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Jlata BBenenus - 1 centsiops 2019 1.
Bzamen 'OCT UCO/MDBK 17025-2009

IpexucioBue

Ilenw, OCHOBHBIC NMPHUHIMIBI U OONIME TpaBUia TPOBEACHHS PadOT MO MEKIOCYAapCTBEHHOM
crangaptuzauuu ycraHoiaeHsl ['OCT 1.0 "MexrocynapcTBeHHas cucteMa cra”aaptuzaiui. OCHOBHbIE
nonoxkenua" wu  ['OCT 1.2 "MexrocynapcTBeHHass cucTeMa craHgaptuzauuu. CTaHIapTbl
MEXTOCYJapCTBEHHbIE, MPaBWiia U PEKOMEHAALNNA N0 MEXTOCYJapCTBEHHOM craniaptuiauuu. [IpaBuia
pa3pabOTKu, MPUHATHUSL, OOHOBJICHUS U OTMEHBI"

CBe}IeHI/Iﬂ 0 CTaHAapTe

1 IoxarorosneH PecrnyOnukaHCKMM YHHTapHBIM npeanpustueM "beropycckuil rocymapcTBeHHBIN
neHtp akkpeautanuu" (I'ocynapcrsennoe npeanpusatue "BI'LIA") Ha ocHOBe cOOCTBEHHOTO MepeBoaa Ha
PYCCKHH A3BIK aHIJIOSA3BIYHOM BEPCHM CTAHIapTa, YKA3aHHOIO B ITYHKTE 4

2 Buecen ['ocyapcTBEHHBIM KOMUTETOM M0 cTaHAapTuzauuu Pecriyonuku benapych

3 Tlpunsat MexrocyaapCcTBEHHBIM COBETOM IO CTaHIAApTU3AllMH, METPOJOTHMH M cepTU(UKALUU
(mpotokon ot 28 uroHs 2019 1. N 55)

3a NpUHSATHE TPOTOJIOCOBAIH:

Kparkoe Konx crpansr CoxkpallleHHOe HaMMEHOBaHHE HallMOHAJIbHOTO OpraHa 1o
HauMEHOBAaHHE o MK CTaHapTU3aLUU
crpansl o MK | (MCO 3166)

(MCO 3166) 004-97

004-97

Apmenus AM MunskoHoMuKH PecryOnnku Apmenus
bemapych BY lNoccranpapt Pecniy6nuku benapych
Kazaxcran KZ I'occrangapt Pecny6nuku Kazaxcran
Kupruzus KG KeIprescrangapr
Poccus RU Poccranpapr
TamxukucTan TJ TamxukcTanapT
VY36ekucran UZ VY3crannapt

4 Ilpuxazom @enepaJbHOIO areHTCTBA MO TEXHUYECKOMY PEryJIHMpOBAaHUIO U METPOJIOTUU OT
15 uronst 2019 r. N 385-ct mexrocyaapcrBennbiii cranmapt ['OCT ISO/IEC 17025-2019 BBexeH B
JIEHCTBHE B KA4eCTBE HAIMOHAIBHOTO cTaHapTa Poccuiickoit @enepanuu ¢ 1 centsiops 2019 r.

5 Hacrosimmii ctanzapt WAeHTUYEH MexayHapoaHomy ctannapty ISO/IEC 17025:2017 "OOGmue
TpeOOBaHMS K KOMIIETEHTHOCTH MCIIBITATENIbHBIX U KATMOPOBOUHBIX Tabopatopuii ("General requirements
for the competence of testing and calibration laboratories", IDT).

B HacTtosiem ctangapTe CiIoBO customer MnepeBeAeHO KakK '"3aKka3uuk" U MPUMEHSIETCS B KaueCTBE
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OoHOTO M3 3HauyeHWi TepmuHa "morpedburens” (cm. TOCT P UCO 9000-2015, nyukr 3.2.4; CTh ISO
9000-2015, mynkT 3.2.4), MOCKOJIBKY, KaK IMPaBUIIO, JIAOOPATOPHH B3aUMOCHCTBYIOT HEMOCPEJICTBEHHO C
3aKa3YMKOM YCIYI 10 HCIBITAHUSM M KaJWOpOBKE, a HE C KOHEUHBIM IOJb30BaTesieM. Kpome Toro, B
IPAaKTHUKE OCYIIECTBICHUS JIAOOPATOPHOU JIEATENBHOCTH OOLICYNOTPEOUTENBHBIM SIBJSIETCSI  CJIIOBO
"3aKka3uymK".

MexnayHaponHblii  cranmapT paspadoran Komwumrerom mo omenke cootBerctBus (CASCO)
MexnyHapoaHo# opranu3zanui 1o crasgaprusauuu (ISO).

[Ipy mpUMEHEHHH HACTOSIIETO0 CTaHIApPTa PEKOMEHIYETCS HCIOJIb30BaTh BMECTO CCHUIOYHBIX
MEXIYHAPOJHBIX CTAaHJAPTOB COOTBETCTBYIOIIME HMM MEXKIOCYIapCTBEHHbIC CTAaHIAPThI, CBEICHHS O
KOTOPBIX MPUBEJICHBI B JOMIOJIHUTEIBHOM Ipuiioskenun JIA

6 B3zamen 'OCT MCO/MBK 17025-2009

BBenenue

Hacrosiuit ctangapt pa3paboTaH C 1eJIbI0 YKPETUICHHS I0BEpHUs K ACSITEIbHOCTU JJabopaTopuii. B
HACTOSIIIEM CTaHAapTe COJepXkarcs TpeOOBaHMs K Ja0OpaTOPHSIM, BBITOJHEHHE KOTOPBIX MO3BOJIUT MM
IPOJIEMOHCTPUPOBATh  KOMIIETEHTHOCTh M CIHOCOOHOCTh  TOJYYaTh JIOCTOBEPHBIE  PE3YJIbTATHI.
JlabopaTtopuu, KOTOpbIE COOTBETCTBYIOT TPEOOBAHMSIM HACTOSIIErO CTaHIApTa, TaKkkKe OyIyT B IEIIOM
(GYHKIMOHUPOBATH B COOTBETCTBHH ¢ mpuHImnamu ISO 9001.

CorinacHo TpeOOBaHUSM HACTOSIIErO CTaHAapTa JIadopaTtopus JOJDKHA IUIAHUPOBaTh H
OCYIIECTBIISITh JACUCTBUS TI0 YIPABICHUIO PHCKAMH W BO3MOXHOCTSIMH. YTPaBJICHHE DPHCKaMU U
BO3MOXKHOCTSIMH ~ CO37]a€T OCHOBY JUISI TIOBBIIICHHS PE3yJbTATUBHOCTH CHUCTEMbl MEHEKMECHTA,
JOCTIDKEHUS JTyYIIUX Pe3y/IbTaTOB M MPEAOTBPAIICHUS! HETAaTUBHBIX mocieacTBuii. JlabopaTopus Hecer
OTBETCTBEHHOCTh 3a TPUHATHE PEIICHUS O TOM, KaKHe PHCKH ¥ BO3MOXXKHOCTH HEOOXOIMMO
paccMaTpuBaTh.

Vcnonb30BaHuEe HACTOSIIETO0 CTaHAApTa YINPOCTUT COTPYIHUYECTBO MEXAY JIabOpaTOpUsiMU U
JIPYTUMH OpraHaMHy ¥ TIOMOXKET B 0OMeHe HH(OpMAIMel U OIBITOM, a TaK)Ke B TAPMOHHU3AIIUHN CTAaH/IapTOB
u npouenyp. IIpusHanue pe3ynbTaToB 1a00PaTOPHOM AEATENBHOCTH MEXIY CTpPAaHAMM YIIPOIIAETCs, €CIU
7Ta00opaToOpuu COOTBETCTBYIOT TPEOOBAHMSIM HACTOSIIETO CTAHIAPTA.

B HacTos111eM cTaHIapTe UCTIONB3YIOTCS CIENYIONINE IIIaroibHbIe (POPMBI:

- "nomxken" - o603HavaeT TpeboBaHUE;

- "crnenyet" - 0003HAYAET PEKOMEHIAIHUIO;

"MoseT" - 0003HaYaeT pa3peleHue;

- "crioco6eH" - 0003HaYaeT BO3MOKHOCTb.

Bonee nogpoOuyto nndopmarnmo moxxkuo Haiitu B JupexktuBax ISO/IEC, gacts 2.

Jns  ueneit  MccneqoBaHUS  TOJb30BATENIM  PEKOMEHIYETCS JIEJIMTHCS CBOUM  BHJIEHHUEM
HACTOSIIETO CTaHJapTa M MPEIOKEHUSIMHA 110 BHECEHUIO M3MEHEHHH B TOCIEAYIoNHe n3nanus. UToObt
MPUHSTH y4acTue B OHJIaiH-oTIpOocCe, HE00XO0AUMO npoiitu o CCBUIKE:
https://www.surveymonkey.com/r/6MQ95ZC.

1 O0aacTh NpUMeHeHust

Hacrosimuii crangapT ycTaHaBiIMBaeT o0IIMe TpeOOBaHUS K KOMIIETEHTHOCTH, O€CIIPUCTPACTHOCTH
U CTaOMIIbHOMY (DYHKIIHOHUPOBAHMIO Ja00paTOpUi.

Hacrosimuii cTtaHmapT NPUMEHWM KO BCEM OpTraHM3alUsAM, 3aHUMAIOIUMCS JIabOpaTOpHOU
JesITeIbHOCTBIO0, HE3aBUCHMO OT YMCJIEHHOCTH IepPCOoHAIa.

3aka3unku J1abopaTopuii, PEryIUpYIOIIHe OpTaHbl, OPTaHU3AIMM W CXEMBI, HCIIOJIB3YIOIIHE
NApUTETHYIO OICHKY, OpPTaHbl MO AaKKPEOUTALUH, a TaKXKe JPYrue CTOPOHBI MPUMEHSIOT HACTOSIIMMA
CTaH/apT NPH MMOATBEPKACHUH WM PH3HAHINHA KOMIIETEHTHOCTH J1Ja0OpaTOpHi.

2 HopMaTuBHBIE CCHLIKH
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[lpy mpUMEHEHUHM HACTOSILIErO CTaHIApTa PEKOMEHAYETCS HCIIOJIb30BaTh BMECTO CCHUIOYHBIX
MEXYHAPOJHBIX CTaHJAPTOB COOTBETCTBYIOIIME MM MEXIOCYAAPCTBEHHBIC CTaHIAPTHI, CBEACHUS O
KOTOPBIX IPUBEJICHBI B IOMOJIHUTEILHOM TIpHIIokeHnn JIA

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and
associated terms (VIM) (MexnayHapoaHblii clioBaph 1Mo MeTposiorud. OCHOBHBIC M OOIIWE TOHATHS U
cooTBeTCcTBYOIKE TepMUHBI (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (Ouenka
cootBercTBUs. CloBaph 1 OOIIHE TPUHITHIIHI)

3 TepMuHBI U onpeaeIeHUs

B nacrosimem crannapre npumenensl Tepmusbl o ISO/IEC Guide 99 u ISO/IEC 17000, a takxe
CJIEIYIOIINE TEPMUHBI C COOTBETCTBYIOIIMMHU ONPEICICHUSMHU.

ISO u IEC nopnepx uBalOT TEPMHUHOJOTHYECKHE 0a3bl JAaHHBIX IJISi UCIOJIB30BAHMUS B 00JACTH
CTaHJapTU3AUH, KOTOPbIE JOCTYITHBI MO CIAEAYIOLUIUM CChUIKAM:

- omwmariH-TuTatopma ISO aiis momcka TocTymHa 1Mo cebUIke: http://Www.iso.org/obp;

- anextponeaus IEC: goctynna no cepuike: http://www.electropedia.org/

3.1 oecmpucTpacTHocTh (impartiality): Hamuane 00 beKTHBHOCTH.

IIpumeuyanue 1 - OOBbEKTUBHOCTh 03HAYAET, YTO OTCYTCTBYIOT KOH(IMKTHI MHTEPECOB WA OHH
paspenaTcs TaKUM 00pa3oM, YTO HE OKa3bIBAIOT HEFATUBHOI'O BIUSHMS Ha MOCIEAYIOUIYIO AEATEIbHOCTD
nabopatopuu (3.6).

IIpumeuanue 2 - JIpyrumMu TepMHHAMH, UCIOJIb3YEMbIMH IpU IEpegade CyTH COCTaBIISIFOILUX
OecTpuCTPaCTHOCTH, SBISIIOTCS "OTCYTCTBHE KOH(JIMKTOB HHTEpecoB", "OTCYTCTBUE MNPEAB3ATOCTH",
"orcyrcTBUE mpenyOexnaeHuil", "Heitpanuter", "cnpaBeanuBOCTh", "OTKPHITOCTH', "OOBEKTHUBHOCTB",
"orcTpaHeHHOCTH" U "mapuTeT".

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

3.2 xanoba (nmperensusi) (complaint): BelpakeHue HeynOBJIETBOPEHHOCTH JIIOOBIM JIMIIOM WU
opraHu3aieil B OTHOIICHHH Jaboparopuu (3.6), Kacaromieecs: ACATEIHLHOCTH WIH PE3yJbTAaTOB ATOM
1a00paToOpuH, 10 KOTOPOMY OXKUJIAETCS OTBET.

[MCTOYHUMK: ISO/IEC 17000:2004, 6.5, n3mMeHeHO - clioBa "B OTJAWYHE OT ameuIsanuu" ObLIH
UCKIJIIOUEHBI, a cJoBa "OpraH Mo OLEHKE COOTBETCTBHS MJIM OpraH MO aKKpeIuTalllu, OTHOCSIIMHCS K
JeSTeIbHOCTH 3TOTr0 opraHa’ ObUIM 3aMEHEHbI ClI0BaMU '"1abopaTopuu, Kacaroleics AesTeTbHOCTH WIN
pe3yibTaToB 3TOM J1aboparopun".]

3.3 mexadoparopHoe caumuyenue (interlaboratory comparison): OpraHuzaiusi, BBIIIOJHEHUE H
OLIEHUBAHHE U3MEPEHUN UJIM UCTIBITAHUI OJTHOTO U TOTO K€ MJIM HECKOJIBKUX MOJOOHBIX 00pa3lioB ABYMS
wim OoJiee 1abopaToOpUsIMH B COOTBETCTBUHU C 3apaHee YCTAHOBJICHHBIMU YCIOBUSIMH.

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

3.4 BuyTpuiadoparopHoe canydenue (intralaboratory comparison): Opranuzanusi, BEITIOJHEHNE U
OLICHUBAHHE M3MEPEHUH WIM MCIBITAHUM OJHOrO M TOTO e WM HECKOJbKHX MOJOOHBIX 00pasloB B
npejenax oJiHo# 1abopatopuu (3.6) B COOTBETCTBHUH C 3apaHEE YCTAHOBICHHBIMH YCIOBHUSIMU.

3.5 npoBepka kBadudukanum (proficiency testing): OueHuBaHHE XapaKTEPUCTUKH
(GYHKIMOHUPOBAaHUS ~ y4acTHWKAa [0  3apaHee  yCTAHOBJICHHBIM  KPUTEPUSM  TIOCPEICTBOM
MeKI1a00paTOpHBIX cludeHuit (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, u3MeHEHO - yAaJleHbl IPUMEYAHHS K TTYHKTY. |

3.6 maGoparopusi (laboratory): OpraH, KOTOpBI OCYIIECTBISET OJWUH MM HECKOJBKO W3
CJIEAYIOIIMX BUIOB JIE€ATEIbHOCTH:

- UCTIBITAHMUS;
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- KaJOpOBKa;
- 0TOOp 00pa3IOB, CBA3aHHBIN C TOCIEAYIONIMMHU HCIIBITAHUSAME WU KaJTHOPOBKOM.

Ilpumeuanue 1 - B KOHTEKCTE HACTOSINIETO CTaHIAApTa MOHATHE "1MabopaTopHas NeSITeIbHOCTH'"
OTHOCHUTCSI K TPEM BBILLICYKAa3aHHBIM BUIAM JIESITEIbHOCTHU.

3.7 npaBwio npuusatus pemenusi (decision rule): IlpaBuio, KOTOpOEe OMHUCHIBAET, KaK
YUUTBIBAETCS HEOIPENICIICHHOCTh U3MEPEHHI MPH MPHUHSATHH PEIICHHSI O COOTBETCTBHH YCTAaHOBICHHOMY
TpeOOBaHUIO.

3.8 Bepuduramus (verification): [Ipegocrabiienre 00BEKTUBHBIX CBUICTEIBCTB TOTO, YTO JAaHHBINA
00BEKT COOTBETCTBYET YCTAHOBJICHHBIM TPEOOBAHUSIM.

IIpumeps!

1 TloarBepkaeHME TOro, 4YTO JAHHBIM CTAaHAAPTHBIM oOpaszel sBIsAETCsS, Kak 3asBIIECHO,
OJTHOPOJHBIM JJIsi 3HAYCHHUSI BEJIMYUHBI U COOTBETCTBYIOLIEH METOAWKH M3MEPEHHM, BIUIOTH J0 00pasia
maccoi 10 mr.

2 TloaTBepXxaAeHUE TOrO, YTO SKCILTyaTallMOHHbIE XapaKTEPUCTUKU U3MEPUTEIbHONM CHUCTEMbI WU
3aKOHOJIaTeIbHbIE TPeOOBaHUS K HEll COOIIO/IEHBI.

3 [loaTBep:kieHUE TOTO, YTO MOXKET ObITh JOCTUTHYTA 1I€JIeBasi HEONPEAEIIEHHOCTh U3MEPEHUH.

IIpumeuanue 1 - Korna npuMeHnMo, CIe1yeT yUUThIBATh HEOIPEIEICHHOCTh U3MEPEHUI.

IIpumeuanue 2 - O6BEKTOM MOXKET OBbITh, HAIIPUMED, MPOLIECC, METOANKA U3MEPEHHs, MaTepua,
BEILECTBO WJIM U3MEPUTEIIbHAS CUCTEMA.

IIpumeuanue 3 - YcraHoBIIeHHbIE TPeOOBAaHUS MOTYT 3aKJIIOYATbCs, HAPUMEP, B COOJIIOJICHUH
crenn(UKau POU3BOAUTEIIS.

IIpumeuanue 4 - B 3aKk0HOIATENBHON METPOJIOTUH, Kak 3T0 onpeneneHo B VIML, u npu onenke
COOTBETCTBUSI B II€JIOM BepU(UKAIMsI OTHOCUTCS K MCCIEAOBAHUIO U KIEHMEHHIO W/WIW BblIaye
CBUJIETEILCTBA O MOBEPKE U3MEPUTEILHON CUCTEMBI.

IIpumeuanue 5 - [ToBepky He cienyer nyrarh ¢ kKanuOpoBkoi. He kaxxnas Bepuduxaius spisiercs
Banuaamuei (3.9).

I[Ipumeuanue 6 - B xumMuum Bepudukanus HISHTUYHOCTH paccMaTpUBAaeMOro OOBEKTa WIIH
peakuuu TpedyeT ONMUCaHUs CTPYKTYPhI WIIM CBOMCTB 3TOT0 00BEKTa UM PEAKILIUU.

[MCTOYHUK: ISO/IEC Guide 99:2007, 2.44]
3.9 Bamupanus (validation): Bepudukanus (3.8), mpu KOTOpOH YCTaHOBJIEHHbIE TpPeOOBaHUS
CBSI3aHBI C MPEAIOIaraeMbIM HCII0JIb30BAaHUEM.

HpnMep - MCTO,Z[I/IKE[ HU3MCPCHHA, 0OBIUHO HCIoJIb3yeMad i1 HU3MCPCHUA MAacCOBOM
KOHICHTpPAIMKU a30Ta B BOJAC, MOXET OBITH BaJIMAWPOBAaHA TAaKXKC JJIsI USMEPCHUA MacCOBOM KOHIOCHTpaunu
a30Ta B CBIBOPOTKE KPOBU YCIIOBCKA.

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

4 O0mue TpedOBaHUS

4.1 becnpucTpacTtHOCTh

4.1.1 JlaGopaTtopHasi JesTEIbHOCTh JOJDKHA OCYIIECTBISATBCS OCECIPUCTPACTHO, a TaKXkKe
CTPYKTYPUPOBATHCS U YIPABIATHCS TAKUM 00pa3oM, YTOOBI 00ecTieYrBaTh OECIIPUCTPACTHOCTb.

4.1.2 PykoBoJCTBO J1a00paTopuu AOJDKHO IPUHATH 003aTEIbCTBA IO OECIIPUCTPACTHOCTH.

4.1.3 JlaGoparopusi JOHKHA HECTH OTBETCTBEHHOCTDH 32 OECIPUCTPACTHOCTh CBOCH JabopaTopHOM
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NESTENIbHOCTH M HE JOJDKHA JOIMYCKaTh KOMMeEpueckoe, (PMHAaHCOBOE WM WHOE JaBJICHWE, CTaBsllee
OecTpUCTPaCTHOCTD O] yTPO3Yy.

4.1.4 Jlaboparopusi IOJDKHA HACHTU(UIMPOBATH PHUCKU IS CBOCH OECHpPHCTPACTHOCTH Ha
MOCTOSTHHOM OCHOBE. JTO JIOJDKHO BKIIIOYATh PUCKH, KOTOPbIE BOZHUKAIOT B MPOLIECCE €€ JIeATEIbHOCTH, B
pe3yibpTaTe €€ OTHOIICHWW WM OTHOIICHWM ee mepcoHasia. BMecre ¢ TeM Takue OTHOIICHHS HE
00s3aTeNBbHO MPEACTABISAIOT CO00M PUCK I OECTIPUCTPACTHOCTH Jab0paTOPHUH.

I[Ipumeuyanue - OTHOUIEHMS, KOTOpBIE YIPOXKAIOT OECIPUCTPACTHOCTU JIAOOPATOPHH, MOTYT
OCHOBBIBAaThCSI Ha MpaBe COOCTBEHHOCTH, YIPABICHHWH, PYKOBOJCTBE, IEpCOHANE, OOIIMX pecypcax,
¢dbuHaHCcax, JOroBOpax, MapKeTHHre (BKJIOYash OpIHAMHI) M KOMHCCHOHHBIX BBIIJIATaX WM Ha JPYTHX
BUJIaX CTUMYJMPOBAHUS B OTHOIICHUH HOBBIX 3aKa3YMKOB U T.II.

4.1.5 Tlpu oOHapyXeHUU pUCKA JJIsi OECIIPUCTPACTHOCTH J1a00paTOpHs TOJKHA OBITH B COCTOSTHUU
IPOJIEMOHCTPUPOBATH TO, KAK OHA YCTPAHSET MJIM MHHUMHU3UPYET TAaKOW PHCK.

4.2 KonpuaeHunaaibHOCTh

4.2.1 JlabGopatopuss JOMKHA Ha OCHOBE IOPUIMYECKHM 3HAYUMBIX O0OS3aTENIbCTB HECTU
OTBETCTBEHHOCTD 3a yIpaBJIeHUE Bceil MHpOpManneil, MOCTyMUBIICH H3BHE WX TOJYYeHHON B TpoIiecce
BBITNIOJIHEHHUS JIabopaTopHOU JesTenbHocTH. JlabopaTopus nomxkHa 3apaHnee HHOOPMHUPOBATH 3aKa3unKa 00
UHPOpPMALIUK, KOTOPYI0O OHA HaMEpeHa pa3MeCTUTh B CBOOOJHOM joctyme. VCKimroueHue coCTaBisieT
uH(pOpMaIlKs, KOTOpas CTAHOBUTCS OOIIEAOCTYMHOW IO PEIICHUI0 3aKa3uhka JUOO IO COTJacOBaHHUIO
MEXAy JlabopaTropuel M 3aKa3uuKoM (HAampuUMep, C LEJIbI0 pearupoBaHUsi Ha >kayoObl). Bes wHas
uH(pOpMaIUs CYUTAETCA MPEACTABISAIONIEH KOMMEPUYECKYIO TailHy U TOJIKHA pacCMaTpUBAThCA B Ka4ecTBE
KOH(UICHIIMATBLHOM.

4.2.2 Ecnu B COOTBETCTBHUHU C 3aKOHOJIATEIHCTBOM WJIM JIOTOBOPHBIMHU OTHOIICHUSMHU JIa00OpaTOpHs
JOJKHA PAacKpbITh KOH(PUACHLIMAIbHYI0 HMH(OpMalMIo, OHAa JO/DKHA YBEJAOMHUTH 3aKa3zuMKa WM HHOE
3aMHTEPECOBAHHOE JIMIIO O PACKphITOM UWHPOpMaluu, B CcilIy4ae €ClIM 93TO He 3allpelieHo
3aKOHOJATEILCTBOM.

4.2.3 Hndopmarus o 3aKa3yuke, IMOJy4YeHHas HE OT CaMOTO 3aKa3uuka (Hampumep, JHIIA,
HaIlPaBUBIIIETO KajJ00y, peTryIUPYIONIUX OPTAaHOB), JOJKHA OBITh KOHPUACHIIMATHHOU MEXKTY 3aKa34YMKOM
u nabopatopueil. CBeAeHHMs O TIOCTaBIIMKE (MCTOYHHMKE) OTOW WH(GOPMALUU JOKHBI  OBITH
KOH(QUICHIMAIBHBIMUA JUIsL JTAOOpaTOpuM M HE JOJDKHBI IEpeaBaThCs €€ 3aKa3uMuKy, €Cld 3TO He
COTJIACOBAHO C UCTOYHUKOM JIaHHOU MH(OpMaIIHH.

4.2.4 Tlepconan, BKJItoUYas JIOOBIX WIEHOB KOMUTETOB, MOAPSTIMKOB, IEPCOHAT BHELUTHUX OPraHOB
WIH OTAETBHBIX JIUI, NEHCTBYIOMIUX OT UMEHH JabopaTtopuu, JOHKEH cOoOM0aaTh KOH(DUIESHIINATIBHOCTD
Bcell MH(OpMaluK, MOJYyYeHHOW HIIM CO3/JaHHOW B XOJI€ BBINOJHEHHUS JIaOOpaTOPHOIN JEesATENbHOCTH, 3a
HCKIIFOUEHHEM CIIy4aeB, MPEyCMOTPEHHBIX 3aKOHOIaTETLCTBOM.

5 TpeOoBaHusi K CTPyKTYypeE

5.1 Ha6opaT0pH;1 JOJIDKHa OBITh HOPUINYCCKUM JIMIIOM WA IMOAPa3ACICHUCM IOpUANYCCKOI0 JIinla,
KOTOPOC HECET IOPHUINYCCKYIO OTBETCTBECHHOCTE 3a €€ ACATCIIbHOCTD.

IIpumeuanue - JIyst 11eeil HaCTOSIIETO CTaHIApPTa MPABUTEILCTBEHHAS JTA0OPATOPUS CUUTACTCS
FOPUIMYECKHUM JIMIIOM Ha OCHOBE €€ MPABUTEIBCTBEHHOIO CTATYCA.

5.2 JIabopaTopus JOJKHA ONPENENIUTh PYKOBOJICTBO, KOTOPOE HECET MOJHYI0 OTBETCTBEHHOCTD 32
1a60paToOPHUIO.

5.3 JIaGopaTopus J0KHA ONPEAeTUTh U JOKYMEHTUPOBATh 00J1acTh 1a00paToOpHOM NesITeIbHOCTH,
IpU OCYLIECTBICHHMH KOTOPOM OHAa COOTBETCTBYET HACTOSIIEMY cTaHgapTy. OOmacTb, B OTHOIICHHUU
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KOTOpOU nabopaTtopusi 3asBISET O COOTBETCTBUM HACTOSIIEMY CTaHIApTy, HE [OJDKHA BKIIOYATh
71a00paTOPHYIO AESATEIbHOCTD, OCYIIECTBISIEMYIO Ha MOCTOSSHHOM OCHOBE BHEITHUMU IMOCTaBIIMKAMHU.

5.4 JlaGopatopus [OJDKHA OCYHISCTBISATH CBOKO JCSATCIBHOCTH TaKUM 00pa3oM, 4YTOOBI
COOTBETCTBOBAaTh TPeOOBAHUSAM HACTOSLIETO CTaHJApTa, CBOMX 3aKa3YMKOB, PETYIHPYIOIIUX OPraHoB U
opranuzaiii, oOecmeyuBaromKMX mnpu3HaHue. JlabGopaTopust [OMHKHA HECTH OTBETCTBEHHOCTh 32
NESITENIbHOCTh, OCYILIECTBISIEMYIO BO BCEX MECTaX €€ IIOCTOSHHOIO pa3MEIeHHUs, BHE MeCT ee
MOCTOSTHHOTO pa3MEIICHHsI, HA BPEMEHHBIX WM MEePEIBIKHBIX TUTOMIA/IAX U HA O0BEKTaX 3aKa3YhKa.

5.5 JIaGoparopust J0JKHA:

a) OIpENeNIUTh OPraHMW3aLMOHHYI0O M YIPABJICHYECKYIO CTPYKTYpYy J1abOpaTopuH, €€ MeCTO B
TOJIOBHOW OpPraHM3alliy M B3aUMOCBSI3U MEXKAY YIIPaBICHYECKUMHU, TEXHUUECKUMU U BCIIOMOTaTEIbHBIMU
ciyxo0amu;

b) yCTaHOBUTH OTBETCTBEHHOCTb, ITOJIHOMOYHS M B3aUMOOTHOIIEHHS BCEX COTPYTHUKOB, 3aHATHIX
B YIOPaBJICHUHW, BBHINOJHEHHUM WM TpPOBEpKEe paboT, BIMAIONMX Ha pe3yiabTaThl JIaOOPaTOPHOU
NESITEIIbHOCTH;

C) JOKYMEHTHUPOBATh CBOW MPOIEAYPHl B 00BEME, HEOOXOIUMOM JUIsi 00€CTIeUeHUsI CTaOMIBHOTO
OCYIIIECTBIICHUS CBOCH AESTENHOCTH U JOCTOBEPHOCTH PE3YIHTATOB.

5.6 JlaGoparopusi JOJDKHA UMETh NEPCOHAN, KOTOPBIH, HE3aBHCHMO OT APYrHX OOS3aHHOCTEMH,
UMEET MOJTHOMOYHS U PECypPChl, HEOOXOIUMBIE IS BHITIOTHEHUS! CBOUX O0S3aHHOCTEMH, B TOM YHCIIE:

a) BHEJpEHHE, TOJ/Iep)KaHNe U COBEPIICHCTBOBAHUE CHCTEMbI MEHEKMEHTA;

b) BbIsSIBIIEHHE OTKJIOHEHUW OT CHUCTEMbl MEHEKMEHTa WM OT MPOUEAYyp IJiA OCYIIECTBICHHS
1a60paTOPHOM ACATEIHHOCTH;

C) MHULIMMPOBAHKE MEP IO MPEAOTBPAIICHUIO UM MUHUMU3AINH TAaKUX OTKJIOHEHU;

d) mnpeacraBieHHE PYKOBOJICTBY JIa0OpaTOPUU OTYETOB O (PYHKIMOHUPOBAHHH CHCTEMBI
MEHEI)KMEHTa U HEOOXOIMMOCTH €€ YIy4IlIeHHUS;

€) obecnieueHue pe3yJbTaTUBHOCTH JTA0OPATOPHOM JEATEIHHOCTH.

5.7 PykoBoACTBO 1a00paTOpUU AOTKHO OOECTIEUUTh:

a) obOmen wuH(popmanmer O pe3yIbTATUBHOCTH CHCTEMBl MEHEIKMEHTAa M  BaXKHOCTHU
yIIOBJIETBOPEHUS TPEOOBAHUIN 3aKa3YUKOB U JPYTUX TPEOOBAHU;

b) coxpaHeHHE EeTOCTHOCTH CUCTEMBI MCHEKMEHTA TIPH TUTAHUPOBAHUH ¥ BHECEHUW H3MCHCHHM
B Hee.

6 TpedoBanus K pecypcam

6.1 O61mue TpedGoBanus

JlaGopatopus OJKHA pacrojiaraTh NEPCOHANIOM, MOMEIIEHUSIMH, 000pyI0BaHUEM, CHCTEMaMH U
BCIIOMOTaTeNbHBIMU CIIy>kO0aMHu, HEOOXOIMMBIMU JIJIsl YIpaBiIeHUS Ja00paTOpHON NEeATENbHOCTIO U JUIS
€€ OCYILECTBICHHUS.

6.2 Ilepconan

6.2.1 Becp mepconan yabopaTOpuu, KakK MOCTOSHHBIM, TaK W MPUBIEKAEMBINA, KOTOPHIH MOXET
IIOBJIUATH HAa ACATCIBHOCTDH na6opaTopI/H/1, JOJIDKEH ﬂeﬁCTBOBaTB 6eCHpI/ICTpaCTHO, OBITH KOMIIETEHTHBIM U
JOJKEeH paboTaTh B COOTBETCTBHH C CUCTEMON MEHEIKMEHTA Tab0paTOpHH.

6.2.2 JlaGopatopusi TODKHA JOKYMEHTHPOBATH TPeOOBaHUS K KOMIIETEHTHOCTH IEpCOHANA IS
KKI0W (QYHKIIUH, BIUSIONICH HA pe3ybTaThl JIA0OPATOPHOU NEATEIBHOCTH, B TOM 4YHCJIe TpeOOBaHUS K
o0Opa3oBaHuio, KBalu(puKalud, MpPo(EecCHOHANBHOM MOATOTOBKE, TEXHHYECKHUM 3HAHUSM, HaBBIKaM,
OIIBITY.

6.2.3 JlabopaTopus IO/DKHA TapaHTUPOBATh, YTO IEPCOHAT O0OJATAaCT KOMIETECHTHOCTHIO IS
BBITIOJTHCHUA na60paTopH0171 ACATCIIBHOCTH, 3a KOTOPYIO OH HECCT OTBCTCTBCHHOCTbL, W IJId OILICHKU
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3HAYMMOCTH OTKJIOHEHUH.

6.2.4 PykoBoacTBO 1a00paTopuu OJKHO JOBECTH A0 KaXKJOTr0 COTPYIHUKA €ro OOsS3aHHOCTH,
OTBETCTBEHHOCTH U ITOJIHOMOYHSI.

6.2.5 JlabopaTopust T0JDKHA UMETh MPOIeAYpY(bl) B BECTH 3aITUCH T10:

a) ONpeIeICHUI0 TPEOOBaHU K KOMIIETCHTHOCTH;

b) moabopy nepcoHana;

C) NOJTOTOBKE MEPCOHANA;

d) HaOIIOIEHUIO 32 TIEPCOHAJIOM;

€) Ha/IeJICHHUIO TIepCOoHasa MOJTHOMOYHSIMH;

f) MOHUTOPUHTY KOMITIETEHTHOCTH TEpCOHAA.

6.2.6 JIabopaTopus JOHKHA YIOJIHOMOYHUTH TIEPCOHAI HA BHIMOJTHCHHE KOHKPETHOM JTabOpaTopHOH
JeSITeIbHOCTH, BKJIIOUYask (HO HE OrPaHUYMBAsICh) CIEAyIOIee:

a) pa3paboTKy, U3MEHEHHE, Bepu(rKainio U BaJIu1alnio METO/IOB;

b) aHanu3 pe3ynbTaToB, B TOM YHCIE 3asBICHUI O COOTBETCTBUH UM MHEHHI U UHTEPIIPETALINL;

C) MOJITOTOBKY OTYETOB O PE3YJIbTaTaxX, X MPOBEPKY U YTBEPKIACHUE.

6.3 Ilomemennsi M yCJI0BHSI OKPYKAIOIIEH Cpeabl

6.3.1 TlomemeHuss W YCIIOBUS OKPYXKAIOMEH Cpenbl JOJKHBI OBITh MPHUTOMHBIMH IS
OCYILECTBIICHHS JTA0OPATOPHON JIEATEIILHOCTH M HE JIOJDKHBI OKa3bIBaTh HETaTUBHOE BIIMSHUE Ha
JIOCTOBEPHOCTD IOJTy4aeMbIX PE3YJIbTaTOB.

IIpumeyanue - Bo3nelcTBysl, KOTOPBIE MOT'YT HETaTUBHO BIIMATH HA JOCTOBEPHOCTH PE3YyJIbTaTOB,
BKJIIOYAIOT (HO HE OrPaHUYMBAIOTCS) CIEAYIOIUEe: MHKPOOHOJIIOTUYECKOE 3arpsi3HEHHE, IbLIb,
JJIEKTPOMAarHUTHbIE IOMEXH, W3JIy4€HUE, BIAXKHOCTb, OJJIEKTPOCHAOXKEHHE, TemIepaTrypa, LIyM U
BUOparys.

6.3.2 TpeboBaHus, TpenbsSBIsEMble K TOMEIICHUSAM U YCIOBHUSM OKpPYXKAIOIIeH Cpelbl,
HEOOXOIUMBIM JTSI OCYIIIECTBIICHUS JTA00PATOPHOU JIEATEIIBHOCTH, TOJKHBI OBITh JIOKYMEHTHPOBAHBI.

6.3.3 JlaGoparopus [OMKHA OCYIIECTBISATH MOHHUTOPHUHT YCJIOBHM OKpYXKAIOLIEH Cpemsl,
VIPaBICHUE MUMH W WX PETUCTPAIMI0O B COOTBETCTBUU C TEXHHYSCKUMH TPEOOBAaHUSMHU, METOJAAMH W
METOJUKAMU WJIH B CITy4asiX, KOT/Ia OHU BIUSIOT Ha JIOCTOBEPHOCTh PE3yIbTaTOB.

6.3.4 Mepsl 1O yYOPABJICHUIO TOMEHICHUSMU JOJDKHBI OBITh BHEIPEHBI, IMOJABEPraThCS
MOHHUTOPHHTY U TIEPUOJAMYECKOMY IEPECMOTPY M BKJIIOUAThH (HO HE OTPAHUYMBATHLCS) CIEAYIONIEE:

a) IOCTYM M UCTIIOJIb30BAHNE YIaCTKOB, OKA3hIBAIOIINX BIMSHUE Ha Ja0OPATOPHYIO e TELHOCTH;

b) mpenoTBpaleHNe 3arpsi3HEHUN, B3aMMHOTO BJIMSHHS WM HEOIArompUSTHBIX BO3JECHCTBUN Ha
1a00paTOPHYIO EATETHLHOCTb;

¢) 3¢ deKTUBHOE pa3rpaHUYCHHE 30H, B KOTOPBIX MPOBOAUTCS HECOBMecTHUMas JaboparopHas
JESITCIIBHOCTD.

6.3.5 [lpu ocymecTBaeHUN JabopaTopueil AESITENPHOCTH HAa OOBEKTaX, HAXOMISIIUXCS BHE €e
MIOCTOSTHHOTO YIIPaBJICHHSI, OHA JIOJDKHA 00CCIICYUTh COOTBETCTBHE TIOMEIICHUIA U YCIIOBUH OKPYKaIOMICH
cpensl TpeOOBaHUSM HACTOSIIETO CTaHAapTa.

6.4 OdopynoBanue

6.4.1 JlabGopaTopusi 0KHA UMETh JOCTYH K OOOpYJOBaHHIO (BK/IIOYas, HO HE OIpaHUYMBAsCh,
CpeACTBa M3MEPEHHs, IMPOrpaMMHOE OOECIeYeHHe, ATAJOHBI, CTaHIAPTHBIE OOpa3Ibl, CHpPaBOYHBIC
JIAaHHbIE, PEaKTUBBI, PACXOJHbIE MaTEpUalbl WM BCIOMOTaTelbHbIE YCTPOWCTBA), KOTOPOE HEOOXOIUMO
JUIS HAJICKAILET0 OCYIISCTBICHUS JTa0OpaTOPHOI NESATENbHOCTH M KOTOPOE MOXET IOBIUATH Ha €€
pe3yabTaThI.
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IIpumeuyanue 1 - CymecTByeT MHOXECTBO Ha3BaHUM JJs1 CTaHAAPTHBIX OO0pasloB H
cepTU(UIMPOBAHHBIX CTAaHAAPTHBIX OO0pa3lOB, HANpUMEp OSTAJIOHBL, KaJUOPOBOUHBIE STAJIOHBI,
CTaHJapTHBIE 00pa3Ibl, KOHTpoJbHBIE 00pa3iel. B ISO 17034 npuBeneHa nomoiaHUTENbHAS HHOOpMAIIHS
0 TPOU3BOAMUTENSAX CcTaHmapTHbIX oOpasnoB (RMP). IlpousBoautenu craHgapTHBIX 00pa3loB,
cootBercTByronmXx TpedoBanusMm ISO 17034, cumratorcs kommnereHTHbIMH. CTaHmapTHbIe 00pasibl OT
MPOU3BOAUTENEH, COOTBETCTBYIOIIUE TpeOOBaHUSM ISO 17034, MOCTaBJISIIOTCS c
nacropToM/cepTu(UKaTOM, KOTOPBIH OINpeneiseT Cpeaud NpOYMX XapaKTePUCTUK OIHOPOJHOCTh U
CTaOUIIBHOCTD JIJIS1 YKa3aHHBIX CBOMCTB, a /Ui CEpTU(UIUPOBAHHBIX CTAaHAAPTHBIX 00pPA3LIOB - YKa3aHHbIE
CBOWCTBA C CePTU(PHULINPOBAHHBIMH 3HAYCHUSMH, UX HEONPEACICHHOCTh U3MEPEHUI U METPOJIIOTHYECKYIO
MPOCIIEKUBAEMOCTb.

Ipumeuanue 2 - B ISO Guide 33 pgaHbl pekoMeHAAMM MO BBIOOPY W HCIHOJIH30BAHUIO
crangaptHeix oOpasmoB. B ISO Guide 80 mnpuBeneHsl yKa3aHuUs IO H3TOTOBJICHHUIO OOPA3IOB,
IPUMEHSIEMBIX JUIsl BHYTPEHHETO KOHTPOJISI KaueCTBa.

6.4.2 B Tex ciydasx, Korja J1abopaTopusl HCIOIb3yeT 000pyI0BaHUE, HAXOIAIICeCs] BHE 30HEI €€
IIOCTOSIHHOTO  YIIPABJICHUSI, OHA JOJDKHA OOECHEeUUTh €ro COOTBETCTBHE TPEOOBAaHUSM HACTOSIIETO
CTaHJapTa.

6.4.3 JlaGopatopusi IOJDKHa UWMETh MpOIenyphl oOpamieHus ¢ 00OpYJOBaHUEM, €ro
TPAHCHOPTHPOBKH, XPAaHEHHs, OSKCIUTyaTalldd ¥ IUIAHOBOTO OOCIY)KMBaHHUS B LEIAX OOECICYCHUs
HaJIJICKAIIEro (YHKIMOHUPOBAHUS M NIPEIOTBPALICHHS 3arPsS3HCHUS HITH TOBPEKICHUSI.

6.4.4 JlaGoparopusi [OJKHA TOATBEPAUTH COOTBETCTBHE OOOPYIOBAHUS YCTAHOBJICHHBIM
TpeOOBaHUSM IIEepe]l BBOJIOM €ro B SKCILTyaTaIMIO WIIH MOCJIC BO3BpaTa B KCILTyaTaIIHIO.

6.4.5 ObGopynoBaHHe, UCIOIL3yeMOE IS W3MEPEHHH, TOKHO 00ecrnedrmBaTh TOYHOCTH H/WIIH
HEOIPEICICHHOCTh U3MEPEHUH, TpeOyeMbIe i1l 00SCIIeYCHHUs JOCTOBEPHOTO Pe3yIbTaTa.

6.4.6 N3mepurensHoe 000pyA0BaHNE JOKHO OBITh KAIMOPOBAHO, €CIIH:

- TOYHOCTb W HEONPEIENCHHOCTh W3MEPEHUH BIUSAIOT Ha JOCTOBEPHOCTb MPEICTABISEMBIX
pe3yIbTaTOB; W/WUIH

- KammOpoBKa 0060pyioBaHMsI TpeOyeTcsl IIsl YCTAHOBJIEHUS! METPOJIOTMUECKON MPOCIIeKUBAEMOCTH
NPEJICTaBISIEMbBIX PE3YIIbTATOB.

I[Ipumeuanue - K Bumam oOopynoBaHuS, OKAa3bIBAIOIIMM BJIMSHHE Ha JOCTOBEPHOCTH
IPECTAaBICHHBIX PE3yJIbTaTOB, MO)KHO OTHECTH 000pYI0BaHHeE, CIy>Kallee JIs:

- IIPSAMOTO U3MEPEHUs ONPENEISIEMON BEJIMYUHBI, HAIlpUMEp NMPUMEHEHHE BECOB ISl U3MEPEHUs
MAaccChl;

- BHECEHUS NTONPABOK B U3MEPEHHBIE 3HAUEHNUS, HAI[PUMEP U3MEPEHUS TEMIIEPaTyphI;

- TOJIy4E€HHs pe3yJibTaTa HM3MEPEHUs IIyT€M BBIYMCICHHWI Ha OCHOBE 3HAYEHUM HECKOJIBKUX
BEJINYMH.

6.4.7 JlaGopatopus Jo/DKHA pa3paboTaTh MPOrpaMMy KaduOpOBKH, KOTOpas JOJDKHA
HepecMaTpuBaThCs U KOPPEKTUPOBATHCS MO Mepe HEOOXOIMMOCTH C ILETbI0 MOJACpKaHUS JOBEPHUS K
CTaTyCy KaIMOPOBKH.

6.4.8 Bce oOopymoBaHue, KOTOpoe TpeOyeT KalIMOpPOBKH WM HUMEET OMpPEISICHHBI CpPOK
TOJTHOCTHU, JOJKHO OBITh MapKUPOBAHO, 3aKOJMPOBAHO WJIM MHBIM 00pa3oM HACHTU(UIHPOBAHO, YTOOBI
MO3BOJIMTH IOJIb30BATEII0 OOOPYZOBaHUS OBICTPO HIACHTU(UIMPOBATH CTATYC KAJIMOPOBKU HIIM CPOK
TOHOCTH.

6.4.9 O6opynoBaHue, KOTOPOE OBUIO MOJBEPTHYTO MEeperpy3ke WK HeNpaBHUILHOMY OOpPAaIIeHHUIO,
BBIJJACT COMHUTENFHBIC PE3yNbTaThl, a TAaKKe B Clydae, €clid ObLIO 3aMEYeHO, YTO OHO SBIISIETCS
NeQEeKTHBIM WJIM HE COOTBETCTBYET YCTAHOBJICHHBIM TpPEeOOBAaHUSAM, JOJDKHO OBITh BBIBEACHO W3
sKkcruryararui. OHO JIOJDKHO OBITH M30JMPOBAHO, YTOOBI MPEIOTBPATHTH €T0 WCIOJIB30BAHUE, MM YETKO
0003HAYEHO WM MPOMAPKUPOBAHO KaK HEHUCIIPaBHOE, MoKa He OyaeT MpOBEpeHO, 4TO OHO paboTaer
npaBwiIbHO. JIaboparopust JOMKHA UCCIEN0BaTh BIMsSHUE Ae(EeKTa WM OTKIOHEHHUS OT YCTaHOBJICHHBIX
TpeOOBaHUI M MPUCTYNUTH K paboueil mporenype Mo ynpaBJIeHHIO HECOOTBETCTBYIOLIEH paboToil (cM.
7.10).
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6.4.10 Ecnmu mnpomexyTOouHbIE MPOBEPKH HEOOXOMUMBI JUISI TOJAEP)KAHUS YBEPEHHOCTH B
UCIPAaBHOCTH 000PYI0BaHMsI, TO 3TU MPOBEPKHU JIOJLKHBI IPOBOJUTHCS B COOTBETCTBUM C YCTAHOBJIEHHON
MPOLEAYPOU.

6.4.11 Ecnu pe3ynbTaThl KaTMOPOBKH M CBEACHHUS O CTaHIAPTHBIX 00pasIiax BKIIOYAIOT B ceOs
OTOpHBIE 3HAYEHUS WU TONpaBOuYHbIe KO3(duumeHTs, To naboparopus AOKHA 00ECHEYHUTh, UYTO
OIOpPHBIE 3HAYCHMSI M TIOIPAaBOYHbIE KOI(D(UIMEHTHl OOHOBIISIFOTCA M IPUMEHSIOTCS JOJDKHBIM 00pa3oM B
COOTBETCTBUH C YCTAaHOBJICHHBIMH TPEOOBAHUSMH.

6.4.12 JlaGoparopusi [0JDKHA TPHHHMAaTh MPAKTHYECKHE MEpPhl IO  MPEAOTBPAIICHUIO
HETpeHaMEPEHHBIX PETYIUPOBOK 00OPYAOBaHUS, KOTOPBIE MOTYT MPUBECTH K MPU3HAHUIO PE3yJIbTATOB
HE/IeHCTBUTEIbHBIMH.

6.4.13 JloJKHBI BECTUCH 3allUCH O COCTOSIHUM OOOpYIOBaHMSA, KOTOPOE MOKET MOBJIHATH Ha
71a00paTOPHYIO 1EATENBbHOCTh. 3alUCH J0JKHBI BKIIOUATh CIeIyolee, KOraa 3T0 IPUMEHUMO:

a) UACHTU(PUKAMIO 000PYIOBaHMs, BKIIOYas BEPCUIO IPOTPAMMHOTO OOeCreueHHsI, B TOM YUCIIe
BCTPOEHHOTI0;

b) HaMMEHOBaHHME W3TOTOBHUTENS, HWIACHTH(PHKAIMNIO THUIA, CEPUHHBIA HOMEp WIH JAPYryIo
YHUKAJIbHYIO UIEHTU(PHKALINIO;

C) JaHHBIE BepU(HUKALUU O TOM, YTO 000PYJOBaHNE COOTBETCTBYET YCTaHOBICHHBIM TPEOOBAHMSM;

d) Tekyiiee MECTOHAXOXKCHHE;

€) JaThl U pe3yJbTaThl KaTMOPOBOK, PETYIMPOBOK, KPUTEPUU MPHEMKH M IUIAHUPYEMYIO NaTy
ciieAyromel KaTuOpOBKY WINM MEKKaIMOPOBOUHBINA HHTEPBAJ;

f) mokyMeHTanuIo Ha CTaHJapTHBIE 00Pa3Ibl, pe3yIbTaThl, KPUTEPUHU IPUEMKH, COOTBETCTBYIOIINE
JIaThl U CPOKHU F'OJTHOCTH;

g€) IUIaH TEXHUYECKOro OOCIYKUBAaHUS M TEXHUYECKOE OOCIYKMBAaHUE, BBIIIOJHEHHOE K
HACTOSIILIEMY MOMEHTY BPEMEHH, €CJIU 3TO TpedyeTcs A paboThl 000PYAOBaHUS;

h) moxpoGHyr0 mHpOpPMAIUIO O JTIOOBIX MOBPEKIECHHUIX, HEUCIIPABHOCTIX, MOAU(MUKAIMUSAX HIIH
peMoHTe 000pyIOBAHUS.

6.5 MerpoJiornueckasi Npoc/Ie;KMBaeMOCTh

6.5.1 JIaGopaTopusi JOKHA YCTAHOBUTH U MOAJEPKUBATH METPOJIIOTHUYECKYIO MPOCIEKHUBAEMOCTh
peBYJ'IBTaTOB CBOUX HBMGPGHHﬁ, CBsA3bIBasA UX C COOTBGTCTByIOHleI OCHOBOﬁ JUIA CpaBHeHI/ISI HOCpeI[CTBOM
JOKYMEHTHPOBAHHON HEMPEPHIBHOW 1eMu KaauOpOBOK, KaK[Aash M3 KOTOPHIX BHOCHUT CBOW BKJaJa B
HEOIPEIEIEHHOCTh U3MEPEHU .

I[Ipumeuanue 1 - B ISO/IEC Guide 99 metposnoruyeckas mpocieKuBaeMOCTh OMPEACIISIETCS] Kak
"CBOWCTBO pe3ysbTaTa M3MEPEHHUs, B COOTBETCTBHM C KOTOPBIM pPE3yJlbTaT MOXKET OBITh COOTHECEH C
OCHOBOI1 JI1 CpaBHEHUS MOCPEJICTBOM JOKYMEHTHPOBAHHON HENMPEPHIBHOM LIETIH KAITUOPOBOK, KaKaas U3
KOTOPBIX BHOCHUT BKJIaJ] B HEOIIPEJIEIIEHHOCTh U3MEPEHUN".

I[Ipumeuyanue 2 - Cwm. npuwiokeHue A A8 TOJYYEHHS JTOTOJHUTENbHOM HWHGMOpMaLUU O
METPOJIOTHYECKOU MPOCIIEKUBAEMOCTH.

6.5.2 JlaGopatopusi J0MKHa OOECHEUUTh MPOCICKUBAEMOCTh pE3YyJIbTaTOB HW3MEpPEHUH K
Mexnaynapoanoii cucteme enuuuil (CH1) mocpeactBom:
a) KaMOPOBKH, MPEIOCTABIIIEMOI KOMIIETEHTHOM JabopaTropueit; uim

IIpumeuanue 1 - JlaGopaTopuu, YAOBIETBOpAIOLINE TPeOOBAHUSM HACTOSIIETO CTaHIapTa,
CUMTAIOTCS KOMIIETEHTHBIMHU.

b) cepTudUIMPOBaHHBIX 3HAYCHUH CEPTUHUIIMPOBAHHBIX CTAHIAPTHBIX 00Pa3I[0OB KOMIETEHTHOTO
IIPOU3BOJUTENS C YKa3aHHOW METPOJIOTMUECKOH npociexuBaemMocTeio k CU; min

IIpumeuyanue 2 - [Ipou3BOIUTENHN CTAaHAAPTHBIX 00PA3IIOB, BHIMOIHAIONINE TPEOOBAHUS CTaHAAPTA
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ISO 17034, cuutaroTcss KOMIIETEHTHBIMH.

C) HemocpeacTBeHHOW peanusanuu eauHull CU, moAaTBepAEHHON CIMYEHUSIMU, NPSIMBIMU WIH
KOCBEHHBIMH, ¢ HALlMOHAIbHBIMU WA MEXIYHAPOAHBIMU dTaJOHAMMU.

Ilpumeuanue 3 - IlompoOHas wuHOpMAIMA O TNPAKTUYSCKON pealu3aluyd ONpeaeICHUN
HEKOTOPBIX BaXKHEHWIINX eANHMUIL TpuBeaeHa B bpourtope CU.

6.5.3 Ecnu ycTaHoOBIJIeHHE METPOJIOTHUUECKON TpociaexknuBaeMocTu k enunuiiam CU ¢ Texaudeckoit
TOYKH 3pEHUs HEe TMPEACTaBIsAETCS BO3MOXHBIM, JabopaTtopusi [OJDKHA IPOJIEMOHCTPUPOBATH
METPOJIOTUYECKYIO MPOCISKUBAEMOCTh K COOTBETCTBYIOIICH OCHOBE JUIsl CPABHEHUSI, HAITPUMED K:

a)  cepTuUUMPOBAHHBIM  3HAYEHUSAM  CEpTU(MUUUPOBAHHBIX  CTAHJAPTHBIX  OOpPAas3IlOB,
MpeaoOCTaBJICHHBIX KOMIICTCHTHBIM U3IOTOBUTCIICM,

b) pe3ympTaTam, TMOJY4YEHHBIM C [pPUMEHEHHEM pedEpeHTHBIX METOJUK H3MEpEHHi,
YCTAHOBJICHHBIX MCTOAOB HWJIA COIJIACOBAHHBLIX CTAHIAPTOB (I-)TaJIOHOB), €CJIi OHHM YCTKO OIIMCaHbl H
Opu3HaHbl B KauecTBE OOECHEUMBAIOIIMX PE3YyIbTaThl HM3MEPEHUI, KOTOpPHIE OTBEYAIOT CBOEMY
MpeAnoJaracMoMy Ha3HAYEHUIO U TIOJITBEPKIAIOTCS COOTBETCTBYIOIIUMU CIIMYCHHUSIMHU.

6.6 Ilpoayxkuus u ycayru, npeaocrapiisieMble BHEIIHMMH MOCTABIIUKAMU

6.6.1 JlabGoparopusi moKHA OOECNEYNUTh HPUTOAHOCTH HCIOJIB3YEMBIX MPOAYKIIMH M YCIYT,
NPEJOCTABIISIEMBIX BHEIIHUMU MOCTABIIMKAMHU, KOTOPBIC BIMSIOT Ha JCATEIILHOCTh J1a0OpaTOpPHH, KOTa
OHHU:

a) mpeIHa3HAuYCHBI JIJIS KCIIOJIb30BaHMsI B COOCTBEHHOM J1a00paTOPHOIl IEATEIbHOCTH,

b) mpemocTaBistoTCS Ja0OpaTOPHEH, YaCTUYHO WIIM TOJTHOCTBIO, HAMPSIMYIO 3aKa3uyuKy B TOM
COCTOSIHUH, B KOTOPOM OHU OBLTH MOJIy4€Hbl OT BHEIIHETO ITOCTABIINKA,

C) UCTIOJIb3YIOTCS JIJIS TIO/IEpKAHUsS pabOThI JIa0OpaTOpHH.

I[Ipumeuanue - Ilpogykumss MoOKeT BKJIIOYaTh, HaNpuUMep, OSTAJOHBI U 00OpyIOBaHHE,
BCIIOMOTaTeNbHbIE YCTPONCTBA, PpAcXOJHbIE MaTepuanbl U CTaHJIApTHbIE 0Opaslbl. YCIyrd MOTYT
BKJIIOYaTh, HANpUMeEp, YCIYI'M IO KaluOpoBKe, OTOOpYy 00pa3loB, HCHBITAHUSAM, OOCITYKHBAHUIO
HoMelIeHui 1 000pyI0BaHuUs, MPOBEPKE KBANU(UKAILIUH, OLIEHKE U ayUTY.

6.6.2 JTaGopaTopus J0JKHA UMETH MPOLETYPHl U BECTH 3aIlUCH JJIS:

a) ONpENEICHHS, PACCMOTPCHHSI M YTBEPXIACHHS TpeOOBaHWU 1abOpaTOpUU K TPOAYKIHH H
yclyraM, IpeocTaBIsieMbIM BHEITHUMU MOCTaBIIMKAMU;

b) omnpeneneHus KpUTEpPUEB IS OICHWUBAHUS, BHIOOpPAa, MOHUTOPHHTA JACATEIHHOCTH U
MEPUOANYECKOTO OIICHUBAHUS BHEITHUX MOCTABIUKOB;

C) oOecrieueHns TOrO, 4TOOBI OpoaAyKIHA W YCIYyru, IMOCTaBJIACMbIC BHCUIHMMU IMOCTABIIUKAMMH,
COOTBETCTBOBAJIM YCTAHOBICHHBIM TPeOOBAaHUSAM J1aOOPATOPUU UITH, KOTJA 3TO IPUMEHUMO, TPEOOBaHUSIM
HACTOSIIETO CTaHIapTa, MpPEXJe YeM OHW OyIyT HCIOJh30BaHBI B padoTe WM HEMOCPEICTBEHHO
nepeaHbl 3aKa3uuKy;

d) ocymiecTBieHUs KaKUX-THOO JEWCTBUH TIO pe3yiabTaTaM OICHUBAaHWSA, MOHHUTOPUHTA
JESTENIbHOCTH U TIEPUOANYECKOTO OLIEHUBAHUS BHEITHUX MTOCTABIUKOB.

6.6.3 JlabopaTtopus AomKHA WHPOPMHUPOBATH BHENTHUX IMOCTABIIUKOB O CBOMX TPEOOBAHUSAX B
OTHOIICHHH:

a) MPEeAOCTaBISIEMbIX MPOTYKIIUU U YCIIYT;

b) kpuTepHeB MPUEMKH;

C) KOMIIETEHTHOCTH, BKJTIOUasi TPeOOBaHMS K KBATH(UKAIINH ITEPCOHAa;

d) nesATeNnbHOCTH, KOTOPYIO JNaboparopusi WJIM €€ 3aKa3uyuK HaMepeHbl OCYIIECTBHTH Ha
TEPPUTOPUU BHEITHETO MOCTABIINKA.
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7 TpeGoBanus Kk nmpoueccy

7.1 PaCCMOTpeHI/Ie 3aIpoCcoB, TEHJAECPOB U 10r0BOPOB

7.1.1 JlaGopaTopusi JOKHA HMMETh MPOLEAYpY JUIS PAaCCMOTPEHHs 3alpocoB, TEHIAEPOB U
noroBopoB. [Iponenypa nomxHa odecrieuuBaTh, 4To:

a) TpeOoBaHMS HAJJIeKAIIMM 00pa3oM ONpPENENeHbl, JOKYMEHTUPOBAHbI H  MPaBUIBHO
OHMMAIOTCS;

b) maboparopus pacrnosiaraetT BO3MOKHOCTSIMH U PECYpPCaMHU JUIsl BHITIOJIHEHUS TPeOOBaHMIA;

C) B CiIydae MPHBJICYECHHUS BHEIIHUX MOCTABIIMKOB BBIMOIHAIOTCSA TpeOoBaHus 6.6, u 1abopaTopus
npeiaraeT 3aka3uuKy, 4ToObl KOHKpEeTHas JiabopaTopHasl JeATeIbHOCTh Oblja BBINOJIHEHA BHEUIHUM
MOCTABIIMKOM, U TIOJTY4aeT 000pEHHE 3aKa3unKa.

IIpumeuanue 1 - [Ipunsrto, 4ro nadopaTropHast AESTETLHOCTh MOXKET OCYIIECTBISATHCS BHEITHHM
IIOCTaBIIMKOM B TE€X CIIy4asx, KOrJa:

- 1abopaTopus pacroyiaraeT PecypcaMy U KOMIIETEHTHOCTBIO Ul OCYIIECTBIICHUS IESTEIbHOCTH,
OJTHAKO B CUJIY HENpPEIBHIECHHBIX OOCTOSATENLCTB OHA HE B COCTOSIHMM BBIIOJHHUTH €€ YaCTHUYHO HIIU
IIOJIHOCTBIO;

- nabopaTopusi HE pacroyiaraeT pecypcaMM WM KOMIIETEHTHOCTBbIO ISl OCYILIECTBICHUS
JIeATEIbHOCTH.

d) BI)I6paHI)I COOTBCTCTBYHOIIMEC MCTOABI HJIM MCETOAUKHW W OHU CITOCOOHBI YAOBJICTBOPHUTH
Tpe6OBaHI/I$I 3aKa34YHUKOB.

HpHMeanne 2 - Z[J'ISI BHYTPCHHUX HJIM MNMOCTOAHHBIX 3aKAa3YUKOB PACCMOTPCHUC 3aIIpOCOB,
TCHACPOB U JOTOBOPOB MOXKET OBITE BEITIOJHEHO B YIIPOIICHHOM BHUIC.

7.1.2 JlaGoparopusi AomkHa WHOOPMHUPOBATH 3aKa3yuka, KOTJa METOJ, 3alpaiiiBaeMbli
3aKa3YMKOM, SBJIIETCS HEMPUMEHUMBIM WU YCTapEBIIUM.

7.1.3 Korja 3aka3uuK 3ampaliiBaceT 3aKI0YeHHE O COOTBETCTBUU CHEIU(UKALUY WIH CTaHAAPTY
Ha UCHBITAaHUS WIM KamuOpOBKYy (Hampumep, TOACH/HE TOJEH, B MpeaeNax JAomycKa/za Mpelneiramu
JIOTIyCKa), TO cHenuduKaluys WM CTaHAApT WU IpaBWiIa MPUHATHS PELICHUH MOJKHBI OBITh UYETKO
onpezeneHsl. Ecnu npaBuio NpUHATHS PELISHHs HE OMPEeIeleHO B crielu (pUKaIy Uik cCTaHaapTe, TO OHO
JIOJKHO OBITH COOOIIEHO 3aKa3YMKY M COTJIACOBAHO C HUM.

I[Ipumeuanue - /lononHutensHyo HHOpManM0 0 3asBiIeHUSIX O cooTBeTcTBUM cM. B ISO/IEC
Guide 98-4.

7.1.4 JlroOble pasHOTIacHS MEXAY 3alpoCOM WM TEHAEPOM U JOTOBOPOM JOJKHBI OBIThH
YCTPaHEHBI 10 Havajia JaOOpaTOPHOU NesATeabHOCTH. KaXbplid 1OroBOp JOMKEH OBITh MPUEMIIEMBIM KaK
TUTSE Ta0OpaTOPUH, TaK U AJs 3aKkazuuka. OTKIOHEHHsI OT MOJOXKEHUH JOTOBOpa MO 3ampocy 3aKa3unka He
JOJDKHBI BIUSATH HA OOBEKTUBHOCTH JIA0OPATOPHH WIIA JOCTOBEPHOCTD €€ PEe3YJIbTaTOB.

7.1.5 3aka34uK JA0KEH OBITH MPOMH(POPMUPOBAH O JTFOOOM OTKIOHEHHH OT YCJIOBUM JOTOBOpA.

7.1.6 Ecnu B 10TOBOP BHOCSITCS M3MEHEHHs IMOCIE TOro, Kak paboTa Havaigach, aHAJIU3 JOTOBOPA
JOJKeH OBITh TPOBEJCH TMOBTOPHO W JIOOBIE M3MEHEHHs JOJDKHBI OBITh JOBEICHBI O CBEACHUS BCEX
COTPYAHUKOB, Ha ACATCIIBHOCTD KOTOPBIX BIIUAIOT JAHHBIC U3MCHCHMU.

7.1.7 JlaGopaTopusi AOJDKHA COTPYOHHYATh C 3aKa3uMKaMH WM WX TMPEACTaBUTENSMU s
YTOYHEHHMSI 3aPOCOB 3aKa3ynKa U HaOIIOJCHUS 3a IeATeIbHOCThIO Ja00paTOprH, BEIOIHSIOMIEH padoTy.

IIpumeuanue - Takoe COTpyTHUYECTBO MOKET BKIIIOYATh:
a) olecrmeueHue TPUEMIIEMOTO JOCTyMa K COOTBETCTBYIOIIMM 30HaM J1ab0OpaToOpuu IS
HaOJI0/IeHUs 32 J1a0OpaTOPHOM EATEIBHOCTHIO, BHIITOJIHAEMOM /17151 KOHKPETHOTO 3aKa34yMKa;
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b) mOArOTOBKY, YIIaKOBKY M OTIIPaBKY 0OBEKTOB, HEOOXOAMMBIE 3aKa3YHKY C IIEJIbIO IIPOBEPKHU.

7.1.8 3anucu Mo aHaNM3y, BKIIOYas JIOOble 3HAUUTENbHBIC W3MEHEHHS, JOJDKHBI COXPAHSTHCS.
Takke MOKHBI COXPAHATHCS 3alMCH COOTBETCTBYIOIIMX IIEPETOBOPOB C 3aKa34MKOM, KacaroIHecs
TpeOoBaHUH 3aKa3uuKa WIK Pe3yabTaTOB JIAOOPATOPHON AEATEILHOCTH.

7.2 Bbi0op, Bepuukanus 1 BaJaujganus MeTo10B

7.2.1 Boi0op u Bepudukanus MeToa0B

7.2.1.1 JIabopaTopus 10JKHA MPUMEHSTh COOTBETCTBYIOIINE METO/Ib U METOJAUKH JIJIsi BCEX BUJIOB
71a00paTOPHOI NEATETLHOCTH U TIPU HEOOXOIUMOCTH JJIsi OLICHUBAHHS HEONPEICIICHHOCTH U3MEPECHUH, a
TaK)Ke CTATUCTUICCKUE METO/BI ISl aHAJIN3A TAHHBIX.

I[Ipumeuanue - Tepmun "MeTon", UCHOIB3YEMBIN B HACTOSIIEM CTaHAApPTE, U TEPMUH "METOJIMKA
usmepenuit", npusenenusiii B ISO/IEC Guide 99, MmoryT paccmaTpuBaThCs KAK CHHOHUMBI.

7.2.1.2 Bce MeTonabl, METOJUKH M COIYTCTBYIOIIME JOKYMEHTBHI, TaKkue KaK HHCTPYKIIHH,
CTaHJApThl, PYKOBOJCTBAa IO OKCIUIyaTallMd ¥ CIPABOYHBIC JIaHHbIE, HMMEIOIIME OTHOIIECHUE K
71a00paTOpHON  NIEATENbHOCTH, JOJDKHBI IOJJIEPKUBATHCA B aKTyaJbHOM COCTOSSHUM U OBITh
JIETKOIOCTYITHBIMHU JIJIs1 IepcoHana (cm. 8.3).

7.2.1.3 JlaGoparopus HOHKHA OOECIe4YWTh MPUMEHEHHE IOCIeIHEeH NeHCTBYIOMEeH peaakuuu
METO/Ia, 3a WCKJIIOYEHHUEM CJIy4aeB, KOIrJa €€ MPUMEHEHHE SIBJISETCS HEEeIeCOO0pa3HbIM  HIH
HEBO3MOXKHBIM. [Ipm HeoOXomuMocTH [N TPUMEHEHHs METOAa JOJKHBI OBITh  pa3pabOTaHbI
JIOTIOJTHUTEILHBIE YTOUHEHHSI, YTOOBI 00€CTIEUNTh €r0 HEIPOTUBOPEUUBOE IPUMEHEHHE.

I[Ipumeuanue - MexayHapoHbIe, PETUOHAIBHBIC WM HAIIMOHAIBHBIE CTAHIAPTHI WIH JIPYrUe
MpU3HaHHBIE TEXHUYECKUE TPEOOBaHUs, COJIEprKaIlie TOCTATOUHYIO U TOYHYIO MH(OPMAIIMIO O TOM, Kak
OCYIIECTBIISITh JTAOOPATOPHYIO JEATEIHHOCTh, HE TPEOYyeTCs MOTOJHAThH WM MEPENuChIBaTh B Ka4eCTBE
BHYTPEHHUX TMpOLEAyp J1a0OpaTOPUHU, €CIU JTU CTaHAAPThl HAMHUCAHBl TakuM o0Opa3oM, YTO MOTYT
MIPUMEHSATHCS] TPOU3BOACTBEHHBIM MEPCOHAIOM JlabopaTopu. J1Jiss BApHATUBHBIX ATANlOB METOA WU JIJIst
JOTIOTHUTEIIFHOTO TOAPOOHOTO OMUCAHUS MOXKET MOTpeOOBaThCS MPENOCTABIEHUE OMOJTHUTEIHHON
JIOKYMEHTAIUH.

7.2.1.4 Korga 3aka3yiK HE ONpeNesieT METOJ, KOTOpPhI HEOOXOAMMO NMPUMEHSTH, JabopaTopus
JIOJDKHA BBIOpATh MOAXOASIIUN METOJ CaMOCTOATENbHO M NPOMH(DOPMUPOBATH 00 ATOM 3aKa3zdyMKa.
PexoMennyercss UCHONB30BaTh METOJbI, OMYOJIMKOBaHHBbIE B MEXKIYHAPOJHBIX, PETHOHAJIBHBIX WU
HAIlMOHAJBHBIX CTAaHAAPTaxX, JTUOO PEKOMEHJIOBAaHHbIE aBTOPUTETHBIMU TEXHHYECKUMHU OpIaHU3AIUSIMH,
anb0 ONUCaHHbIE B COOTBETCTBYIOIIMX HAyYHBIX CTAaThIX WU JKypHauax, Ju00 YCTaHOBJIEHHbIE
U3rOTOBUTENIEM 000pyAoBaHUs. Takke MOT'YT NMPUMEHATHCS METOJIbl, pa3paboTaHHbIe JabopaToprel Win
MoIM(pUIIIPOBaHHBIE.

7.2.1.5 Jlo BHeOpeHUs METO/A0B B paboTy jgabopaTopHs TOJKHA MOATBEPAMTH, YTO OHA MOXKET
HaJJIeXkKaluM 00pa3oM NMPUMEHSTh BHIOpaHHBIE METOIbI, 0OecreunBasi TpedyeMoe UCTIOIHEeHUE. 3a1ucu O
Bepu(UKAIMU  JOJDKHBI ~ COXpaHATbcsA.  Ecim  u3MeHeHMss B MeTOA  ObUIM  BHECEHBI
opraHu3amuei-pa3padboTInKkoM, TO BepuUKAIUs TOJDKHA OBITh MPOBEJACHA MOBTOPHO B HEOOXOAMMOM
o0BeMe.

7.2.1.6 TIpu HEOOXOMUMOCTH Pa3pabOTKH HOBOTO METOJA JOJKEH OBITh COCTABJIEH IJIaH padoT U
Ha3HaueH KBAIM(UIIMPOBAHHBIA MEpCOHAN, OOecleYeHHBIH HEeoOXOTUMBIMH pecypcamu. B mpomecce
pa3paboTKKU MeTo/a 10JKHA MPOBOAUTHCS NMEPHOANYECKAs OLIEHKA paboT ¢ LEIbI0 MOATBEPKACHUS TOTO,
YTO TpeOOBaHUS 3aKa3uWKa BCE €lle BBIMONHAIOTCS. JI0Oble M3MEHEHUs, BHOCUMBIE B IJIaH padoT,
JIOJDKHBI OBITH 0OIOOPEHBI U YTBEPIKICHBI.
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7.2.1.7 OTKJIOHEHHE OT METOAOB JJIsI BCEX BHUAOB JaOOPAaTOPHON JESATEIBHOCTH JIOJKHO
JIOIYCKaTbCsl TOJIBKO TOT/A, KOTrJa JTO OTKJIOHEHHE O(OpMIIEHO JIOKYMEHTAJIBHO, TEXHUYECKH
000CHOBAHO, YTBEPXKIEHO U IIPUHSATO 3aKa3UUKOM.

HpnMeanne - Cornacue 3aKa34uKa Ha OTKJIOHCHUS MOYKET OBITh 3apaHecc OrOBOPCHO B JOTIOBOPC.

7.2.2 Baaupanus MeToI0B

7.2.2.1 JlaGoparopusi AODKHA MPOBOAWTH BAIMUJALUIO HECTAHAAPTHBIX METO/OB, METOJOB,
pa3paboTaHHBIX JlaOOpaTOpHel, W CTaHAAPTHBIX METOJOB, HCIIOIB3YyEMBIX 3a TpenelaMH UX 00JIacTh
NPUMEHEHHS WM KaKUM-TH00 HHBIM 00pa3oM MoAu(pHUIIMPOBAaHHBIX. Banunanus nomkHa ObITh HACTOIBKO
HIOJTHOM, HACKOJIBKO 3TO HE0OXOIMMO, YTOOBI OTBEYATh MOTPEOHOCTSIM JJAHHOTO IPHUMEHEHHS WK 00J1acTH
PUMEHEHUSI.

I[Ipumeuanue 1 - Bamuganuss MOXXET BKJIIOYATh MPOLIEIYpbl O0TOOpa 00pas3ioB, OOpaIICHHS C
00BEKTaMH UCIIBITAHUS WU KAIMOPOBKHU U UX TPAHCIIOPTUPOBKH.

I[Mpumeuanue 2 - J[nsg BamTumganuu METOAa MOXKET MPUMEHSTHCS OJUH W3 CIEAYIOMUX CIOCOO0B
JIM00 UX KOMOWHAINA:

a) KaTMOPOBKA WJIM OIICHWBAHUE CMEIICHUS M MPCIIM3UOHHOCTH C MCIIOIb30BAHUEM ITAJIOHOB WIIH
CTaHJApTHBIX 00pa3IOB;

b) cucremarnueckas orieHKa (GakTOpOB, BIHUSIONINX HA PE3yIbTaT;

C) IPOBEpKa YCTOWYMBOCTH METOJAA MOCPEICTBOM HM3MEHEHUS YIPABJISEMbIX MMapaMeTpOB, TAKUX
KaK TeMIiepaTrypa B TepMOCTaTe, JO3UPYEMbI 00BEM;

d) cpaBHEHHE C pe3yabTaTaMu, MOJIYUYSHHBIMH C TIOMOIIBIO JAPYTHX BAIUIUPOBAHHBIX METOJIOB;

€) MEeXJIa00paTOPHBIC CITUUCHUS;

f) olleHMBaHHWE HEOMPENEICHHOCTH HW3MEPEHH, CBS3aHHON C pe3ylbTaTaMd H3MEPEeHUM, Ha
OCHOBaHWW TIOHUMAaHUS TEOPSTHUYSCKUX MPHUHIIMIIOB METOJIa M OIBbITa €r0 peaHu3alii MpPU OTOOpE
00pa3110B WM IPOBEJCHUH UCTIBITAHUH.

7.2.2.2 Tlpu BHeceHMHM H3MEHEHHIl B BaTUAMPOBAHHBIA METOJ WX BIUSHUE JOJDKHO OBITh
OTpEZIeNIEHO U, B Clyyae €clii ObUIO YCTAHOBJIEHO, YTO OHM OKAa3bIBAIOT BIMSIHHE Ha MEPBOHAYAJIbHYIO
BaJIMIAlIMI0, TOJHKHA OBITH BHITIOJHEHA HOBAs BAMIAIUS METO/IA.

7.2.2.3 XapaKTepUCTUKH BaJUJUPOBAHHBIX METOJOB, OLEHEHHBIC [UISI MPEANOIaraéMoro
UCTIONIb30BaHUs, IOJKHBI COOTBETCTBOBATH MOTPEOHOCTSM 3aKA3UYUKOB M YCTAHOBIEHHBIM TPEOOBAHUSM.

I[Ipumeuanue - XapakTepUCTUKH METOJa MOTYT BKJIIOYATh (HO HE OTPaHMYMBATHCA) TUAMA30H
U3MEpPEHHI, TOYHOCTh, HEONPEIECIIEHHOCTh pPE3YyIbTaTOB HM3MEPEHUMN, Mpeaen OOHapy»KeHus, Ipenei
KOJIMYECTBEHHOTO  OIpeNeeHHs, H30MpaTeIbHOCTh METOJd, JIMHEWHOCTh, IOBTOPSIEMOCTh WM
BOCITPOM3BOJUMOCTh, YCTOMYMBOCTh K BHEITHUM BO3JCHCTBUAM WU d(PdeKTaMm BIUSHHUS MATPHUIIBI
o0pa3iia WK UCTIBITEIBAEMOT0 00BEKTa U CMEIIIEHHE.

7.2.2.4 JJabopaTopusi T0JDKHA COXPAHSTh CIIETYIOIHE 3aIIMCH O BaJHIallH:

a) UCIIOJIb30BAHHYIO MPOIIEAYPY BATUIAINHT;

b) nepeueHs TpeOOBaHMIA;

C) OmpeJieNieHne XapaKTePHCTHK METO/Ia;

d) momry4eHHBIE pEe3yIbTATHI;

€) 3aKJIOUeHHE O MPUTOJHOCTH METO/Ia BMECTE C MOAPOOHBIM OIMHMCAHHUEM €ro COOTBETCTBUS B
OTHOUIICHUH MPEAIOIaraeMoro UCIoIb30BaHUS.

7.3 OT60p 00pa3uoB
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7.3.1 B cnywyae korga liabopaTopusi TPOBOAUT OTOOp 0Opa3loB BEIIECTB, MAaTEPHATIOB WIIU
NPOAYKIMH JUIS TTOCISAYIOIINX HMCIBITAHUH WM KaJTUOPOBKH, OHA JOJDKHA MMETh IUIAaH M METOJIbI UX
orbopa. Meron oT60pa 00pa3LlOB JOHKEH YUYUTHIBATH (PAKTOPHI, KOTOPBIE HEOOXOAUMO KOHTPOJIUPOBATD,
YTOOBI 00ECIICYHUTh JAOCTOBEPHOCTh PE3YJIbTATOB MOCICAYIONIMX HWCIBITAHUN WK KammOpoBku. [lnan u
MeTox oTOopa 00pasloB OODKHBI OBITH JOCTYNHBI HAa MecTe HpoBeneHus oroopa. Ilmansl orbopa
00pa3IoB JIOJKHBI OCHOBBIBATHCS, KOTZIA 3TO I€JIeCO00pa3HO, Ha COOTBETCTBYIOIIMX CTATUCTHYECKHX
METO/AX.

7.3.2 Metoasl 0TOOpa 00pa3ioB JOJDKHBI OIMMCHIBATH:

a) BBIOOp 00pa3loB WM TOUYEK 0TOOPA;

b) mian ot6opa 06pas3ios;

C) MOATOTOBKY WM 00paboOTKy oOpa3na(oB) BEIIECTBA, MaTepualia WU MPOAYKIHH C LEIbIO
NOJTy4YCeHUs TPeOyeMoro o0pasia sl OCIEAYIONIETO MPOBEICHUS HCIIBITAHUH MITH KaTHOPOBKH.

IIpumeuanue - Ilocne Toro xak oOpaszer moiydeH jabopaTopuei, AanbHelilee oOpalleHue,
KOTOPOE MOXKET MOTPeOOBATHCS, OMMMCAHO B 7.4.

7.3.3 JlabopaTopus JOJKHA COXPAHITH COOTBETCTBYIOIIME 3aucu 00 0TOOpEe 00pa3IoB, KOTOPHIA
COCTABJISICT YaCTh MPOBEJACHHBIX MCIBITAHUI WM KaauOpoBKH. Takue 3amicH JOJDKHBI BKIIOYATh B Ce0s
(ecu MpUMEHUMO):

a) CCBUIKY Ha MPUMEHEHHBIH METOJT 0TOOpa 00pa3IioB;

b) maty u Bpems oT60pa 00pa3ios;

C) IaHHble Ui WICHTU(UKAMK M ONMCaHWs oOpasna (Hampumep, HOMeEp, KOJIMYECTBO,
HAaUMEHOBAHMUE);

d) upenTruduKanuio 1A, BEIIOJIHUBIIETO OTOOp 00pa3IloB;

€) HISHTU(UKAIINIO UCIIOIE30BAHHOTO 000PYIOBAHUS;

f) ycroBust okpyskaroien cpeaibl U TPaHCIIOPTUPOBKH;

g) CXeMbl WIH APYTue SKBUBAJICHTHBIE CIIOCOOBI MIAEHTHU(UKAIIMU MecTa oTOOpa 00pasIioB, €Ciu
9TO HEOOXOIUMO;

h) oTkIIOHEHUS, JOTOTHEHUS WIIN UCKITIOUEHHUS U3 METO/Ia U TIaHa 0TOOpa o0pasIioB.

7.4 O0pamnenne ¢ 00beKTAMU UCTIBITAHUI WIH KAJMOPOBKHU

7.4.1 JlabopaTopus IOJDKHA WUMETh TPOLENYPY I TPAaHCHOPTUPOBKH, TMOJIYYEHHUS OOBHEKTOB
UCTIBITAHUN WM KaTMOPOBKHU, OOpaIleHusi C 00beKTaMH MCIIBITAHUH WM KaJTMOPOBKH, 3alUThI, XpaHEHHUS,
o0OecrieyeHrss COXpPAaHHOCTH, YHUYTOXXEHHUS WJIM BO3BpaTa OOBEKTOB HCHBITAHUN WM KaJUOpPOBKH,
BKJIIOYasl BCE YCJIOBUS, HEOOXOUMBIE JUISl 3alIUThI LIETOCTHOCTH 0OBEKTOB UCIBITAHUH MM KaTUOPOBKU U
3allMThl UHTEPECOB J1ab0paTopuu M 3aKa3zyuka. JJOMKHBI OBITH MPEANPUHATHI MEPHI MIPETIOCTOPOKHOCTH,
4yToObl W30€XaTh YXYALICHUS CBOWCTB, 3arpsA3HEHUs, IOTEPH WM MOBPEXKICHHS OOBEKTOB IpPHU
oOpallleHuu, TPaHCIOPTUPOBKE, XPAHEHUU/OXKHUJIAHUU M TMOJATOTOBKE K HCIBITAHUSM MM KaluOpOBKE.
Wuctpykuun mo oOpameHuro ¢ 00beKTaMH, NpeAOCTaBICHHbIE BMECT€ C HUMH, JOJDKHBI OBITh
COOJIIOIEHBI.

7.4.2 JlabopaTopus 10JKHA UMETh YETKYIO CHCTEMY HICHTU(UKAIUN 0OBEKTOB UCHBITAHUN WIN
KanuOpoBKU. VneHTHQHUKAIUS TOJKHA COXPAHATHCS, MOKAa OOBEKT HAXOIMUTCA IOJ] OTBETCTBEHHOCTHIO
nabopatopuu. JlaHHas cucTema JOJKHA OoOecreynBarh, YTO OObEKThI He OYAYyT MepemnyTaHbl GU3NUYeCKU
WIM TIPH CCBUIKE Ha HUX B 3aIlIUCAX WIN APYrux AokymMeHTax. Cucrema uieHTU(UKaLuY JOHKHA, €CIIH 3TO
HE00X0/IMMO, YUUTHIBATh Pa3/ielieHue 00bEKTa MM TPYIIIBl OOBEKTOB U UX MEPEMEIIECHHE.

7.4.3 Ilpu nonydyeHUH OOBEKTa MCIBITAHUM WIM KaJIUOPOBKH OTKJIOHEHHUS OT YCTAHOBJIEHHBIX
YCIIOBUH JTOJDKHBI OBITH 3aperucTpupoBaHbl. EciM ecTh COMHEHUS OTHOCUTENBHO NMPHUTOJTHOCTH O00BEKTa
JUIS MCIBITAaHUSI MM KQJIMOPOBKU WM €CJIM OOBEKT HE COOTBETCTBYET MPEICTaBIEHHOMY OINHUCAHHUIO, TO
nabopaTtopus, Tmepel] TeM Kak MpOJODKUTh paboTy, JObKHA OOpaTUThCs K  3aKa3yuky 3a
JIONIOJTHUTEIBHBIMU UHCTPYKIMSMHU U 3apErHCTPUPOBATh PE3yJbTaThl 3TOro o0cyxkaeHus. Ecnu 3aka3unk
TpeOyeT NpPOBECTH HCHBITAHWE WIN KaTHMOpPOBKY Kakoro-iu0o oObeKTa, NMpU3HaBas OTKIOHEHHE OT
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YCTAQHOBJICHHBIX YCIIOBHUH, J1abopartopusi TOJHKHA BKJIIOYUTH B OTYET 3aKIIOYEHHE O TOM, Ha Kakue
PE3yJIBTaThl MOT'YT MOBJIHSTH IaHHBIC OTKJIOHECHUS.

7.4.4 B cnyyae ecnu 00BEKTHl HEOOXOMMO XPaHUTh MM KOHAUIIMOHUPOBATH MIPU OIMPEIeICHHBIX
YCIOBUSIX OKpPYXKAIOIICH Cpenbl, 3TH YCIOBHS JOJDKHBI MOJJIEPKHUBATHCS, KOHTPOJIHMPOBATHCS U
PETUCTPUPOBATHCA.

7.5 Texunueckue 3anucu

7.5.1 Jlaboparopusi AOKHA O00ECIIEUYMBATh HATMYHE B TEXHHYECKHUX 3aMUCAX JJIS KKIOTO BUIA
1a00paTOPHOI AEATEIBLHOCTH PE3YyIbTaTOB, OTYETA U JOCTATOUHOM MH(OpPMALINU, TO3BOJIAIONIEH, €CITU ATO
BO3MOXHO, MACHTU(UIMPOBATH (DAKTOPHI, BIUSIONIME Ha PE3ylbTaT M3MEPEHHS W CBSI3aHHYIO C HUM
HEOIPEeICNICHHOCTh M3MEPEHHM, a TaKke 00ecleYUTh BO3MOXKHOCTh IMOBTOPHOTO IPOBENEHUS JAHHOUN
71a00paTOPHON NEATEIbHOCTU B YCIOBHSX, MAaKCHUMaJbHO ONM3KUX K IEpBOHAYajIbHbIM. TexHuuyeckue
3aMKcH JOJKHBI BKIIIOUATh JIaTy U CBEJIEHUS O MEePCOHANE IabopaTOpHH, KOTOPBIl HECET OTBETCTBEHHOCTh
3a KaXIpld BHJI Ja0OpaTOPHON JESITEIBHOCTH M 3a TPOBEPKY MAHHBIX W pe3yiabTaTroB. llepBuuHbIe
HAOJIO/IEHUs!, JaHHbIE M PAcyeThl JIOJDKHBI OBITH 3aIMCaHbl B MOMEHT, KOT/Ia OHU ObUIM IOJYYEHBI, U
JIOJIKHBI OTOKJIECTBIISITHCSI C KOHKPETHOW paboTOM.

7.5.2 Jlaboparopust JObKHA OOECHeurMBaTh MPOCICKHUBAEMOCTh H3MEHEHHH, BHOCHUMBIX B
TEXHUYECKHUE 3alHCH, K MPEIbIIYIIMM BEpCHsIM JMOO K NMEpBUYHBIM HaOmroneHusM. VM mepBudYHbIE, U
M3MEHEHHBIE TaHHbIe U (aillibl JOHKHBI COXPAHSTHCSA C YKa3aHHEM JaThl BHECEHUS M3MEHEHUH, CBEACHUI
00 acrnekTax, IpeTepueBIINX U3MEHEHUS, U JIMIIaX, OTBETCTBEHHBIX 3a IaHHbIE U3MEHEHMUSI.

7.6 OnleHuBaHue HeoNMpeAeJJeHHOCTH U3MepPeHuit

7.6.1 JlaGopaTopuu [NOJKHBI ONPENENATh BKIAZA(bl) B HEONPENEIEHHOCTh u3MepeHuit. Ilpu
OLICHMBAHMM HEONPEICIIEHHOCTH H3MEPEHUI BCE CYIIECTBEHHBIE BKJAAbl, B TOM 4YMCJE CBS3aHHBIE C
0TOOpOM 00pa3loOB, JOKHBI YUUTHIBATHCS C IPUMEHEHHEM COOTBETCTBYIOIINX METOJIOB aHAIN3A.

7.6.2 Jlaboparopusi, BBINOJHSIOIIAS KadHMOpPOBKHM, B TOM YHCIE COOCTBEHHOrO 00OpPYIOBaHMS,
JIOJIKHA OL[EHUBATh HEONPEIEIIEHHOCTh U3MEPEHUH ISl BCEeX KaJIMOPOBOK.

7.6.3 JlaGopaTopusi, BBINOJIHAIOUIAS HCHBITAHUSA, JOJDKHA OIIGHWBAaTh HEONPEAETICHHOCTh
n3MepeHuil. B Tex ciaydasx, Korga MeTod HCHBITAaHWWA MCKIKOYAET CTPOTyH0 OLUEHKY HEOINPENEeTCHHOCTH
W3MEPEHMH, OLIEHUBAHUE NOJDKHO MPOBOJUTHCSA HA OCHOBE NOHMMAHHS TEOPETUYECKUX IPHUHLHUIIOB WIN
MPAKTUYECKOTO OIbITA BBIITOJIHEHUSI METO/IA.

IIpumeuanue 1 - B cioydae ecim XOpOIIO U3BECTHBIM METOJ UCIIBITAHUN YCTAHABIMBAET IIPEIEIIBI
3HaYeHUH OCHOBHBIX HMCTOYHHMKOB HEOIPEEIIEHHOCTH M3MEPEHMH W yKa3bIBaeT (popMy NpeAcTaBICHUs
pe3yabTAaTOB BBIUYMCICHUHN, CUNTACTCS, YTO JIA0OpATOPHs BBIMOJIHWIA TpeOoBaHus 7.6.3, cleays METOIdy
MCIBITAHUN U UHCTPYKILIMHU IO NPEACTABIEHUIO PE3Y/IHTATOB.

IIpumeyanue 2 - [Ipu HCNIOIB30BAHMM KOHKPETHOIO METOJA, AJII KOTOPOr0 HEONPEIEIEHHOCTh
pe3ysbTaTOB M3MEpPEHUHl yxe Oblla yCTaHOBJIEHAa M TOATBEP)KJIEHa, HET HEOOXOAMMOCTH OLIEHUBATh
HEONpEAENEeHHOCTh  M3MEPEeHUM  JUIsl  KaXJA0ro  pesyibrata, eclid  jJabopatopust  MOXKET
IPO/IEMOHCTPUPOBATH, YTO BBISBICHHbIE KPUTHUECKHE (DAKTOPBI, OKa3bIBAIOIINE BIMSIHUE, HAXOAATCS MO
KOHTPOJIEM.

IIpumeuyanue 3 - s noapo6Hoit uudopmaruu cMm. ISO/IEC Guide 98-3, ISO 21748 u crannaptsl
cepuu [SO 5725.

7.7 Obecneyenne 10CTOBEPHOCTH Pe3yJIbTATOB

7.7.1 JlaGopaTtopusi HODKHA WMETh MPOILENYPY IJIi MOHHTOPHHTA JOCTOBEPHOCTH PE3YJIHTATOB
cBoell nestenbHOCTH. [lomyueHHbIE JaHHBIE JOJDKHBI PETHCTPUPOBATHCS TAKHUM 00pa3oM, YTOOBI MOKHO
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OBLJIO BBISIBUTH TEHIEHIMM, W TaMm, TIJ€ OTO TMPAKTUYECKH BO3MOXKHO, JOJDKHBI TMPUMEHSTHCS
CTAaTHUCTUYECKUE METO/BI JUIsl aHAINU3a Pe3yabTaToB. JloKeH OBITh COCTaBJICH IUJIaH TAKOTO MOHUTOPHUHTA
U TPOBOAMTHCSA €ro aHaiu3. MOHUTOPHHTI [IOJDKEH BKIIOYAaTh (HO HE OrpPaHWYMBATHCSH), TIIE
1esnecoo0pasHo, Cleayolee:

a) UCTIOJIB30BAHNE CTAHAAPTHBIX 00PA3LIOB MM 00pa3IOB I KOHTPOJIS KauecTBa;

b) wucmonp30BaHUE AJIBTEPHATUBHOTO OOOpPYAOBaHHS, KOTOpOoe OBUIO KaIMOpOBaHO, IS
o0ecrieyeHns: MPOCIeKUBAEMOCTH PE3YIbTATOB;

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

d) ucnonp3oBaHME KOHTPOJIBHBIX WIH PadOYHMX ITAJOHOB C BEJCHUEM KOHTPOJBHBIX KapT, I/I€ 3TO
MPUMEHHUMO;

€) IPOMEXYTOYHBIE MPOBEPKHU U3MEPHUTEIILHOTO 000PYI0BAHMS;

f) moBTOpHBIE UCTIBITAHUS UM KaJTUOPOBKHU C MCIIOJIB30BAHHEM OJJHOTO M TOTO K€ MU Pa3IMYHBIX
METO/IOB;

€) TOBTOPHBIE UCTIBITAHUS WJIK TOBTOPHYIO KaTMOPOBKY XPaHSAIIMXCS 00Pa3IoB;

h) Koppensuio pe3yapTaToB AJIs pa3IMYHBIX XapaKTEPUCTHK 00pasia;

1) aHaTU3 MOJIyYEHHBIX JAHHBIX;

j) BHYTpHIIa0OpaTOPHBIC CIIMYCHUS;

k) ucnpitanus mudpoBanHoro(bix) 00pasmna(os).

7.7.2 JIaboparopusi TOHKHA OCYIIECTBISITH MOHUTOPHUHT CBOCH NIEATEIBHOCTH MyTEM CPaBHEHUS C
pe3ynbTaTaMH JAPYTUX JIadopaTOpHil, €clu 3TO BO3MOXKHO U MPUMEHMMO. Takoil MOHMTOPHUHI JOJKEH
IUTAHUPOBATBCA, M €ro pe3yibTaThl JOJDKHBI aHaM3upoBaThes. OH JODKEH BKIIOYATh (HO HE
OTPAaHUYUBATHCS) CIEAYIOLIME MEPOIPUATHS WIH OJHO U3 HUX:

a) yJacTHe B IIPOBEpPKax KBAIU(UKAIUH.

IIpumeuanue - B ISO/IEC 17043 mnpuBeacHa nomoJHUTENbHAS WHMOpPMANUS O MPOBEPKAX
KBaM(UKAMM U O TpoBaiiiepax mpoBepku KBanudukanuu. IIpoBaiiepsl mpoBepku KBadupUKaIUH,
KoTopbie BEIMONHAIOT TpeboBanus ISO/IEC 17043, cuntaroTcst KOMIETEHTHBIMU;

b) yuactue B Mex1a00paTOPHBIX CIMYEHUAX, OTIIMYHBIX OT IPOBEPOK KBATH(PHUKAILIUH.

7.7.3 JlaHHBIE, TOJIyYEHHbIE C IIOMOLIbK0 MOHHUTOPUHIA, JOJDKHBI AaHAIU3UPOBATHCS U
UCIIONIb30BAThCS JJI YNPABICHUS JIaDOpaTOPHOM JEsTeNbHOCTbIO, a TakKXe IO BO3MOXKHOCTH JUIS
BHECEHHUsl YIydlleHHH B paboTy nabopatopuu. Eciau Obuto 0OHapyXeHO, YTO pe3yJbTaThl aHAIN3a
JTAHHBIX, TOJYYEHHBIX NP MOHUTOPHHIE, BBIXOAST 32 paMKH yCTAHOBJIEHHBIX KPUTEPUEB, HEOOXOIUMO
IOPEIIPHUHITh COOTBETCTBYIOIME JAECUCTBHUSI C IEJBIO NPEJOTBPAIICHUS BKIIOYEHHS B OTUETHYIO
JIOKYMEHTAIMIO0 HEBEPHBIX PE3YJIbTATOB.

7.8 IlpeacraBiieHNe OTYETOB O pe3yJbTaTax

7.8.1 O01mme moJ10KeHus

7.8.1.1 Pe3ynbTathl 10JKHBI OBITH PACCMOTPEHBI M YTBEPKACHBI 10 UX BBLAAYH.

7.8.1.2 Pe3ynbpTarhl JOJDKHBI OBITH MPEJICTaBIEHBl TOYHO, YETKO, HEJIBYCMBICIIEHHO U OOBbEKTUBHO,
KaK IpaBwio, B Qopme oTyeTa (HampuMmep, OT4ET OO0 HCIBITAHUAX, CBUAETEIHCTBO (cepTHUdUKAT) O
KaTMOpOBKE WK aKT 0TOOpa 00pa3loB) U TOJKHBI BKIIIOUATh B ¢€0s BCIO MH(POPMAIIHIO, COTTIACOBAaHHYIO C
3aKa3YMKOM M HEOOXOIMMYIO JIJIsl HHTEpPIIPETallii Pe3yIbTaToOB, a TAK)KE BCIO HHPOpMalLHIo, TpeOyeMyto B
COOTBETCTBUHM C IpPHMEHsSEMbIM MeToJoM. Bce odopmieHHble OTYeThl JOKHBI OBITH COXpPaHEHBI B
KayeCcTBE TEXHUYECKHX 3aIlncei.

Ilpumeuanue 1 - [l neneit HACTOSAIIETO CTaHAAPTAa OTYETHl 00 MCHBITAHHUIX W CBUICTEIHCTBA
(ceptu¢ukarel) 0 KaaMOpPOBKE HMHOIZIA MOTYT HAa3bIBaThCS MPOTOKOJIAMHU HCHBITAHUA M OTYETaMH O
KaJIMOPOBKE COOTBETCTBEHHO.
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I[Ipumeuyanue 2 - OTuyeTsl MOryT OBITh H3JaHBI Ha OyMa)XHOM HOCHUTENE WIM C IMOMOILBIO
JIEKTPOHHBIX CPEJICTB MPH YCIOBUHU, YTO TPEOOBAHUS HACTOALIETO CTAHIAPTa BHIIIOJIHEHBI.

7.8.1.3 Ilpu cornacoBaHuu C 3aKa3YMKOM Pe3yJIbTaThl MOTYT OBITh NMPEACTABIEHBI B YIIPOLUICHHOM
Buje. JIroOble cBeeHus, yka3aHubie B 7.8.2-7.8.7, KOTOpbIe HE ObUTH MPECTABICHBI 3aKa34YHMKY, JOJKHBI
OBITh JIETKOJAOCTYITHBIMH.

7.8.2 O0mme TpedoBaHUA K 0TYeTaM (00 HCNIBITAHUSAX, KAJMOPOBKe MM 0TOOpe 00pa31oB)

7.8.2.1 B nensix MUHUMH3ALUU BO3MOXXHOCTH HENPABUWJIBHOTO MOHMMAHHS WM HENPABUIBHOIO
UCTIOJIb30BaHUSl HMH(MOpMAMKM KaXIblii OTYET JOJDKeH BKIIOYATh KaK MHHUMYM CIEAYIOIIYIO
UH(POPMALUIO, €CIH Yy Ja00paTOPUH HET 0OOCHOBAHHBIX IPUUYMH HE BBIIOIHSITH 3TO TpEOOBaHHUE:

a) Ha3BaHue (Hampumep, "OTuer 00 ucnbiTanusax", "CBUIETENBCTBO (CepTUHUKAT) O KAIUOpOBKe"
i "AKT oTO0pa 00pasios");

b) HanMeHOBaHUE U ajpec TabopaToOpHH;

C) MECTO OCYILECTBJIEHUS J1a0OPaTOPHON NEATEILHOCTH, B TOM YHCIIE €CJIM OHA OCYLIECTBISIACH
Ha IJIOMIAAX 3aKa34nKa, MO0 Ha y4acTKax, YNAJICHHBIX OT IMMOCTOSHHBIX MPOM3BOJICTBEHHBIX IUIOMIAACH
nabopaTopuu, MO0 Ha COOTBETCTBYIOIIUX BPEMEHHO HUCIOIb3yEMbIX UM MOOUIIBHBIX O0BEKTAX;

d) yHuKanpHYIO HASHTU(UKALIUIO, UISI TOTO YTOOBI BCE €0 COCTABIISIONINE BOCTIPUHUMAJIHCH KaK
4acTh OOILEro 0T4eTa, U YeTKYI0 HACHTU(UKALMIO KOHIIA OTYETA;

€) HANMECHOBaHME ¥ KOHTaKTHBIC TaHHBIC 3aKA34YHKa,

f) unenTHpUKaALMIO TPUMEHSAEMOI0 METO/1a;

£) onMcaHue, OAHO3HAYHYIO HICHTU()UKALMIO U TPH HEOOXOAUMOCTH COCTOSTHIE 00pasia;

h) mary momydenuss oOpa3ua(oB) ISl WUCIBITAHUNM WIM O0BEKTa KaTUOPOBKU M JaTy OTOOpa
o0pa3ua(oB), KOrja 3T0 MMEET BaXXKHOE 3HAYEHHE JIJISl IOCTOBEPHOCTH U IIPUMEHEHUS Pe3y/bTaTOB;

1) 1aTy(bl) OCYIIECTBIECHUS JJAOOPATOPHON AEATEIbHOCTH;

J) AaTy BbIAQYM OTYETA,

k) ccpuiky Ha TulaH M MeToJ oTOopa 00pa3loB, WCHOJIb30BaHHBIE JabopaTOpHel WM JIPYTUMHU
OpraHaMH, €CIIi 3TO Ba)KHO ISl IOCTOBEPHOCTH WIIM TIPUMEHEHUS Pe3yJIbTaTOB;

1) 3asgBIEHME O TOM, UTO PE3YJbTAaThl OTHOCATCS TOJBKO K OOBEKTaM, MPOILEAIINM HUCHBITAaHUS,
KaJTMOpPOBKY UJIU OTOOP;

m) pe3ynbTaThl, I7e TO IPUMEHUMO, C €AMHULIAMU U3MEPEHUS;

N) JOTIOJTHEHHUSI, OTKJIOHEHHSI WIIH UCKITFOUEHHS U3 METOJIa;

0) UACHTU(PHUKAIMIO JUIl(a), YTBEPAUBIIHNX(ET0) OTUET;

P) OTHO3HAYHYIO UACHTU(DUKAINIO PE3YIBTATOB, MOTYYSHHBIX OT BHEITHUX MOCTABIINKOB.

[Ipumeuanue - BriroueHue 3asBlIeHUs O TOM, YTO OTUYET HE JOJKEH OBITh BOCIPOM3BENIEH HE B
NOJTHOM 00beMe 0e3 paspelieHus 1abopaTopru, MOKET 00€CIIeUNTh YBEPEHHOCTh B TOM, YTO YAaCTH OTYETa
HE UHTEPIPETUPYIOTCSI BHE KOHTEKCTA.

7.8.2.2 Jlaboparopust 10JIKHA HECTH OTBETCTBEHHOCTH 3a BCIO MHGOPMAIUIO, IPEICTABICHHYIO B
oT4yeTe, 3a MHCKIIOYEHHWEM CiydaeB, Korjga uH(popMalnMs NpefocTaBiseTcsl 3aka3zuukoM. JlaHHbIe,
MMPEAOCTABJICHHBIC 3aKa3UMKOM, JOJIXKHBI OBITh YETKO I/I)IeHTI/ICbI/IHI/IpOBaHI)I. KpOMe TOro, B ci1y4dac €Clin
UHpOpMalKs NPEeIOoCTaBICHa 3aKa3YMKOM M OHAa MOXKET IOBJIMATH Ha JTOCTOBEPHOCTh PE3YyJbTATOB, B
OTYET JOJKHO OBITh BKJIIOUEHO 3asBJICHHE 00 OrpaHUYEHHWU OTBETCTBEHHOCTH Jabopartopuu. B ciydae
ecnu JabopaTropusi HE OCYIIECTBISAET W HE HECeT OTBETCTBEHHOCTH 3a CTaauio oTOopa 00pasloB
(Harmpumep, oOpaszer] ObUT MPEJOCTaBICH 3aKa3yMKOM), B OTYETE€ JOJDKHO OBITh OTPa)K€HO, YTO
NOJIy4EeHHBIE PE3YJIbTaThl OTHOCATCS K MPEJIOCTaBICHHOMY 3aKa3uyMKOM 00pasiLy.

7.8.3 CnenmajibHbie TPeOOBAHUS K 0TYETAM 00 UCIIBLITAHUSAX
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7.8.3.1 B nononHenue Kk TpeOOBaHUSAM, IEPEUNCIICHHBIM B 7.8.2, OTYEThI 00 UCIBITAHUSIX JOJKHBI,
€CIT 3TO HEOOXOAMMO IS MHTEPIPETAIIMU PE3YJIbTATOB UCTIBITAHUH, BKIIFOUATh B ce0s ClIeIyIoNIee:

a) nHpopManuo 00 0COOBIX YCIOBUSAX UCIIBITAHUMN, TAKUX KaK YCIIOBHS OKPY)KAIOILIEH CpeIbl;

b) mpu HEOOXOTUMOCTH 3asABJICHHE O COOTBETCTBUHM TPEOOBAHMSIM WU ClEHUPUKAIHUAM (CM.
7.8.6);

C) I/ie 3TO MPUMEHNMO, HEOTIPEACICHHOCTh H3MEPEHHI, TIPEACTABICHHYIO B TE€X )K€ JMHUIAX, YTO
U u3MepseMas BEIWYMHA, WIA B OTHOCHUTEIHLHOM IO OTHOIICHHIO K HM3MEpSeMON BEIWYMHE BHIE
(HampuMmep, B MPOIICHTAX ), KOT1a:

- 3TO UMEET OTHOLICHUE K JIOCTOBEPHOCTH HJIM MIPHUMEHEHHIO PE3yIbTaTOB UCIIBITAHHIA;

- 3TOrO TpeOyeT 3aKa3uuK; Win

- HEOIIPEEIEHHOCTh U3MEPEHHUS BIHSIET HAa COOTBETCTBUE YCTAHOBICHHOMY IPEJIEIY;

d) MHEHHS ¥ MHTEpIIpETaIH, TJIe 3TO MPUMEHUMO (cM. 7.8.7);

€) JIOTIOJIHUTENIbHYI0 MH(OPMAIMIO, KOTOpask MOKET MOTPeOOBaThCS MO KOHKPETHBIM METOJaM,
OpraHaMm BIIACTH, 3aKa3UYMKaM HJIM TPYIIIaM 3aKa34HKOB.

7.8.3.2 Ecnu maboparopusi HECET OTBETCTBEHHOCTh 3a JESTEILHOCTH 0 0TOOPY 00pa3IoB, OTYETHI
00 HMCIBITAaHUSX JTOJKHBI COOTBETCTBOBATh TPEOOBAHUIM, YKa3aHHBIM B 7.8.5, €CIIM 3TO HEOOXOUMO IS
UHTEPIPETAINN PE3yJIbTATOB UCTIBITAHUH.

7.8.4 CnienuajibHble TPeOOBAHUSA K CBHAETEILCTBAM (cepTH(PUKATAM) 0 KAJINOPOBKeE

7.8.4.1 B nononaenue K TpeOOBaHUAM, NTEPEUUCICHHBIM B 7.8.2, B CBUAETENBCTBA (CEPTH(HUKATHI)
0 KaJMOpOBKE JOJKHBI ObITh BKJIFOUEHBI CIEIYIOIINE CBEICHHS:

a) 3HaUCHHE HEONPEACICHHOCTH M3MEPEHHI JUIS pe3ysbTaTa U3MEPEHHI, MPEICTaBICHHOE B TEX
e eAMHULAX, YTO U HM3MepsieMas BEIMYMHA, WIK B OTHOCUTEIBHOM IO OTHOLIEHHIO K H3MepseMoin
BEITMYMHE BUJIE (HApUMeEp, B IPOLICHTAX ).

IIpumeuanue - B coorBerctBuu ¢ ISO/IEC Guide 99 pesynbTaT uM3MEpeHHs, KakK IPaBHIIO,
BBIPAKAETCSI OJHUM H3MEPEHHBIM 3HAUEHHEM BEJIIMYMHBI C YKa3aHWEM €IWHHULIBI H3MEpPEHus u
HEOIPEIEIECHHOCTH U3MEPECHUI;

b) cBegeHuss 00 yciHoBUSAX (HampUMeEp, VYCIOBUSX OKpYXarolled cpelbl), NpU KOTOPBIX
BBITOJIHSUTMCh KQTMOPOBKU M KOTOPBIE MOTJIM OKa3aTh BIMSHUE HA PE3yJIbTaThl U3MEPEHUI;

C) 3asiBIIEHHE O TOM, KakuM oO0pa3oM oOecneuuMBaeTcs METPOJIOTMYEcKas IPOCIIEKUBAEMOCTD
U3MepeHuit (cM. npusoxkenue A);

d) pe3ynbTaThl, MOydeHHBIE IO U TIOCIIE PETYIUPOBKH WM PEMOHTA, €CIIM TAKOBBIE TIPOBOIMIIUCE;

€) 3asBJICHHE O COOTBETCTBUU TPEOOBAHUIM WM CHeUU(DUKALUAM NTPU He0OXoAUMOCTH (cM. 7.8.6);

f) MHeHus U uHTEepnperanuu (cM. 7.8.7) mpu HE0OXOJUMOCTH.

7.8.4.2 Ecnu naboparopusi OTBEYaeT 3a JAEATEIbHOCTh MO OTOOpPY 00paslloB, CBUIETEIHCTBA
(cepTudukarel) 0 KaTMOPOBKE JOJKHBI COOTBETCTBOBATH TPEOOBAHMM, yKa3aHHBIM B 7.8.5, eclid 3TO
HE00XO0/IMMO Il HUHTEPIPETALUHU Pe3yIbTaTOB KAINOPOBKHU.

7.8.4.3 CBuzaerenbcTBO (cepTUUKAT) O KATUOPOBKE WIJIM KATMOPOBOYHASI ITUKETKA HE JOJDKHBI
coJiepKaTh HUKaKUX PEKOMEHIAlUN M0 BHIOOPY MEXKATUOPOBOUHBIX MHTEPBAJIOB, KPOME TE€X CIy4YaesB,
KOTJIa 9TO OBLIO COTIIACOBAHO C 3aKa3YUKOM.

7.8.5 IlpencrasiieHue pe3y/abTaTOB 110 0TOOPY 00pa3L0B - ClIeNHAJIbHbIC TPEOOBAHUSA

Ecnu naGopaTopust HeceT OTBETCTBEHHOCTD 3a JIEATEIbHOCTh 110 0TOOPY 00pa3IoB, B IOMOJHEHHE
K TpeOOBaHUSAM, MEPEUYUCICHHBIM B 7.8.2, KOTJa 3TO HEOOXOIUMO [JIsi MHTEPIPETAIUU PEe3yNIbTaTOB,
OTYETHI JOJDKHBI BKITIOYATh CIICAYIONIEE:

a) maty orbopa o0pasIioB;

b) yHUKaIBbHYIO WASHTH(UKAIINIO BRIOPAHHOTO 00pa3iia Wik MaTepraia (BKJIIO4Yas HAUMCHOBaHUE
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MIPOU3BOIUTENISI, 0003HAYCHHE MOJICIH UITU THIIA U CEpUHHBIC HOMEPA, KOTJa 3TO MPUMEHUMO);

¢) MecTo 0TOOpa 00pa3oB, BKIKOYAs JIFOObIC JUArPaMMBbI, 3CKU3bI WU GoTorpaduu;

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

€) CBelCHUsT 000 BCEX YCIOBHSAX OKPYXArOIIEH cpenbl BO BpeMsi 0TOOpa 00pasioB, KOTOpHIC
BIUSIOT HA HHTEPIPETAIUIO PE3yIbTATOB;

f) nuadopmaryro, HEOOXOIUMYIO JUIS OLEHKH HEONPEISICHHOCTH M3MEPEHHH JIJIsl TIOCIIE YFOITIX
UCTIBITAHUH WIIN KaTUOPOBKHU.

7.8.6 IlpeacraBiieHue 3aKJII04YEHUH 0 COOTBETCTBUM

7.8.6.1 Ecnut 1o pe3ynibTaTaM HCIBITAHUS WA KaTHOPOBKH JIENAETCS 3aKIFOYEHUE O COOTBETCTBUU
cnenuduKaluyl WIM CTaHJapTy, jJabopartopus JOHKHA JOKYMEHTHPOBATh MPABUIIO MPUHSTHUS PELIEHUS,
IpPUHUMAas BO BHMMAHHE YPOBEHb pHUCKa (HAIpUMEp, JOMXKHOIOJOKHUTEIbHOE WIH JIOKHOOTPULIATEIbHOE
pelleHne, CTaTUCTUYECKUE MPEOI0KEHNUs), CBI3aHHBIN ¢ MPUMEHIEMBIM MTPABUIIOM IPUHATHUS PEIICHUS,
Y IIPUMEHUTH JIaHHOE MPaBUIIO.

IIpumeyanue - Ecinu npaBWiIO NPUHATUSA PEUICHUS YCTAaHOBJICHO 3aKa34MKOM, IIPABUIAMHU WU
HOPMAaTUBHBIMHU JOKYMEHTaMH, AajbHENIIee paCCMOTPEHUE YPOBHS pUCKa HE TpeOyeTcs.

7.8.6.2 Jlaboparopus AODKHA IPEICTABUTh 3aKIIOYCHHE O COOTBETCTBHHM, B KOTOPOM YETKO
OTIpEICIICHO:

a) K KaKMM pe3yJibTaTaM MPUMEHSCTCS JTAHHOE 3aKIIFOUCHHE;

b) xakuMm crienuduKanysIM, CTaHTAPTaM WM WX YacCTSAIM COOTBETCTBYET WIIM HE COOTBETCTBYET
00BEKT;

C) TPaBWIO TPUHATHS PEIICHUS, KOTOpOEe OBLIO HCIIOJIE30BAHO (€CIIM OHO HE COJCPKUTCS B
COOTBETCTBYIOIIUX CTIENU(PUKAIINH UITH CTaHJapTe).

IIpumeuanue - /1511 noaydenus nononHutensHoi napopmanuu cM. ISO/IEC Guide 98-4.
7.8.7 IlpeacraBiieHre MHEHHI M MHTEPIPeTaLHii

7.8.7.1 B cinyuae mpeacTtaBieHUss MHEHUH M MHTEpIpeTaluil gabopaTopus J0JKHA 00ECIEeUYHTb,
YTO TOJIBKO MEPCOHAN, YIOJHOMOYEHHBIM HA IPEICTABICHUE MHEHHW M WHTEPHPETALMM, MPEACTABIISIET
COOTBETCTBYIOLME 3asBieHUs. Jlaboparopusi IOMKHA JOKYMEHTHPOBaTb OCHOBaHMs, Ha KOTOPBIX
0a3upyroTCsl BKJIIOUEHHBIE B OTYET MHEHHUS U UHTEPIIPETALINU.

I[Ipumeuyanue - BaxHO OTIIMYaTh MHEHWS W WHTEPIPETAIMM OT BBIBOJIOB IO pPE3yJIbTaTam
MHCTIEKIUH WM cepTH(UKALUU MPOAYKIMH, Kak 3T0 yctaHoBiaeHo B ISO/IEC 17020 u ISO/IEC 17065, u
OT 3asIBJIECHUI O COOTBETCTBUHU, YIOMSHYTHIX B 7.8.6.

7.8.7.2 MHeHHS WU HHTEPIIPETAIlNHU, COICpKalIUuecs B OTYETaX, JOJDKHBI OBITh OCHOBAaHBI Ha
pe3ynbTaTax, MOTYYeHHBIX AJIs 00bEeKTa, TPOXOAUBIIETO UCTIBITAHUS/KATUOPOBKY, U JOJKHBI ObITh YETKO
0003Ha4YeHbI KaK TaKOBBIE.

7.8.7.3 Ecnu MHEHUS U UHTEPIPETAIMH MPEACTABISIOTCS MYTEM HEMOCPEACTBEHHOTO 00CYKIeHUS
pe3yabTaTOB C 3aKa3YMKOM, HEOOXOAMMO COXPAHITh COOTBETCTBYIOIINE 3aMMMCH TAKOTO 0OCYKICHHS.

7.8.8 U3MmeHeHus K oTYE€TAM

7.8.8.1 Ecnmu HeoOX0oAMMO BHECTH W3MEHEHUS, JOMOJHECHHS B BBIJAHHBIA OTYET, MepeoPOPMHUTH
ero, mo0oe u3MeHeHue WHpopMaluKu AOKHO OBITh Y€TKO 0003HAYEHO W, €CITM HEeOOXO0IMMO, MpUYHHA

19/31



BHECEHUS M3MEHEHUS JI0JDKHA OBITh BKJIIIOYEHA B OTUET.

7.8.8.2 M3meHeHus B OTYET IIOCJIE€ €ro BbAAYM JOJDKHBI BHOCUTBCS TOJBKO B BHUJIE
JOTIOTHUTEIFHOTO ~ JOKYMEHTa WM HMHOTrO crmoco0a Tepeqadyd JaHHBIX, KOTOPbIE BKIIOYAIOT
dbopmynupoBky: "M3mMeHeHre K OTYETY, MOPSAKOBBIN HOMED... [WiIM WHas uaeHTU(dUKAIUA|" UId APYTyIO
1o100HYI0 (POPMYIIUPOBKY.

Takue n3MeHeHus JOJKHBI COOTBETCTBOBATH BCEM TPEOOBAHUSM HACTOAIIETO CTaHapTA.

7.8.8.3 Koraga HeoOX0aMMO BBIIATh HOBBIA OTYET O PE3yNbTaTax, OH JOJDKEH ObITh YHHKAJIbHBIM
00pa3oM uJIeHTUDUIIUPOBAH U COAEPKATh CCHUIKY Ha OTYET O pe3yJIbTaTaxX, KOTOPbIM OH 3aMEHSET.

7.9 Kanoodsl (mpereH3un)

7.9.1 JlabopaTopusi 10DKHA UMETh JOKYMEHTHPOBAHHBIN MPOIECC JJIS TIOTYyUYCHHUsI, PACCMOTPEHUS
Xao0 (MpeTeH3nit) ¥ NPUHATHS PEIICHHI 10 Kajno0aM (IPEeTeH3HIM).

7.9.2 Onucanue npoiecca oOpamieHus ¢ xaao0amMu (MIPETeH3UsIMH) JOKHO OBITh TOCTYITHO BCEM
3aMHTEPECOBAHHBIM CTOpPOHAM 10 3ampocy. llpu nmonydenun xanoObl (MpeTeH3uun) J1adopaTopusl JT0JKHA
YIIOCTOBEPUTHCS, OTHOCUTCA JIM >KanoOa (IMpeTeH3us) K J1abopaTopHOW AESITeTbHOCTH, 32 KOTOPYIO OHA
HECET OTBETCTBEHHOCTb, M, €CIU 3TO TakK, JIOJDKHA NPUHATH €€ Ha paccMmorpeHue. Jlaboparopus HeceT
OTBETCTBEHHOCTh 3a MPHUHATHE BCEX PEUICHHH Ha BCEX CTAAMUAX MPOIEcca PACCMOTPEHHS >KaloObI
(mpeTeH3un).

7.9.3 Ilpomecc paccMoTpeHus kano0 (MpeTeH3ui) MODKEH BKJIOYaTh IO KpailHed Mepe
CJIETYIOILINE DJIEMEHTBI U METO/IBL:

a) OMHCaHUE TpoIlecca MOIYyYSHHs, TPOBEPKU, PACCMOTPEHHUS KaloObl (IPEeTeH3UN) U TMPUHATHUS
petieHust 00 OTBETHBIX JIEHCTBUAX, KOTOPHIE TOIDKHBI OBITH MPEANTPUHSTHL;

b) oTcnexxuBaHue M perucTpanus xanod (MpeTeH3uit), BKItoyas IeHCTBUS, IPEANPUHATHIC IS UX
pa3pelieHus;

¢) obecrieueHue Toro, 4YTo He0OXOAUMBIE MEpBI PEAITPUHUMAIOTCS.

7.9.4 JlabopaTopusi, morydaroiast xaino0y (IpeTeH3uI0), J0JKHA HECTU OTBETCTBEHHOCTH 3a cOOp
U TIPOBEPKY Bcell HEoOXoauMoN HMH(OpMaIUKM ¢ IeIbl0 MOATBEPXKICHHS OOOCHOBAaHHOCTH KaJOOBI
(mpeTeH3un).

7.9.5 Korza 3T0 BO3MOXKHO, JJabOpaTopusi T0JKHA MOATBEPIUTH MOTyYEHHE JKano0bl (PEeTeH3HH)
¥ MTHPOPMUPOBATH 3aBUTENS O XOJI€ U pe3yJbTaTaX pacCMOTPEHUS.

7.9.6 Pe3ynbTaThl pacCMOTPEHUS KajJo0bl (MPETEH3UN), KOTOpbIe OyayT AOBEACHBI 0 3asBUTEINS,
JOJKHBI  OBITH TOATOTOBIEHBI WM PAcCMOTPEHbl M 0100peHbl JunoM(amu), KoTtopoe(ble) He
OpUHUMaNo(M) yd4acTusi B JIeATENIbHOCTH JalbopaTopuu, MO TOBOJY KOTOPOM mocTynmia »xaino0a
(mpeteH3us).

HpnMeanue - DTO MOET BBHITIOIHATHCS BHEIITHUM IIEPCOHAIIOM.

7.9.7 Korma 5TO0 BO3MOXHO, jJaboparopus AOJDKHA MPEIOCTaBUTh 3asgBUTENI0 OdULHaIbHOE
yBEJIOMJICHHE O pe3yibTaTaX pacCMOTPEHUS KaJ00b! (IPETEH3UN ).

7.10 YnpasiieHHe HECOOTBETCTBYIOLEH padoToi

7.10.1 JIabopaTopus HODKHA UMETH MPOIEAYPY, KOTOPYIO MIPUMEHSIIOT B CIIydae, eClId KaKoi-I1u0o
acmekT J1TabopaTOpHOW MJESATENHPHOCTH WM PE3yJIbTaThl pabOThI HE COOTBETCTBYIOT COOCTBEHHBIM
nporeaypam Jaboparopun Wik TpeOOBaHUSM, COTJIACOBAaHHBIM C 3aKa3UMKOM (Hampumep, o00pymaoBaHUE
WM YCJIOBHSl OKpYXKAIoOImed Cpelbl HE COOTBETCTBYIOT YCTAHOBICHHBIM TIpeesiaM, pe3yJbTaThbl
MOHUTOPHHTA HE OTBEYAIOT YCTAaHOBJICHHBIM KpUTepusaM). [Ipouenypa nomkHa obecrieunBarh, 4yTo:

a) OIpeJeNIeHbl OTBETCTBEHHOCTh U TOJTHOMOYHS JIJIsl YIIPABIIEHUSI HECOOTBETCTBYIOLIEH paboTOli;

b) neiicTBus (BKJIIOYAs MPUOCTAHOBKY MJIM IMOBTOP pabOTHI M MPUOCTAHOBKY BbIJIAYM OTYETOB, €CIH
HE0OXOMMO) OCHOBaHBI Ha YPOBHSIX PUCKA, YCTAHOBJICHHBIX JIAOOPATOPHUEH;
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C) TPOBEJIEHO OIICHMBAHME 3HAYMMOCTH HECOOTBETCTBYIOIICH YCTaHOBJICHHBIM TPEOOBaHUSIM
paboThl, B TOM YHCIIE aHAJIU3 €€ BO3JCHCTBHS HA MIPEbIIYIINE PE3YIbTAThI;

d) mpuHSITO pemeHne 0 MPUEMIEMOCTH HECOOTBETCTBYIONICH pabOTHI;

€) Korjia 3To Heo0X0IMMO, YBEIOMIICH 3aKa3YUK U aHHYJIMPOBAHbI PE3yIbTaThl PaOOTHI;

f) onpenenena 0TBETCTBEHHOCTH 3a MPUHSATUE PEIICHHUS O BO30OHOBICHUU PAOOTEHI.

7.10.2 JlaGopatopusi AODKHA BECTH 3alMCH B OTHOIICHWU HECOOTBETCTBYIOMICH pabOTHl M
HEOOXOUMBIX JeUCTBUH, Kak ykazaHo B 7.10.1, nepeuncienus b)-f).

7.10.3 B Tex cnydasx, Korja OIICHKa ITOKa3bIBaeT, YTO HECOOTBETCTBYIOIIAs paboTa MOMKET
MOBTOPUTHCSI, UM €CTh COMHEHHS B OTHOLIEHUU COOTBETCTBUSA ACSITEIBLHOCTH J1a00OpaTOpUu COOCTBEHHOM
CUCTEME MEHEPKMEHTA, JIa0opaTopHs 10JKHA OOECIIEUUTh BHIMOTHEHUE KOPPEKTUPYIOLIUX JIEHCTBUM.

7.11 YupasieHue JaHHBIMHM 1 HH(pOpPManHei

7.11.1 JIaGopaTopusi HOJKHA UMETh JOCTYI KO BCEM JaHHBIM M MH(GOPMAIIUU, HEOOXOIUMBIM JUIS
BBITNIOJIHEHU S JTAOOPATOPHOM AESITEIbHOCTH.

7.11.2 IlpaBuibHOCTh (PyHKIHMOHUpPOBaHUS cucTeM(bl) ympasiieHus MHpopmalmeil maboparopuu,
UCTIONIB3YeMBIX(01) 71st cOopa, 00pabOTKH, 3aMMCH, MPEACTABICHUS PE3yIbTAaTOB, XpaHEHUS WM MOWCKA
JMaHHBIX, B TOM 4YHUCJIE NPAaBUIBHOCTh (DYHKIMOHUPOBAHUS HHTEpQEiicoB cuctem(bl) yIpaBIeHUSI
uH(popMarmeit madboparopuu, noJpKHA(BI) OBITH MPOBEpeHa Taboparopuell mepea BHEAPESHUEM B padoTy.
[Ipu r0OBIX UW3MEHEHUSX, BKIIOYas M3MEHEHHs] KOHQUTYpallud MPOrpaMMHOr0 o0OecredeHus
naboparopun WK MOJAU(DHKAIIMK KOMMEPYECKOT0 MPOrpaMMHOTO OO0ECIICUCHUS, OHU JIOJDKHBI OBITh
YTBEPXKACHBI, TOKYMEHTUPOBAHbI U BAIUUPOBAHBI 10 BBEICHUS UX B JICHCTBUE.

IIpumeuanue 1 - B HacTosimeM ctanaapTe "cuctemsbl ynpapieHus nHpopmanuei tadopartopun"
BKJIIOYAIOT B ce0s  ylpaBjlieHME JaHHBIMH W MHpOpMalueil, coaepKalluMUCi Kak B
KOMITbIOTEPU3UPOBAHHBIX, TaK U B HEKOMIIBIOTEPU3UPOBAaHHBIX cHcTeMaXx. HekoTtopble u3 TpeOoBaHUi
MOTyT OBbITh B OOJbIIEH CTENEHW NPUMEHUMBl K KOMIBIOTEPU3UPOBAHHBIM CHCTEMaM, 4YeM K
HEKOMIIBIOTEPU3UPOBAHHBIM CUCTEMAM.

[Ipumeuanue 2 - JlocTynHOe Ha pbIHKE KOMMEPUYECKOE MTPOrpaMMHOE 00ecrieueHne Mpu 0OBIYHOM
€ro UCMOJb30BAHUU B 00JACTH, Ui KOTOPOM OHO MpEeAHa3HAYEHO, MOXKET CUMTAThCS B JIOCTaTOYHOU
CTENEHH BAJTUAMPOBAHHBIM.

7.11.3 Cuctema(pl) yrpaBieHus uapopmaiueit 1abopaTopun, J0KHA(BI):

a) OBITh 3amuiIeHa(bl) OT HECAaHKIIMOHHUPOBAHHOTO JJOCTYTIA;

b) ObITh 3amumieHa(bl) OT UCKAXKEHUS WM OTEPU JaHHBIX;

¢) QYHKIIMOHUPOBATH B YCIOBHUSAX OKPYKAIOIIEH CPe/bl, KOTOPhIE COOTBETCTBYIOT CHEIM(UKAIIUIM
MOCTaBIIMKA WM JIa0OpaTOPUH, WU, B CIIydae HEKOMIIbIOTEPU3UPOBAHHBIX CHUCTEM, CO3/1aBaTh YCIOBHS,
o0ecrnevynBaroIe HEN3MEHHOCTD BBITTOJIHEHHBIX OT PYKHU 3aluced U pacInpoBKH;

d) moanepxuBaThCcs B TAaKOM COCTOSIHHH, KOTOpPOE OO0ecleyrMBaeT IENOCTHOCTh JaHHBIX H
uHpOpMaInH;

€) BKIIOYaTh PEruCTpalMI0 CHCTEMHBIX COOEB U COOTBETCTBYIOIIMX ONEPAaTUBHBIX W
KOPPEKTUPYIOIIUX JEHCTBUN.

7.11.4 B ToM ciy4ae, eciii yIpaBJICHHE TaHHOW CHCTEMOM M €€ MOJJECPHKAHUE OCYIIECTBIACTCS
JTUCTAHIIMOHHO WJIM 4Yepe3 BHEIIHETO MOCTaBIIUKA, JTa0OpaTOpusi JOJDKHA OOECIeYUTh COOTBETCTBUE
MOCTAaBIIMKA WM ONEpaTopa CUCTEMbI BCEM MPUMEHUMBIM TPeOOBaHUSAM HACTOSIIETO CTaHAApTA.

7.11.5 JlaGoparopus AOMKHA OOECHeurBaTh, YTOOBI MHCTPYKIIMU, PYKOBOJICTBA M CIPABOYHBIC
JTaHHbIE, OTHOCSIIHECS K cucTeMe(am) ynpaslieHus: nHpopmManneit 1adopaTopuu, ObUIH JIETKOJOCTYITHBIMU
JUIsl TIEpCOHAa.

7.11.6 Pacuetrsl M mnepenayd MAHHBIX AOJKHBI IMOJBEPraTrbCsl HANICKAIIUM CHUCTEMATUYECKUM
MIPOBEPKaAM.

8 TpedoBanus Kk cucreMe MeHeI:KMEHTA
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8.1 Bapuanrsl

8.1.1 O0mme moJ10KeHus

Jlaboparopus AOMKHA YCTAaHOBHUTH, JOKYMEHTHPOBATb, BHEIPUTH M MOJJEPKUBATH CHUCTEMY
MEHEDKMEHTa, KOTOpasi CIocOOHa o0ecrednBaTh U JIEMOHCTPUPOBATH MOCTOSTHHOE BBIOJHEHHE
TpeOOBaHUI HACTOSIEr0 CTaHAapTa U obOecreyrBaTh KaueCTBO BBIMOJIHEHHBIX JiabopaTopueil pabot. B
JIOTIOJTHEHHE K COOTBETCTBHIO TPEeOOBaHUSAM paszieioB 4-7 pabopaTopus OKHA BHEIPUTH CUCTEMY
MEHEI)KMEHTa B COOTBETCTBUHU C BApPUAHTOM A UM BapuaHToM B.

IIpumeuanue - Cm. npuioxenue B u1st ononHuTenbHON HHGOpMaUy.
8.1.2 Bapuanrt A

Kak MuHrMyM crcTeMa MeHeI)KMEHTa JIabopaTOpUu J0JDKHA MPeyCMaTpUBaTh CIEAYIOLIee:
- TIOKYMEHTAIIUIO CUCTEeMbI MEHEIDKMEHTa (cM. 8.2);

- yIpaBieHUE TOKYMEHTaMU CUCTEMbl MEHEIKMEHTa (cM. 8.3);

- yIpasieHHue 3arnucsmMu (cM. 8.4);

- IEMCTBUS, CBSI3aHHBIE C PUCKAMH U BO3MOXKHOCTSIMH (CM. 8.5);

- ynyueHus (cMm. 8.6);

- KOppeKTHUpymIue aecTus (cM. 8.7);

- BHYTpEHHUE ayuThl (cM. 8.8);

- aHAJIU3 CO CTOPOHBI PYKOBOACTBA (cM. 8.9).

8.1.3 Bapuaur B

JlaGopatopus, KoTopasi yCTaHOBMJIA U TOAJCPKHUBAET CUCTEMY MEHEI)KMEHTAa B COOTBETCTBHUHU C
tpeboBanusiMu [SO 9001 u crmocoOHa moATBEpKJIaTh M JEMOHCTPUPOBATh IMOCTOSHHOE BBINOJHEHUE
TpeOoBaHUH pazjenoB 4-7, Takke IEMOHCTPUPYET KaK MMHHMYM TOTOBHOCTH BBINOJHATH TPEOOBaHMS,
coaeprkaruecs B 8.2-8.9.

8.2 JlokymeHTaMsI CHCTEMbI MEHE:KMEHTA (BAPUAHT A)

8.2.1 PykoBoacTBo mabopaTopuu MOJDKHO YCTaHOBHUTH, JTOKYMEHTHPOBATh W TOJIEPKHBATH
HOJUTHUKUA U LEIH JUIS BHIOJHEHUs TPeOOBAHMI HACTOSILEro CTaHJIapTa U JOJDKHO 00eCHeuuTh, YTOOBI
9TH MTOJIUTHKH U TIeTTN OBLTH MPU3HAHBI ¥ BHEIPEHBI HA BCEX YPOBHSIX OpTaHMU3AINH JTa00PaTOPHH.

8.2.2. TlonuTHUKKM W UeNUW JOJDKHBI OBbITH HampaBlieHbl Ha oOecreueHHe KOMIIETEHTHOCTH,
OecTIpUCTPaCTHOCTU U CTAOUIBHOCTH JIEATEILHOCTH J1a0OpaTOPHUH.

8.2.3 PykoBOJCTBO 11abOpaTOpHM JOJDKHO TMPEICTaBUTh JI0OKA3aTeNbCTBA MPUBEPKEHHOCTH K
pa3paboTKe U BHEIPEHUIO CHCTEMBI MEHEPKMEHTA 1 TIOCTOSTHHOMY TTOBBIIICHHUIO €€ Pe3yIbTaTHBHOCTH.

8.2.4 Bes moKyMeHTaIus, MPOLECChI, CUCTEMBI, 3aITUCH, OTHOCSIIUECS K BBIIIOJIHEHUIO TpeOOBaHUI
HACTOSIIETO CTaH/IapTa, JOJDKHBI OBITh BKIIFOUEHBI B CHCTEMY MEHEKMEHTA, COOTHECEHBI MITH CBS3aHBI C
HEW.

8.2.5 Becw mepcoHal, yqacTBYIOIHKA B 1a00paTOPHOM AESTEIHHOCTH, TOJDKEH UMETh JIOCTYI K TeM
YacTsM JOKYMEHTAllMM CHUCTEMbl MEHEIJKMEHTa M COOTBETCTBYIOLIEH WH(OpPMAaLUHU, KOTOpbIC
MPUMEHSIOTCS B cpepe ero OTBETCTBEHHOCTH.

8.3 YnpaBieHune J0KyMEHTAMHU CHCTEMbI MEHe>KMEeHTa (BaApUAHT A)
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8.3.1 JlaGoparopusi [0JDKHA yHpaBisATh JOKYMEHTaMH (BHYTPEHHHMMH U  BHEUIHHMH),
OTHOCSIIIIUMHUCS K BBITIOJIHEHHUIO TPEOOBAaHUN HACTOSIIETO CTaHAapTa.

I[Ipumeuyanue - B paHHOM KOHTEKCTE "MOKyMEHTOM" MOTYT OBITh 3asBJICHUS O MOJUTHKE,
pouenypsl, cenu(uKanum, HTHCTPYKLIUU POU3BOIUTENS, KaTMOPOBOUHbIE TaOIMIIbI, CXEMBbI, TocoOus,
IUIaKAThl, YBEJOMJICHHS, TAMITKH, YePTEKH, TIIAaHbI U T.J. OHU MOTYT OBITh MPEACTABICHBI HA PA3TUYHBIX
HOCUTEIISAX HH(pOpMALMY, HAIPUMED B II€4aTHOM WK LIUPPOBOM opmare.

8.3.2 JlabopaTopus 10JDKHA 00€CTICUUTD, YTO:

a) IOKYMEHTHI IIPOBEPEHBI Ha MPUTOAHOCTh YIIOJHOMOUYEHHBIM MTEPCOHAIIOM J0 UX U3/IaHUS;

b) TOKYMEHTHI IEPUOJUYECKH aHATU3UPYIOTCA U IPU HEOOXOIUMOCTH MIEPEeCMaTPUBAIOTCS;

C) UASHTUDUITUPYIOTCS U3MEHEHUS U CTATyC TEKYIICH PeIaKINK IOKyMEHTA;

d) akTyasnbHbIE BepCcHUU MPHUMEHSIEMbIX TOKYMEHTOB JOCTYIHBI Ha BCeX pabOouuMx MecTax U Mpu
HEOOXOAMMOCTH UX PACHPOCTPAHCHUE YIIPABIISETCS,

€) TOKyMEHTbI YHUKAJIbHBIM 00pa30oM UJIeHTU(UIIUPOBAHBL,

f) He momyckaeTcsi HelpeaHaAMEPEHHOE UCTIOIb30BAHUE YCTAPEBIINX JTOKYMEHTOB U MPUMEHSAETCS
COOTBETCTBYIOIIAsA UICHTU(UKALIMS JaHHBIX JOKYMEHTOB, B Clydae €CJIM OHU COXPAaHSIOTCS C KaKOH-Tn0o
LEJbIO.

8.4 Ynpasienue 3anucsamMu (BapuaHt A)

8.4.1 JlaGoparopusi 1OKHA BECTH M COXPaHATh pa30OpPUYMBBIC 3aUCH C IEIBI0 MOATBEPKICHUS
coOuroIeHus TPeOOBaHUHN HACTOSIIETO CTAHIAPTA.

8.4.2 JlabopaTopus JOJDKHA OCYIIECTBISATH YIpaBlieHHE, HEOOXOAMMOE IS HACHTHU(PHUKAIINH,
XpaHEHUs, 3alIUThI, Pe3ePBHOTO KOMHPOBAHUS, ApXUBUPOBAHUS, TIOUCKA, CPOKA XPAHEHUS U YHUUTOKECHHS
cBoux 3amuceld. JlaGoparopus [OJDKHA COXPaHATh 3allUCH B TEUEHHE IEPHOJAA, YCTAaHOBIECHHOTO
JIOTOBOPHBIMU 00s13aTeNbcTBaMU. J[OCTYI K JaHHBIM 3aMHUCIM JOJIKEH COOTBETCTBOBATH 0053aTEILCTBAM B
oOJractu KOH(l)I/I]IeHHI/IaIII)HOCTI/I, " 3allUCU JOJI’)KHBI OBITH JICTKOJOCTYITHBIMHU.

IIpumeuanue - B 7.5 mpuBeneHbl TOMOJHUTEIbHBIE TPEOOBAHUS, OTHOCSIIIUECS K TEXHUYECKUM
3aII1CSAM.

8.5 JleiicTBus, CBSI3aHHBIE C PUCKAMHU M BO3MOKHOCTSIMH (BAapHAHT A)

8.5.1 JlabopaTopusi OKHA paccMaTpUBATh PUCKH M BO3MOKHOCTH, CBSI3aHHBIC C JIaOOpaTOpPHON
JeATEeTLHOCTBIO, JUISl TOTO YTOOBI:

a) obecreynBaTh, UTO CUCTEMA MEHEKMEHTA JJOCTUTAeT HAMEUCHHBIX PE3yJIbTaTOB;

b) HapanmBaTh BO3MOXKHOCTH JUTsl TOCTHKEHUS TIEIeH U 3a7a9 1abopaTopuu;

C) TpemoTBpallaTh WIM YMEHBIIUTh HEXKENaTeNbHbIE BO3JCHCTBUS W BO3MOXHBIE CcOOM B
1ab0paTOPHOM JEATEINHHOCTH,

d) nobuBathcs ynydieHuu.

8.5.2 JlabopaTopus 10JDKHA TIJIAHUPOBATH:

a) IeUCTBUS, CBA3AHHBIEC C JAHHBIMU PUCKAMU U BO3MOXHOCTSIMU;

b) kakum oOpazom:

1) uHTErpUPOBATH U BHEAPATH JAHHBIE IEUCTBUS B CUCTEMY MEHEI)KMEHTA;

2) OIEHUBATh PE3yIbTaTUBHOCTD JAHHBIX JEHCTBUM.

I[Ipumeuanue - XOTS B HACTOSIIEM CTaHAApTE YKa3bIBAeTCs, 4YTO JabopaTopus IJIaHUPYET
JIeMCTBUSL TI0 YCTPAHEHHMIO PHCKOB, TpeOoBaHHMA K ()OPMAIbHBIM METOAAM YIIPAaBICHUS PUCKAMH WIH
JOKYMEHTHPOBAHHOMY IMPOIIECCY YIpPaBJIEHUS PUCKaMU HE YCTaHOBIJIEHBI. JlabopaTOpuu MOTYT PELIUTh,
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cliefyeT M pazpabaThiBaTh 0ojiee OOIMPHYIO METOJOJIOTHIO YIIPABICHHS PUCKaMU, YEM 3TO TpedyeTcs B
HACTOSAIIEM CTaHJapTe, HaIPUMeEp, TOCPEICTBOM IIPUMEHEHUS IPYTrHX PyKOBOJCTB MII CTAaHIAPTOB.

8.5.3 IlpennpuHuMaembple NEWCTBHS, CBSI3aHHBIE C PHUCKaMHU M BO3MOXKHOCTSIMH, JOJDKHBI OBITH
COpa3MepHBI UX MOTCHIIMATLHOMY BIHSIHHIO Ha JOCTOBEPHOCTH JIAOOPATOPHBIX PE3YJIbTATOB.

IIpumeuanue 1 - [Ipumepamu neicTBUMA, CBA3aHHBIX C PUCKAMHU, MOTYT OBITh MACHTU(DUKALUS U
IPENYNPEXACHUE YIPo3, IPUHATHE PUCKOB € LENbI0 PEeaJnu3aluy BO3MOKHOCTH, YCTPAaHECHHE MCTOYHHKA
pHUCKa, U3BMEHEHHE BEPOATHOCTU PUCKA WIH €r0 NOCIEACTBUMN, pa3/IeJICHUE PUCKOB UIIM COXPAHEHHUE pUCKa
IIOCPEICTBOM OOOCHOBAHHOT'O PELLICHMS.

I[Ipumeyanue 2 - B0O3MOXHOCTM MOTYT MPHUBECTH K PpACIIUPEHUIO0 001acTH 1abopaToOpHOi
JEATEIIBHOCTH, IPHUBJICUYECHUIO HOBBIX 3aKa3UYMKOB, HMCIOJIb30BAHUIO HOBBIX TEXHOJOTMH WIH APYTHUX
BO3MOKHOCTEH C LIEJIBIO YIOBJIECTBOPEHHSI HOTPEOHOCTEH 3aKa3UMKOB.

8.6 Yayumenus (BapuaHT A)

8.6.1 Jlaboparopusi nomKHA HACHTU(UIIUPOBATH M BHIOPATh BO3MOXKHOCTU ISl YIyYIIEHUH, a
TaKOKe MPEIIPUHITH HEOOXO0AUMBIE JICHCTBHS.

IIpumeuanue - Bo3MoXHOCTH 1151 yay4IlIeHUI MOTYT ObITh MIEHTH()ULUPOBAHBI 10 pe3yJbTaTaM
aHasii3a pabouMx MpoLenyp, MCIONb30BAaHUS IIOJIUTUK, OCHOBHBIX IieJiel, pe3yJbTaTOB ayAWUTOB,
KOPPEKTUPYIOIUX JEHCTBUM, aHalu3a CO CTOPOHBI PYKOBOJCTBA, INPEMJIOKEHUN IEPCOHAjA, OLIEHKU
pUCKa, aHAJIM3a JaHHBIX U PE3YJIbTATOB MPOBEPOK KBaTH(PUKALINH.

8.6.2 JlaGopaTtopusi JOJKHA CTPEMUTHCS TOJy4aTh OOpaTHYIO CBS3b OT 3aKa34MKOB, Kak
MOJIOKUTENBHYIO, TaK U OTpuliaTe’abHyo. OOpaTHas CBsA3b JOKHA aHAIM3UPOBATHCS U MIPUMEHSTHCS IS
YIydli€HUs CUCTEMbI MCHECI’)KMCHTA, J1a60paT0pH0171 ACATCIIBHOCTHU U O6CJ'Iy)KI/IBaHI/I5[ 3aKa34YuKoOB.

I[Ipumeuanue - I[lpumepamu TUNOB OOpaTHON CBS3M SIBJISIFOTCSL ONPOCHI  OTHOCHTEIBHO
yJIOBJIETBOPEHHOCTH 3aKa3UMKOB, 3alMCH IEPETOBOPOB U 00CYKIEHUE OTYETOB C 3aKa3UMKaMHU.

8.7 KoppekrTupymwouue aeiicteusi (BapuaHTt A)

8.7.1 Ilpu BBISBICHUH HECOOTBETCTBUS JIaDOPATOPUS JOJKHA!

a) pearupoBaTh Ha HECOOTBETCTBHE U MPU HEOOXOAUMOCTH:

- IPEANPUHATH ACHUCTBUSA JUIsl YIIPaBJICHUSI HECOOTBETCTBUEM U €TI0 YCTPAHECHHUS;

- OTpearupoBaTh Ha MOCJIC/ICTBHS;

b) olleHUTH HEOOXOAMMOCTH NEHCTBUS ISl yCTpaHEHHS MPHUYMH(BI) HECOOTBETCTBUS, AN TOTO
YTOOBI IPETYIPEIUTH €TO ITOBTOPHOE MJIM HOBOE MPOSIBIICHUE, TTOCPEICTBOM:

- pPacCCMOTpPEHHUS ¥ aHAJIN3a HECOOTBETCTBUS;

- BBISIBJICHHS TIPUYUH HECOOTBETCTBUS,

- BBISBJICHHS CYIIECTBOBAaHUS WJIM TOTEHIMATHHONH BO3MOXKHOCTH BO3HHUKHOBEHHUS MOJOOHBIX
HECOOTBETCTBHIA;

C) MPEANPHUHATH HEOOXOANMBIE TIEHCTBUS;

d) o1eHUTh PE3yIBTATUBHOCTH MPEANPUHATHIX KOPPEKTUPYIOMINX JIEHCTBHIA,

€) MOBTOPHO OLEHUTh PUCKH U BO3MOKHOCTH, BBISIBIEHHBIE IO UTOTaM IUIAHUPOBAHUSA, €CIU 3TO
HEOOXOINMO;

f) mpu HEOOXOAUMOCTH BHECTH U3MEHEHUS B CUCTEMY MECHEIKMEHTA.

8.7.2 Koppektupyromnme IASHCTBUS JODKHBI COOTBETCTBOBATH MacIITadaM M TMOCIEACTBHUSAM
00HapyKEHHOT'O HECOOTBETCTBUSI.

8.7.3 JlabopaTopus OJDKHA COXPAHATH 3aITUCH B KAUE€CTBE CBUJICTEILCTB CIIEAYIOIIETO:
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a) CYIIHOCTH HECOOTBETCTBUM, MPUUYNH(BI) U JTFOOBIX MPEATNPUHATHIX MOCICTYIOIMNX ICHCTBUM;
b) pe3yapTaTOB KOPPEKTUPYIOIIHUX JCHCTBUM.

8.8 BuyrpenHnue ayauthbl (BapuaHT A)

8.8.1 Jlaboparopus 10/DKHA POBOAUTH BHYTPEHHHUE ayIUTHI Yepe3 3alulaHMPOBAHHbBIE HHTEPBAJIBI
JUISL IOJyYEeHUsI MTHPOPMAILIUHU O TOM, SBISETCA JIM CUCTEMa MEHEKMEHTA!

a) COOTBETCTBYIOLICH:

- coOCTBEeHHBIM TpeOOBaHMAM JabOpaTOpuM K CBOCH CHUCTEME MEHEKMEHTa, B TOM YHUCIIe
1a00paTOPHOM JEATEIEHOCTH;

- TpeOOBaHUSIM HACTOALIETO CTAHIAPTA;

b) pe3yabTaTHBHO BHEAPCHHOW M PEaN3yeMO.

8.8.2 JlabopaTopus M0JKHA:

a) IUIAHUPOBATh, Pa3padaThIBaTh, BHEIPATh M PEATN30BBIBATh NPOrpaMMy ayauTa, B TOM YUCIIE B
OTHOIICHWH TEPUOJUYHOCTH, METOMOB, c(epsl OTBETCTBEHHOCTH, IUIAHUPYEMBIX TpeOOBaHUNA U
OTYETHOCTH, KOTOpasi JOJDKHA YYHUTHIBATh BaKHOCTH COOTBETCTBYIOIIECH Ta0OpPAaTOPHON NESTENbHOCTH,
WU3MEHEHHUS, BIUSIONINE Ha Ta00paTOPHIO, & TAK)KE PE3yJbTaThl MPEIBIIYIUX ayIHTOB;

b) onpenensTh KpUTEpHH ayAnuTa U 00JIACTh MPOBEACHUS KaXKIOTO ay/AnTa;

¢) o0ecrieunuBaTh, 4YTO PE3YAbTATHI ayIUTA JOBEJCHBI 10 COOTBETCTBYIOIIETO PYKOBOJICTBA;

d) BBINOJIHATH COOTBETCTBYIOIINE KOPPEKIIMH U KOPPEKTHPYIOIINE 1eHCTBUS 0€3 HEOOOCHOBaHHBIX
3aJIepPIKeK;

€) COXpaHATh 3aIMCH B KAYECTBE IMOATBEPKICHHUS pea3alii IPOrpaMMbl ayiuTa U Pe3yJbTaToB
ayJHTOB.

I[Ipumeuanue - B ISO 19011 npuBeneHbl pykoBOJsLINE YKa3aHUS AJIs IPOBEIEHUS BHYTPEHHUX
ayJUTOB.

8.9 AHayn3 CO CTOPOHBI PYKOBOACTBA (BAPUAHT A)

8.9.1 PykoBoactBo mnaboparopuu JOMHKHO AaHAIM3UPOBATh CHCTEMY MEHEIKMEHTa C
3aTUTAHUPOBAHHON TEPUOIUYHOCTHIO, YTOOBI 00ECIIEUUTh €€ MOCTOSIHHYIO MPUTOIHOCTh, a/IeKBAaTHOCTh U
pe3yNbTaTUBHOCTD, BKJIIOYAs 3asBICHHBbIC MOJUTUKH W IEJH, CBSI3aHHBIC C BBIOJHEHHEM TpeOOoBaHUI
HACTOSIIETO CTaHAapTa.

8.9.2 BxoaHble NaHHBIE aHAM3a CO CTOPOHBI PYKOBOJCTBA JOJKHBI OBITH 3aperuCTPUPOBAHBI U
BKJIFOYATh MH(GOPMAITHIO OTHOCUTEIBHO:

a) I3MEHEHH BO BHYTPEHHUX U BHEIIHUX BOMPOCAX, UMEIOIINX OTHOIIIEHUE K JIa0OpaTOpHH;

b) mOCTHKEHUS TTOCTABICHHBIX IEJICH;

C) IPUTOAHOCTHU MOJIUTUK U TPOLEIYP;

d) craryca neicTBui, 3arJIaHUPOBAHHBIX TIOCIIE TIPEABIAYIINX aHAIM30B CO CTOPOHBI PYKOBOJICTBA;

€) pe3ynbTara(oB) MOCIEAHUX BHYTPECHHHUX ayTUTOB;

f) KOppEeKTUPYIONITUX JICHCTBHIA;

€) OILICHOK, IPOBOIMMBIX BHEITHUMH OpPraHaMU;

h) n3meHnennii oo6pema 1 Buaa pabOoThl UIIH 00JACTH AEATEIbHOCTH J1ab0paTopuu;

1) 00OpaTHOI CBsI3K OT MEPCOHAIA U 3aKAa3UHKOB;

J) *ano0 (mpeTeH3un);

k) pe3ynbTaTHBHOCTH pean30BaHHBIX yIyUYIICHHUIA;

1) nocTaTouHOCTH PECYPCOB;

m) pe3ylbTaTOB HICHTU(DUKALIUN PUCKOB;

N) UTOTOB JICSITEIIBHOCTH 1O 00ECIIEYEHUIO TOCTOBEPHOCTH PE3YJIHTATOB; a TAKKE

0) APYTUX 3HAYUMBIX (DAKTOPOB, TAKHE KAK MOHUTOPHUHT JESATEILHOCTH U O0yUeHHE.

8.9.3 BrIXoaHbIE TaHHBIE aHAJIM3a CO CTOPOHBI PYKOBOJICTBA JOHKHBI BKIIFOYATH 3aITUCH 000 BCEX
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pELICHUAX U AEUCTBUAX, OTHOCAIIMXCS IO KpallHEN MeEpE K:

a) pe3yJIbTaTUBHOCTH CUCTEMbI MEHEP)KMEHTA U €€ MIPOLIECCOB;

b) yny4mieHHI0 J1A0OPATOPHOUM JAEATEIBHOCTH, OTHOCSIICHCS K BBITIOJHEHUIO TpeOoBaHUI
HACTOSIIIET0 CTaHAAPTA;

C) MPEIOCTABICHUIO HEOOXOIUMBIX PECYPCOB;

d) mo60it HE0OXO0IMMOCTH U3MEHEHUH.

MpunoxexHne A
(cnpaBo4HoOE)

MeTposiornyeckasi pocCJIe:KHBAEMOCTh

A.1 O6ume cBeneHust

B Hacrosmem npuiokKeHHU IpHUBeJeHa AONOJIHMUTENbHas HMHQOpManus O METPOJOrHYecKOn
IIPOCIIEKUBAEMOCTH, KOTOpas IMpPEACTaBIsieT CcoO0OM BaKHEWIIYI0 KOHIENUMIO s 00ecrnedeHUs
COIIOCTAaBUMOCTH Pe3yJIbTaTOB U3MEPEHHUH KaK Ha HALIMOHAIBHOM, TaK U Ha MEKAYHApOIHOM YPOBHE.

A.2 YcTraHoBJIeHHe METPOJIOTHYeCKOi MPOoCJ/Ie;KuBaeMOCTH

A.2.1 Metposoruueckas IpocaeKUuBaeMOCTb YCTaHABIMBAETCS C YUYETOM U MOJITBEPKACHUEM:

a) onpeeNIeHNs U3MEPSAEMOI BETMUMHBI (BEJIMYMHBI, MTOJUIEXkKAIIEH H3MEPEHUIO);

b) NOKYMEHTHPOBAaHHON HENPEpPHIBHON LENU KaIMOPOBOK, MO3BOJSIOIIEH YCTAHOBUTH CBSI3b C
COOTBETCTBYIOIICH OCHOBOM JUIsl CpaBHEHUS (B KaU€CTBE TAKOW COOTBETCTBYIOIIEH OCHOBBI JIJIsi CPABHEHUSI
MOTYT BBICTYIIaTh HALIMOHAJbHBIE MM MEXAYHAPOJIHBIE 3TAJOHBI, a TaKXKe BHYTpeHHHE (paboumue)
ATAJIOHBI);

C) OLIGHUBAHMsI HEOIPEICIEHHOCTH M3MEPEHUH Ha KaKJOM 3Tale B IeNH HPOCISKUBAEMOCTH C
IPUMEHEHHUEM COTJIACOBAHHBIX METOJIOB;

d) peanu3anum KaxkJoro sTamna B IENH MPOCIEKUBAEMOCTH C MPUMEHEHHEM COOTBETCTBYIOIIUX
METOJIOB, C MOJYYEHUEM pEe3yJIbTaTOB U3MEPEHUN U CBSI3aHHBIX C HUMH 3aperMCTPUPOBAHHBIX 3HAYEHHU
HEOIIPENEIEHHOCTH U3MEPEHUI;

€) MpeoCTaBICHUS J1a0OpaTOPUSAMHU, PEATUYIOUIMMH OJUH WJIM HECKOJbKO JTAlloOB B ILENH
IIPOCIIEKUBAEMOCTH, JOKA3aTEIbCTB TEXHUUECKOM KOMIIETEHTHOCTH.

A.2.2 Cucremaruyeckas MOTPEIIHOCTh (MHOT/Ia Ha3blBaeMas CMEIIEHHEM) KaluOpOBaHHOTO
00OpyJIOBaHUSl ~ YYMUTBIBAETCS MpPHU PACHPOCTPAHEHUH METPOJIOTUYECKON MPOCIEeKUBAEMOCTH Ha
pe3yNbTaThl U3MEPEHUH, ModydeHHble B labopaTopuu. CyIIeCTBYIOT pa3jiu4Hble MEXaHU3MBbI IJs y4yeTa
CHUCTEMATUYECKOU MOTPEIIHOCTH U3MepeHuil pu pacnpoCTpaHEHUU METPOJIOTMYECKOMN
IPOCIIEKUBAEMOCTH.

A.2.3 Jlns pacripocTpaHEHHsI METPOJIOTUYECKOU MTPOCIEKUBAEMOCTH MHOT 1A TPUMEHSIOT TAJIOHBI,
uH(pOopMalLns 0 KOTOPBIX, IPEeI0CTaBICHHAs! KOMIIETEHTHOH 1TabopaTopHeil, CONEPKUT TOJIBKO 3asBIIEHUE O
COOTBETCTBUM crnenudukanuu (0e3 ykazaHusi pe3yabTaToB M3MEPEHHH U 3HAYCHMH HEONpeeNeHHOCTH,
CBSI3aHHBIX ¢ HUMH). Peanu3zanus J1aHHOTO MOJX0/a, B COOTBETCTBUHU C KOTOPBHIM INpeAeNbHbIe 3HAYEHUS,
yKa3aHHbIE B CHIEIM(PUKALNAX, UCTIONB3YIOTCS B KAUECTBE HCTOYHHKA HEOTIPEIEIIEHHOCTH, 3aBUCHUT OT:

- IPUMEHEHHS COOTBETCTBYIOIIETO MPaBUIIa MPUHATHS PELISHUH /U1 YCTAaHOBJIEHHSI COOTBETCTBHUS;

- TOCJIEAYIOUIET0 ydYeTa YKa3aHHBIX B CIEHU(PHUKAIMIX MpeaesbHBIX 3HAaueHUH B OropKeTe
HEOTpeeIEHHOCTH OCPEICTBOM TEXHUYECKH 0OOCHOBAHHOTO CIIOCO0A.

TexHuueckoe 0OOCHOBaHME MAHHOTO TOIXOJA 3aKJIIOYaeTCs B TOM, YTO NpPU 3asBIEHUH O
COOTBETCTBUU CHELM(PHUKAIIUU ONPEAESeTCs] HHTepBal U3MEPEHHBIX 3HAUE€HUH, B TIpeiesiax KOTOPOro Mpu
3alaHHOM YpOBHE JIOBEpPHUS MPEAINOJIOKUTEIBHO HAXOAUTCS HWCTMHHOE 3HA4Y€HHE, U TpU ITOM
paccMmaTpuBaeTcs Kak Ji000€ CMEelIeHHe OT HCTUHHOTO 3HaU€HUs, TaK U HEONPEeIEHHOCTh U3MEPEHUH.

IIpumep - [lpumeHeHue ruph ¢ MPUCBOCHHBIM coryiacHo TpeboanusiM OIML R 111 kmaccom
TOYHOCTH JIsI KAIMOPOBKH BECOB.

A3 I[eMOHCTpalII/IH METPOJIOFH‘IGCKOﬁ MPOCJIEC:KUBAEMOCTHN
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A.3.1 JlaGoparopuu HECyT OTBETCTBEHHOCTh 332  YCTAaHOBIEHHE  METPOJIOTHYECKOMN
IPOCIICKUBAEMOCTH B COOTBETCTBUU C HACTOSALIMM CTaHAAPTOM. MeTpOJIOrHYecKyo MPOCIIeKUBAEMOCTh
o0ecreunBaOT pe3yabTaThl KaJMOPOBKH, NPEACTABICHHBIE J1a0OpaTopusMH, COOTBETCTBYIOIIMMU
HacroseMy cranaapry. CepruduuupoBaHHble 3HaAUCHHs CepTU(UIUPOBAHHBIX CTAHJAPTHBIX 00pa3LoB,
NPECTAaBICHHBIX MMOCTABIIMKAMU CTAaHAAPTHBIX 00pa3IoB, COOTBeTCTBYIOmMKE TpedoBanusm ISO 17034,
o0ecrneynBaroT METPOJIOTHYECKYIO MPOCIeKUBAEMOCTh. CyIECTBYIOT pa3IMyHble CLIOCOOB! AEMOHCTPALUU
COOTBETCTBUSl HACTOAIIEMY CTaHIApTy: TMpPU3HAHUE TPEThed CTOPOHOM (TakoW, Kak OpraH 1o
aKKpeIuTalluK), BHELIHSS OLIEHKAa 3aKa3uukaMud WM camoolleHka. K cmoco0am, NpUHATBEIM Ha
MEXIYHapOJIHOM YPOBHE, OTHOCAT (HO HE OTPAaHUYMBAIOTCS 3TUM) CIEAYIOLIHUE:

a) KaluOpOBOYHBIE UM H3MEPHUTEIbHBIC BO3MOXHOCTH, OOeclie4MBaeMble HaIlMOHAIbHBIMU
METPOJIOTHYECKUMH HMHCTHUTYTaMH ¥ HAa3HAYCHHBIMH WHCTHTYTaMH, KOTOpbIE OBUIM IOJBEPTHYTHI
COOTBETCTBYIOLMM IPOLIECCAM NApUTETHOM OleHKH. Takas mapuTeTHas OLIEHKAa IPOBOJUTCA B PAMKax
CIPM MRA (Cornamiesue o B3aMMHOM IIPU3HAHUU, [TOATOTOBIEHHOE MeXayHapOAHBIM KOMUTETOM MEp
u Becos). C BuamMu yciyr, Ha KoTopble pactipocTpansiercs jneiicteue CIPM MRA, MoXHO 03HaKOMUTBCA
B npunoxennn C BIPM KCDB (06a3pl naHHBIX 1O KIIIOYEBBIM CIWYCHUSIM, C(HOpMUPOBAHHOM
MexayHapoiHbIM OHOpPO Mep M BECOB), IJle COIACPXKHUTCA MOApoOHas MH(oOpManus o auamna3oHax H
HEONPEAEICHHOCTH U3MEPEHUN JUIsl KaXKI0W U3 IIEPEYUCIICHHBIX B HEM YCIIYT;

b) kanuOPOBOYHBIE U U3MEPUTEIbHBIE BO3MOXKHOCTH, KOTOPbIE MOATBEP)KACHBI IPU aKKPEAUTALIUH
B OpraHe IO aKKpeAUTalll{, YHNOJHOMOYEHHOM B pamkax corjamenus ILAC (MexayHaponHoe
COTPYAHMUYECTBO M0 AaKKpeIuTaluu J1adopaTopuil) MM PErvOHaJIbHBIX COIJIALICHUH, NPU3HABAEMbIX
ILAC, o06iamaroT MOATBEPXKACHHOW METPOJOTHYECKOW MpociexnBaeMocTeio. CBeneHuss o0 obnactu
aKKpeIuTalMy KaauOpOBOUYHBIX Ja00OpaTOpUil ABJISIOTCA OOIIEOCTYIHBIMU U MOTYT OBITh 3alpOLIEHbI Y
COOTBETCTBYIOILIMX OPTaHOB MO aKKPEIUTAIUH.

A3.2 CosmectHas pneknapauus BIPM, OIML (MexnyHapoaHOW — OpraHu3anuu IO
3akoHogarenpHo Merposioruu), ILAC u ISO o MeTposiornueckoil mpocieXHUBAEMOCTH COJEPKUT
CHelMalbHble YKa3aHUs 1O OOECHeueHHIO MEXAYHApOJHOrO MpPHU3HAHUSA LENH METPOJIOrHYecKOi
IIPOCIIEKUBAEMOCTH.

MpunoxexHne B
(cnpaBo4HoOE)

Bapl/laHTbl CUCTEMbI MEHCI’KMEHTA

B.1 Pacumpenue npuMeHEHHMs CHCTEM MEHEKMEHTa B II€JIOM YBEIMYWIO MNOTPeOHOCTh B
NOJATBEPXKJIEHUU TOTO, 4YTO JIabopaTOpUM MOTYT oOecrneuuBaTh (PYHKIIMOHUPOBAHUE CHCTEMBI
MeHeKMeHTa, cooTBeTcTBytomed u ISO 9001, u Hacrosmemy crangapty. Takum oOpa3oM, HacTOSIIUH
CTaHIapT oOecreynBaeT /1Ba BapuaHTa TpeOOBaHUM, OTHOCAIIUXCS K pean3alii CUCTEMbl MEHEI)KMEHTA.

B.2 Bapuant A (cMm. 8.1.2) mepeuyucnsieT MUHUMAallbHbIE TPEeOOBAaHUS K BHEAPEHHUIO CHUCTEMBI
MEHEI)KMEHTa B JlabopaTopuu. BHuMaHue ObLIO yAeneHO TOMY, 4TOOBI BKJIIOUUTH Bce TpeboBaHus ISO
9001, umeromue OTHOLIEHHE K 001acTsAM Ja00paTOPHOM AEATeNbHOCTH, HAa KOTOPBIE PAaCIpOCTpaHsIeTcs
cucrteMa MeHemkMeHTa. Jlaboparopuu, KoTopsie cooTBeTCTBYIOT TpeboBanusm [SO/IEC 17025 (pa3aenst
4-7) m BHeIpsIOT BapuaHT A paszzaena 8§, TakuMm oOpa3oM, Takke OyIyT B IeJIOM JelcTBOBaTh B
cootBeTcTBUU ¢ npuHiunamu [SO 9001.

B.3 Bapuant B (cm. 8.1.3) mo3Boisier nabopaTopusiM cO37aBaTh M IOJJIEPKUBATh CUCTEMY
MEHEI)KMEHTa B COOTBETCTBUHM c TpeboBanusiMu [SO 9001 Takum oOpazom, yToOBl ObOecriedyuBaTh U
JIEMOHCTPHPOBATh IIOCTOSTHHOE BBINOJIHEHHE TpeOoBaHUU paszzenos 4-7. Jlaboparopuu, KOTOpbIE
NPUMEHSIOT BapuaHT B pasnena 8, Oyayr takxke paborats B coorBercTBUU ¢ ISO 9001. CooTBeTcTBHE
tpeboBanusm ISO 9001 cuctembl MEHEKMEHTa, B paMKax KOTOPOil (yHKIMOHHpYeT JabopaTopus, He
ABIISIETCA caMO 1O cebe JNEMOHCTpalueil KOMIIETEHTHOCTH Ja0OpaTOPUM B OTHOLUEHUM NPEAOCTABICHMUS
TEXHUYECKU JOCTOBEPHBIX NAHHBIX W PE3YJIbTAaTOB. JTO TpeOOBaHME peaqu3yeTcsl uepe3 COOTBETCTBHE
paznenam 4-7.

B.4 O06a BapmaHTa mpeamnojararoT JOCTIXKEHHE TOrO JKe€ pe3yiabTara B  IpoLecce
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(YHKIIMOHUPOBAHUS CUCTEMbI MEHEPKMEHTA U COOTBETCTBHS TPEOOBAHUSAM pa3/IesioB 4-7.

HpnMeanne - I[OKYMGHTBI, JaHHBIC u 3a11nucu SABJIAKOTCA COCTaBHbIMHU qacTaMHU

nokymeHtupoBaHHo uHpopmaruu B ISO 9001 m apyrux craHgaprax MO CHCTEeMaM MEHEIKMEHTA.
VYipasieHne JOKyMEHTaMu paccMarpuBaeTcs B 8.3. YrpaBieHue 3anucsiMu paccMarpuBaercs B 8.4 u 7.5.
YnpapieHue 1aHHbIMH, KOTOPBIE OTHOCSATCS K J1a00OpaTOPHOM e TENbHOCTH, paccMaTpuBaeTcsi B 7.11.

B.5 Ha pucynke B.l mnoka3zan mpumep BapHaHTa CXEMaTHYECKOTO NPEICTaBICHUS pabodmnx
IpoIieccoB JabopaTopHuu, Kak OMKUCAHO B pasjere 7.

‘Obpawenne c obbextamn ucnbiranuii unu kanvbposiax
A
1 [
MoproToska Buinonxexwe kanubposkw/ 1 1
Obpasey [ = obpasua WCTIBITaHMiA 1O0paseu L
[} Otbop obpasuos [ L
\ B
s _l/\l_ N\
[ TexHW4eckne 3anucK ]
7.10
Pecypc <:> <:> YnpasneHue
YnpaBneHue AaHHLIMW Ynpaanehue
W MHbopMmaLmei HEeCOOTBETCTRYIOLLEH
<z -
BriGop, eepudwikaummn
PEMMDT eHne ONeT
Sarpec sarponon, | === Wcacintuaindl | I o | By o peoymarax
TeHaepos o HeonpeaeneHHoCTH o
W [OroBOPOB | Banugauua metoaa | pesynkTato WaMEpEHMH 0 pesynbrarax
\

| ¥Kano6bl (npeteHanu) |

Pucynok B.1 - BapuanT cxemaTn4eckoro npejacraBieHus: pabodnx MporeccoB 1abopaTopuu

Mpunoxexnune OA
(cnpaBo4HoOE)

CeBenenus
0 COOTBETCTBHMMU CCHBIJIOYHBIX MeH(}IyHaPOHHle CTaH)]apTOB Me)KFocy}IapCTBeHHblM CTaH)]apTaM

Tabnuua OA.1
O6o3HaueHne Crenenp O06o03HaueHNe 1 HAMMEHOBAHUE COOTBETCTBYIOIIETO
CCBIJIOYHOTO COOTBETCTBHU MEXXTOCYJJapCTBEHHOTO CTaH1apTa
MEXYHApOIHOT O a
CTaHJapTa
ISO/IEC Guide 99 - *
ISO/IEC 17000 IDT ['OCT ISO/IEC 17000-2012 "OueHka COOTBETCTBHUSI.
CroBapb 1 001IKe TPUHIUTIBL"
* COOTBETCTBYIOIINA MEXTOCYIapCTBEHHBIN CTaHAAPT OTCYTCTBYET. [0 €ro NpuHATHS pEeKOMEHIYETCS
MICII0JIb30BATh NEPEBOJ] HA PYCCKUH S3bIK JAHHOTO MEXIYHApOAHOIO CTaH1apTa.
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IIpumeuanue - B HacTosimedl Tabnuie UCIOIB30BAHO CIICIYIONIEE YCIOBHOE 0003HAYCHHE CTETICHU
COOTBETCTBUS CTaHIAPTA:
- IDT - nieHTHYHBIN CTaHIapT.

ISO 5725-1

ISO 5725-2

ISO 5725-3

ISO 5725-4

ISO 5725-6

ISO 9000

ISO 9001

ISO 10012

ISO/IEC 12207

ISO 15189

ISO 15194

bubauorpadus

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

(Tounoctp (MPaBWIBHOCTh W MPEHU3HMOHHOCTH) METOJOB U  PE3YyJIbTAaTOB
n3mepennii. Yacth 1. OCHOBHBIC MOJIOKEHHS M OTIPEICIICHHUS )

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 (NMPaBMWIIBHOCTH M MPEIU3UOHHOCTH) METOJIOB M  PE3yJIbTaTOB
u3Mmepenuil. Yacte 2. OCHOBHOM METOJA ONPEIEIICHUS IOBTOPSIEMOCTH H
BOCIPOM3BOAMMOCTH CTaHJAPTHOTO METOA U3MEPEHUH)

Accuracy (trueness and precision) of measurement methods and results - Part 3:
Intermediate measures of the precision of a standard measurement method
(Tounoctp (MPaBWIBHOCTh W MPEHU3HMOHHOCTH) METOJOB U PE3YyJIbTaTOB
u3mepenuit. Yactp 3. [IpomexxyTounble TMOKazaTead MPELU3MOHHOCTU
CTaHJAPTHOT'O METO/1a U3MEPEHUIN)

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 (MPaBWIBHOCTh W TPEHU3HMOHHOCTH) METOJOB U  PE3YyJIbTAaTOB
u3mepenuii. Yacte 4. OcHOBHbIE METOABl ONpEeAeNeHUs MPaBUILHOCTU
CTaHJAPTHOTO METO/1a U3MEPEHUIN)

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

(TouHocTh (IMPaBUIBHOCTH M MPENHU3MOHHOCTb) METONOB U  PE3yJIbTaTOB
n3Mepenuil. Yacte 6. Mcnonb30Banne 3Ha4eHU TOUHOCTH HA IPAKTHKE)

Quality management systems - Fundamentals and vocabulary

(Cuctembl MeHeKMeEHTa kKauecTBa. OCHOBHBIE MOJIOKEHHS U CJI0BAPB)

Quality management systems - Requirements

(Cucrembl MeHeKMEHTa KauecTBa. TpeboBaHMs)

Measurement management systems - Requirements for measurement processes
and measuring equipment

(Cuctembl MeHeIKMEHTa u3MepeHui. TpeOoBaHUS K IpoleccaM H3MEpeHHil u
U3MEPUTEIBHOMY 000PYI0BaHUIO)

Systems and software engineering - Software life cycle processes
(Mudopmanmionnsie TexHoJoruu. [Iporecchl KU3HEHHOTO MUKIA MPOrPaMMHBIX
CPENCTB)

Medical laboratories - Requirements for quality and competence

(Memunmackue naboparopun. CrenuanbHble TpeOOBaHMS K KAa4eCTBY |
KOMIIETEHTHOCTH)

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

(MemumuHCKMEe W3AENUsl OIS in  Vitro-AuarHoCTUKH. M3MepeHne BeIWMYUH B
obOpasmax OHWOJOTHYECKOTO TPOUCXOXKICHUs. TpeOoBaHUS K AaTTeCTOBAHHBIM
CTaHJApTHBIM 00pa3liaM M COJIEPKAHHUIO COTIPOBOAUTEIBHON TOKYMEHTAIUH )
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ISO/IEC 17011 Conformity assessment - Requirements for accreditation bodies accrediting
conformity assessment bodies
(Ouenka coorBercTBus. OOmue TpeOOBaHUS K OpraHaM IO aKKpEAUTAIHH
OPraHOB I10 OI[CHKE COOTBETCTBHU)

ISO/IEC 17020 Conformity assessment - Requirements for the operation of various types of
bodies performing inspection
(Ouenka coorBercTBus. O01Me TpeOOBaHUS K pabOTE pa3IMYHBIX TUIIOB OPTaHOB,
MPOBOISIIIAX MHCTICKITHH)

ISO/IEC 17021-1 Conformity assessment - Requirements for bodies providing audit and
certification of management systems - Part 1: Requirements
(Ouenka coorBercTBHi. TpeOoBaHHMs K OpraHaMm, MPOBOAALINM ayIuT U
cepruduUKaiuio cucreM MeHekMenTa. Yacte 1. TpeboBanus)

ISO 17034 General requirements for the competence of reference material producers
(O6ue TpeOoBaHUS K KOMIIETCHIIUH TPOU3BOAUTENCH ITAIOHHBIX MaTEPUAIIOB)
ISO/IEC 17043 Conformity assessment - General requirements for proficiency testing
(Onenka cootBercTBUsi. OCHOBHBIE TpeOOBaHUS K TPOBEACHHUIO IPOBEPKU
KBaJTM(HKALIHN )
ISO/IEC 17065 Conformity assessment - Requirements for bodies certifying products, processes

and services
(Ouenka cootBeTcTBUsA. TpeOOBaHUs K OpraHaM IO CepTU(UKALUU MPOAYKIUH,
MIPOLIECCOB 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

(U3menus MeauuMHCKWE A AMArHOCTHKHM in vitro. V3mepeHue BenWMYMH B
Ouonornyeckux Mnpobax. MeTpojoruueckass IpOCIEKUBAEMOCTh 3HAUYEHUH,
MPUMHMCAHHBIX KaauOpaTopaMm U KOHTPOJIbHBIM MaTepuaiam)

ISO 19011 Guidelines for auditing management systems
(PykoBopsmue yka3aHus 10 ayAUTy CUCTEM MEHEKMEHTA)
ISO 21748 Guidance for the use of repeatability, reproducibility and trueness estimates in

measurement uncertainty evaluation

(Cratuctuueckue  MeToAbl. PyKOBOACTBO 1O  HCHOJB30BAHUIO  OIIEHOK
IMMOBTOPAEMOCTH, BOCITPOMU3BOJAUMOCTH u MMPpaBHUJIbHOCTHU npu OLICHKC
HEOTPeAeNIEHHOCTH U3MEPEHHI)

ISO 31000 Risk management - Guidelines
(MenemxMeHT puckoB. PykoBoasiiue yka3zaHus)
ISO Guide 30 Reference materials - Selected terms and definitions

(CranpmapTtable 00pasubl. TepMUHBI U OMpeeNeHus, UCIOIb3yeMble B 00JIaCcTH
CTaHJAPTHBIX 00Pa3IIOB)

ISO Guide 31 Reference materials - Contents of certificates, labels and accompanying
documentation
(Crannmaptable o0pasisl. Coaeprkanue cepTu(dukaToB (ACIOPTOB) U ITUKETOK)
ISO Guide 33 Reference materials - Good practice in using reference materials
(CrannmaptHble 00Opa3ibl. Y CTaHOBUBILNASCS MPAaKTHUKA MPUMEHEHUS CTaHIapTHBIX
00pasIoB)
ISO Guide 35 Reference materials - Guidance for characterization and assessment of

homogeneity and stability
(Crangaptable oOpa3upbl. OOImME W CTAaTUCTHYECKUE HMPUHIUINBI CepTHPHUKAIMN
(arrecrammm))

ISO Guide 80 Guidance for the in-house preparation of quality control materials (QCMs)
(PykoBoacTBO 1O BHYTpUIAaOOpAaTOPHOMY H3TOTOBJIEHUIO MaTepHalioB st
koHTpoia kauectBa (MKK))

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

ISO/IEC Guide
98-4

IEC Guide 115

measurement (GUM:1995)

(Heompenenennocts u3Mepenuid. Yacteh 3. PyKoBOACTBO 10 BBIPKECHHIO
HEONPEIeICHHOCTH U3MEPEHUS )

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

(Heomnpenenennocts usmepenuid. Yactes 4. Pois HeonpeaeIeHHOCTH U3MEPEHUs B
OIICHKE COOTBETCTBUS)

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

(ITorpemiHoCT, M3MEpEeHMs] TMPU OLEHKE COTJACOBAHHOCTH JIEATEIBHOCTH B
ANEKTPOTEXHUYECKOM CEKTOPE)

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

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

(MexayHapoHasi OpraHu3anus 1Mo aKKPEAUTAIIUH JTA00PATOPHI )

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

International vocabulary of terms in legal metrology, 2013

(MexyHapOoJHBIH CIIOBaph TEPMUHOB 110 3aKOHOAATENbHON MeTposoruu, 2013)
Evaluation of measurement data - The role of measurement uncertainty in
conformity assessment

(OuenuBaHue JaHHBIX U3MepeHUid. Poiib HeonpeneneHHOCTH H3MEPEHNUS B OLIEHKE
COOTBETCTBUS)

EEE/RM/062rev3, Eurachem*(4) The Selection and Use of Reference Materials
(Bb100p ¥ KCTIOIB30BAHUE STATOHHBIX MAaTCPHUAIIOB)

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

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

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

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

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

(Hymepauust cHOCOK mpuBeieHa 110 OpUTHHAITY.)
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