKOHOJATEIHCTBOM HIIA JOTOBOPHBIMU OTHOILIECHUSMU J1a00paTOpHs
JOJDKHA PACKPBITh KOHPHUICHIUATBHYI0 HH(QOPMAIMIO, OHA JIOJDKHA YBEJIOMHUTH 3aKa3udMKa WM HHOE
3aMHTEPECOBAHHOE JIMLIO O pacKpeITOil uWHpoOpManuu, B CiIy4ae ecld JTO HE 3ampeuieHo
3aKOHOJIaTEJIbCTBOM.

4.2.3 Uudopmanus o 3aka3uuke, NOJy4yeHHass HE OT CaMOro 3aka3uuka (Hampumep, Iulla,
HaIlPaBUBIIETO Kalo0y, PEryJIUpPYIOUIUX OpPraHoB), IOJDKHA OBITh KOH(MUICHIHUATBLHON MEXIY
3aKa34ynuKoM M Jabopatopueil. CBeeHHUsS O MOCTaBUIMKE (MCTOYHHKE) 3TOM MHPOPMAIUK JTOJKHBI ObITH
KOH(UICHIMATLHBIMEA JUIS JTA0OpAaTOPUU W HE JIOJDKHBI TIEPeIaBaThCs €€ 3aKa34yHWKy, €CIId 3TO HE
COTJIACOBAHO C UCTOYHUKOM JIaHHOM MH(OpMAIIHH.

4.2.4 Tlepconain, BKJItoUas JIIOObIX YWJIEHOB KOMUTETOB, MOJPSAUYMKOB, IEPCOHANI BHEIIHUX OPraHOB
WIN OT/ENbHBIX JIHILI, TeHCTBYIOIUX OT UMEHH JIAOOPATOPHH, TOJIKEH COOII0AaTh KOHPHUAECHIIMATIBHOCTD
Bcell MH(pOpMalny, MOJy4YEHHOW MM CO3/IaHHOM B XOJi€ BBIOJIHEHUS JaOOPAaTOPHOM AESITEIbHOCTH, 32
HCKIIFOYEHHUEM CIIY4aeB, IIPEIYCMOTPEHHBIX 3aKOHOAATEIbCTBOM.

5 TpeboBaHusA K CTPYKType

5.1 JlaGoparopus A0KHA OBITh FOPUAMUECKUM JIUIIOM WJIH TIOAPA3IEIICHUEM FOPUINIECKOTO JINIIA,
KOTOPOE HECET IOPUIUIYECKYIO OTBETCTBEHHOCTh 32 €€ JeSTEeIbHOCTD.

HpI/IMe‘{aHI/Ie - I[J'IH Lelaed HacTOSIIETo CTaHOapTa MPaBUTCIBCTBCHHAA J'Ia60paTOpI/I$I CUHUTACTCA
OPUINYCCKUM JIMIIOM Ha OCHOBEC €€ IMPAaBHUTCILCTBCHHOT'O CTAaTyCa.

5.2 JIaGopatopusi JOJKHA ONMPEETUTh PYKOBOJCTBO, KOTOPOE HECET MOJHYI0 OTBETCTBEHHOCTH 3a
n1abopaTopHio.

5.3 JlabopaTopust JOJKHA ONIPEACIIUTh U IOKYMEHTHPOBATh 00JIaCTh JTAOOPATOPHOM NEATEIbHOCTH,
IIPU OCYIIECTBICHUH KOTOPOH OHA COOTBETCTBYET HacTofAleMy craHmapty. OOmactb, B OTHOIICHHUH
KOTOpOH JabopaTopusi 3asBISET O COOTBETCTBHM HACTOSIIEMY CTaHIApTy, HE [OJDKHA BKIIOYAThH
1abopaTOPHYIO ACSITENFHOCTD, OCYIIECTBISIEMYIO Ha MOCTOSIHHON OCHOBE BHEIIIHUMHU TTOCTABITUKAMHU.
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5.4 JlaGopatopusi JOJDKHA OCYIIECTBISTH CBOK JIEATEIBHOCTh TAaKUM 0O0pa3oM, YTOOBI
COOTBETCTBOBATh TPEOOBAHUSM HACTOSINEIO CTAHIAPTA, CBOMX 3aKA3YMKOB, PETYIUPYIOIIUX OPraHOB H
opranuzanuii, obecneumBalOmMX npuzHaHue. JlabopaTopus HODKHA HECTH OTBETCTBEHHOCTH 3a
JeSTEeIbHOCTh, OCYIIECTBISIEMYIO BO BCEX MECTaXx €€ IIOCTOSIHHOTO pa3MEIICHUs, BHE MECT ee
MMOCTOAHHOI'O pasMCIICHUSA, HAa BPCMCHHBIX WX NCPCABMIKHBIX IUIOIIAAAX U HA 0o0BbeKTax 3aKa34yuKa.

5.5 JIaGoparopust J0JKHA:

a) OIpPEICIUTh OPraHU3alMOHHYIO W YIPABICHYECKYID CTPYKTYpYy JIabOpaTOpuu, ee MECTO B
TOJIOBHOM OpraHU3alliy ¥ B3aUMOCBSI3U MEXy YIIPABICHYSCKUMHU, TEXHHUYSCKUMHU M BCIIOMOTaTEIbHBIMH
ciryx0amu;

b) yCTaHOBUTH OTBETCTBEHHOCTh, [IOJITHOMOYMSI U B3aMMOOTHOILIEHHS BCEX COTPYIHUKOB, 3aHATHIX B
YIOpPaBJIEHUH, BBIIOJHEHUU WJIM NPOBEPKE padoT, BIMSIOMIMX Ha pe3yJbTaThl J1ab0paTOpHOI
JEeATEIbHOCTH;

C) IOKYMEHTHUPOBATh CBOM IPOLIEIYpHl B 00BbeMe, HEOOXOAMMOM Jijisi oOecreueHus: CTaOUILHOTO
OCYILIECTBIICHUS CBOCH AESATENbHOCTH U JJOCTOBEPHOCTH PE3YIHTATOB.

5.6 JIabopatopusi JoJKHA UMETh NIEPCOHAJI, KOTOPBIN, HE3aBUCHUMO OT JAPYTUX 00sI3aHHOCTEH, UMEET
MOJIHOMOYUS ¥ PECYPChl, HEOOXOMMbIE JJIsl BBIMIOJIHEHHS CBOUX 0053aHHOCTEH, B TOM YHCIIE:

a) BHEJIpEHUE, OJIEPKAHUE U COBEPILIEHCTBOBAHUE CUCTEMbI MEHEIKMEHTA;

b) BbISBIICHHE OTKJIOHEHHH OT CHCTEMbl MEHEDKMEHTA WM OT MPOLELYp IS OCYIIECTBICHHUS
1abopaTOPHOH IEATEeITLHOCTH;

C) HHUOUHUPOBAHHUC MCP I10 IIPCAOTBPAIICHUIO HIIM MUHUMHU3AIIUKU TaAKHUX OTKHOHGHHﬁ;

d) mnpencraBieHue PYKOBOJCTBY J1abOpaTOpuud OTYETOB O (YHKIMOHUPOBAHUU CHUCTEMBI
MEHEPKMEHTa ¥ HEOOXOIMMOCTH €€ yIy4IIeHHUS,

€) obecrneueHue pe3yJIbTaTUBHOCTH JJA0OPATOPHOMN JESTEITHHOCTH.
5.7 PykoBoACTBO 1a00paTOpUH AOTKHO O0ECTIEUUTh:

a) oOmen wuHpopmanuer O pe3yIbTAaTUBHOCTH CHUCTEMBI MEHEIPKMEHTa W  BaXKHOCTH
yIIOBJIETBOPEHHS TPEOOBAHUIN 3aKa3UMKOB U JPYTUX TPEOOBAHUIA;

b) COXPAaHCHUC HCITOCTHOCTU CUCTEMBI MCHCIP)KMCHTA ITPU IIJIAHUPOBAHUH U BHCCCHUU N3MEHEHHUH B
HECC.

6 TpeboBaHuMA K pecypcam

6.1 O6wue TpeboBaHuA

JlaGopaTopusi ToJDKHA pacroJiaraTh MEPCOHAIOM, TOMEIICHUSIMH, 000pYyAOBaHUEM, CHCTEMaMu U
BCIIOMOTATENbHBIMH CITY>KOaMu, HEOOXOIUMBIMU IS YIIPABICHUS Ta00PaTOPHOU MEATEIBHOCTHIO U IS
€€ OCYILECTBIICHHUS.
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6.2 MNepcoHan

6.2.1 Bech mepcoHan abopaTOpuu, KaK MOCTOSHHBINA, TaK M MPUBJICKACMbBIA, KOTOPBIA MOMKET
MOBIIUSITh HA JICATEIILHOCTD JIAOOPATOPUH, JOJDKEH JNEHCTBOBATh OECIIPUCTPACTHO, OBITh KOMIIETEHTHBIM
U JIOJDKEH paboTaTh B COOTBETCTBHHU C CUCTEMOI MEHEKMEHTA JIab0paTopuu.

6.2.2 JlaGopaTopusi JOJKHA JAOKYMEHTHPOBATh TpeOOBAaHMS K KOMIIETEHTHOCTH MEepcoHala s
KKI0W (YHKITMH, BIUSIONICH HA PE3yNIbTAThI JJA00PATOPHOU JEATCILHOCTH, B TOM YHCIIe TPEOOBAaHUS K
o0Opa3oBaHMI0, KBaIM(UKALUU, NPOPECCHOHAIBHON IOATOTOBKE, TEXHHYECKHMM 3HAHUSM, HABBIKAM,
OTIBITY.

6.2.3 JlaGoparopusi JOJKHA TapaHTUPOBAaTh, YTO IEPCOHAN O0JIaJaeT KOMIETEHTHOCTBIO s
BBITIOJIHEHHS JTa0OPATOPHOM ACSATENBHOCTH, 3a KOTOPYIO OH HECET OTBETCTBEHHOCTb, U JUJISI OIICHKHU
3HAYUMOCTHU OTKJIOHEHHIA.

6.2.4 PykoBOACTBO 1a00paToOpuu JODKHO JTOBECTH IO KAXKIOTO COTPYIHUKA €ro OOS3aHHOCTH,
OTBETCTBEHHOCTH M IOJIHOMOYHSI.

6.2.5 JlabopaTopust 10JKHA UMETh MPOIeAYPY(bI) U BECTH 3aIUCH T10:
a) OIPEJICIICHUIO TPEOOBAaHUI K KOMIICTEHTHOCTH;

b) moxbopy mepcoHana,

C) MOJITOTOBKE MEPCOHAJA;

d) HabmroIeHUIO 32 IEPCOHAIIOM;

€) HaJIeJICHUIO MepCOHaa MOJHOMOYHUSIMU;

f) MOHUTOPUHTY KOMIIETEHTHOCTH TIEpCOHANIA.

6.2.6 JIaboparopus 10JKHAa YIOJTHOMOYHUTH NEPCOHAN Ha BBINOJIHEHUE KOHKPETHON J1abopaTOpHOMH
JesITeIbHOCTH, BKJIOUas (HO HE OIrpaHUYMBAsICh) CIEIyIOIIee:

a) pa3paboTKy, U3MEHEHHE, BEPUPUKAIIUIO U BATHUIAIIUIO0 METO/IOB;

b) aHanu3 pe3yabTaToB, B TOM YUCIIE 3aBJICHUI O COOTBETCTBUU MM MHEHUN U MHTEPIPETALINIA,
C) MOATOTOBKY OTYETOB O pe3yjbTaTax, MX MPOBEPKY U YTBEPKIACHHUE.

6.3 NMomeLweHnsa N ycnoBusi okpyxarLien cpeabl

6.3.1 IlomemeHnuss M YCIOBUS OKpYXaroulel cpeabl MAOKHBI ObITh NPUTOAHBIMU IS
OCYIIECTBIICHUS JIAOOPATOPHOW JIEATENTbHOCTH M HE JOJDKHBI OKa3blBaTh HETaTUBHOE BIIMSHHUE Ha
JOCTOBEPHOCTH MOJTy4aeMbIX PE3YJIbTaTOB.

HpI/IMeanI/IC - BOSI[CI‘/’ICTBI/ISI, KOTOPBIC MOT'YT HCTATUBHO BJIMATH Ha JOCTOBCPHOCTH PC3YyJILTATOB,
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BKIIIOYAIOT (HO HE OrpPaHWYMBAIOTCS) CIEAYIOIIHME: MHKPOOMOJIOTUYECKOE 3arps3HCHHE, IIbLIb,
AJIEKTPOMArHUTHBIC TIOMEXH, H3IIyYeHHEe, BIIAXHOCThb, JJIEKTPOCHAOXKECHHE, TeMIepaTypa, IIyM H
BUOpAIHsL.

6.3.2 TpeOoBaHus, NperbsABISEMblE K IOMEIIEHUSM M YCIOBHMSM OKpYXarolled Cpelbl,
HEOO0XOAUMBIM JJIs1 OCYLIECTBIICHHUS J1a00PaTOPHON JESITeIbHOCTH, 0JIKHBI ObITh JOKYMEHTUPOBAHBI.

6.3.3 JlabGopaTopusi [0JIKHA OCYLIECTBJIATH MOHMUTOPUHI YCJIOBUH OKpPY)KAIOILEH CpElbl,
yIpaBlIeHUE UMHU U UX PETUCTPALUIO B COOTBETCTBUU C TEXHUYECKUMH TPEOOBAaHHMSIMH, METOJaMU U
MCTOAWKAMH WJIM B ClIydadX, KOr/la OHU BJIUAKOT Ha JOCTOBCPHOCTL PEC3YyJIbTATOB.

6.3.4 Mepbl 10 yIpaBiIeHUIO MOMEIIEHUSIMHU JODKHBI ObITh BHEAPEHBI, 10IBEPraTbCsi MOHUTOPUHTY
U IEPUOANYECKOMY IIEPECMOTPY U BKJIFOUATh (HO HE ONPaHUYMBATHCS) CIEAYIOLIEE:

a) JOCTYII U UCITIOJIb30BAHUC YIACTKOB, OKAa3bIBAOINX BJIUAHNC HA na60paT0pHy10 JACATCIIbHOCTD,

b) mpenoTBpalieHue 3arpsS3HEHUH, B3aMMHOTO BIUSHUS WIH HEOIArOMPHUSATHBIX BO3JCHCTBUI Ha
1ab0paTOPHYIO ACSITENHLHOCTD;

¢) 3(hdexTuBHOE pa3rpaHUYCHHE 30H, B KOTOPBIX IPOBOAMTCS HECOBMECTHMAs JabopaTopHas
NeSITENIbHOCTbD.

6.3.5 Ilpu ocymiecTBiaeHUU J1aboOpaTopueit AESITEIbHOCTH Ha OOBEKTaX, HaXOISAIIMXCS BHE €€
MOCTOSIHHOTO YIIPABJICHHUS, OHA JIOJDKHA 00ECIIEUYNTh COOTBETCTBHE MMOMEIICHUN U YCIOBUI OKPYXKArOIeH
cpenbl TpeOOBaHUSAM HACTOSILETO CTaHAaPTA.

6.4 O6opynoBaHue

6.4.1 Jlaboparopusi AOJKHA MMETh JOCTYN K OOOpYZOBaHUIO (BKJIIOYas, HO HE OrPaHUYHMBAsCh,
CpeICTBAa M3MEpPEHHUs, NporpaMMHOE oOecledyeHHe, 3TaJOHbI, CTaHAApTHbIE OOpa3lbl, CHpPaBOYHbIE
JlaHHbIE, PEAKTUBBI, PACXOHbIE MaTepHajbl WM BCIIOMOTATENIbHBIE YCTPONCTBA), KOTOPOE HEOOXOIMMO
IUI HaJJIeXKAILIero OCYILECTBICHHS JIa0OPAaTOPHOM AEATEIIBHOCTH U KOTOPOE MOXKET MOBIIUATH Ha €€
pE3yJIbTATHI.

[Tpumeuanne 1 - CymecTByeT MHOXKECTBO Ha3BaHMM /sl  CTaHJApTHBIX 00paslioB H
CepTHU(QUIMPOBAHHBIX CTAaHAAPTHBIX OO0pa3lloB, HAIpUMEp JTAJOHBI, KalMOPOBOUYHBIE 3TAJIOHBHI,
CTaHAapTHBIE 00pa3Ilel, KOHTpOIbHBIE 00pa3ibl. B ISO 17034 npuBenena nonoHUTENIbHAs HHOOpMAITUS
O TPOM3BOJUTENSAX CTaHAApTHBIX oOpasuoB (RMP). IlpousBoaurenn cTaHgapTHBIX 00pa3loB,
cooTBeTcTByOmUX TpeboBanusaM [SO 17034, cuurarorcs koMmreTeHTHbIMU. CTaHIapTHBIE O0OpasIbl OT
MIPOU3BOJAUTENIEH, COOTBETCTBYIOLIHE TpeOoBaHUIM ISO 17034, ITOCTAaBIISIFOTCS c
[acOPTOM/CepTU(PUKATOM, KOTOPBIM ONpenenseT Cpeaud NpOoYUX XapaKTEpPUCTUK OJHOPOIAHOCTh H
CTaOMIIBHOCTB JJIS1 YKAQ3aHHBIX CBOMCTB, a /Ui CepTUHUIIMPOBAHHBIX CTAaHAAPTHBIX 00PA3IIOB - yKa3aHHbIE
CBOMCTBA C CepTUPHUIIMPOBAHHBIMU 3HAUEHUSIMHU, UX HEONPEIEICHHOCTh U3MEPEHUN U METPOIOTHUYECKYIO
IIPOCJIEKNBAEMOCT.

[Tpumeuanue 2 - B ISO Guide 33 nanbl pekoMeHaluu 1o BEIOOPY U UCIIOJIb30BAHHUIO CTaHJAPTHBIX
obpaszioB. B ISO Guide 80 mpuBeneHbl yKa3aHHs 1O W3TOTOBJICHHIO 00pa3lloOB, MPUMEHSEMBIX s
BHYTPEHHETO KOHTPOJISI KaYeCTBa.
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6.4.2 B tex ciydasx, Korjaa gabopaTtopust HCIONb3yeT 000pyJOBaHKE, Haxoslleecss BHE 30HbI €
MIOCTOSIHHOTO YIIPAaBJICHHsI, OHA JOJDKHA OOECIEYUTh €ro COOTBETCTBHE TPEOOBAHUSM HACTOSIIETO
CTaHJapTa.

6.4.3 JlaGopatopus [OJDKHA HMETh TPOIEAYpHl oOOpamieHuss ¢ O00OpyIOBaHUEM, €ro
TPaHCIIOPTHUPOBKH, XPAHEHUS, SKCIUTyaTallid M IUIAHOBOTO OOCITY)KHBaHUS B IEISX OOECHeYeHUs
HaaJjiexxamiero (l)yHKI_[I/IOHI/IpOBaHI/ISI " OpCAOTBPALICHUA 3arpsA3HCHUS UJIN TOBPCIKACHUA.

6.4.4 JlaGoparopus [NOJDKHA TMOATBEPAUTb COOTBETCTBHE OOOpPYIOBAaHUS YCTaHOBIECHHBIM
TpeOOBAaHUAM TEpel BBOJIOM €r0 B SKCILTyaTalMIO UM MOCTIe BO3BpaTa B AKCILTyaTaIHIO.

6.4.5 OOopymoBaHHe, UCIOJB3YEeMOE I W3MEPECHHM, JOHKHO 00ecreuynBaTh TOYHOCTH W/WIH
HEOIpeEeIEHHOCTh U3MEpPEHUH, TpeOyemble Al 00ecreYeHNs JOCTOBEPHOIO Pe3yJiIbTaTa.

6.4.6 3amepurensHoe 000pyA0BaHNE JOHKHO OBITh KATUOPOBAHO, €CIH:

- TOYHOCTb MW HCOMPECACICHHOCTDb H3MepeHHfI BJIMAIOT Ha JOCTOBCPHOCTHL MPCACTABIIACMBIX
PE3YyIbTATOB; n/uan

- KaTMOpoBKa 000pyIOBaHMs TPEeOYyeTCs ISl YCTAHOBJICHUSI METPOJIIOTUIECKOM MPOCIICKHUBAEMOCTH
MIPEJICTaBISIEMbIX PE3YJIbTATOB.

[Ipumeuanne - K Bugam o0opynoBaHMs, OKa3blBAalOIIUMM BIMSHHME Ha JIOCTOBEPHOCTH
IIPEJCTAaBICHHBIX PE3YJIbTATOB, MOXKHO OTHECTH 000pYAOBaHUE, ClIysKalllee JJIs:

- IPAMOrO0 U3MEPEHUs ONpPENEIAEMON BEIWYMHBI, HAIIPUMEpP IIPUMEHEHUE BECOB JUIsl U3MEPEHHUS
MaccChl;

- BHECEHUS ITONPABOK B U3MEPEHHBIE 3HAUEHUS, HAIIPUMEP U3MEPEHUS TEMIIEPaTypHI;

- MNOJIYYCHHA PpEe3yJibTaTa HU3MEPCHUA IIYTEM BBIUMCIICHHMH Ha OCHOBE€ 3HAYCHUM HECKOJBbKHX
BCJIMYHH.

6.4.7 JlaGoparopusi moJDKHA pa3paboTarh MPOrpaMMy KaJTHOpPOBKH, KOTOpas JIOJDKHA
MepecMaTpUBaThCSl U KOPPEKTUPOBATHCSA MO MEpe HEOOXOAMMOCTH C IEeNbI0 MOAJIEP:KaHUs JOBEpUS K
CTaTyCy KaJIuOPOBKH.

6.4.8 Bce obopynoBaHue, KOTOpoe TpedyeT KanuOpPOBKH HIIM UMEET ONpeIeTICHHBINA CPOK TOJTHOCTH,
JOJDKHO OBITh MAPKHPOBAHO, 3aKOJUPOBAHO WJIM WHBIM 00pa3oM UJIEHTU(DUIIMPOBAHO, YTOOBI MO3BOJIUTH
MOJIb30BATENI0 000PYIOBAaHUS OBICTPO HUACHTU(DUIIUPOBATH CTATYC KATMOPOBKHU HIIM CPOK TOJTHOCTH.

6.4.9 O6opynoBaHue, KOTOpoe OBUIO MOABEPrHYTO MEperpy3Ke Wik HeNpaBUILHOMY OOpallleHHIo,
BBIJIACT COMHUTENbHBIE PE3YJIbTaThl, @ TAaKXKe B Cly4ae, €CciIM ObUIO 3aMEYeHO, YTO OHO SBJSAETCA
He(i)eKTHBIM WM HE COOTBETCTBYCT YCTAHOBJICHHBIM Tpe6OBaHI/I$IM, JOJIDKHO OLITH BBIBEICHO U3
sKkcrutyataui. OHO JJODKHO OBITh H30JMPOBAHO, YTOOBI MPEAOTBPATUTH €0 MCIOJIb30BAaHUE, UM YETKO
0003HAYEHO WM NPOMApKUPOBAHO KaK HEUCIPABHOE, MOKa He OyJeT IpPOBEpEeHO, YTO OHO paboTaer
npaBuiIbHO. JlabopaTopus NOKHA MCCIIE0BATh BIMAHUE Je(eKTa UM OTKIOHEHUS OT YCTaHOBJIEHHBIX
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TpeOOBaHUI W MPUCTYNUTH K pabodeil mporeaype Mo ynpaBJIeHHIO HECOOTBETCTBYIOIIEH paboToil (cM.
7.10).

6.4.10 Ecnu mnpomexyTO4HBbIE NPOBEPKH HEOOXOAUMBI [UJISl TOJICPKAHUS YBEPEHHOCTH B
UCIIPABHOCTU 000PYAOBAaHUS, TO 3TH IPOBEPKHU JOJKHBI IPOBOJUTHCS B COOTBETCTBUU C YCTAHOBIIEHHOM
MPOLETYPOU.

6.4.11 Ecnu pe3ynbTaThl KalMOpOBKHM W CBEJICHMS O CTaHJAPTHHIX 0Opaslax BKJIIOYAIOT B cels
ONOpHBIC 3HAYCHHS WM MOINpaBOYHbIE KO3(duuumeHTs, TOo pabopatopus IOKHA O0ECIEUUTh, YTO
OIOPHBIEC 3HAYEHHS U TTONPABOYHBIE KO GHUINEHTH 0OHOBISIOTCS M IPUMEHSIOTCS JOJDKHBIM 00pa3oM B
COOTBETCTBHUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH.

6.4.12 JlabGopaTopus JOJDKHA TPUHUMATh TPAKTHYECKHE MEPhl 1O  MPEAOTBPAIICHUIO
HEeTpeHAMEPEHHBIX PEryJIUPOBOK 000pYAOBaHUS, KOTOPHIE MOTYT NMPUBECTH K MPU3HAHUIO PE3yJIbTATOB
HEeJCHCTBUTEIbHBIMH.

6.4.13 JlomkHBI BECTHCh 3allICH O COCTOSHUM OOOpYyIOBaHHS, KOTOPOE MOXKET MOBJIMATH Ha
71a00paTOPHYIO AEATENIBHOCTD. 3alKCH JOJKHBI BKIIFOYATh CIEAYIOIIee, KOr/ia 3T0 IPUMEHUMO:

a) uaeHTH(GUKAIKI0 000pyIOBaHMS, BKIIIOYAsl BEPCUIO MPOrPAMMHOTO OOECIIEYECHHUs, B TOM YHUCIIE
BCTPOCHHOTO;

b) HauMEHOBaHWE W3TOTOBHUTENS, WICHTU(UKAUIO THUIA, CEPHUUHBIA HOMEP WM JAPYrYIO
YHUKAJIbHYIO UICHTU(DHUKALIHIO;

C) IaHHBIC BepU(PHUKAIIUN O TOM, YTO 000PYIOBaHNE COOTBETCTBYET YCTAHOBJIICHHBIM TPEOOBAHUSIM;
d) Tekyiiee MECTOHAXOXKCHHE;

€) JaThl U pe3ysbTaThl KaIUOPOBOK, PETyJIMPOBOK, KPUTEPUM MPUEMKU U IJIAHUPYEMYIO JaTy
cleayromel KamMOpOBKY TN MEKKaIMOPOBOUHBIN MHTEPBAJ;

f) JoKyMeHTaIuIo Ha cTaHAApTHBIE 00pa3Lbl, Pe3yNbTaThl, KPUTEPUU IPUEMKH, COOTBETCTBYIOIINE
JaTbl U CPOKHU TOJJHOCTH;

g) IJaH TEXHUYECKOro OOCIYy)KMBAaHMSI M TEXHUYECKOE OOCITy)KMBaHUE, BBINOJIHEHHOE K
HACTOSIIEMY MOMEHTY BPEMEHH, €CJIU 3TO TpeOyeTcs A7l paboThl 000PYyA0BaHUS;

h) moapoOHyro mHpOpMalLKI0 O JIIOOBIX MOBPEKIACHUSIX, HEUCHPABHOCTIX, MOJAU(DUKAIMIX WIH
peMoHTe 000pyI0BaHUS.

6.5 MeTponornyeckas npocnexmBaemMocCTb

6.5.1 Jlaboparopust AOKHA YCTAaHOBUTh M TOJJEPKUBATH METPOJIOTHUECKYIO MPOCIEKHUBAEMOCTh
PE3YJIBTaTOB CBOUX U3MEPEHMM, CBA3BIBAS UX C COOTBETCTBYIOIIEH OCHOBOM Il CPaBHEHUS IOCPEICTBOM
JOKYMEHTHUPOBAHHON HENpephIBHOM LEMU KaJIWOpOBOK, Kakaash M3 KOTOPBIX BHOCUT CBOM BKIIaJ B
HEOIPEAEIEHHOCTh N3MEPEHUI.

[Tpumeuanue 1 - B ISO/IEC Guide 99 merponoruueckas mpoCiIeKHBAEMOCTh OMPENEseTCs Kak
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"CBOMCTBO pe3yibTara M3MEpPEHHUs, B COOTBETCTBHH C KOTOPBIM PE3yJIbTaT MOXKET OBITh COOTHECEH C
OCHOBOW JIJIsl CPAaBHEHHUSI IOCPEICTBOM JIOKYMEHTHPOBAHHOMN HENIPEPBHIBHOW IEMH KaTHOPOBOK, KaXKIast U3
KOTOPBIX BHOCUT BKJIAJ] B HEONPEICICHHOCTh U3MEPEHUI".

[Ipumeuanune 2 - Cwm. npuiiokeHue A Ui TOJYyYEHHUS JOMOJHUTENbHOM uHGOpMALUU O
METPOJIOTHUECKOU MPOCIICKUBAEMOCTH.

6.5.2 JlaGoparopusi [OJKHa OOECIEUYUTh MPOCIEKHBAEMOCTb PE3yJIbTaTOB HM3MEpPEHHH K
Mexnaynapoanou cucreme eaunuil (CH1) mocpeactBom:

a) KaTrOpOBKH, PEAOCTABIAEMON KOMIIETEHTHOM J1abopaTopueit; uiu

[Tpumeuanue 1 - JlaGoparopuu, yIOBIETBOPSIONIME TPEOOBAHUSAM HACTOSILErO CTaHAApTa,
CUMTAIOTCSI KOMIIETEHTHBIMU.

b) cepTuUIMPOBaHHBIX 3HAYCHUN CEPTUPHUIMPOBAHHBIX CTAHJAPTHBIX 00pPA3IIOB KOMIIETEHTHOTO
IIPOU3BOIUTENS C YKa3aHHON METPOJIOruyeckoi npociexxkuBaeMocTbio kK CU; nmu

[Tpumeuanue 2 - [Ipon3BoANTENN CTAaHIAPTHBIX 00PA3IIOB, BBIMOIHSIIONIME TPEOOBAHUS CTaHIAPTa
ISO 17034, cunTaroTcss KOMIETCHTHBIMHU.

C) HemocpeACTBeHHOHN peanuzanuu enuHull CH, moaTBepKJACHHOW CIMYCHHSAMH, MPSIMBIMH WJIH
KOCBEHHBIMH, C HAIIUOHATBHBIMH HJIA MEXKIYHAPOAHBIMH STAJJOHAMM.

[Tpumeuanue 3 - [logpoOHas uHopmanys 0 MPAKTUUECKON peanu3alii ONpeesieHni HEKOTOPhIX
BOKHEUIINMX eauHMI] npuBeneHa B bpomrtope CH.

6.5.3 Ecnu ycTaHOBIIEHHE METPOJIOTHYECKON TpociexuBaeMocTH kK enuuuiiaMm CU ¢ TexHmdeckoit
TOYKH 3pEHHs] HE TPECTAaBIACTCS BO3MOXHBIM, Jaboparopus [OJDKHA MPOAEMOHCTPHUPOBATH
METPOJIOTMYECKYIO TPOCIIEKNBAEMOCTh K COOTBETCTBYIOIIEH OCHOBE JIJIsl CPaBHEHU S, HAIIPUMED K:

a)  cepTU(UUIUPOBAHHBIM  3HAYCHHUSIM  CEepPTU(UIMPOBAHHBIX  CTaHJAPTHBIX  OOpAa3LOB,
MIPEIOCTABIIEHHBIX KOMIETEHTHBIM U3TOTOBUTENEM;

b) pesynpTaraM, TNOJXYYEHHBIM C MPUMEHEHHEM peQEepeHTHbIX METOAMK H3MEpEeHUil,
YCTAaHOBJICHHBIX METOJ/IOB WJIM COIJIACOBAaHHBIX CTAaHAAPTOB (ITAJIOHOB), €CIM OHU YETKO ONHUCAHBI U
NpU3HAHBl B KadyecTBE OOECHEYUBAIOIINX pE3YJbTaThl H3MEPEHUH, KOTOpbhlE OTBEYAIOT CBOEMY
MIpeIoJlaraeMOMy Ha3HAUEHUIO U TIOJTBEPKIAIOTCS COOTBETCTBYIOIIMMU CIIMYEHUSIMHU.

6.6 I'Iponylcu,ml nycnyru, npegocrtaBlrisieMbleé BHeLWHUMU NOoCTaBLWUKaMU

6.6.1 JlaGoparopus aokKHa OOECIEYUTh NPUTOAHOCTh HCHOJIB3YEMBIX MPOAYKIHUU M YCIYT,
MIPEIOCTABIIIEMbIX BHEUTHUMH MOCTaBIIMKAMH, KOTOPbIE BIUAIOT HA JEATENbHOCTh JJAOOpaTOpHuH, KOrjaa
OHHU:

a) MpeAHa3HauYEHbI JIsl UCTIOJIb30BaHMs B COOCTBEHHOH JIaDOpaTOPHON JeSTENbHOCTH;

b) MpeaAOCTABIIAIOTCSA HaGOpaTOpHCﬁ, YaCTUYHO WJIKM TIOJHOCTBIO, HAIPAMYHKO 3aKa3UWMKy B TOM
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COCTOSIHMH, B KOTOPOM OHU OBUTH MOJIy4€HBI OT BHEIIHETO TTOCTABIITNKA;
C) UCIIOJIB3YIOTCA JUIS MTOJIepKaHusl pabOThl J1abOpaTOPHUH.

[TIpumeuanue - Ilpoaykius MOXKET BKIIOYATh, HAMPUMEpP, O3TAJOHBI U  00OpyIOBaHUE,
BCIIOMOTaTeNIbHbIE YCTPONCTBAa, pacXOAHbIE MaTepuanbl U CTaHIAPTHBIE O0pa3lbl. YCIYyTd MOTYT
BKJIIOYATh, HANPUMEP, YCIYTHM 1O KaIUOPOBKE, OTOOPY 0OpasloB, HCIBITAHUSM, OOCITYKHBAHUIO
MOMEIEHUH 1 000pyI0BaHMUsl, TPOBEPKE KBAIM(UKALINU, OLICHKE U ayTUTYy.

6.6.2 JlaGopaTopust T0JDKHA UMETh MPOIEAYPHI U BECTH 3aITUCH IS

a) OompeneneHHs, pacCMOTPEHHUs M YTBEpXKACHUs TpeOoBaHUN JabopaTopuu K TPONYKIHMU U
yciyram, IpeJoCTaB/Is€MbIM BHEIIHUMU ITOCTAaBLIMKAMM;

b) onpeneneHus KpUTEPHUEB JUISI OLCHWUBAaHUS, BBIOOpA, MOHUTOPUHTA JIEATEIBHOCTH W
IIEPUOJNYECKOr0 OLEHUBAHMUsl BHEIIHUX [TOCTABILUKOB;

c) obecrnedyeHus TOro, 4YToObl MPOAYKLUS U YCIYT'H, MOCTaBJIsIEMble BHEIIHUMHU IOCTABIIMKAMH,
COOTBETCTBOBAJIM YCTAHOBJICHHBIM TpeOOBaHUSAM JabopaToOpuM MM, KOTAa 3TO HPUMEHHUMO,
TpeOOBAaHUSAM HACTOSIIETO CTaHAApTa, TMPEXKIE YeM OHHM OyayT HCIONb30BaHBl B padoTe WU
HEMNOCPEJCTBEHHO MepeJaHbl 3aKa3uHKYy;

d) ocymecTBieHHS KaKMX-ITMOO JEMCTBMH 1O pe3yiabTaraM OIICHWBAaHUS, MOHHUTOPUHTA
JESTeIbHOCTH U MEPUOAMYECKOr0 OLIEHUBAHMSI BHEIIHUX [TOCTABIIMKOB.

6.6.3 Jlabopatopusi A0KHA WH()OPMHUPOBATH BHEIIHUX ITOCTABIIUKOB O CBOMX TPEOOBAHUAX B
OTHOIIICHHH:

a) MPEeAOCTaBISIEMbIX POYKIIUU U YCIIYT;
b) KpUTEpHEB MPUEMKH;
C) KOMIIETEHTHOCTH, BKJIF04asi Tp€OOBaHuUs K KBAIM(UKAIIMK ITepCOHAa;

d) ACATCIIbBHOCTH, KOTOPYHO J'Ia60paTOpI/I$I HJIN €€ 3aKa3UYUK HAMEPCHBI OCYIICCTBUTL HA TCPPUTOPUN
BHCIIHETO ITOCTaBIIIMKA.

7 TpeboBaHus K npoueccy

7.1 PaccmoTpeHue 3anpocoB, TEHAEPOB U JOroBOpPOB

7.1.1 JlabGoparopusi JOJKHA HMETh MNPOLEAYpY MJIs pacCMOTPEHMs 3alpocoB, TEHIEPOB U
norosopos. [Ipoueaypa nomkHa obecneunBarh, 4To:

a) TpeOOBaHUS HaJUIeKAIIUM 00pa30M ONpEIEICHbI, JOKYMEHTUPOBAHBI M TPABUILHO TOHUMAIOTCS;
b) maboparopus pacrnosiaraeT BO3MOKHOCTSIMH U PECYPCAMHU ISl BHITIOJIHEHUS! TPEOOBaHMIA;

C) B CJIy4ac NPUBJICUCHUA BHCIHIHUX IMMOCTABIIMKOB BBIITOJIHAKOTCA TpGGOBaHI/IH 6.6 u naGopaTopHﬂ
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mpejiaraeT 3aKa3yukKy, 4ToObl KOHKPETHas JlabopaTopHasl JCSTeNbHOCTh ObLIa BBIMOJTHEHA BHEIIHUM
MIOCTABIIMKOM, U MOJIy4aeT 0J0OpeHHe 3aKa3uuKa.

[Tpumeuanue 1 - [Ipunaro, 4ro naboparopHast IESTEIBHOCTh MOXKET OCYIIECTBIISATHCS BHEIIHHM
IIOCTaBLUIMKOM B T€X CIIy4asX, KOrja:

- J1abopaTopus pacroiaraeT pecypcaMu W KOMIETEHTHOCTBIO JUISl OCYIIECTBIICHHS ACSTEILHOCTH,
OJIHAKO B CHUJIy HENPEABHACHHBIX OOCTOSITEIBCTB OHA HE B COCTOSHHUU BBIMIOJIHUTH €€ YaCTUYHO WIIU
MOJIHOCTBIO;

- na60paTopI/I${ HE pacnojara€t pecypcaMu HIM KOMICTCHTHOCTBIO IJId OCYIICCTBIICHHA
ACATCIIBHOCTH.

d) BI)I6paHI)I COOTBCTCTBYIOIIUEC MCETOJAbBI HJIM MCTOAHWKUM MW OHH CIIOCOOHBI YAOBJICTBOPHUTH
TpC6OBaHI/I5{ 3aKa34YMUKOB.

[Ipumeuyanue 2 - Jlisi BHYTPEHHHUX WM TOCTOSHHBIX 3aKa34MKOB PACCMOTPEHHUE 3ampoCoB,
TEHJIEPOB U JIOTOBOPOB MOKET ObITh BBIIIOJIHEHO B YIPOIIEHHOM BUJE.

7.1.2 Jlaboparopust nomkHa UWHGOPMUPOBATH 3aKa3uMKa, KOTJa METOJ, 3ampaliuBacMbli
3aKa34UKOM, SIBJISIETCSI HEMTPUMEHUMBIM WJIH YCTapEBIIIHM.

7.1.3 Korzaa 3aka34yMK 3ampalivBaeT 3aKJIIOYEHHE O COOTBETCTBUM CIELU(PHUKAIMU WIM CTAaHAAPTY
Ha WCHBITAaHWSI WIA KaIMOPOBKY (Hampumep, TOACH/HE TOJIeH, B Tpeaenax JOIycKa/3a IpelneiaMu
J0IyCKa), TO crneuupuKanus WM CTaHJApT W MNpaBWia MNPHUHITUS PEIIEHUH JOKHBI ObITH YETKO
ornpeneneHsl. Eciy mpaBmiio mpUHATHS PEUICHUS HE ONpPEeNieHO B Crenu(UKAaluu WM CTaHAApTE, TO
OHO JIOJDKHO OBITh COOOIIEHO 3aKa34MKY M COTJIACOBAHO C HUM.

[Tpumeuanue - JlomonHutensHyo MHGOpMaLKIO O 3asdBleHUsAX O cooTBercTBUU cM. B ISO/IEC
Guide 98-4.

7.1.4 JlroOble pasHOIIacusi MEXAY 3alpocoM MM TEHAEPOM U JOrOBOPOM JIOJKHBI OBITh
yCTpaHEeHBI 10 Hayana J1adopaTopHOil nesTenbHOCTH. Kaxablii 10roBOp JAOKEH ObITh MPUEMIIEMBIM Kak
111 1abopaTopuu, Tak U JUisd 3aka3unka. OTKIOHEHHUs OT MOJIOKEHUH JJOroBOpa IO 3allpocy 3aKa3unuKa He
JOJKHBI BIMSTh Ha 00BEKTUBHOCTD JJAOOPATOPUH UM IOCTOBEPHOCTH €€ Pe3yJIbTaToB.

7.1.5 3aka34yMK TOJHKEH ObITh MPOMH(POPMHUPOBAH O JIFOOOM OTKJIOHEHUH OT YCIOBHH JJ0rOBOpA.

7.1.6 Eciiu B 1OTOBOp BHOCATCS M3MEHEHHS IMOCJE TOro, Kak paboTa Havajgach, aHAJIU3 JOTOBOPA
JOJKeH OBITh MPOBEJEH MOBTOPHO M JHOOBbIE M3MEHEHUsS JOJKHBI ObITh TOBEIEHBI 10 CBEIEHHUS BCEX
COpr,lIHI/IKOB, Ha JCATCIbHOCTH KOT OpBIX BIIUAKOT JaHHBIC U3MCHCHUS.

7.1.7 Jlaboparopuss MOJDKHA COTPYIHUYATh C 3aKa3uMKaMU WIH WX MPEACTABUTEISIMH IS
YTOYHEHUS 3allpOCOB 3aKa3uMKa W HAONIOJCHUS 3a JEATEIBHOCTHIO JIA0OPAaTOPHH, BBIOTHSIOIICH
paborty.

IIpumeuanue - Takoe cOTPYIHUYECTBO MOKET BKIKOYATh:
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a) obecrieueHue MPUEMIIEMOTO JI0CTYIa K COOTBETCTBYIOIIUM 30HAM JIA00PaTOPUH JJIs1 HAOIIOICHHS
3a 7a00paTOPHOH 1eATEIbHOCTHIO, BBIMOIHIEMOH /I KOHKPETHOTO 3aKa34MKa;

b) MOATOTOBKY, YIIAaKOBKY U OTIPABKY 0OBEKTOB, HEOOXOUMbBIC 3aKa34YHKY C IEJIbI0 MPOBEPKH.

7.1.8 3anucu mo aHanM3y, BKJIIOYAs JIOObIE 3HAYUTENbHBIC M3MEHEHUS, JOJDKHBI COXPAHSATHCS.
Taxke MOMKHBI COXPAaHSATHCSA 3alMCH COOTBETCTBYIOIIMX IIEPETOBOPOB C 3aKa34MKOM, KacaroIluecs
TpeOOoBaHUH 3aKa34uMKa WK PE3yIbTATOB JIAOOPATOPHON AEATEIBHOCTH.

7.2 BbiGop, Bepucpmkaumsa v Banuaaums MeToaon

7.2.1 Bbi6op n Bepudmkaumus metoaos

7.2.1.1 JIaGopaTopus 0JKHA IPUMEHSITh COOTBETCTBYIOIINE METOABI U METOJUKH JJISl BCEX BUIOB
1a0b0pPaTOPHON JEATSIHHOCTH U MTPH HEOOXOIMMOCTH ISl OIICHUBAHUS HEONPEICIICHHOCTH U3MEPEHHM, a
TaKX€ CTATUCTHYECKUE METOBI IS aHAJIN3a JaHHBIX.

[Tpumeuanue - Tepmun "meron'", ucnonb3yeMblil B HACTOALLEM CTaHAApTE, U TEPMUH "METOIUKA
u3mepenuit", npusenenusiii B ISO/IEC Guide 99, MmoryT paccmaTpuBaThCsi KaK CHHOHUMBI.

7.2.1.2 Bce MeTonpl, METOAMKHA K COMYTCTBYIOIINEC TOKYMEHTBI, TAKHC KaK HHCTPYKIIUH,
CTaHAapThl, PYKOBOJACTBA IIO OSKCILIyaTalMMu W CIPABOYHBIC JAHHBIC, HWMCIOIIMC OTHOIICHUEC K
7abopaToOpHO#  NEeATETbHOCTH, [OJDKHBI TOJICPKMBATECS B aKTyallbHOM COCTOSHHH U OBITh
JIETKOJJOCTYITHBIMU JUTs iepcoHana (cm. 8.3).

7.2.1.3 JlabGopaTtopusi nqoikHa OOECHEYUTh NPUMEHEHHE MOCIeAHEH NeHUCTBYIOIIECH penakiuu
METO/Ma, 3a MCKIIOUEHHEM CIIy4aeB, KOrja €€ TMPUMEHEHHE SBJISICTCS HELeIeco00pa3HbIM WU
HEBO3MOXXHBIM. [Ipu HeoOXomumocTH s TPUMEHEHHS MeToJa JOJDKHBI OBITh  pa3pabOoTaHBI
JOTIOJTHUTEIBHBIE YTOUHEHHMSI, YTOOBI 00€CTIEUNTh €ro HEMPOTHBOPEUNBOE TPUMEHEHHE.

IIpumeyanue - MexayHapoaHble, PErHOHAIBHBIE WIM HAlMOHAIbHBIE CTAHAAPTHI WIM IPYrue
MIpU3HAHHbIE TEXHUYECKHE TPeOOBaHMsI, COAEPIKAIINE JOCTATOYHYIO M TOUHYIO HH(OPMALIUIO O TOM, KaK
OCYILLIECTBIIATH JIAOOPATOPHYIO JEATENBbHOCTh, HE TpeOyeTcs IOMONHATh WIM MEPENuCchiBaTh B KauecTBe
BHYTPEHHUX MpouLeAyp 1adopaTopuu, €ciau 3TH CTaHAapThl HANHMCaHbl TaKUM OOpa3oM, YTO MOTYT
IPUMEHATHCS TPOU3BOICTBEHHBIM IIEPCOHATIOM JIabopaTopuu. /1y BapuaTUBHBIX 3TAlloB METO/1a MIIU JIJIst
JONOJHUTEIBHOTO IMOJPOOHOI0 ONMMCAaHHMS MOXKET NOTPEeOOBATHCS IMPENOCTaBICHUE JONOJHUTEIbHON
JOKYMEHTALUU.

7.2.1.4 Korna 3aka3uMk HE OINpeneNnseT METOJ]l, KOTOPhIi HEoOXO0IUMO HPUMEHSTh, J1abopaTopus
JIOJKHA BBIOpAaTh MOIXOSIIMNA METOJ CaMOCTOSITENIbHO U MpOUMH(OPMUPOBATH OO0 3TOM 3aKa3uMKa.
PexomeHyeTcst HMCIOJIb30BaTh METO/bI, ONYOJMKOBAaHHBIE B MEXIYHAapOAHBIX, PErMOHAIBHBIX HIIU
HAIlMOHAJIbHBIX CTaHAAapTaX, JIMOO PEeKOMEHIOBAHHbIE aBTOPUTETHBIMU TEXHHUYECKMMH OpraHU3alMSIMHU,
au00 OmNHMCaHHBIE B COOTBETCTBYIOIIMX HAYyYHBIX CTaThsX WIM >KypHaiax, JUOO yCTaHOBIIEHHBIE
M3roToBUTENEM 000pynoBaHus. Takke MOTYT IPUMEHSITHCS METO/IbI, pazpaboTaHHbIE JTabopaTopuel Win
MOJIU(UIIMPOBAHHBIE.

7.2.1.5 Jlo BHeapeHuss METOMOB B pabOTy sabopaTopus AOJKHA MOATBEPANTH, YTO OHA MOXKET
HaJJIeXxKaImmuM 00pa3oM MPUMEHSTh BEIOpaHHBIE METOIbI, 00ecTieurBasi TpeOyeMoe HCIIOTHeHHE. 3aMuCH O

www.consultant.ru Crpanuua 17 us 44
HafeXXHaa npaBoBad noaaep)xka


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

"IOCT ISO/IEC 17025-2019. MexrocyaapcTBeHHbIN cTaHaapT. Obwme [okyMeHT npegocTaBneH KoHcynbTaHTIoC
TpeboBaHMsl K KOMMNETEHTHOCTU UCMbITATENbHBIX U KaIMOPOBOYHBIX J1... [aTa coxpaHeHus: 23.05.2023

BepI/I(I)I/IKaI_II/II/I JOJIP)KHBI COXpaHHTbCH. ECJII/I N3MCHCHUA B MCTO/] 6LIJII/I BHCCCHBI
OpraHu3aluei-pa3paboTynKkoM, TO BepuHUKaIKs A0/DKHA OBITH MPOBEJIECHA MOBTOPHO B HEOOXOIMMOM
o0BeMe.

7.2.1.6 IIpu HEOOXOIUMOCTH pa3padOTKH HOBOTO METOJa JOJDKEH OBITh COCTAaBJIEH IUIaH padoT U
Ha3HAa4YeH KBaTU(UIIMPOBAHHBIA TEPCOHAN, OOECIEYCHHBI HEOOXOAMMBIMU pecypcamu. B mporecce
pa3paboTKu MeTo/1a JOJIKHA MPOBOIUTHCS MEPHOJUUECKast OlleHKa padoT ¢ LEJIbI0 MOATBEPKACHUS TOTO,
910 TpeOOBaHUS 3aKa3uWKa BCE €IIe BHIMOTHSAIOTCA. JIF0Oble M3MEHEHWs, BHOCHMBIC B IUIaH paldor,
JOJKHBI OBITH OJJOOPEHBI 1 YTBEPKICHBI.

7.2.1.7 OTkIOHEHHWE OT METOJIOB JUIA BCEX BHJIOB JAOOPATOPHON JEATEIBHOCTH JIOJDKHO
JOIMYCKAaTbCsl TOJNBKO TOIZA, KOTZAa 3TO OTKJIOHEHHE O(OPMICHO JOKYMEHTAIbHO, TEXHUYECKH
000CHOBAHO, YTBEP)KJCHO U MPHHATO 3aKa3YHKOM.

HpI/IMe‘{aHI/Ie - Cornacue 3aKa3uMKa Ha OTKJIOHEHHS MOXKET OBbITh 3apaHeC OroBOPCHO B JOTOBOPC.

7.2.2 Banngauus metonoB

7.2.2.1 JlaGoparopusi JOJDKHA TPOBOJAWTH BAIHIAIUIO HECTAaHJAPTHBIX METOJOB, METOJIOB,
pa3paboTaHHBIX JIAOOPATOPHEH, W CTAHAAPTHBIX METOJIOB, HMCIOJIb3YEMBIX 3a MpeleliaMH UX 00JacTh
NPUMEHEHHUS WM KaKUM-THOO HWHBIM 00pa3oM MOIM(UIMPOBAHHBIX. Bamupamus 1nomKkHA OBITH
HACTOJIBKO TTOJIHOM, HACKOJIBKO 3TO HEOOXOJUMO, YTOOBI OTBEYATh MOTPEOHOCTSM JTaHHOTO MPUMECHEHUS
WM 00JIaCTH IPUMEHEHMSL.

[Tpumeuanue 1 - Banupanus MoKeT BKJIIOYATh MpoOLEAypbl O0TOOpa 00pasloB, OOpalieHus ¢
00BEKTaMU UCTIBITAHUS WM KaTHOPOBKU M HX TPAHCIIOPTUPOBKH.

[Tpumeuanue 2 - [{ns BaIuganuu MeToJa MOXKET MPUMEHATHCS OIMH M3 CIEAYIOIIUX CIOCOO0B
100 NX KOMOMHAIIHS:

a) KamuOpoOBKa MJIM OLIEHMBAHME CMEUICHUS U MPEHU3MOHHOCTH C MCIOJIb30BaHUEM ATAJIOHOB MIIH
CTaHJIaPTHBIX 00pa3IIoB;

b) CUCTEMATHYCCKaA OIICHKA (b&KTOpOB, BJIMAIOIIUX HA PE3YJIbTAT,

C) MpoBEpKa yCTOMYMBOCTH METOJA MOCPEACTBOM H3MEHEHHS YNPaBISEMbIX MapaMeTpPOB, TAKUX
KaK TeMmIeparypa B TepMOcTarte, 103UpyeMblil 00beM;

d) cpaBHEHuUE ¢ pe3yabTaTaMU, MOJYYEHHBIMU C TIOMOIIbIO IPYTUX BAJUAUPOBAHHBIX METO/I0B;
€) MeXJ1abopaTOpPHbIE CIUYEHUS;

f) oleHHBaHME HEONPENEICHHOCTH H3MEPEHUMN, CBSI3aHHON C pe3ynbTaTaMud HU3MEpPEeHHH, Ha
OCHOBAHMU TOHHMMAaHHs TEOPETHUECKUX INPHUHIMIIOB METO/a U OMbITa €ro peaju3alud npu oTdope
00pa3IoB WK MPOBEICHUH UCTIHITAHUN.

7.2.2.2 Ilpu BHECEHHMHM HW3MEHEHUN B BAIMIAUPOBAHHBIA METOJ HX BIUSHUE JOJDKHO OBITH
OTIpEe/IeTICHO U, B CIy4yae eCiH ObUIO YCTAaHOBIEHO, YTO OHU OKA3bIBAIOT BIHMSHHE HA MEPBOHAYAIBHYIO
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BajInaaliuio, JOJIDKHaA OBITH BBIMTOJIHEHA HOBAs Bajipganusa METoaa.

7.2.2.3 XapakTepUCTUKH BaJUJIMPOBAHHBIX METOJIOB, OLEHEHHbIE YIS IPEANnoaraeMoro
UCIOJIb30BaHUS, JIOJDKHBI COOTBETCTBOBATH MOTPEOHOCTSIM 3aKa3UYMKOB M YCTAaHOBIICHHBIM TPEOOBAHUSIM.

[Tpumeuanue - XapaKTepUCTHUKUM METOJla MOTYT BKJIIOYaTh (HO HE OTpaHUYMBATHLCS) HANa3oH
W3MEpEHUH, TOYHOCTh, HEOMPEACICHHOCTh PE3yJbTAaTOB H3MEpPEHUH, Mpeaen OOHApYKEeHHUS, Npeaert
KOJMYECTBEHHOTO0  OMpeieNieHusi, H30UpaTeIbHOCTh METO/a, JMHEHHOCTh, IOBTOPSAEMOCTb WM
BOCIIPOU3BOJMMOCTh, YCTOMYMBOCTh K BHEIIHUM BO3JACHCTBUSAM WM 3(P(deKTaM BIUSHUS MATPHIIBI
oOpasia 1in UCIBITHIBAEMOro 00BbEKTa U CMEIIECHHE.

7.2.2.4 JTaGopatopus JOJKHA COXPAHATh CIASAYIOIINE 3aIIUCH O BAJIUIAIIAN:
a) UCTOJIb30BaHHYIO MPOLEAYPY BaTHIAIINH;

b) nepeueHsb TpeOOBaAHMIA;

C) OIpECIICHHE XapaKTePUCTUK METO/IA;

d) momyueHHbIe Pe3yIbTATHI;

E) 3aKIIIOYCHUEC O MPHUIOAHOCTH METOOda BMECTC C HOIIpO6HI)IM OIIMCaHUEM €I0 COOTBCTCTBHUA B
OTHOLICHUM ITPCAIIOIaracMoro uCiioJib30BaHHA.

7.3 OT60p OGpasyoB

7.3.1 B cmydae xorma maboparopusi IPOBOJHUT OTOOpP 0Opa3IloOB BEMISCTB, MaTEpUATIOB WA
NPOIYKIUU JUISl TTOCTCAYIOIIMX UCIBITAHUA WM KaTMOPOBKH, OHA JOJDKHA MMETh IUIaH M METOIBI MX
otbopa. Metoz or6opa 00pa3LoB JOKEH YUUTHIBATh (DaKTOPHI, KOTOPhIE HEOOXOAUMO KOHTPOJIUPOBATh,
4T00bI 00€CEeYUTh JOCTOBEPHOCTh PE3YJIBTAaTOB MOCIEAYIOIIMX UCHBITAHUNA MM KaauOpoBku. [lman u
MeToJlT 0TOOpa 00paslioB JOJDKHBI OBITH JOCTYIHBI Ha MecTe mpoBeaeHus orbopa. [lmansl oTbopa
00pa3loB JOJKHBI OCHOBBIBATBHCS, KOT/Ia 3TO LIEIecO00pa3HO, HA COOTBETCTBYIOIIMX CTATHCTUYECKUX
METOMax.

7.3.2 Metozasl 0TO0pa 00pa31oB AOKHBI ONTUCHIBATh:
a) BRIOOP 00pa3IoB WM TOYEK OTOOPA;
b) rutan ot60pa 00pa3uoB;

C) MOATOTOBKY WM 00paOOTKy 00pa3ia(oB) BeIlIeCTBa, Marepuaia WU MPOIAYKIUU C LEJbIO
noJryueHus: TpedyemMoro odpasiia Ajsi MOCIeAYIOIIero MPOBEICHUS UCIIBITAHUHN HIIN KaTHOPOBKHU.

[Ipumeuanue - Ilocme Toro kak oOpasen moJiydeH JabopaTtopuei, nanpHeiInee oOparieHue,
KOTOpPOE MOKET MOTPeOOBaThCs, ONMUCAHO B 7.4.

7.3.3 JlabopaTopust 10JDKHA COXpPaHATh COOTBETCTBYIOIIME 3alUCcH 00 0TOOpe 00pa3lioB, KOTOPHIH
COCTaBJISIET YacTh MPOBEJCHHBIX MCIBITAHUN MM KaluOpoBKH. Takue 3amucu TOJKHBI BKIIIOYaTh B ce0d
(ecnu mpUMEHUMO):
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a) CCBUIKY Ha MPUMEHEHHBIH METO]1 0TOOpa 00pa3IoB;
b) nary u Bpems orO6opa 00pasIos;

C) JaHHBIE [UISI WIACHTH(UKAIMU W ONHUCaHus oOpasma (Hampumep, HOMEp, KOJIHYECTBO,
HaWMEHOBAHHE),

d) nneHTH(UKAINIO JIHIIA, BBITOTHUBILETO OTOOP 00pa3IoB;
€) HICHTH()UKALUIO UCTIOIh30BAaHHOTO 000PYIOBAHHS;
f) ycioBus okpyxaromiel cpelibl ¥ TPAHCIIOPTHPOBKH;

g) CXeMbI WK APYTrUe SKBUBAJICHTHBIE CIIOCOOBI HACHTH(UKAIMK MecTa 0TOOpa 00pas3IoB, eClIi 3TO
HEOOXOINMO;

h) OTKJIOHCHHM, AOIIOJHCHUA NJIK UCKIIIOYCHHNA U3 MCTOJA U ITJIaHa 0T6opa 06pa3u013.

7.4 O6paweHne ¢ 06 beKTamMn UCNbITaHUA UNTU KAaNMOPOBKKU

7.4.1 JlaGoparopusi MOJDKHA HMMETh MPOLENYPY Uil TPAaHCHOPTUPOBKH, TMOJYyYEHUS OOBEKTOB
UCTIBITAHUN WJIM KaTuOPOBKH, oOpaiieHuss ¢ OOBCKTaMHU HCIBITAHUNA WIM KATUOPOBKH, 3aIlIUTHI,
XpaHCHUA, obecrieueHus COXPAaHHOCTH, YHHUYTOXCHHUA HJIM BO3Bpara O6”I)€KTOB HCHOBITAHUNA WJIH
KaJTMOPOBKH, BKIIOYAs BCE YCIOBHS, HEOOXOAUMBIC IS 3alUTHI IIEIOCTHOCTH OOBbEKTOB MCIIBITAHUHN WU
KaJIMOpOBKM M 3aIlUThl MHTEPECOB J1a0OpaTopuu U 3aKazuuka. JIOJDKHBI OBITh NPEANPUHSATHI MEpHI
MPEJOCTOPONKHOCTH, YTOOBI M30€XKaTh YXYAIICHHUS CBOWCTB, 3arps3HEHHS, MMOTEPH WM TOBPEKICHUS
O6T)€KTOB npu O6paIIICHI/II/I, TPAHCIIOPTHUPOBKE, XpaHeHI/II/I/O)KI/II[aHI/II/I U IIOATI'OTOBKE K HCIBITAHUAM HNJIU
KaauOpoBke. MHCTPYKIIMU 1O OOpaleHuo ¢ 00bEKTaMH, MPEIOCTaBICHHBIE BMECTE C HUMH, JOJDKHBI
OLITH COOJIIOIEHEL.

7.4.2 JlaGoparopusi 10JKHA UMETh YETKYI0 CHCTEMY HJIEHTH(PHUKAIMU OOBEKTOB MCIBITAHUNA WU
KanmuOpoBKkU. MneHTudukanms JomKHA COXPAHATHCS, NMOKA OOBEKT HAXOJUTCS IOJ OTBETCTBEHHOCTHIO
nabopatopuu. [laHHas cucrema A0KHA 00€CreuynBaTh, YTO OOBEKTHI HE OyAyT nepenyTaHbl (pU3NUecKu
WIM TIPU CChUIKE HAa HUX B 3aIUCSIX WM APYruX JoKyMmeHTax. Cuctema MIeHTHU(UKALUU JO0JKHA, €ClU
3TO HEOOXOUMO, YUUTHIBATh pa3JieIeHue 00bEKTa UIIH IPYIIbl 0OBEKTOB U UX NepeMEeIEHHE.

7.4.3 Ilpn nomyueHuM OOBEKTAa HCHBITAHUNA MM KaJTUOPOBKM OTKJIOHEHHUS OT YCTAHOBJIEHHBIX
YCJIOBUH JTOJKHBI OBITh 3aperMCTpUpPOBaHbl. EciM ecThb COMHEHMSI OTHOCUTENIBHO MPUTOTHOCTH O0BEKTa
JUIS. UCTIBITaHUS WIM KaJMOPOBKU WIJIM €CJIM OOBEKT HE COOTBETCTBYET MPECTABIEHHOMY ONMCAaHUIO, TO
nabopaTopus, nepea TeM Kak NPOAOJDKUTH pPaboOTy, MJOJDKHA OOpaTUThCS K 3aKa3uyuKky 3a
JIOTIOJTHUTEIbHBIMU UHCTPYKLUSAMU U 3apETUCTPUPOBATh PE3yiIbTaThl 3TOro oOcyxaeHus. Eciu 3akazuuk
TpeOyeT MPOBECTH HUCHBITAHWE WM KadHMOpPOBKY KaKOro-nubo o0beKTa, MpHU3HaBas OTKIOHEHHE OT
YCTaHOBJICHHBIX YCJIOBHM, JJabopaTopHsl AOKHA BKJIIOYMTH B OTYET 3aKJIIOYEHHE O TOM, Ha Kakue
pE3yJIbTaThl MOT'YT IOBJIHUATH 1aHHBIE OTKIOHEHUS.

7.4.4 B cnydae ecinu 00bEKThl HEOOXOUMO XPaHUTh WM KOHAUIIMOHUPOBATH MPU ONPEeNIEHHBIX
YCIOBUSIX OKpY/KAIOLIEH Cpelbl, 3T YCIOBHS JOJDKHBI IOJJEPKUBATHCS, KOHTPOJIMPOBATHCS U
PETUCTPUPOBATHCS.
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7.5 TexHn4Yeckue 3anmcum

7.5.1 JlaGopaTopusi HOJDKHA OOECTIeUMBATh HAIMYUE B TEXHUYECKHX 3aMUCSIX JUISl KaKIOTO BHIA
71a00paTOPHON NIeATENBHOCTH PE3yJbTAaTOB, OTYETA U JOCTATOYHOW MH(OpPMAIMH, MO3BOJISIONICH, €CIH
3TO BO3MOKHO, UACHTU(PUIIMPOBATH (DAaKTOPHI, BIUSIONIUE HA PE3YJIbTAT H3MEPECHUS U CBSI3aHHYIO C HUM
HEOIpeeNIEHHOCTh MU3MEPEHUN, a Takke 00eclneyuTh BO3MOXKHOCTh MOBTOPHOI'O MPOBEACHUS JTaHHOU
1ab0pPaTOPHON JEATEIBHOCTH B YCIOBUSX, MAKCHMalIbHO ONM3KHX K MEPBOHAYAIBHBIM. TeXHUYECKHE
3amucHu JOJDKHBI  BKJIIOYATh JIaTy UM CBENEHUS O IepcoHalie J1labopaTopuH, KOTOPBIA HeceT
OTBETCTBEHHOCTbH 3a Ka)JIbIi BUJ JTAOOPATOPHON AESITETHLHOCTH U 33 MPOBEPKY JAHHBIX U PE3yTbTaTOB.
[lepBuuHble HAOMIOAEHUS, AAHHBIE U PacyeThl JOJKHBI ObITH 3aMUCaHbl B MOMEHT, KOIJla OHH ObUIH
MOJTYYEHBI, U JOJKHBI OTOXKJECTBIATHCS C KOHKPETHON pabOTOM.

7.5.2 JlaGopatopusi JOMKHA OOecleYyuBaTh MPOCICKUBAEMOCTh HM3MEHEHHI, BHOCHMBIX B
TEXHUYECKHUE 3alMCH, K MPEABIYIIMM BEpCUSAM JTHOO K MEPBUYHBIM HaOMOAcHWSIM. M MepBUYHBIE, H
M3MEHEHHBIE JaHHBIC U (aillibl TOJDKHBI COXPAHATHCS C YKa3aHUEM JaThl BHECCHHS U3MEHEHHM, CBEIICHHIMA
00 acmekTax, MPeTepPIeBIINX H3MESHEHHS, U JIMIIAX, OTBETCTBEHHBIX 32 JIAHHBIC N3MCHCHHUS.

7.6 OueHnBaHue HeonpeaneneHHoOCTU I/I3MepeHVII7I

7.6.1 Jlabopatopuu OOJDKHBI OIpeAensTh BKIaA(bl) B HEONPENEICHHOCTh u3MepeHuil. [lpu
OIICHUBAHUU HEOMPEJICICHHOCTH W3MEPEHHI BCE CYIIECTBEHHBIC BKJIAJIbl, B TOM YHCJE CBSI3aHHBIC C
0TOOpPOM 00pa3IoB, AOKHBI YUUTHIBATHCS C MPUMEHEHHEM COOTBETCTBYIOIINX METOIOB aHATU3A.

7.6.2 JlaGopaTopusi, BBITIONHSIONMAS KaTHOPOBKH, B TOM 4YHCIIE COOCTBEHHOTO OOOpPYIOBaHUS,
JI0JDKHA OIICHUBATh HEONPEACICHHOCTh U3MEPEHUH ISl BCEX KaTMOPOBOK.

7.6.3 JlabGopaTopusi, BBINIOJHSIONIAS WCIBITAHUS, JOJKHA OIIEHMBATh HEOMPEIEICHHOCTD
u3MepeHuil. B Tex ciywasx, Korja MeToJ UCIBITAHUN HUCKIIOYAET CTPOTYIO OLIEHKY HEONpeAeNeHHOCTH
M3MEpEHUH, OIlCHUBAHUE JIOJDKHO IMPOBOTUTHCS HA OCHOBE IMMOHUMAHHS TEOPETUICCKUX MPUHIIUIIOB WIIH
MPAKTUYECKOTO OTBITA BHIIIOJIHEHUS METO/IA.

[Tpumeuanue 1 - B ciydae ecnu XOpoIIo M3BECTHBIM METOJl UCIBITAHUN YCTAaHABIMBAET MpPEEibl
3HaYeHUH OCHOBHBIX MCTOYHHUKOB HEOINPENEIEHHOCTH M3MEPEHUH U yKasbiBaeT (opMy NpeacTaBICHUs
pe3yIbTaTOB BBIYMCICHUN, CUUTAETCS, YTO J1abOpaTopus BHINMOIHWIA TpeOoBaHUs 7.6.3, ciemys MeToay
UCIIBITAHUN Y MHCTPYKLMH 110 NPEACTABICHUIO PE3YJIBTATOB.

[Tpumeuanue 2 - [lpu HcroONb30BaHUM KOHKPETHOTO METO/A, JJISl KOTOPOTO HEONPEeIEHHOCTb
pe3yabTaTOB HM3MEPEHUH yxke Oblla yCTaHOBJICHA M TMOATBEP)KIEHA, HET HEOOXOJIUMOCTH OIIEHHWBATh
HEONpEAENEHHOCTh ~ U3MEpPeHMH i1 KaXJA0ro  pe3yinbTara, €clid  JJabopaTopusi  MOXKET
IIPOJIEMOHCTPUPOBAT, YTO BBISBJICHHBIE KPUTHYECKHE (AKTOPHI, OKA3bIBAIOILINE BIMSHHUE, HAXOAATCS
10J1 KOHTPOJIEM.

[Mpumeuanue 3 - J{ng noapo6roit uapopmanuu cM. ISO/IEC Guide 98-3, 1SO 21748 u crannapTh
cepun 1SO 5725.

7.7 O6ecneyeHne OOCTOBEPHOCTHU pe3ynbTaToB
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7.7.1 JlabopaTopusi NOKHA MMETh NPOLEAYpPY IJIsI MOHUTOPHHTA JIOCTOBEPHOCTHU PE3YJIHTATOB
cBoeil nesTenbHOCTH. [lomyueHHble JaHHbIE JOKHBI PETUCTPUPOBATHCS TaKUM 00pa3oM, 4TOObI MOXKHO
6BIJIO BbIIBUTH TCHIACHIOWH, W TaM, TIJ€C O3TO MPAKTHUYCCKU BO3MOXHO, OJOJDKHBI HNPUMCHATLHCA
CTaTUCTUYECKUE METObI JUIsSl aHaTu3a Pe3yabTaToB. [{okeH ObITh COCTaBJICH IJIaH TAKOTO MOHUTOPUHTA
U TIMPOBOAUTHCA C€ro aHajius3. MOHHTOpI/IHF JOJDKCH BKJIIKOYAThb (HO HE OI‘paHI/I‘-II/IBaTbCSI), rac
1enecoo0pasHo, Cleyroniee:

a) UCTOJIB30BAHNE CTAaHAAPTHBIX 00PA3LIOB MM 00pa3IOB /I KOHTPOJIS KauecTBa;

b) wucnonb30BaHHE AITBTEPHATHBHOTO OOOpPYAOBaHMS, KOTOpOe OBUIO KaauOpOBaHO, IS
o0ecriedeHns: IPOCIe)KUBAEMOCTH PE3YIbTaTOB;

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

d) ucronp30BaHNEe KOHTPOJIBHBIX WM PA0OYHMX 3TATOHOB C BEJICHHEM KOHTPOJBHBIX KapT, I/IE€ 3TO
[IPUMEHUMO;

€) MPOMEXYTOYHBIE MPOBEPKHU U3MEPHUTEIIHLHOTO 000OPYI0BAHMS;

f) HOBTOpHBIC MCIBITAHKS WM KAIHOPOBKH C MCIIOIH30BAaHMEM OJIHOTO M TOTO K€ MM Pa3IHYHbIX
METO/IOB;

€) TIOBTOPHBIE MCITBITAHUS HITU MIOBTOPHYIO KAJIMOPOBKY XpaHSIIUXCs 00pa3IloB;
h) koppensuio pe3yabTaToB IS Pa3INIHbIX XapaKTePUCTHK 00pasia;

1) aHaTU3 MOJIyYEHHBIX JAHHBIX;

J) BHYTpHIIaOOpaTOPHBIE CIIMUEHUS;

k) ucnpitanus mmdpoBanHOro(bIx) oOpasma(os).

7.7.2 JlabopaTopusi JOHKHA OCYHIECTBIIATH MOHUTOPUHI CBOEH N1€ATENbHOCTH IYTEM CPAaBHEHHUS C
pe3yabTaTaMH Jpyrux j1adopaTopuif, el 3TO BO3MOXKHO U NMPUMEHUMO. Takoil MOHHUTOPHHI JTOJKEH
IUIAaHUPOBATHCA, W €TI0 PpPE3yibTaTbl JOJDKHBI AHAJIM3UPOBATHCA. On JOJDKCH BKJIFOYATh (HO HE
OrPaHUYMBATHCS) CIEAYIOLINE MEPOTPUATHS WIH OJTHO U3 HUX:

a) yyacTue B ITpOBEpKax KBaTU(DUKAIUH.

[lpumeuyanne - B ISO/IEC 17043 mnpuBeneHa IONOJHUTENbHAs HH(GOpPMALUS O IPOBEPKax
KBaJTM(HUKAIIMA W O TpOBaiiziepax NMpoBepku Kpanudukamuu. [IpoBaiiepsl MpoBepKH KBaTH(HKAINH,
KoTopsie BeMONHAOT TpeboBanus ISO/IEC 17043, cuntaroTcss KOMIETEHTHBIMU;

b) y4acCTucC B MC)K.Ha60paT0pHBIX CIIMYCHUSX, OTIIMYHBIX OT ITPOBCPOK KBaJ'II/I(pI/IKaI_II/II/I.

7.7.3 JlaHHBIE, TOJYyYEHHBIE C IIOMOIIBKD MOHHUTOPHHIA, JOJDKHBI AHAJIM3UPOBATBCA U
UCMOJb30BAaThCS JJIsl YIpaBJICHUS J1a0OpaTOPHOM NEATENbHOCTBIO, a TaKXKe I0 BO3MOXHOCTH JIJIs
BHECEHUS ylydllleHud B pabory mnabopatopuu. Eciu Obuto oOHapyKeHO, YTO pe3ysbTaThl aHalu3a
JAHHBIX, MOJYYEHHBIX NP MOHUTOPUHIE, BBIXOAT 32 PaMKH YCTaHOBJIEHHBIX KPUTEpUEB, HEOOXOIMMO
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npeaAupUuHATE COOTBCTCTBYIOIINC l[eflCTBI/IH C MHCJIbIO MHOPCAOTBpalllCHUSA BKIKOYCHUSA B OTYCTHYIO
AOKYMCHTAIMIO HEBEPHBIX PE3YJIIbTATOB.

7.8 NpencraBneHne oT4eTOB O pe3yribTaTax

7.8.1 O6wme nonoxeHus
7.8.1.1 Pe3ynbTaThl JOJKHBI OBITH PACCMOTPEHBI M YTBEPKICHBI /10 UX BBIAAYH.

7.8.1.2 Pe3ynbTaThl JOJDKHBI OBITh MPEICTABICHBI TOYHO, Y€TKO, HEJABYCMBICICHHO U OOBEKTUBHO,
KaK IpaBwio, B ¢opMme oTueTa (Hampumep, OT4eT 00 HCHBITAaHHUSX, CBUICTEIHCTBO (CepTU(UKAT) O
KaIMOPOBKE WJIM aKT 0TOOpa 00pa3IioB) U JIOJDKHBI BKIIFOYATh B ceOsl BCIO MH(OPMAITUIO, COTJIACOBAHHYIO
C 3aKa34MKOM M HEOOXOIMMYIO ISl MHTEpPIpETAlld pe3ylbTaToB, a TaKkKe BCIO HH(OpMaIuio,
TpeOyeMyl0 B COOTBETCTBHHM C IPUMEHSIEMbIM METOJOM. Bce odopmileHHBIE OTYEThI JOJDKHBI OBITh
COXpPaHEHBI B KAUECTBE TEXHUYECKUX 3aIHCEH.

[Tpumeuanue 1 - Jlng meneil HACTOAIIErO CTaHAApTa OTYETHI OO0 HCIBITAHUAX U CBHIETEIHCTBA
(cepTrduKaTh) 0 KaTUOPOBKE HWHOTJA MOTYT HA3bIBATHCS MPOTOKOJIAMH WCIBITAHHA W OTYCTAMH O
KaTMOpOBKE COOTBETCTBEHHO.

[Tlpumedanue 2 - OT4eTsl MOTYT OBITH HM3/JaHBl HAa OYMa)XHOM HOCHTEJE WM C IHOMOIIBIO
3JIEKTPOHHBIX CPEJCTB IIPU YCIOBUHU, YTO TPEOOBAHUS HACTOALIETO CTAHAPTa BBIIIOJIHEHBI.

7.8.1.3 Ilpu cornacoBaHUM C 3aKa34UKOM PE3YJIBTAThl MOTYT OBITH IPEICTABICHBI B YIPOLUIEHHOM
Buze. JlroOble cBenenus, ykasanHele B 7.8.2 - 7.8.7, xoTopble HE OBUIM MPEICTABICHBI 3aKa3UHKY,
JOJDKHBI OBITH JIETKOJOCTYITHBIMHU.

7.8.2 O6Gwume TpeboBaHMA K oTyeTam (00 MUcCNbITaHUAX, KannbpoBke wunu otdéope
obpasuoB)

7.8.2.1 B neiax MHUHUMH3AOUNU BO3MOKHOCTHU HCEIMPABUIIBHOTO IMOHUMAHHA WM HCIIPABUIIBHOI'O
HUCITIOJIB30BaHUA I/IH(bOpMaHI/II/I K&)KI[BII\/’I OTUCT MAOJDKCH BKIOYaTb KaK MHUHHMYM CICOYIONIYIO
I/IHCI)OpMaI_[I/IIO, cCiiny J'Ia60paTOpI/II/I HET 000CHOBAHHBIX ITPUYHH HEC BBITIOJHATE 3TO Tpe6OBaHI/IeI

a) Ha3BaHue (Hampumep, "Otuer 00 ucnbiTanusax", "CBuaerenscTBo (ceptudukar) o kanudposke"
i "AKT or6opa 06pasios");

b) HauMeHoBaHMeE U aApec J1abopaTOpPHH;

C) MCCTO OCYHICCTBJICHUA J'Ia60paTOpHOI7I ACATCIIBHOCTHU, B TOM YHCJIC €CJIN OHA OCYIICCTBIIATIACH HA
mIomaadax 3aKa3dyHuka, mmbo Ha ydaCTKax, YAAJICHHBIX OT IMOCTOSAHHBLIX ITPOWU3BOJACTBCHHBIX ILTIOIIACH
J'Ia60paTOpI/II/I, 1100 Ha COOTBCTCTBYHOIIHUX BPEMCHHO HUCIIOJIb3YCMBIX HJIN MOOUJIBHBIX O6’beKTaX;

d) yHuKanpbHYIO UACHTU(UKAIUIO, 1T TOTO YTOOBI BCE €r0 COCTABJISIONINE BOCIPUHUMAIHNCH KaK
9acTh OOIIETro OTYETa, U YeTKYIO UACHTH(PHUKAIIUIO KOHIIA OTYETa;

e) HaAaMMCHOBAHUEC U KOHTAKTHBIC JaHHBIC 3aKa34YHKa,
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f) upenTHHUKAIMIO TPUMEHSIEMOT0 METO/1a;
£) onMcaHue, OTHO3HAYHYIO WACHTH(UKAIMIO U TPU HEOOXOANMOCTH COCTOSIHHE 00pasIa;

h) nmary momydenus oOpasna(oB) AJis WCHBITAHUNA WIH OOBEKTa KaTMOPOBKH W JaTy OTOOpa
o0pa3ua(oB), KOT/ia 3TO UMEET BaXHOE 3HAUYCHHE IS JJOCTOBEPHOCTH U TIPUMECHEHUS PE3yJIbTaTOB;

1) maTy(bI) OCYIIECTBICHUS JIA0OPATOPHOU NEATEILHOCTH;
J) AaTy BBIAQYM OTYETA,

k) ccbuiky Ha TuiaH U MeTol oTOOpa 00pas3loB, MCHOJIB30BAHHBIC JTAOOPATOPHEW WM APYTrHMH
OpraHaMu, €CIIM 3TO BaXKHO JUIsl IOCTOBEPHOCTH WIIU IIPUMEHEHUS PE3yJIbTaTOB;

1) 3asBiIeHUE O TOM, YTO PE3yJbTaThl OTHOCATCS TOJIBKO K OOBEKTaM, MPOIICIIIMM HCITBITAHWS,
KaluOpOBKY HIIK 0TOOP;

m) pe3yJbTaThl, IJe 3TO TIPUMEHUMO, C €IUHUIIAMH U3MEPEHUS;

N) JOTOJTHEHUSI, OTKJIOHEHHS WU UCKITIOYEHUS U3 METO/1a;

0) UACHTH(HUKAIHIO JIHII(a), YTBEPAUBIIHX(ET0) OTYET;

P) OIHO3HAYHYIO UICHTHU(PHUKALUIO PE3yIbTATOB, TOMYYEHHBIX OT BHEIIHUX MOCTABIINKOB.

[Tpumedanue - BxiroueHue 3asBiEHHS O TOM, YTO OTYET HE JIOJDKEH OBITh BOCIIPOM3BEICH HE B
IIOJTHOM o0beMe 0e3 paspelieHus 1adopaTopuu, MOKET OOECleYUTh YBEPEHHOCTh B TOM, YTO YaCTH
OTYETa HE UHTEPIPETUPYIOTCA BHE KOHTEKCTA.

7.8.2.2 JlaGopaTopusi OJMKHA HECTH OTBETCTBEHHOCTb 3a BCIO MH(OPMAIHIO, MIPEICTABICHHYIO B
OoT4eTe, 3a HUCKIIYEHUEM Ccly4yaeB, Korja HHpopMalus MNpeaocTaBisercs 3akazuukoM. JlaHHbIe,
MpeaAOCTAaBJICHHBIC 3aKa34YMKOM, JOJIKHBI OBLITh YETKO I/IILCHTI/I(l)I/IHI/IpOBaHI)I. KpOMC TOrO, B Ciydac €CJIn
uHpopMalUs MPeJoCTaBlIeHa 3aKa3YMKOM M OHAa MOJKET MOBJMATH Ha JOCTOBEPHOCTb PE3yJbTaTOB, B
OTYET JIOJDKHO OBITh BKJIIOYEHO 3asiBICHHE 00 OrpaHWYEHUH OTBETCTBEHHOCTH Jaboparopuu. B ciryuae
ecnu J1abopaTopHsi HE OCYLIECTBISET M HE HECeT OTBETCTBEHHOCTH 3a CTajui0 oTOopa 00pa3loB
(mampumep, oOpazenr ObUI TNPEAOCTaBIEH 3aKa3uWKOM), B OTYETE JOHKHO OBITh OTPaXKEHO, YTO
MOJTy4YEeHHBIE PE3YyIbTaThl OTHOCATCS K MPEAOCTABICHHOMY 3aKa3uuKOM 00pasily.

7.8.3 CneumanbHble TpeboBaHUA K oT4eTaM 06 UCNbITaHUAX

7.8.3.1 B nononHeHWe K TPeOOBAHUSIM, TICPEUUCICHHBIM B 7.8.2, OTUETHI 00 MCIIBITAHUSIX JOJDKHBI,
€CIIM ATO HEOOXOUMO I MHTEPIPETAIIMH PE3YIbTATOB UCIIBITAHUN, BKIIOYATh B ce0sl ClieayoIee:

a) nHGOpMaIHio 00 0COOBIX YCIIOBUSIX UCITBITAHUN, TAKUX KaK YCIOBHS OKPYXKAIOIICH CPEJIbI;
b) npu HEOOXOIUMOCTH 3asIBIICHHE O COOTBETCTBUU TPEOOBaHUAM WK crienudukanusm (cM. 7.8.6);

C) rac 3T0 NPpUMEHHUMO, HEOIIPEACIICHHOCTD I/ISMepeHHI)'I, MPEACTAaBJIICHHYIO B TCX XE €IUHUIIAX, YTO
U u3sMepsieMasd BCJIMYHMHA, WM B OTHOCUTCIIBHOM II0 OTHOHICHUIO K HSMCPHCMOﬁ BCIIMYHUHEC BHIAC
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(Hampumep, B IPOLIEHTAaxX), KOr/a:
- 9TO UMEET OTHOIICHUE K JIOCTOBEPHOCTH HIIH IPUMEHEHHIO PE3yJIbTaTOB HCIIBITAHUIA,
- 3TOrO TPeOyeT 3aKa3uuK; UIN
- HEOIIPEICIEHHOCTh M3MEPEHHUS BIIHMSIET HA COOTBETCTBHE YCTAHOBJICHHOMY IPEIEIY;
d) MHEHHUS ¥ UHTEPITPETALMH, TJC 3TO TpUMeHUMO (cM. 7.8.7);

e) JAOINOJIHUTCIIbHYIO I/IH(bOpMaHI/II-O, KOTOpasas MOXCT HOTpe6OBaTBCH II0 KOHKPETHBIM ME€TOOaM,
opraHaM BJIaCTH, 3aKa3UUKaM HJIU I'pYyIIIIaM 3aKa34nKOB.

7.8.3.2 Ecnin nmaGopaTopusi HeCeT OTBETCTBEHHOCTb 3a JESATEIbHOCTh M0 0TOOPY 00pa3ioB, OTYETHI
00 UCTIBITAHUAX JTOJDKHBI COOTBETCTBOBATH TPEOOBAaHUAM, YKa3aHHBIM B 7.8.5, eciii 3T0 HEOOXOAMMO /st
MHTEPIPETALNH PE3yIbTaTOB UCIIBITAHUIA.

7.8.4 CneumanbHble TpeboBaHUA K cBUAeTeNnbLCcTBaM (cepTucukatam) o kKanmobpoBke

7.8.4.1 B nononHeHne K TpeOOBaHMM, IEPEUUCICHHBIM B 7.8.2, B CBUAETENBCTBA (CepTU(DUKATHI) O
KaJIMOpPOBKE JOJKHBI OBITh BKIIFOUCHBI CIICAYIOIINE CBEICHHS:

a) 3HaUYEHHE HEONPEIEIEHHOCTH U3MEPEHUI sl pe3ysbTaTa U3MEPEHUH, IPECTABIEHHOE B TEX K€
eIMHHLAX, YTO M U3MepsieMasi BeIMYMHA, UM B OTHOCHTEIEHOM T10 OTHOILICHUIO K H3MEPSIeMOl BeJTHUNHE
BU/JIE (HarIpuMep, B IPOLEHTAX).

[Tpumeuanue - B coorBerctBuu c ISO/IEC Guide 99 pesynpTaT H3MepeHHs, Kak MpaBHIIO,
BBIPXKAETCS] OJIHUM M3MEPEHHBIM 3HAYEHHWEM BEJIIMYMHBI C YKa3aHUEM EIUHUIBI U3MEpPEHUS W
HEONPENEeIEHHOCTH U3MEPEHUI;

b) cBeeHus 00 ycloBUX (HallpUMep, YCIOBUAX OKPYKAIOLIEH Cpelibl), TPH KOTOPBIX BBHIIOIHSIIUCH
KaJTMOpOBKU U KOTOPBIE MOTJIM OKa3aTh BIMSHUE HA PE3YJIbTaThl U3MEPEHUN;

C) 3asBJIEHHE O TOM, KaKMM OOpa3oM OOECIEeUYMBACTCS METPOJIOTHUYECKAs MPOCICKHUBAEMOCTD
U3MepeHuH (CM. puiiokeHune A);

d) pe3ynbTaThl, MOJy4YEHHBIE 10 U TIOCJIE PETYIUPOBKH UM PEMOHTA, €CIM TaKOBbIE MPOBOMIIUCE;
€) 3asIBJICHHE O COOTBETCTBUH TPEOOBAHMSM HJIH CHEIUPHUKANUAM ITpU HeoOXoaumocTu (cM. 7.8.6);
f) MHeHus u uHTEpHperanuu (cM. 7.8.7) npu He0OOXOAUMOCTH.

7.8.4.2 Ecnm nabGopaTopusi OTBEYaeT 3a MAEITENbHOCTh MO OTOOpPY 00pasloB, CBUIETEIHCTBA
(ceptudukatel) 0 KaIMOPOBKE TOHKHBI COOTBETCTBOBAaTh TPEeOOBAaHUAM, yKa3aHHBIM B 7.8.5, ecim 3To
HE00XO0IMMO ISl UHTEpIpEeTaIlH pe3yJIbTaTOB KaTuOPOBKH.

7.8.4.3 CBunetenscTBO (cepTUdUKAT) 0 KaTUOPOBKE WM KaTMOPOBOYHAS ITHKETKA HE JIOJDKHBI
COJIEp)KaTh HUKAKUX PEKOMEHJIAINI MO0 BBIOOPY MEKKAIMOPOBOYHBIX MHTEPBAJIOB, KPOME TEX CIIydacs,
KOT'J1a 9TO OBLJIO COTJIACOBAHO C 3aKa3YHKOM.
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7.8.5 [TllpepcraBneHne pe3ynbTaToB NO OTOOpYy o06pas3uoB - cneuuvanbHble
TpeboBaHusA

Ecnu naGopatopust HeceT OTBETCTBEHHOCTS 32 JIESATEIBHOCTH 10 0TOOPY 00pa3nioB, B JONOJIHEHHE K
TpeOOBaHUAM, MEPEUYHCICHHBIM B 7.8.2, Korja 3TO HEOOXOOUMO Ui HHTEPIPETALUU PE3YyIbTaTOB,
OTYETHI IOJDKHBI BKIIIOYATH CIIeTyIOIIee:

a) maty orbopa oOpasIioB;

b) yHUKaNbHYIO WISHTU(DHUKAIIMIO BEIOpAaHHOTO 00pa3lia Winu Marepuaia (BKIOYas HAMMEHOBAaHUE
MIPOU3BOIUTENISI, 0003HAYCHUE MOJICIIN HIIM THITA U CEpUHHBIC HOMEPA, KOTJa 3TO MPUMEHUMO);

¢) MecTo 0TOOpa 00pa3IoB, BKIKOYAs JIFOOBIC JUArPaMMBbl, 3CKU3bI WU GoTorpaduu;
d) ccriky Ha IaH 0TOOPA U METOJ 0TOOPA;

€) cBelleHus1 000 BCEX YCIOBUSIX OKPYXAIOIIEH cpeibl BO BpeMsi 0T0opa 00pas3IoB, KOTOPHIE BIUSIOT
Ha UHTEPIIPETALUIO PE3YIbTATOB;

f) undopmanno, HeoOXOAUMYIO ISl OLIEHKH HEOMPEEIIEHHOCTH M3MEpPEHUH s MOCIeAYIOIINX
WCIIBITAHUHN WM KaTUOPOBKH.

7.8.6 MNpencraBneHune 3akn4YeHUN 0 COOTBETCTBUN

7.8.6.1 Eciiu o pe3ynbTataM UCHBITAHUS WIIM KAIMOPOBKHU J€JIAeTCs 3aKJI0UYEHUE O COOTBETCTBUU
cienn(UKaui Wi CTaHAAPTY, JIAOOPAaTOpHUs JAOJDKHA JTOKYMEHTHPOBATH MPABHIIO MPHHATHUS PEHICHUS,
IIpUHUMasl BO BHUMaHKUE YPOBEHb PUCKA (HANpUMEp, JOKHOIOJOKUTEIbHOE MM JOKHOOTPULIATENbHOE
pellleHne, CTaTUCTUYECKUE NPEANOJIOKEHNUS), CBSI3aHHBIM C TNPUMEHSEMBIM MPaBUJIOM IPHUHSITUS
peuieHus, ¥ IPUMEHUTh JaHHOE IIPaBUJIO.

IIpumeyanue - Ecim mpaBwiioO NPUHATHS PELICHUS YCTAaHOBJIIEHO 3aKA3YMKOM, IIpaBUJIAMU WIIN
HOPMAaTHBHBIMU JOKYMEHTaMH, JalibHeHIee paccMOTpEeHHE YPOBHS pUCKa He TpeOyeTcs.

7.8.6.2 Ha60paT0pI/1;1 AOJDKHA IPEACTABUTHL 3aKJIOUCHUC O COOTBCTCTBUH, B KOTOPOM YUCTKO
OIPEACIICHO:

a) K KaKUM pEe3yJIbTaTaM IIPUMCHSACTCA JaHHOC 3aKIIFOUCHUC,

b) KaKnuM CHGHI/I(bI/IKaHI/IﬂM, CTaHZ[apTaM HUJIN HUX YacCTiaM COOTBGTCTByeT HUJIN HE COOTBGTCTByeT
00BEKT;

C) MPaBWIO TPUHATHS PEIIEHUs, KOTOpOoe OBLIO HCIONB30BAaHO (€CITM OHO HE COJEPKHUTCS B
COOTBETCTBYIOIIUX CTIeNU(DUKAIINH UK CTaHIApTE).

[Tpumeuanue - s nomydenus gononnutenbHol nHpopmanuu cMm. ISO/IEC Guide 98-4.

7.8.7 NpeacrtaBneHne MHEHUN U UHTepNpeTauun
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7.8.7.1 B cimyuae npencTaBlieHUs] MHEHUH U HHTEpPIpETaluii 1abopaTopus J0JDKHA 00€CIeUnTh, YTO
TOJBKO TIEPCOHAN, YIIOJHOMOYCHHBIH Ha IPEJCTaBICHHE MHEHMH M HMHTEPHPETALUi, NPEICTaBIICT
COOTBETCTBYIOILIME 3asBieHUs. JlabGopaTopust IOMKHA JOKYMEHTHPOBATH OCHOBAHMSA, Ha KOTOPBIX
0a3upyroTCs BKIIOYCHHBIE B OTYET MHEHHS U HHTEPIPETALIUH.

[Ipumeuanue - BakHO OTIMYATP MHEHUS W HUHTEPIPETALMU OT BBIBOJAOB 110 pe3yibTaTaMm
WHCIICKIIUH WU cepTUUKAIIMKY TPOIYKIIMHU, Kak 3T0 yctaHoBieHo B ISO/IEC 17020 u ISO/IEC 17065, n
OT 3asIBJICHUN O COOTBETCTBHUH, YIIOMSIHYTHIX B 7.8.6.

7.8.7.2 MHeHus WM UHTEPIPETAllMU, COJAEpXKAIIMecs] B OTUETaxX, JOJDKHBI OBbITh OCHOBAHBI Ha
pe3ynbTaTax, MOJIyYeHHBIX U1 00bEKTa, MPOXOJUBIIETO UCTIBITAHUS/KaTHOPOBKY, U JOKHBI OBITh UETKO
0003HaYCHBI KaK TAKOBEIC.

7.8.7.3 Eciim MHeHUS U HUHTCpHpCTAllu NPCACTABIIAIOTCA IIYTEM HCIIOCPECACTBECHHOI'O O6CY)K,ZL€HI/I$I
PE3YIbTATOB C 3aKa3UUKOM, HGO6XO[[I/IMO COXPAaHATb COOTBCTCTBYIOIIUC 3aIIMCH TAKOTI'O O6CY)KI[CHI/I$L

7.8.8 UamMeHeHUA K oTyeTam

7.8.8.1 Ecnn HEoOX0MMMO BHECTH W3MEHCHHMS, JOIOJHCHHUS B BBIJIAHHBIH OTYET, MEePeoPOPMHUTH
ero, Jiroboe u3MeHeHne WHPOPMAIUU JOJHKHO OBITh YETKO 0003HAYEHO M, €CIU HEO0OXOIUMO, NMPUYHNHA
BHECEHHUS U3MEHEHUS JOJKHA OBITh BKIIFOYEHA B OTUET.

7.8.8.2 H3meHeHns B OTYET IIOCJIE €r0 BBIAYM JOJDKHBI BHOCUTHCSA TOJIBKO B BHJIE
JONOJTHUTENBHOTO JIOKYMEHTa WJIM HHOro crocoba Imepefayd JaHHbIX, KOTOPbIE BKIIOYAIOT
bopmynupoBky: "MI3MeHEHHE K OTYETY, HOPSAKOBBIA HOMED... [MIIn UHast uAeHTU(UKALS " WK JPYTyIo
Mo100HYI0 (POPMYIHUPOBKY.

Takue n3MeHeHHUS JOJIDKHBI COOTBETCTBOBATh BCEM Tpe60BaHI/I$IM HaACTOAICTO CTaHAapTa.

7.8.8.3 Korna Heo0X0AMMO BBIJaTh HOBBIM OTYET O pe3yibTaTax, OH JOJDKEH OBbITh YHHKAJIbHBIM
0o0pa3oM UIECHTUPHUIIMPOBAH U COAEPKATh CCHUIKY Ha OTYET O Pe3yJIbTaTaxX, KOTOPBIM OH 3aMEHSET.

7.9 XKanoOGbI (NnpeTeH3UM)

7.9.1 JlaGopaTopust JODKHA UMETh JOKYMEHTHUPOBAHHBIHM Mpolecc Ui MOJyYeHUs, PACCMOTPEHUS
Xayio0 (peTeH3uit) U MPUHATHUS PEeLIeHHUH 110 jkano0am (IPEeTeH3UsIM).

7.9.2 Onucanue npoiiecca oOpalieHus ¢ xano0amMu (MPETEH3UsIMHU) JTO0JKHO OBITh JOCTYITHO BCEM
3aMHTEPECOBAHHBIM CTOPOHAM IO 3arpocy. [lpu nomyueHun xanoosl (IpeTeH3uH) J1abopaTopHsl JOJKHA
YIOCTOBEPUTHCS, OTHOCUTCA JIU *kajto0a (ImpeTeH3usi) K J1a00opaTOpHOM AeATEeNIbHOCTH, 32 KOTOPYIO OHa
HECET OTBETCTBEHHOCTH, M, €CIIM ATO TaK, JIOJDKHA MPUHATH ee Ha paccMorpenue. Jlaboparopus Hecer
OTBETCTBEHHOCTh 3a MpPUHSATHE BCEX PEIICHUH Ha BCEX CTAaaUAX IPOLEcca PACCMOTPEHUS >KalIOObI
(mpeTeH3un).

7.9.3 Tlpouecc paccMoTpeHust xaino0 (TpeTeH3uid) [ODKEH BKJIIOYATh IO KpalHell wmepe
CIIEAYIOMINE JIEMEHTHI U METO/IBI:

a) OIMMCAHUC IIpoLecCa MOJIYUYCHHA, TPOBCPKU, PACCMOTPCHUMA JKaJI00bI (HpeTCHBI/IH) N MPUHATHUA
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peuicHu-d 00 OTBETHBIX I[GflCTBPISIX, KOTOPBIC NOJIKHBI OBITH MNPpCANPHUHATHI;

b) oTcliexMBaHUE U perucTpanus xaio0 (MpeTeHsuil), BKiIoyas ASHCTBUs, NMPEANPUHATHIC A UX
pa3peleHus;

C) obecneueHue TOro, 4Tto HeO6XOI[I/IMBIe MCPBI IPEANTPHUHUMAIOTCA.

7.9.4 JTabopatopwusi, modydarormias >kaino0y (MpeTeH3 o), TO0JKHA HECTH OTBETCTBEHHOCTH 3a cOOp U
MPOBEPKY BCe HEOOXOAWMOW WHQPOpPMAIMU C LENbI0 IOATBEPKACHUS OOOCHOBAHHOCTH JKalOObI
(mpeteH3un).

7.9.5 Korna 310 BO3MOXHO, 1a00paTopus JOJKHA MOATBEPIUTH MOTydeHHE Kao0bl (IPETEH3UN) U
UH()OPMHUPOBATH 3aSIBUTENS O XOJI€ U PE3yJIbTaTaX PAaCCMOTPCHHSI.

7.9.6 Pe3ynbTaThl pacCMOTPEHUs kKaloObl (IIPETEH3UH), KOTOPbIE OYAYT JIOBEICHBI JIO 3asBUTEIS,
JOJDKHBI  OBITh TOATOTOBIICHBI WJIM PACCMOTPEHBI M 0J00peHBl jumoM(amu), KoTopoe(ble) He
NpUHUMAIIO(M) YYacTHsl B JIEATEIBHOCTH J1a0OpaTOpHM, IO TIOBOAY KOTOPOW TOCTYIWIA jKajaoba
(nperensus).

HpI/IMe‘{aHI/IC - DTO MOKET BBLINIOJHATHCS BHEIITHUM IEpCOHAIOM.

7.9.7 Korma 3T0 BO3MOXHO, J1abOpaTopHsi [OJDKHA IPEAOCTaBUTh 3asBUTENIO O(UIUATIBHOE
YBEIOMJICHHE O Pe3yJIbTaTaX PacCCMOTPEHHS KaOObI (TIPETCH3HH).

7.10 YnpaBneHue HeCOOTBETCTBYIOLLEN paboToun

7.10.1 JIaGopaTopusi 10KHA UMETh MPOLEAYPY, KOTOPYIO IPUMEHSIOT B CIIy4ae, €CIU KaKoi-Tnbo
acmeKkT JIa0OpaTOpPHOM JAESTENBHOCTA WA Pe3yibTaThl PAbOThI HE COOTBETCTBYIOT COOCTBEHHBIM
mpoLeaypam J1adopaTopuu UiIH TPeOOBAHMSIM, COTTIACOBAHHBIM C 3aKa3YMKOM (HampuMmep, 000opyaIoBaHHe
WU YCIIOBUS OKpYXKAloled CcpeAabl HE COOTBETCTBYIOT YCTAHOBJIEHHBIM TIpelesiaM, pe3yiabTaThl
MOHHUTOPHHTA HE OTBEYAIOT YCTAaHOBIEHHBIM KpuTepusam). [Iponenypa qomkna obecrnednBaTsh, 4To:

a) ormpe/ieeHbl OTBETCTBEHHOCTh W TIOJTHOMOYHS JUTS YIIPAaBJICHHUS HECOOTBETCTBYIOMIEH paboTOM;

b) neiicTBus (BKIIIOYas MPUOCTAHOBKY WM MOBTOP pabOTHI M MPUOCTAHOBKY BBIIAYM OTYETOB, €CIIH
He00X0/IMMO) OCHOBaHbI Ha YPOBHSX PUCKA, YCTAHOBJIEHHBIX J1abopaTopueil;

C) TPOBEICHO OlLIEHUBAHHE 3HAYMMOCTH HECOOTBETCTBYIOIEH YCTaHOBJIEHHBIM TpeOOBaHUAM
paboThl, B TOM YHCIIE aHAJIU3 €€ BO3JCHCTBUS Ha MPEbIAyIINe PE3YIbTaThl;

d) npuHATO pelieHne o0 NPUEMIIEMOCTH HECOOTBETCTBYIOMIEH paboThI;
€) KOorja 3To Heo0X0AUMO, YBEJOMJIEH 3aKa34MK U aHHYJIUPOBAHbI PE3YJIbTaThl PAOOTHI;
f) onpenenena OTBETCTBEHHOCTH 3a MPUHSTHE PEIIEHUS O BO30OHOBJICHUHU pabOTHI.

7.10.2 JlabGopaTtopusi JOJKHA BECTH 3allUCH B OTHOIIEHUHM HECOOTBETCTBYIOIIEH pabOThl U
HEOOXOJMMBIX IEUCTBHIA, Kak yka3aHo B 7.10.1, nepeuncnenus b) - f).
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7.10.3 B Tex ciyuasix, KOrJa OIEHKAa ITOKa3bIBa€T, YTO HECOOTBETCTBYIOLIAas paboTa MOMKET
MOBTOPHUTHCS, WIIM €CTh COMHEHHSI B OTHOILICHUU COOTBETCTBHS ACATEILHOCTH JIAOOPATOPUHU COOCTBEHHOM
CHCTEME MEHE/KMEHTA, JJA00paTOpHs TOJHKHA 00ECTIEYUTh BBIIOJIHEHUE KOPPEKTUPYIOIIUX JICHCTBUH.

7.11 YnpaBneHune gaHHbIMU U nHdopmaumen

7.11.1 JlabopaTopus J0JDKHA UMETh JOCTYI KO BCEM JAaHHBIM M MHGOPMAIUU, HEOOXOIUMBIM IS
BBITIOJTHEHUS JTA0OPATOPHOH JAESITETLHOCTH.

7.11.2 TlpaBmibHOCTh (YHKIIMOHUPOBAHUS cHCTeM(bI) yIpaBiieHUS HHPOpManUel J1adbopaTopuw,
UCIOJNIb3YeMBIX(0M) /it cOopa, 00pabOTKH, 3alMCH, IPEICTABICHUS PE3yIbTaTOB, XPAHCHUS WM MTOUCKA
JaHHBIX, B TOM YHCJIE€ MPAaBHIBLHOCTh (YHKIMOHHUPOBaHUS HHTEp(ErcoB cuctem(bl) yIpaBJICHUS
uHpopmanueit abopatopuu, nomKHA(B) OBITH MpoBepeHa TabopaTopueil mepe BHEAPEHUEM B padoTy.
[Ipu rOOBIX HM3MEHEHUSX, BKJIOYAs M3MEHEHUS KOH(QUTYpalu MPOrpaMMHOTO OOecreueHUs
naboparopu WM MOAU(DHKAIME KOMMEPYECKOTO MPOrPAMMHOTO OOECIICUeHUs, OHHM JIOJDKHBI OBIThH
YTBEPKICHBI, TOKYMEHTUPOBAHBI U BAJIUIUPOBAHBI JI0 BBEICHUS MX B JICHCTBHE.

[TIpumevanue 1 - B Hacrosmem cranmapre "CUCTeMbI ynpaieHHus WHpopmanuei adoparopun"
BKIIIOYAIOT B ce0d  ympaBJeHHWE JaHHBIMH M HHQpOpPMAalMel, COAepXallUMHUCS Kak B
KOMITBIOTEPU3UPOBAHHBIX, TaK U B HEKOMITBIOTEPU3UPOBAHHBIX cHUcTeMax. HekoTopele n3 TpeOoBaHUit
MOTYT OBITH B OOJNBIIEH CTENEHHM MPUMEHUMBI K KOMIBIOTEPU3UPOBAHHBIM CHUCTEMaM, 4Ye€M K
HEKOMITBIOTEPU3HPOBAHHBIM CHCTEMaM.

[Tpumeuanue 2 - JIoCTymHOE Ha PhIHKE KOMMEPYECKOE MPOrpaMMHOE OoOecreueHrne Mpu OOBIYHOM
€ro UCIOJb30BaHUU B OOJACTH, JUISI KOTOPOW OHO IMPEIHA3HAYEHO, MOXET CUUTATHCS B JOCTATOYHOM
CTETIeHU BaJUJAUPOBAHHBIM.

7.11.3 Cuctema(bl) ynpasieHus nHpopmarueil madopaTopun A0mKHA(bI):
a) ObITh 3amuieHa(bl) OT HECAHKIIMOHUPOBAHHOTO JIOCTYTIA;
b) ObITh 3amumIeHa(bl) OT UCKAXKEHUS WM TIOTEPH JTAHHBIX;

¢) QYHKIMOHHPOBATh B YCIOBHSIX OKpPY)KAIOIIEH Cpefbl, KOTOPbIE COOTBETCTBYIOT CHEU(UKALNIM
MOCTaBIIMKA WK Ja00paTOPHUU, UJIH, B CIIydae HEKOMIBIOTEPU3UPOBAHHBIX CUCTEM, CO3/1aBaTh yCJIOBUS,
o0ecrneurBaoIIe HEM3MEHHOCTD BBIIIOJHEHHBIX OT PYKH 3auceil u pacindpoBKy;

d) momnepkuBaThCA B TAKOM COCTOSIHMM, KOTOpO€ O0ecledrMBaeT LEeNOCTHOCTh JaHHBIX MU
nH(popMaLnu;

€) BKIIOYAaTh pPETUCTPAllMI0O CUCTEMHBIX COOEB U  COOTBETCTBYIOLIMX OINEPATUBHBIX U
KOPPEKTUPYIOIIMX JECHCTBHMN.

7.11.4 B Tom cjiydac, €CJIiM yIpaBJICHUC JJaHHOM CHCTEMOM U ee NOAACPIKAHUC OCYHICCTBIIACTCA
AUCTAHOWOHHO HJIM Y€PE€3 BHCUIHCTO ITOCTaBIIWKA, J'Ia60paTOpI/I$I JOJIXKHa 00eCIeYnTh COOTBETCTBUE
MoCTaBIIMKA UJIN OoriepaTopa CUCTEMbI BCCM MPUMCHUMBIM TpC6OBaHI/IﬁM HaCTOALICTO CTaHAapTa.

7.11.5 JlabGopaTtopusi AOKHa obOecreynBaTh, YTOObI MHCTPYKIUHU, PYKOBOJICTBA U CIIPaBOYHBIE
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JaHHbIe, OTHOCAImMEcs K  cucteme(am) ympaBileHus uHbopmanued  nabopatopuu,  ObUTH
JIETKOOCTYIHBIMH JJIs1 IIEpCOHAIA.

7.11.6 PacueTrsl W mepenayd JaHHBIX JOJDKHBI TOJBEPraThCs HAJICKAIUM CUCTEMATHYECKUM
IIPOBEPKAM.

8 TpeboBaHuA K cuctemMe MeHeXKMEHTa
8.1 BapuaHTbl

8.1.1 O6wume nonoxeHus

Jlaboparopust TOJDKHA YCTAaHOBHTH, OKYMEHTHPOBATh, BHEIPHUTh H IOAJCPKHUBATH CHCTEMY
MEHEIDKMEHTa, KOTOpas CrocoOHa o0ecreynBaTh W JIEMOHCTPUPOBATh IMOCTOSTHHOE BBITIOJHCHUE
TpeOOBaHUI HACTOSIIETO CTAaHAApTa W 0OecIeYrBaTh KauyeCTBO BBIOJIHEHHBIX Jlaboparopueil pador. B
JIOTIOJTHEHUE K COOTBETCTBHIO TPeOOBAHUSM pa3nesioB 4 - 7 jabopaTopus JOJDKHA BHEIPUTH CUCTEMY
MEHE/PKMEHTA B COOTBETCTBHH C BAPHAHTOM A WIIM BapHAHTOM B.

[Tpumeuanue - Cm. npuiiokenue B i qononHuTenbHONH HHPOpMaIUH.

8.1.2 BapuaHnTt A

Kak MuHIMYM cucTeMa MeHeKMEHTa 1a00opaTOpHH JOJKHA MPeyCMaTpUBaTh CIIEIYIOIIee:
- IOKyMEHTAIMIO CHCTEMbI MEHEKMEHTa (cM. 8.2);

- yIIpaBJIEHUE JOKYMEHTaMHU CHCTEMbI MeHEKMeHTa (cM. 8.3);
- ynpasineHue 3anucsamu (cm. 8.4);

- ICWCTBUS, CBSI3aHHBIE C PUCKAMH U BO3MOXHOCTSIMH (CM. 8.5);
- ynyuienus (cum. 8.6);

- KOppeKTupyomue aeicteus (cm. 8.7);

- BHyTpeHHHE ayauThl (cM. 8.8);

- aHAJTU3 CO CTOPOHBI pyKoBOCTBA (cM. 8.9).

8.1.3 BapuanTt B

JlaGopaTopus, KOTOpas yCTaHOBMJIA U MOJJIECPKUBAET CHCTEMY MEHEIKMEHTa B COOTBETCTBUU C
tpeboBanusiMu ISO 9001 u cnocobHa monaTBEp)KIaTh U JEMOHCTPUPOBATH IMOCTOSHHOE BBIIIOJHEHUE
TpeOoBaHuUi pa3aenoB 4 - 7, Takke AEMOHCTPUPYET KaKk MUHUMYM TOTOBHOCTH BBIMOJHATH TPEOOBaHMUS,
conepxaruecs B 8.2 - 8.9.

8.2 [lokymMeHTaLuusi cCUCTEMbl MeHeAKMeHTa (BapuaHT A)
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8.2.1 PykoBOACTBO naboOpaTOpHH JJOJDKHO YCTaHOBHTH, IOKYMEHTUPOBAaTb M MOJIEPKUBATH
MOJMTUKY U IIEJIH ISl BBIMOJHEHUS! TPEOOBAaHUH HACTOSILETO CTaHAAPTa M JODKHO 00ECHEeYHTh, YTOOBI
9TH MOJUTHUKH U 1IeTH ObUIH MPU3HAHBI U BHEJIPEHBI HAa BCEX YPOBHAX OpraHU3alluy JJAOOPaTOPHH.

8.2.2. ITlonmuTHKM ¥ IeNMM [ODKHBI OBITh HANpaBICHBI Ha OOECICUYCHHE KOMIICTCHTHOCTH,
0eCpUCTPACTHOCTH U CTAOMIBHOCTH JEATEILHOCTH Ja00paTOPUH.

8.2.3 PyKkoBOACTBO 1abOpaTopuM JOJDKHO TMPEACTABUTH JOKA3aTENbCTBA IMPUBEPKEHHOCTH K
pa3paboTKe U BHEAPEHUIO CHCTEMbBI MEHE/KMEHTA U TIOCTOSTHHOMY ITOBBIIICHUIO €€ PEe3yIbTaTHBHOCTH.

8.2.4 Bcst mOKyMEHTaIus, IMPOIECChl, CUCTEMBbI, 3aITMCH, OTHOCSIIMECS K BBIITOJIHCHUIO TpeOOBaHUI
HACTOSIIETO CTAaH/IapPTa, TOJKHBI OBITh BKITFOYCHBI B CUCTEMY MEHE)KMEHTa, COOTHECEHBI UJTH CBSI3aHEI C
HEH.

8.2.5 Bech nepcoHna, ydacTBYIOIMUMA B JIa0OPAaTOPHOM JAEATEIHHOCTH, JODKEH UMETh JIOCTYI K TEM
YacTsM JIOKYMEHTAIlUM CHCTEMbl MEHE/DKMEHTa W COOTBETCTBYIONICH HWH(POPMALUU, KOTOPHIC
MIPUMEHSIFOTCS B C)epe €ro OTBETCTBEHHOCTH.

8.3 YnpaBneHue AOKyMeHTaMM CUCTEMbI MeHe)KMeHTa (BapuaHT A)

8.3.1 JlaGopartopusi [OJDKHA YOPaBIATH JOKYMEHTAaMU (BHYTPEHHHMMH W  BHEIIHMMH),
OTHOCSIIIIUMHUCS K BBITTOJIHEHUIO TPEOOBAHMI HACTOSIIETO CTAHIapTa.

[Ipumeuanue - B paHHOM KOHTEKCTEe "HOKYMEHTOM" MOTYT OBITh 3asBICHUS O TOJHUTHKE,
MPOLEeAYpPHI, CeU(DUKAIMN, UHCTPYKIIMU TPOU3BOIUTENS, KATMOPOBOYHBIE TAOIHUIIBI, CXEMBI, TOCOOUS,
IUTaKaThl, YBEIOMJICHHS, MaMATKH, 4YepPTeKU, MIaHbl U T.J. OHU MOTryT OBITH MpPEICTaBICHBI Ha
Pa3IMYHBIX HOCHTEISAX WH(OPMAIIMU, HAIIPUMED B IIEYATHOM I ITUPPOBOM opmarte.

8.3.2 JIabopaTopwust T0KHA 00ECTICUNTh, YTO:

a) TOKyMEHTHI POBEPEHBI HAa MTPUTOAHOCTH YIOJTHOMOYEHHBIM TIEPCOHAIIOM JI0 UX U3JaHHUS;
b) TOKYyMEHTBI IEPUOTUYECKU aHATU3UPYIOTCS U TTPU HEOOXOIUMOCTH TIepeCMaTPUBAIOTCS,
) UACHTUDUIUPYIOTCS U3MEHEHUS U CTAaTyC TEKYIIeH pelakiiui JOKYMEHTa;

d) AKTYaJIbHBIC BCPCHUU NPUMCHACMBIX NTOKYMCHTOB JOCTYIIHBI Ha BCCX pa60q1/1x MECTax H IIpu
HCO6XO,[[I/IMOCTI/I HX PACTIPOCTPAHCHUC YIIPABJIACTCA,

€) TOKyMEHTbI YHUKaJIbHBIM 00pa3oM UJIEHTU(UIPOBAHBL;

f) He momyckaeTcsl HempeIHAMEPEHHOE MCIOIB30BaHUE YCTAPEBIINX JOKYMEHTOB M MPUMEHSETCS
COOTBeTCTBy}OHIaﬂ I/IJIGHTI/I(l)I/IKaHI/ISI JAaHHBIX }IOKYMCHTOB, B cnyqae €CJIn OHHUu COXpaHHIOTCﬂ C
KaKOH-JIN0O LEJIBIO.

8.4 YnpaBneHue 3anucsamu (BapuaHT A)

8.4.1 JlaGopaTopusi JOJKHA BECTH M COXPAHATh pa300pyYMBBbIE 3aMHCH C LENbI0 MOATBEPKICHUS
co0utoIeHHsT TpeOOBAHUI HACTOALIETO CTaHIapTa.
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8.4.2 JlabopaTopusi IOJKHA OCYIIECTBIATH YIpPaBICHHE, HEOOXOAMMOE I HICHTH(PUKAINY,
XpaHEHHUs, 3allUThl, PE3EPBHOIO KOMUPOBAHHsS, AapXMBHPOBAaHUS, IIOWCKA, CPOKa XpaHCHHS U
VHUUYTOXKEHUS CBOUX 3amuceidl. JlabopaTopusi 1OKHA COXPaHATh 3aliCH B TEUYCHHE IEPHUO/IA,
YCTaHOBJICHHOTO JIOTOBOPHBIMU 00s13aTelIbcTBAMH. JIOCTYI K JAaHHBIM 3aIHCSM JIOJDKEH COOTBETCTBOBATH
O6H3aTeHBCTBaM B O6HaCTI/I KOH(bI/IIIeHL[I/IaJIBHOCTI/I, " 3allUCHU JOJIX)KHBI GBITB JICTKOAOCTYITHBIMHU.

HpI/IMe‘IaHI/IC -B 75 IPpUBEACHBI JOINOJIHUTCIIBHEIC Tpe6OBaHI/I${, OTHOCAIIMECA K TCXHHYCCKUM
3aIllMCsIM.

8.5 [lenctBUA, CBA3aHHbIE C PUCKaAMMU U BO3MOXHOCTAMM (BapuaHT A)

8.5.1 Jlaboparopusi JOKHA paccMaTpUBaThb PUCKH M BO3MOXHOCTH, CBSI3aHHBIE C JabOpaTOpHOI
NEeSTENbHOCTBIO, JIJISl TOTO YTOOBI:

a) o0ecrieuynuBaTh, YTO CUCTEMA MEHEKMEHTA JIOCTUTaeT HAMEUEHHBIX pe3yJIbTaToB;
b) HapammBaTh BO3MOKHOCTH JJISl TOCTHIKECHUS TIeNIeH U 3aa4 1abopaTopuu;

C) MPemoTBpAaIlaTh WJIM YMEHBIIUTh HEKEIATCIbHbIC BO3ICHCTBHS M BO3MOXKHBIE COOU B
1ab0paTOPHOH IEATEeITLHOCTH;

d) noGuBaThCs yIyUIICHUA.

8.5.2 JlabopaTopus 10JKHA TIJIAHUPOBATh:

a) ICUCTBUS, CBSI3aHHBIC C IAHHBIMU PUCKAMH U BO3MOXKHOCTSIMU;

b) kakuM 0Opa3oMm:

1) uHTErpupoOBaTh U BHEJIPSTH JaHHBIE ACUCTBUS B CUCTEMY MEHEIKMEHTA;
2) oueHUBATh PE3YIBTATUBHOCTH JIAHHBIX ACHCTBUH.

[Tpumeuanue - X0Ts B HACTOALIEM CTaHIapTE YKa3bIBAETCs, YTO JabopaTopus MIaHUPYET JIeHCTBUS
[0 YCTPAHEHHUIO PUCKOB, TpeOoBaHUS K (QOPMAIbHBIM METOJAaM VYIPABICHUS PUCKAMU WIH
JOKYMEHTUPOBAHHOMY IpOILecCy YIpaBJICHUsI PUCKaMHU HE ycTaHOBJIEHbI. JlabopaTopuu MOTYT pelIuTh,
ClIeIyeT JH pa3pabarbiBaTh 0oJiee OOMIMPHYIO METOJOJIOTHIO YIPABIEHUS PUCKaMH, Ye€M ITO TpeOyeTcs B
HACTOSILEM CTaHAapTe, HAPpUMEp, TOCPEICTBOM IPUMEHEHMS JPYTUX PYKOBOJCTB MM CTaHIApTOB.

8.5.3 IlpennpuHumaeMble AEHCTBHs, CBS3aHHBIE C PUCKAMHU M BO3MOKHOCTSIMH, JOJDKHBI OBITh
copa3MepHbI UX MOTEHIIMAILHOMY BIHMSHHIO Ha JOCTOBEPHOCTH JJAOOPATOPHBIX PE3YJIbTATOB.

[Tpumeuanue 1 - IIpumepamu AeWCTBUI, CBA3aHHBIX C PUCKAMH, MOTYT OBITh MJEHTU(DUKALUSI U
MIpenyNpexaeHue Yyrpo3, IPUHATHE PUCKOB C LEJbI0 PeaTu3alliid BO3MOXHOCTH, YCTPAaHEHUE HCTOUHHKA
pHUCKa, U3MEHEHHE BEPOATHOCTH PHUCKA WM €ro IOCIEACTBUM, pa3/ieJIeHHE PHUCKOB WM COXpaHEHHE
pHUCKa IOCPEICTBOM OOOCHOBAHHOTO PEIICHHUS.

[Tpumeuanue 2 - BO3MOXHOCTM MOTYT MPHUBECTH K paCIIUPEHUI0 00JacTu 1abopaTopHOi
NeSITENIbHOCTH, TPUBJICUYEHUIO HOBBIX 3aKAa34YMKOB, MCIOJIb30BAHUIO HOBBIX TEXHOJOTHH WM JAPYrUX
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BO3MOXKHOCTEH C LIEJIBIO YIOBJICTBOPECHUS MOTPEOHOCTEH 3aKa3uMKOB.

8.6 YnyuweHus (BapuaHT A)

8.6.1 JlabGopatopusi nomKHA UACHTU(GUIMPOBATH U BBIOPATh BO3MOXKHOCTH JUIsl YJIYYIICHUH, a
TaKKe IPEIIPUHITh HEOOXOIUMBIC ICHCTBUSI.

[Tpumeuanue - Bo3MOXKHOCTH AJisl yJIydlIeHUH MOTYT ObITh WACHTU(UIMPOBAHBI MO pe3ylbTaTaM
aHanM3a pabo4Mx TNPOLEAYp, HCIOIB30BAHUS TOJIMTUK, OCHOBHBIX IL€JIeH, pe3yabTaToB ayJIHTOB,
KOPPEKTUPYIOIIUX JEUCTBUM, aHallM3a CO CTOPOHBI PYKOBOJACTBA, IMPEAJIOKEHUN MepcoHala, OLEHKU
pHCKa, aHATTM3a JaHHBIX U PE3yJIbTATOB IMPOBEPOK KBATU(DUKALIUH.

8.6.2 JlaGopartopuss JOJDKHA CTPEMHUTHCS TMOJNydaTh OOpATHYIO CBsI3b OT 3aKa3uMKOB, Kak
MIOJIOKUTEIIBbHYIO, TaK U OTpulaTeabHyt0. OOpaTHas CBsI3b JOJDKHA aHATM3UPOBATHCSA U PUMEHSTHCS IS
YIyYIICHUS] CHCTEMBI MEHEDKMEHTA, JTa00PaTOPHOU JeSITEIbHOCTH U O0CITYKHBAHUS 3aKa3UNKOB.

HpI/IMe‘{aHI/IC - HpI/IMepaMI/I THUIIOB O6p8.THOI>i CBA3U ABJIAIOTCA  OIPOCbI OTHOCHTCIIBHO
YAOBJICTBOPCHHOCTHU 3aKa34YHMKOB, 3allMCH IICPETOBOPOB U 06Cy)KI[eHI/Ie OTYCTOB C 3aKa34YuKaMMu.

8.7 Koppektupyrowme aencrtems (BapmaHt A)

8.7.1 Ilpu BBISABICHUN HECOOTBETCTBHS JTa0OPATOPHS JOJDKHA!

a) pearupoBaTh Ha HECOOTBETCTBHE U MPU HEOOXOAUMOCTH:

- IpCAIIPUHATD ﬂeﬁCTBHH JJI1 yIIpaBJICHUA HECOOTBECTCTBUEM U €T0 YCTPAHCHUA,
- OTpearupoBaTh Ha NOCJIEACTBUS;

b) oueHuTh HEOOXOAMMOCTb NEMCTBUS A YCTpAaHEHHMsS NPUUYMH(BI) HECOOTBETCTBHUS, AJS TOTO
YTOOBI IPELYNPEAUTH €r0 MOBTOPHOE UM HOBOE MPOSIBIIEHUE, IOCPEICTBOM:

- paCCMOTPCHUS U aHAJIN3a HECCOOTBCTCTBUS
- BBIABJICHUS NPUYIHUH HECOOTBCTCTBUAA,

- BBIABIICHUS CYIIECTBOBAHUS WU MOTECHIHUAIBHOW BO3MOXKHOCTH BO3HUKHOBEHHS MOJO0OHBIX
HECOOTBETCTBUM;

C) MPEaNpPUHATH HEOOXOAUMBIE IeHCTBUS;
d) olleHUTDH Pe3yaBTATUBHOCTD MPEANPUHATHIX KOPPEKTUPYIOMINX JACHCTBUM;

€) TIOBTOPHO OLIEHUTh PUCKU M BO3MOXKHOCTH, BBISIBJICHHBIE [0 UTOTaM IIAHUPOBAHUS, €CIH ITO
HEOOXO0IMMO;

f) pu HCO6XO,Z[I/IMOCTI/I BHCCTH U3MCHCHUSA B CUCTCMY MCHCIPKMCHTA.

8.7.2 Koppektupyromue IeHCTBUS TOJDKHBI COOTBETCTBOBATH MaciiTadaM | TOCIEACTBUSAM
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00HAPYKEHHOTO HECOOTBETCTBHUSI.
8.7.3 Jlabopatopusi 1O/DKHA COXPAHSTh 3alUCH B KAYECTBE CBHCTEIIBCTB CIICAYIOIIETO:
a) CYyITHOCTH HECOOTBETCTBUH, MPUUUH(BI) ¥ JIOOBIX MPEAIPUHATHIX TOCIECTYIONINX ACHCTBHH;

b) pe3ynbTaToB KOPPEKTUPYIOMIUX JACHCTBUMA.

8.8 BHyTpeHHMe ayauTbl (BapnaHT A)

8.8.1 JlabopaTopus J0JKHA TPOBOAMTH BHYTPEHHUE ayqUTHl Yepe3 3arlIaHPOBAHHBIC HHTEPBAIBI
IUTSL TIOJTYYEHUsT HHPOPMAIIUH O TOM, SBIISICTCS JIM CUCTEMa MEHEDKMEHTA!

a) COOTBETCTBYIOIIICH:

- COOCTBEHHBIM TpeOOBAaHUAM JIAOOPATOPUU K CBOEH CHCTEME MEHEKMEHTa, B TOM YHCIIE
1ab0paTOPHOH IEATEeITLHOCTH;

- TpeOOBaHUSM HACTOSIIETO CTAaHAAPTA;
b) pe3ynbTaTUBHO BHEIPEHHOM U pean3yeMOH.
8.8.2 JlabopaTopus I0JDKHA:

a) IUIaHUPOBAaTh, pa3pabaThiBaTh, BHEAPATh U PEAIM30BbIBATh IIPOrpaMMy ayJauTa, B TOM UYUCIE B
OTHOLICHUU TEPUOAUYHOCTH, METOJO0B, c(epbl OTBETCTBEHHOCTH, IUIAHUPYEMbIX TpeOOBaHUNA MU
OTYETHOCTH, KOTOpasi JI0JKHA YYUTHIBATH BAKHOCTb COOTBETCTBYIOLIEH J1aOOpaTOPHOU NeATENbHOCTH,
M3MEHEHMS, BIUAIOLIME Ha 1JaO0paTOPHIO, a TAKXKE PE3yJIbTaThl IPEAbIAYILUX ayUTOB;

b) ornpeaenaTh KpUTEPUH ayauTa U 00JIaCTh MPOBEJCHUS KAXKIOTO ay/IUTa;
¢) obecreuynBaTh, UTO PE3yAbTAThl ayIUTa JOBEIACHBI O COOTBETCTBYIOIIETO PYKOBOICTBA;

d) BBIMONHATH COOTBETCTBYIOIINE KOPPEKIIMU U KOPPEKTUPYIOLUE IEHCTBUS 0€3 HeOOOCHOBAHHBIX
3aJIEPIKEK;

€) COXpaHsATh 3allMCU B KA4EeCTBE MOATBEPIKICHUS peau3alliy IpOrpaMMbl ayiuTa U pe3ysbTaToB
ayJIUTOB.

[Tpumeuanue - B ISO 19011 mpuBeneHBs! pyKOBOISIIME YKa3aHUS JJIsl MPOBEICHUS BHYTPEHHUX
ayJMTOB.

8.9 AHanus co CTOpOHbI pykoBoAcCTBa (BapuaHT A)

8.9.1 PykoBoacTBO JnabopaTopud JOJDKHO aHAIM3UPOBATh CHUCTEMY MEHEIKMEHTa ¢
3arIaHUPOBAHHOW TIEPUOAUYHOCTHIO, YTOOBI 00ECIIEUUTh €€ MOCTOSHHYIO MPUTOHOCTD, aJIeKBaTHOCTh U
PE3YIBTATUBHOCTD, BKIIIOYAA 3adABJICHHBIC IMOJIMTUKW W LCJIH, CBA3AHHBIC C BBIIIOJIHCHUCM Tpe6013aH1/1171
HACTOSIIEro CTaHAapTa.
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8.9.2 BxoaHble JaHHBIE aHAJIW3a CO CTOPOHBI PYKOBOJCTBA JOJIKHBI OBbITH 3apErMCTPUPOBAHBI U
BKJIFOYaTh HH(POPMAIMIO OTHOCUTEIBHO:

a) I3MEHECHHI BO BHYTPEHHUX U BHEIIHUX BOMPOCAX, HMEIOIINUX OTHOIIEHUE K JIAOOPaTOPHH;
b) mOCTHKEHUS TTOCTABICHHBIX IEJICH;

C) MPUTOAHOCTH TOJTUTHK U MPOIIETYP;

d) craryca nelicTBUi, 3aITAHUPOBAHHBIX [1OCJIE MPEIBITYIINX AHATU30B CO CTOPOHBI PYKOBO/ICTBA;
€) pe3ysbTara(oB) NOCIEAHUX BHYTPEHHUX ayIUTOB;

f) KOppEeKTUPYIONTUX JICHCTBHIA;

€) OIICHOK, IPOBOIMMBIX BHEITHUMH OpPraHaMU;

h) n3MeHeHumit oObeMa 1 Bua pabOThl MJIH 00JIACTH IEATEIHOCTH J1ab0opaTopuu;

1) 0OpaTHOM CBSI3K OT MIEPCOHAJIA U 3aKa3UHKOB;

J) *ano0 (mpeTeH3ui);

k) pe3ynpTaTUBHOCTH peain30BAaHHBIX YIIYUILICHHH;

1) mocratouHoCTH pECYPCOB;

m) pe3yJIbTaTOB HICHTU(UKALINN PUCKOB;

N) UTOTOB JEATEIHLHOCTH MO0 00ECTIEYEHHIO IOCTOBEPHOCTH PE3yIbTaTOB; a TAKXKe

0) IPpYTUX 3HAYUMBIX (DAKTOPOB, TAKHE KAaK MOHUTOPUHT JEATEIHLHOCTH H 00yUEHHE.

8.9.3 BbIxosHble JaHHbBIE aHAM3a CO CTOPOHBI PYKOBOJCTBA JOJKHBI BKIIIOYATh 3alUCH 000 BCEX
pPELICHUAX U IEUCTBUAX, OTHOCSIIMXCA 110 KpaliHEH Mepe K:

a) PE3YIBbTATUBHOCTU CUCTEMBI MCHCI’KMCHTA U €€ TIPOLIECCOB;

b) yayumieHuto J1a0OpaTOPHOUM NEATETBHOCTH, OTHOCAIIEHCS K BBIMOJHEHUIO TpeOOBaHUU
HACTOSIIET0 CTaHIapTa;

C) MPEAOCTaBIECHNUIO HEOOXOIUMBIX PECYPCOB;

d) mo00it HE0OXO0IMMOCTH U3MEHEHU.

[Tpunoxxenne A
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(cipaBoYHOE)
METPOJIOTMYECKAA NMPOCIEXXUBAEMOCTbD
A.1 O6wme cBepneHus

B HacrosimeM MNpuioXKeHUH MpUBEIEHA JAOIMOJHUTENbHAS HHPOpPMAIMS O METPOJIOTHYEeCcKOM
MPOCJIC)KUBAEMOCTH, KOTOpas TMPEACTaBIseT COOOH BAKHEUIYI0 KOHIEHIMIO Ui 0O0ECIICUCHHS
COIMOCTaBUMOCTH PE3yJIbTaTOB U3MEPEHMI KaK Ha HAIMOHAJILHOM, TaK U Ha MEKyHapOJHOM YPOBHE.

A.2 YcTaHOBNEeHne MeTposiorm4eckom nNpocnexmBaemMocTun

A.2.1 Metposoruueckas IpocaeKUBaeMOCTb YCTaHABIMBAETCS C YUETOM U MOJTBEPKIACHUEM:
a) OIpeIeNIeHNs U3MEPSAEMOI BETMUMHBI (BEIMYMHBI, MOJUIEkKAIIEH H3MEPEHUIO);

b) AOKYMEHTHUPOBAHHOW HEMPEPBHIBHOM IEMU KAIUOPOBOK, MO3BOJSIONICH YCTaHOBUTH CBSI3b C
COOTBETCTBYIOIICH OCHOBOW JJisi CpaBHEHHS (B KayeCTBE TaKOW COOTBETCTBYIONIEH OCHOBBI [IJIst
CPaBHEHHUsI MOTYT BBICTYNAaTh HALUMOHAJIbHBIE WJIM MEXAYHApOJIHbIE 3TaJOHbl, a TAKXE€ BHYTPEHHUE
(pabouue) FTaJIOHBI);

C) OLCHUBAHUS HCOIIPCACICHHOCTHU I/ISMepeHI/Iﬁ Ha KaXXAOM IJOTall€ B LCIHU ITPOCIICIKUBACMOCTH C
IMPUMCHCHUCM COI'JIACOBAHHLIX MCTOI0B;

d) peai3ali KaXKAO0ro 3Talla B HENU HPOCIICKUBACMOCTU C NMPHUMEHCHUCM COOTBCTCTBYIOIIUX
MCTOHOB, C IMOJIYYCHHUEM PE3YJILTATOB H3MCpCHHfI M CBA3AHHLIX C HUMHU 3apCrUCTPHUPOBAHHBIX 3HAYCHHI
HEOMMPCACIICHHOCTU HSMepeHHﬁ;

€) MPEeaOCTaBJICHUS JIA0OPATOPUSMHU, DPEATM3YIONIMMH OJWH WJIM HECKOJbKO JTamoB B IIENHU
MPOCIIEKUBAEMOCTH, JOKA3aTE€IbCTB TEXHUUECKON KOMIIETEHTHOCTH.

A.2.2 Cucrematnueckas MOIPEUIHOCTh (MHOT/A Ha3blBaeMas CMEIIEHHEM) KaluOpOBaHHOTO
00OpYZOBaHUS YYMUTBHIBAECTCS MPU PACHPOCTPAHEHUH METPOJOTHYECKOH MPOCIEKUBAEMOCTH Ha
pe3yNbTaThl U3MEPEHUH, MONy4YeHHbIE B J1abopaTopuu. CyIIeCTBYIOT pa3iNyHble MEXAaHU3MBI JUIS ydeTa
CUCTEMAaTUYECKOM  MOTPEIIHOCTHM  W3MEPEHUH  INpU  pPACHPOCTPAHEHUH  METPOJOTMYECKOU
IPOCIICKUBAEMOCTH.

A.2.3 JIns pacpocTpaHEHHs] METPOJIOTHYECKON MPOCIEKNBAEMOCTH MHOT/IA IPUMEHSIOT ATAJIOHBI,
nH(popMaIKs 0 KOTOPBIX, IPEAOCTaBICHHAs KOMIIETEHTHOM 1abopaTopueli, COAEP>KUT TOJIBKO 3asiBJICHHE
0 COOTBETCTBUU cnenudukanuu (0e3 ykazaHHs pe3yJbTaToB U3MEPEHUN 1 3HAUE€HUI HEeONpeleeHHOCTH,
CBSI3aHHBIX C HUMHU). Peanuzanus JaHHOTO MOJIX0/Aa, B COOTBETCTBUU C KOTOPBIM INpeAebHbIE 3HAUCHMUS,
yKa3aHHbIE B CEIM(PUKALINAK, UCTIOIB3YIOTCS B KAUECTBE HCTOYHHMKA HEOIIPEICIIEHHOCTH, 3aBUCUT OT:

- IPUMCHCHUA COOTBETCTBYIOIICTO ITpaBHJIa IIPUHATUSA peH_IeHI/II\/'I JJI1 YCTAaHOBJICHUA COOTBETCTBUSA,

- HNOCICAYIOIICTO Y4Y€Ta YKAa3aHHbIX B CHCL[I/I(bI/IKaLII/IHX MMPpEaACIIbHBIX 3HAYCHUN B 6IOIL)KCTG
HEOMPECACIICHHOCTHU MOCPEACTBOM TEXHUYCCKHU 000CHOBAHHOIO cIocooda.
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TexHuueckoe 00OCHOBaHHUE JaHHOTO moAxoJa 3aKIrdYacTCd B TOM, YTO IIpHU 3ad4BJICHUHA O
COOTBETCTBUU CHeLII/I(bI/IKaHI/H/I OIPCACIIICTCA MHTEPBAII U3MCPEHHBIX 3Ha‘IeHI/II71, B IIpeaciiax KOoToporo
IIpu 3aJaHHOM YPOBHC IOOBCPHUA MNPCAINOJIOKHUTCIBHO HAXOAUTCA HMCTHHHOC 3HAYCHUC, U IIPU 3TOM
paccMaTpruBaCTCAa KakK Jr000¢e CMCHICHUEC OT HICTUHHOI'O 3HAYCHUS, TaK K1 HCONIPEACICHHOCTD H3M€p€HHI>i.

[Tpumep - [lpumeHeHwe ruph ¢ TPUCBOCHHBIM coriacHo TpeboBanmsiM OIML R 111 knaccom
TOYHOCTH JUIsl KATMOPOBKH BECOB.

A.3 [leMOHCTpaumsa MeTpOsiorm4eckon NpocreXxmnBaeMocTu

A.3.1 JlaGoparopuu  HECyT  OTBETCTBEHHOCTh 3a  YCTAHOBJICHHE  METPOJOTHYECKOU
MIPOCIICKUBAEMOCTH B COOTBETCTBUH C HACTOSIIIIMM CTaHIAPTOM. METPOJIOTHYECKYIO0 TPOCIEKUBAEMOCTh
00€CIeunBalOT pPe3yNbTaThl KaJUOPOBKH, IIPEACTABJICHHBIC JIA0OPATOPUSAMHU, COOTBETCTBYIOIIUMU
HacTosmeMy cranaapty. CepTuGUIMpoBaHHbIC 3HAYCHUS CEPTHPHUITMPOBAHHBIX CTAaHIAPTHBIX 00pa3IIoB,
MPEJICTABICHHBIX MMOCTABIIMKAMH CTAaHAAPTHBIX 00pa3loB, COOTBETCTBYIOMmUE TpeboBanusm [SO 17034,
00eCNeUnBAOT  METPOJIOTHYCCKYIO  MPOCHekUBaeMocTh.  CyIIeCTBYIOT — pa3IMyHbIE  CHOCOOBI
JEMOHCTpPALIMA COOTBETCTBHSI HACTOAIIEMY CTaHIAPTy: MPU3HAHUE TPEThE CTOPOHOM (TaKoil, Kak opraH
M0 aKKPEIWTAIlMU), BHENIHSS OIEHKA 3aKa3dhMKaMHu WM camoolleHka. K cmoco0aM, MpUHATHEIM Ha
MEXIYHapOJAHOM YPOBHE, OTHOCAT (HO HE OrPAaHUYHUBAIOTCS 3TUM) CIEAYIOIIHUE:

a) KanuOpOBOYHBIE W HM3MEPUTEIBHBIC BO3MOXKHOCTH, OOECIeUYMBAaCMbIe HAI[MOHATHHBIMU
METPOJIOTHYECKUMHU HMHCTUTYTaMH M HA3HAYEHHBIMU HMHCTUTYTaMH, KOTOpble OBLIM MOJBEPTHYTHI
COOTBETCTBYIOLIMM IPOLECCAM MAPUTETHOM OLIEHKH. Takas mapuTeTHAs OLEHKa IMPOBOAMUTCSA B pamKax
CIPM MRA (Cornamienue o B3aMMHOM IPU3HAHUU, TOJITOTOBICHHOE MeXIyHapOJHBIM KOMUTETOM MEp
u BecoB). C BugamMu yciyr, Ha KoTopsie pacrpoctpansercs nerictsue CIPM MRA, M0OXHO 03HAKOMUTBCS
B npunoxenuu C BIPM KCDB (6a3pl gaHHBIX 10 KIIOYEBBIM CIMYEHUSM, CHOPMHUPOBAHHOM
MeXIyHapOIHBEIM OIOpO MEp W BECOB), /I COACPXKHUTCS MOAPOOHAas WH(OpPMAIMS O JHANA30HAX H
HEOIPEEICHHOCTH U3MEPEHUN IS KAKJIOM U3 IEPEYUCIIEHHBIX B HEM YCIIYT;

b) kanuOpPOBOUHBIE U U3MEPUTEIbHBIE BO3MOKHOCTH, KOTOPBIE MOATBEPKIEHBI IPU aKKPEIUTAIIH
B OpraHe IO AaKKpeAWTalllH, YMOJHOMOYEeHHOM B pamkax corjamenus ILAC (MexnyHapoaHoe
COTPYJHUYECTBO [0 aKKpEeIWTalUu JabopaTopuil) WM PErHOHAJIbHBIX COIVIAIEHWH, MpPU3HABAEMBbIX
ILAC, o0nanaroT HMOATBEP:KJIEHHONM METPOJOTHMUYECKOW IMpociexuBaeMocTbio. CBeneHust 00 oOnacTu
aKKpeIUTaluK KaTuOpOBOYHBIX J1a00OpaTOPUI ABISAIOTCA OOIIETOCTYIHBIMUA U MOTYT OBITh 3aIpOILLIEHBI Y
COOTBETCTBYIOIIUX OPTaHOB IO aKKPEIUTALNH.

A3.2 CosmectHas jaewnapauuss BIPM, OIML (MexayHaponHoil — opraHu3anuu IO
3akoHojaTtenbHOM Metposnoruu), ILAC u ISO o MeTpojoruueckoi NpOCIeKUBAEMOCTH COAEPKUT
CTEMANBHBIE YKa3aHUs 10 OOECHeueHHI0 MEXIYHApOJAHOTO MPHU3HAHUS IEMH METPOJIOTHIECKOH
MIPOCIICKUBAEMOCTH.

[Ipunoxenue B
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(cipaBoYHOE)
BAPUAHTblI CUCTEMblI MEHEOXXMEHTA

B.1 Pacmmpenne mnpuMEHEHHS CHUCTEM MEHEKMEHTa B II€JIOM YBEIMYWIO NOTPEOHOCTh B
HNOJTBEPXKACHUH TOTO, YTO Jlaboparopuu MOryT oOecreunBaTh (YHKIMOHHPOBAHHE CHCTEMBI
MeHekMeHTa, cootBercTByomeil n 1ISO 9001, u nactosimemy crangapty. Takum oOpa3om, HACTOSIIUI
cTapiapt o0ecreuyuMBaeT JBa BapuaHTa TpPeOOBAaHMM, OTHOCSIIUXCS K peau3aludl  CHCTEMBI
MEHEKMEHTA.

B.2 Bapmant A (cm. 8.1.2) mepeuucisieT MUHMMaJbHbIE TpPeOOBaHMUS K BHEIPEHUIO CHCTEMBI
MEHeJKMeHTa B JabopaTopuu. BHumanue ObUIO y€I€HO TOMY, YTOOBI BKIIIOYHTH Bce TpeboBanus 1SO
9001, umerore OTHOIIEHUE K 00JIACTSIM JIaOOPATOPHOM JESITEIIBHOCTH, HA KOTOPBIE PACIPOCTPAHSAETCS
cucreMa MeHeKMeHTa. Jlaboparopun, koTopeie cooTBeTcTBYIOT TpeboBanusiM ISO/IEC 17025 (pa3mensr
4 - 7) u BHeIpSIOT BapuaHT A pasnena §, TakuMm 00pa3oMm, Takke OyAyT B II€JIOM [EHCTBOBAaTh B
coorBercTBUH ¢ puHImamu SO 9001.

B.3 Bapuant B (cm. 8.1.3) mozBomsier nabopaTopusiM CO3/1aBaTh U MOAJIEPKUBATH CUCTEMY
MeHe/KMeHTa B cooTBeTcTBHH ¢ TpeboBanusimu ISO 9001 takum oOpa3oM, 4ToOBI oOecneuymBaTh U
JEMOHCTPUPOBATh TIOCTOSIHHOE BBINOJIHEHHE TpeOoBaHmii paszzienoB 4 - 7. JlaGoparopuu, KOTOpbIE
IPUMEHSIOT BapuaHT B pasnena 8, Oynyr Taxke padorats B coorBercTBuH ¢ ISO 9001. CooTBeTcTBHE
tpeboBanusM I1SO 9001 cucreMbl MEHEIKMEHTA, B paMKax KOTOPO (PYHKIIMOHUPYET JlabopaTopusi, He
SBIISIETCA caMO 1O cebe JeMOHCTpannuel KOMIIETEHTHOCTH JIA0OPAaTOPUN B OTHOIICHUH TPEIOCTABICHUS
TEXHUYECKH JIOCTOBEPHBIX JTAHHBIX M PE3YyJIbTATOB. DTO TPeOOBaHHE PEAM3YETCs Yepe3 COOTBETCTBUE
paznenam 4 - 7.

B.4 O6a BapuanTa mpeanojararOT JOCTH)KEHHE TOro e pe3yjibTara B Ipolecce
(YHKIIMOHUPOBAHMSI CUCTEMBI MEHEPKMEHTA U COOTBETCTBUS TPEOOBAaHUSAM pa3/ienoB 4 - 7.

[Tpumeuanue - JIOKyMeHTBI, JaHHblE W  3alMCHU  SABISIOTCS  COCTABHBIMHM  YacCTSIMH
nokymentupoBanHoi mHpopMmarmu B ISO 9001 m mgpyrux cranmaprax Mo CHCTEMaM MEHEKMEHTA.
VYnpasieHue 10KyMeHTaMH paccmarpuBaercs B 8.3. YpasieHue 3anucsaMu paccmarpusaercs B 8.4 u 7.5.
VYnpaBiieHue 1aHHBIMH, KOTOPbIE OTHOCATCS K J1a00paTOpHO e TeNbHOCTH, paccMaTrpuBaeTcs B 7.11.

B.5 Ha pucynke B.l mokazaH mnpumMep BapHaHTa CXEMaTHYECKOTO MPEACTABICHHUS pPabOunx
MPOLIECCOB TaOOPATOPHH, KaK OMKCAHO B pazjene 7.
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Pucynoxk B.1 - BapuanT cxemaTH4ecKOT0 IpeICcTaBICHUs pabounx
MPOLIECCOB JJTabopaTopun

ITpunoxxenune A
(cipaBoYHOE)
CBEOEHUA
O COOTBETCTBUU CCbIJTOYHbIX MEXXOYHAPOOHbLIX CTAHOAPTOB
MEXITOCYOAAPCTBEHHbIM CTAHOAPTAM

Ta6muma J1A.1

O003HaUYeHNEe CCEUIOYHOTO CreneHb O0o03HaveHre ¥ HaHMEHOBaHHE
MCKAYHAPOAHOI'0 CTaHaapTa COOTBETCTBHA COOTBETCTBYIOLICTO
MCKTOCYAApCTBECHHOI'O CTaHAAPTa

ISO/IEC Guide 99 - <*<>

ISO/IEC 17000 IDT I'OCT ISO/IEC 17000-2012 "Ouenka
coorBercTBUs. CnoBapp U o00uMe
MPUHIUTIBL"

<*>  CoOOTBETCTBYIOIIMN MEXIOCYIapCTBEHHBI CTaHIapT OTCyTCTBYeT. Jlo ero
NPUHATHSL PEKOMEHJIYeTCSl HCIOJIb30BaTh MEPEBOJ Ha PYCCKUH  S3BIK  JAHHOTO
MEX/yHAapOJAHOTO CTaHapTa.

[Ipumeuanue - B Hacrosimel TaOnuile WCHOIB30BAHO CIEAYIONIEEe YCIOBHOE
0003HAYCHHE CTETICHH COOTBETCTBUS CTaH/IAPTA:
- IDT - ugeHTUYHBIH cTaHAAPT.

BUBJTIUOIPA®UA

ISO 5725-1 Accuracy (trueness and precision) of measurement methods and results -
Part 1: General principles and definitions
(Tounocth (NMPaBUIBHOCTH U MPEIM3UOHHOCTH) METOJIOB U PE3yJIhTAaTOB
n3mepenuit. Yacte 1. OcHOBHBIE TIOJIOKEHUS U OMIPEICTICHHUS)
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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 (IPaBWIIBHOCTH U NPELU3UOHHOCTH) METOJOB U PE3YJIbTaTOB
u3Mepennii. Yacte 2. OCHOBHOM METOJ ONpPEACICHUS MOBTOPSIEMOCTH U
BOCITPOU3BOJIUMOCTH CTaHIaPTHOTO METO/1a U3MEPEHUHN)

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 (NMPaBUIBLHOCTH U MPEIM3UOHHOCTH) METOJIOB U PE3yJIbTaTOB
mmepennit. Yacts 3. IIpomexxyTouHble MOKa3zaTeau MNPEHU3UOHHOCTH
CTaHJAPTHOT'O METOJIa U3MEPEHU )

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 (IPaBUIIBHOCTh U NMPELU3UOHHOCTH) METOJOB U PE3yJIbTaTOB
HSMepeHHﬁ. Yacte 4. OcHOBHBIE MCTOJbI OIIPCACIICHUA IIPAaBUJIbHOCTHU
CTaH/IapTHOI'0 METO/1a U3MEPEHUI )

ISO 5725-6 Accuracy (trueness and precision) of measurement methods and results -
Part 6: Use in practice of accuracy values
(TounocTh (IPAaBUJIBHOCTHh U MPELU3UOHHOCTH) METOJOB U PE3YJIbTATOB
n3mepenuit. Yacts 6. Mcronb3oBaHrue 3HAYCHHUI TOYHOCTH HA MTPAKTHUKE)

ISO 9000 Quality management systems - Fundamentals and vocabulary
(Cuctembl MeHeKMeHTa kauecTBa. OCHOBHBIE TOJIOKEHUS U CIIOBaph)

ISO 9001 Quality management systems - Requirements
(Cucrembl MeHe)KMEHTa KauecTBa. TpeboBaHMs)

ISO 10012 Measurement management systems - Requirements for measurement
processes and measuring equipment
(CI/ICTCMBI MCHCI’KMCHTA HSMepeHHﬁ. TpeﬁoBaHI/IH K Tponeccam
WU3MEPEHHUH 1 U3MEPUTEIBHOMY 000PYI0BAHUIO)

ISO/IEC 12207  Systems and software engineering - Software life cycle processes
(I/IHq}OpMaHHOHHBIC TEXHOJIOTHH. HpOI_IeCCBI JKU3HCHHOT'O OHUKJIa
MIPOrPaMMHBIX CPEJICTB)

ISO 15189 Medical laboratories - Requirements for quality and competence
(Meauuunckue mabopatopuu. CriennanbHble TpeOOBaHHUS K KayeCTBY U
KOMIICTCHT HOCTI/I)

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
(MemumuHCKHME U3IETUs 715 in Vitro-IuarHoCcTHKU. V3Mepenue BenuuH
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B oOpasuax OHOJIOTMYECKOTO MpOHCXOXKIeHus. TpeOoBaHus K
aTTECTOBAaHHBIM CTaHAapTHBIM oOpa3uam u COJIEPKAHUIO
COIIPOBOIUTENILHOMN TOKYMEHTAILIUN)

ISO/IEC 17011  Conformity assessment - Requirements for accreditation bodies
accrediting conformity assessment bodies
(Onenka cootBercTtBus. OOmme TpeboBaHMS K  opraHaM IO
AKKpEeIUTALIMH OPTAHOB I10 OLICHKE COOTBETCTBUSA)

ISO/IEC 17020  Conformity assessment - Requirements for the operation of various types
of bodies performing inspection
(Ouenka cootBerctBus. O0mue TpeOoBaHus K paboTe pa3IMyHBIX THIIOB
OpraHOB, MPOBOSAIINX UHCIICKITUH )

ISO/IEC Conformity assessment - Requirements for bodies providing audit and
17021-1 certification of management systems - Part 1: Requirements
(OI_ICHKa COOTBECTCTBUA. TpC6OBaHI/I}I K OpraHaM, npoBOJAIIHUM ayAUT U
CepTH(HKAIMIO CUCTEM MeHeKMeHTa. YacTh 1. TpeboBanus)

ISO 17034 General requirements for the competence of reference material producers
(O0mue TpeOoBaHUS K KOMIICTCHIIMH IPOM3BOAUTEIICH ATAIOHHBIX
MaTepUasoB)

ISO/IEC 17043  Conformity assessment - General requirements for proficiency testing
(OI_IeHKa cooTBeTCcTBUA. OCHOBHEIE Tp660BaHI/I$[ K ITPOBCACHUIO ITPOBEPKU
KBaJTM(DUKAIIHHN)

ISO/IEC 17065 Conformity assessment - Requirements for bodies certifying products,
processes and services
(Ouenka cootBercTBHs. TpeboBaHusS K OpraHam IO cepTH(HUKALUU

MIPOYKIINH, TPOLIECCOB U YCIIYT)

ISO 17511 In vitro diagnostic medical devices - Measurement of quantities in
biological samples - Metrological traceability of values assigned to
calibrators and control materials
(Uzpenust MeMIIMHCKUE TSI TMATHOCTUKY 1n vitro. Mi3MepeHune BenuyuH
B OHMOJIOTHYECKUX r[p06ax. MeTpOJ'IOFI/I‘leCKaH IMPOCJICIKUBACMOCTDb
3HAYEHUH, MPUIHCAHHBIX KaTMOpaTopaM U KOHTPOJIbHBIM MaTepHaiam)

ISO 19011 Guidelines for auditing management systems
(PYKOBO,[[}IH_II/IC YKa3aHUs 10 ayOAUTY CUCTEM MEHE[KMEHTA)

ISO 21748 Guidance for the use of repeatability, reproducibility and trueness
estimates in measurement uncertainty evaluation
(Cratuctuueckue MeTonbl. PyKOBOJICTBO 1O HCIIONB30BAHMIO OLIEHOK
MOBTOPACMOCTHU, BOCIIPOU3BOAMMOCTH W MPABUIIBHOCTU IIPU OLCHKC
HEOTpeAeIEHHOCTH U3MEPEHHI)

ISO 31000 Risk management - Guidelines
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(MenemxmeHT puckoB. PykoBoasiiue ykazaHus)

1ISO Guide 30 Reference materials - Selected terms and definitions
(Cranmaptabie 00pasubl. TepMUHBI U ONpPENEICHUS, HCIOJIb3yeMbIe B
00J1acTH CTaHAAPTHHIX 00PA3IIOB)

ISO Guide 31 Reference materials - Contents of certificates, labels and accompanying
documentation
(Cranpmaptabie oOpasupl. Conepkanue cepTUdUKATOB (TACIIOPTOB) H
ITUKETOK)

ISO Guide 33 Reference materials - Good practice in using reference materials
(CranpmapTHbie 00pa3ibl. YCTAaHOBUBIIASACS TMPAKTHKA IPUMEHEHUS
CTaHJIAPTHBIX 00Pa3IIOB)

ISO Guide 35 Reference materials - Guidance for characterization and assessment of
homogeneity and stability
(Cranmaptapie  oOpasmpl. OOmue W CTAaTUCTHYECKHUE IPUHITUITHI
cepruduKayu (aTTeCTAINHN ))

ISO Guide 80 Guidance for the in-house preparation of quality control materials
(QCMes)
(PykoBoacTBO 1m0 BHYTpUIaOOPAaTOPHOMY H3TOTOBICHUIO MaTepHAOB
11 KoHTpo:s kauectBa (MKK))

ISO/IEC Guide  Uncertainty of measurement - Part 3: Guide to the expression of
98-3 uncertainty in measurement (GUM: 1995)
(Heonpenenennocts usmepenuid. Yacts 3. PykoBoACTBO MO BBIpaXKEHUIO
HEOMpeAeIeHHOCTH U3MEPEHHS)

ISO/IEC Guide  Uncertainty of measurement - Part 4: Role of measurement uncertainty in
98-4 conformity assessment
(Heonpenenennocts u3Mepenuil. Yacte 4. Ponb HeompeneneHHOCTH
HU3MEPCHHA B OLICHKE COOTBCTCTBI/ISI)

IEC Guide 115  Application of uncertainty of measurement to conformity assessment
activities in the electrotechnical sector
(ITorpemHocTh U3MEPEHUS MPHU OIEHKE COTJIACOBAHHOCTH JICSITEIIBHOCTH
B DJICKTPOTECXHUYICCKOM ceKTope)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 <2>
(CoBmectnass nexmapauusi BIPM, OIML, ILAC wu ISO o MeTposioruueckoi
npociexkuBaemoctd, 2011)

ILAC International Laboratory Accreditation Cooperation <3>
(MexyHapoHas Opranu3alus 1o akKpeIuTaluuy JadopaTopHii)

(VIML), International vocabulary of terms in legal metrology, 2013
OIML V1:2013 (MexayHapoIHBIN CIIOBaph TEPMUHOB 110 3aKOHOJATEIBHON METPOJIOTHH,
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2013)

JCGM 106:2012 Evaluation of measurement data - The role of measurement uncertainty in
conformity assessment
(OnennBanne TaHHBIX W3MEPECHHU. POJIb HEONpEASIIEHHOCTH U3MEPEHUS
B OLICHKE COOTBETCTBHUS)

EEE/RM/062rev3, Eurachem <4> The Selection and Use of Reference Materials
(Bb160p ¥ KCTIOJIb30BaHUE ATATIOHHBIX MAaTEPHUAIIOB)

BIPM SI Brochure <5>: The International System of Units (SI)
(bpourtopa CU: Mexnynapoanas cucrema enunuil (C1), BIPM)

<2> http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO_joint_declaration_2011.pdf
<3> http://ilac.org/
<4> https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf

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

(Hymepauust cHocOk npuBezieHa 10 OpUruHaiy.)

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

KaroueBrie CJIOBa: 6eCHpI/ICTpaCTHOCTL, MPpOCIICKUBACMOCTD, KOMIICTCHTHOCTD,
KOH(i)I/II[CHIII/IaJ'II)HOCTI), CHUCTEMA MCHCIPKMCHTA
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