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Beenenue

Hacrosimuii craHmapT SBISETCA pe3yJbTaToM OOJBIIOTO OIIBITA BHEApPCHWS PyKoBOICTBa
HCO/MBK 25 u EH 45001, B3aMeH KOTOPHIX OH Teleps AeiicTBYeT. B HEM comepxaTcs BCe TpeOOBaHuUS,
KOTOPHIM HMCIIBITATCIBHBIC M KAJIHMOPOBOYHBEIC J1a0OpaTOpPHMH OOJIKHHE COOTBETCTBOBATh, €CJIM OHH
HaMepeHHl II0KA3aTh, YTO Y HUX AEHCTBYET CHCTEMa KAa4eCTBA, YTO OHHM TEXHUYECKHU KOMIIETCHTHH U
CIIOCOOHBI MOJYYaTh TEXHUICCKH OOOCHOBAHHBIC PE3Y/IBTATHI.

OpraHaM TI0 aKKPEAMTAIIAH, MPHU3HAIOIIMAM KOMIIETCHTHOCTh MCITRITATENIEHEIX M KaTHOPOBOYHBIX
J1a00paTopHii, CIIEAYET OCHOBBIBATH CBOIO ACATEIBHOCTh Ha HACTOALIEM cTaHmapre. B pasnene 4 cogepxarcs
TpeOOBaHMS K pasyMHOMY ynpasieHuio. Pasnen 5 cogepxuT TpeOOBaHHA K TEXHUISCKOM KOMIIETEHTHOCTH
B 00JIACTY MCITHITAHKUI ¥/WTH KaJTMOPOBOK, KOTOPHIC TIPOBOIMT JIA00paTOpHS.

BceBo3pacTaiee MCIOIb30BAHIE CHCTEM KAYECTBA B I1EJIOM YCHIMIO HEOOXOIMMOCTh YIOCTOBE-
PHUTBECSA B TOM, YTO JIAOOPAaTOPHMM, BXO/SIIME B COCTAB 00JIee KPYIMHBIX OPraHU3aliil WA IPEeLIaraioiue
IPYTHE YCIYTH, MOTYT MCIOJB30BaTh CHCTEMBI KaueCcTBa, cuuTaronimecss coorBeTcTBylomumMu MCO 9001
wrx UCO 9002 u HacrosnueMy craHgapry. Ocoboe BHUMAHKE II03TOMY OOPAINAIOCh Ha BKIIOYEHHE BCEX
mpecoBarmii CO 9001 u UCO 9002, KoTopeie OTHOCITCS K CEpe YCIyT 110 MCIBITAHUAM U KaJTuOPOBKaM,
OXBATHIBACMOM CHCTEMOI KAaueCcTBa 1a00paToOpuH.

Takum 00Opa3oM, MCHHITATENBHBIE M KATMOPOBOUYHBIE J1a0OPATOPHH, BHITOJTHSIONINE TPeOOBAHMS
HACTOSIIETO CTAHAApTa, OYayT AeiicTBOBaTh U B cooTBeTCcTBUM ¢ TpeGoBanusMu MCO 9001 wm UCO 9002.

Ceprmudukamusa o UCO 9001 u UCO 9002 eirie He AEMOHCTPHUPYET KOMIICTEHTHOCTH J1a00paToOpuu
TIOJIyYaTh TEXHWYECKH OOOCHOBAHHEIC JAHHBIC M PE3YJIBTATHL

IIpu3HaHUIO PEe3yILTATOB MCIIBITAHMIA ¥ KATHOPOBOK PA3HBIMU CTPaHAMHM CJIEIYeT CIIOCOOCTBOBATH B
TOM CJy4ac, eciau JabopaTopuy CIIEAYIOT HACTOSILEMY CTAHAAPTY M MOJIYYAIOT aKKPESIUTAITNIO Y OPraHOB,
3aKTIOYMBIIMX COMIANIEHHS O B3AMMHOM NPU3HAHMK C ITOJOOHBIMU OPraHaAMH B JPYTHX CTPaHAX HA OCHOBE
HACTOMILETO CTAHIAPTA.

ITprMeHeHMe HACTOSIIETO CTAHAAPTA JOJIXHO CIIOCOGCTBOBATH COTPYHUYECTBY MEXITY 1aGopaTopusi-
MM M JPYITMMH OpraHaMH, a TakKxke oOMeHy MH(MOpManmel, ONMBITOM W TAPMOHU3AIMM CTAHIAPTOB M
TIpOTICAYP.
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TOCYAAPCTBEHHBIN CTAHJAAPT POCCHUMCKON ®EAEPAIIUHU

OBIIIME TPEBOBAHMS K KOMITETEHTHOCTHU UCITBITATE/TBHBIX
H KAIMBPOBOYHbBIX JABOPATOPUH

General requirements for the competence of testing and calibration laboratories

Jlara eeeaenna 2000-07-07

1 Ob6aacTs pacmpocTpanenus

1.1 HacTosuuii CTaHmapT YCTAHARIMBACT OOIIHE TPeOOBAHHS K KOMIICTCHTHOCTH Ja0OpaTopuii B
TPOBEICHUM HCIHITAHWA W/WIM KAMOPOBOK, BKIIOYAass OTOOpP 00pasloB, MCIBITAHMS M KaJIHOPOBKH,
TNPOBOJMMBIC 10 CTAHJAPTHBIM METOAM, HECTAHAAPTHHIM METOAaM M METOAaM, pa3paboTaHHBIM Jiabopa-
TOPHUECH.

1.2 Hacrosuuuii craHgapT IPUMEHHUM Uil BCEX OPraHM3aIdid, OCYILECTBISIOINX HCIIEITAHUS U/ WIN
KamOpoBKHU. B MX 4ucio BxonsT, HanpuMmep, J1abopaTopuM, SBISIIOIHECS TNIEPBOi, BTOPOM HIH TPEThEH
CTOPOHOIA, a TaKXXe TJabopaTOpuH, T MPOBOASTCH MCHBITAHAA W/WIH KaJHOPOBKH, COCTABJISIONINE YACTh
KOHTPOJIS ¥ CepTUHUKAIAM TIPOAYKITHH.

Hacrosmumii ctanpapt pacnpocTpaHsaeTcs Ha BCe Tab0OpaToOpuM HE3aBUCHMO OT YHCICHHOCTH TEpPCO-
HaJla WK BUIOB UX JACATCIBHOCTH B 00IaCTH MCIIHITAHWI W KATMOPOBOK. B TOM ciyuae, ecnu gaGoparopust
HE OCYLUECTBIISIET OOUH Wiy 00JIee BUIOB ACSTCAbHOCTH, YCTAHOBJIEHHBIX HACTOSIIHMM CTAHAAPTOM, TAKHX
Kak oTOOp 00pasioB W TPOEKTUPOBAHME/Pa3padOTKa HOBHIX METOMOB, TPEGOBAaHMSA COOTBETCTBYIOLIMX
pa3aenoB Ha HAX HE PacpOCTPaHIIOTCS.

1.3 TIpuBeneHHEIE IPUMEYAHHS TIOSICHSIIOT TEKCT, IPUMEPH! M yKasanud. OHM HE COIEpXaTr Tpe6o-
BaHM ¥ HE COCTABJISIOT HEOTHEMIJIEMO YaCTH HACTOSMILETO CTAHIApTA.

1.4 Hacrosmuuii craHmapr IPUMEHSICTCH Ja0opaTopvsaMu IIPH pa3paboTKe COOCTBEHHBIX CHCTEM
Ka4yeCTBa, a TAKXKE aIMUHUCTPATUBHBIX U TEXHUYECKHUX CHCTEM, IPUMEHSIEMBIX JjI YIIPABICHUS JeATe/Ib-
HocTeio. KimeHTH maboparopuit, dhenepaibHbie OpraHbl UCTIOMHUTEIBHOM BIACTH M OPTaHEL IO aKKPEIHU-
TaIMH MOTYT TaKXE MPUMEHATD €TO TIPH TIOATBEPXICHUH WX IPU3HAHNN KOMIIETCHTHOCTH J1a00paTopuii.

1.5 CooTBeTCTBHE IEATEIBHOCTH Ja00OpaTOpHii TPeGOBaHMSAM OE30IMACHOCTH M PETTIAMEHTaM HE
paccMaTpUBaETCS B HACTOSIIIEM CTAHIAPTE.

1.6 Eciu uCHBITaTENBHBIE M KAMTMOPOBOUHBIE J1a60paTOPMM BHINOJHSAIOT TPeOOBAHMS HACTOSILETO
CTaHIapTa, OHU JOKHBI UMETh CHCTEMY KauyeCTBa I CBOEH IEATETLHOCTH IO TPOBEACHMIO MCIIRITAHMMA
¥ KamuOpoBOK, cooTBeTCTBOBaTh TpeGoBaHmaM MCO 9001 B Tex ciayyasx, KOIa OHM 3aHUMAIOTC
TPOCKTUPOBAHUEM,/pa3paboTKOi HOBEIX METOIOB M/ WX IIPOTrPaMM MCITBITAHWI, COYETAIOIINX CTAHIAPTHHIE
¥ HECTAHIAPTHHIC METOAKI UCIIHITAHWM W KaTuOpoBoK, U TpedoBarmsM MCO 9002 B Tex ciaydasx, xorma
OHW IPUMEHSIOT TOJBKO CTAHAAPTHEIE METOIE. B NMpMIOXeHMH A TIpUBEICHO COOTBETCTBHE CCHLJIOK B
HacrosueM crannapre, UCO 9001 u UCO 9002. ©CO/MBK 17025 comepXMT HEKOTOPEIE TPeOOBaHMS K
TEXHMYECKOM KomneTeHTHOCTH, He Bomeamme B UCO 9001 u UCO 9002.

IIpuMmevanus

1 WHorma BO3HMKAaeT HEOOXOMMMOCTh PA3BICHUTH WM WMCTOJKOBATh HEKOTOPEE TPEOOBAHMS HACTOLIIETO
CTaHAApTA C LEAbI0 OOCCIIEUYCHMS] COITIACOBAHHOTO TPHMMEHEHMsI TpeOOBaHWI. YKa3aHUSA II0 €r0 IPUMCHEHHMIO B
KOHKPETHHIX 00/1acTsX, B YaCTHOCTH, [UIS OPTaHOB IO akkpemurarmu (cM. Pykosomerso MCO/MOK 58—93, 4.1.3)
TPUBEICHE B IPWIOKXCHUH B.

2 B cmygae, ecmm mabopaTopus XOYeT OHITh AKKPETUTOBAHA HA YACTh WM BCE BHABL JCSTCIBLHOCTH IIO

HUCILITAHUAM U KaTMOPOBKaM, € CieayeT BRIOpaTh OpPraH 1o aKKPEIUTAIIWH, BRITOJTHSIONIMHI TpeOoBanmsa PykoBoacTBa
HUCO/MBK 58.

HM3nanme opmmanibnoe
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2 HopMaTHBHBIE CCHLIKH

B crneayronmyx HOPMATHBHEIX JOKYMEHTAX CONCPXATCHA TIOJIOXCHHS, KOTOPHIC COCTARISIOT TIOJOXEHHUSA
HACTOMIIEro cranmapra. YTo Kacaercs CCHUIOK, TO TIOCAEAYIONME M3MEHCHHS K HUM WM MX TIEPECMOTPRI HE
npuMeHTiorcs. OIHAKO CTOPOHAM CONJIAIICHHA, OCHOBAHHBLIX HA HACTOSINEM CTAHIAPTE, PECKOMEHIYETCS
M3BICKATh BO3MOXHOCTh IIPUMEHHUTD CAMBIC TIOCHICTHIE U3TAHUS HOPMATABHBIX JOKYMEHTOB, TIEPEUMCICHHBIX
mmxe. YTo Kacaercs IUIaBalonpX CCHUIOK, TO TMIPUMEHSETCA TOCIEIHES H3NAHAE YKA3AHHOIO HOPMATHBHOTO
nokymeHTa. Unenst MCO 1 MOK BenyT nepeyHd ICHCTBYIOIAX MEXAYHAPOTHBIX CTAHAAPTOB.

HMCO 9001—94 Cucremnl kauecTBa. Mozeis obecnieyeHMsI Ka4eCTBa MIPH NMPOCKTUPOBAHMH, paspa-
00TKE, MPOU3BOACTBE, MOHTAXE M OOCIyXUBaHUHA

HMCO 9002—94 Cucrems kauectBa. Mogiesib 00ecriedeHrs KA4eCTBa MPH MPOU3BOICTBE, MOHTAXE H
OOCIyXWBAHWUH TIPOM3BO/CTBA

PykoBonctBo MCO/MOK 2 CranpapTusanusa ¥ CMEXHBIC BUABI JearensHocTd. O0mmii ¢oBapb

BUM, MexnyHapoaHBIi CJIOBAPHh OCHOBHBEIX M OOIIHX TEPMHUHOB B 00JIACTH METPOJIOTHH, ITIOATOTOB-
nenusii MBMB, MOK, M®KX, UCO, UIOITAK, UIOITAIT u MO3M.

IIpumeganus

1 Jlpyrue CTaHmapThl, PYKOBOACTBA M JOKYMEHTHI 1O BOIPOCAM, BKIIOYEHHBIM B HACTOSILMIA CTAHOAPT,
IpHUBEACHE! B Ipuioxenuu C.

2 Cneayer OTMETHTH, 9TO, IIOKA HACTOSIIMIA CTAHAAPT pa3padaTeBaics, npeanonarazocs, aro UCO 9001 u UCO
9002 oynyt w3nans B kKoHie 2000 r. kaxk UCO 9001—2000. Droro moxa HE MPOU30MICT.

(A3menennas penaxmas, M3am. Ne 1),

3 TepMuHbI B onpeAeNneHAs

B HacrosiimeM CTaHzapTe MCIOIL3YIOTCS COOTBETCTBYIOIIME TEPMHHHE M onpenacicHus PykoBoncrsa
VICO/MBK 2 u BUM.

IIpumeganue — OOIME OMPEAEIHCHHUs, OTHOCAIIMECA K KauecTBy, mpuseaeHsl B UCO 8402, PykosoncTso
HNCO/MOBK 2 comepXuT ONMPENEICHNS, OTHOCSINMECS K CTAHAAPTU3AIMH, CCPTH(GUMKALIMH M aKKPSAUTALIMH JIAa00paTo-
puit. Tak kak B UCO 8402 maHbl OTIMYAIONIMECS OMPENCICHHS, TO IPEIITOYTEHHE CAECAYET OTAABATh COOTBETCTBYIOIIHM
ompeneneHusiM, copepxairumcsi B Pykosoacree UCO/MOK 2 u BUM.

(M3menennas penakimms, Uzm. Ne 1),

4 TpeGoBaHuA K YNIPaBICHHIO

4.1 Opranm3anus

4.1.1 JIaGoparopusi WM OpraHM3aIsd, B COCTAB KOTOPOM OHA BXOIWT, JOJDXKHA SABISATHCA CAMOCTOS-
TEJLHOM MPAaBOBOM €IUHMIIEH C IOPUIMIESCKON* OTBETCTBEHHOCTHIO.

4.1.2 B 00SI3aHHOCTH JIa0OPATOPHH BXOIUT TPOBEACHNE UCIBLITAHWNA M KATMOPOBOK TAKAM O0OpPa3oM,
yTOOBl BRIMOJTHSUIACH TPEOOBAHMS HACTOSIIETO CTAHIAPTA M YIOBIETBOPSUIMCH TIOTPEOHOCTH KJIMEHTA,
OPraHOB 3aKOHOAATEIRHOM BIACTH WIM OPraHM3alMii, OCYILECTBISIOIMX OPUIIMAIBHOE IPU3HAHHE.

4.1.3 Cucrema ympaBiieHHS J1a00paTopHeil JODKHA OXBATEIBATh PA0OTHI, BHIIIOTHICMBIE HA OCHOBHOM
TEPPUTOPHH, B VIAICHHEIX MECTAX, 4 TAKXKE HA BPEMEHHBIX WM MEPEIBUXKHEIX TOYKAX.

4.1.4 Ecym n1abopaTopus BXOJUT B COCTAB OPraHU3aIliH, OCYIIECTRISIOIEH AEITEIbHOCTD, OTIMYHYIO
OT MCTIRITAHUH H/WIH KATHOPOBOK, 00SI3aHHOCTH PYKOBOIAIIETO TIEPCOHANIA OPTraHU3AINH, IIPHHUMAIOILETO
yJacTheé WIM MMEIOIIETO BIMSHHUE Ha JEATENBHOCTh JIA0OpATOpPMM TI0 TPOBEICHUIO MCITBITAHWN H/WIH
KaTuOpPOBOK, JOJDKHBEI ORITH YE€TKO ONPEACSiCHBI, YTOOB MICHTU(DUITMPOBATH TIOTCHITMATBHEIE KOH(DIMKTEHI
HMHTEPECOB.

IlpuMeuyaHu "

1 Ecmu nabopaTopusi BXODUT B COCTaB 00JIee KPYITHOM OPTaHU3AIMH, OPTAHM3AIMOHHEIE MEPE] JO/DKHEL GHITH
TaKOBBIMH, 9TOORI OAPA3ACIACHUSA, HHTCPCCH KOTOPBIX HAXOAATCA B KOH(i)JI[/IKTC, TaKHMEC KaK IIPOHU3BOACTBO, KOMMECD-
YECKHMil MApKCTUHT WK GHHAHCHPOBAHKE, HE OKA3HIBAIM OTPHUIIATEILHOIO BIMSHUA HA COOTBETCTBHE J1a060paTOpHHA
HaCTOAIICMY CTAHIAPTY.

2 Ecmu nabopatopus X04eT ORITh MpU3HAHA Ja0OpATOPHENH TPEThEH CTOPOHEI, OHA JOJDKHA OBITH CIIOCOOHOM
IIPONEMOHCTPUPOBATE, YTO OHA GECIPHCTPACTHA M 9TO HM OHA, HU €€ COTPYAHHMKM HE HMCIEITHIBAIOT HUKAKOTO
KOMMEPUYECKOTO, (PMHAHCOBOTO MJIM APYTOIO JAABJICHMS, KOTOPOE MOIJIO OBl OKA3aTh BIMSHHME HA WX TEXHHUUECKOE
cyxnenue. McnmiTaTebHOM WM KamMOGPOBOYHOM J1abOpaTOpUH, SBISIIOIICHCS TPETHEH CTOPOHOM, HE CICHYCT 3aHM-
MAaThCA ACATCIBHOCTBIO, KOTOPAsd MOXCT IIOCTABUTL IIOJ YIPO3Y BEPY B HE3aBUCHMOCTh UX CYXIACHHUS M YCCTHOCTH B
CBSI3U C WX ACATCIBHOCTBIO ITO IIPOBCACHMUIO UCIILITAHWI M KAIMOPOBOK.

* B Poccuiickoit ®eaepali HCIEITATEILHEIE M KATMOPOBOYHEIE Ta00pATOPHH JODKHEL OHITH CTAOM/ILHEIMHA B
¢uHAHCOBOM OTHOLICHUYM U MMETh PECYPCHI, HEOOXOMMMEIE IS ACATCIBHOCTH B CHCTEME CEPTUOMKAIIIH.

2
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4.1.5 JIaGopaTopus JOJDKHA:

a) pacmoJjiaraTh PYKOBOINAILKMM M TEXHAYSCKHM TEPCOHAIIOM, MMEIOIMM IIOJIHOMOYUSA U PECYPCHI,
HEOOXOMUMEIE IS BHINIOJIHEHMS CBOMX OOSI3aAHHOCTEW W BBISIBJICHHMSA CIYYacB OTCTYIUVICHHWI OT CHCTEMBI
KauyeCTBa WIH OT TPOIEAYP TPOBEOCHWS WMCIHTAHWN WM/WIM KATHMOPOBOK, a TakKe Ui BO3GYXKACHHSA
JEHCTBHI MO NMPEAYNPEXICHAIO WIH COKPANICHUIO TAKUX OTCTYIUICHHI (CM. Takxe 5.2);

b) nmpuHMMaTh Mephl, 00ecTIeYMBAIOIME CBOOOY PYKOBOJACTBA M COTPYTHHKOB OT JIIOOOT0 HEMOMO-
0arolIero BHYTPCHHETO W BHENIHETO KOMMEPYECKOTO, (DMHAHCOBOTO WIHM APYTOr0 JABICHHMS W BJIHUAHMA,
KOTOPOE€ MOXET OKA3KIBATH OTPULATEIBHOE BO3NCHCTBIEC HA KAYECTBO UX PAOOTHI;

C) OmNpejeNsaTh NOJUTHKY U TPOLEIYPHl, TTO3BOJISIOIME 00eCIIeYUTh 3aLUTY KOHDUICHIMATHEHOCTH
uHbOpMaMu ¥ IpaB COOCTBEHHOCTH €¢ KJIMEHTOB, BKIIIOYAs MPOLECAYPH 3aILUTH 3JICKTPOHHOTO XpaHEHHUS
M TIEpeaayy Pe3yJIbTATOB;

d) onmpeaenATh MOJUTHKY WM TPOLEAYPHI, TO3BOJSIONME H30€XaThb BOBRICUYCHHUS B IEATEIBHOCTD,
KOTOpasi CHU3WJIa OBl IOBEPHE K €€ KOMIIETEHTHOCTH, OECIIPUCTPACTHOCTH CYXICHUHM WJIH YECTHOCTH B €€
JIeSATEIIbHOCTH;

€) OmIpeNeNAaTh OPraHN3AMUOHHYIO W YIIPABICHYCCKYIO CTPYKTYPY JIabOpaTopuH, €€ MECTO B BHILLC-
CTOSIIIEH OPTraHW3alMM M B3aUMOCBSI3H MEXIy YIPABICHHUEM Ka4eCTBOM, TEXHHYECKON JEeSITEIbHOCTHIO U
BCIIOMOTATEIBHBIMHA CIYX0aMu;

f) ycraHaBIMBaTh OTBETCTBEHHOCTD, TIOTHOMOYHS M B3AUMOOTHOILICHHS BCEX COTPYIHHKOB, 3aHATHIX
B YIIPABRJICHUH, BRITOJTHCHWM WJIM TIPOBEPKE PaGOT, BIMSIONUAX HA KAYECTBO HCIIEITAHMI M/HIH KATMOPOBOK;

g) obecrieumBaTh KOHTPOJb COTPYAHUKOB, ITPOBOIAAIIHAX HCITHITAHUA 1 KAJIMOPOBKH, BKIIOUAasd CTaXe-
POB, CO CTOPOHHI JIMI], 3HAKOMBIX C METOIAMHM W TPOLEAYPaMH, LEJIbI0 KaXIOr0 HMCIETAHUSA H/WIH
KaIMOPOBKH, 4 TAKXKE C OICHKOM Pe3yJIbTaTOB MCITHITAHMS WM KAJIHOPOBKH;

h) AMeTh TEXHMYECKYIO AAMMHMCTPAIIMIO, HECYIIYI0 OOIIyI0 OTBETCTBEHHOCTh 33 TEXHHMYECKYIO
JIeSITEIGHOCTD M TIPEAOCTARIICHHE HEOOXOIUMBIX PECYPCOB ISl 00ecTieueHHs TpeOyeMoro Kayectsa paGoTh
Jlaboparopum;

i) HasHaYaTh OMHOTO COTPYIHHMKA YIPABJISIONIMM I10 Ka4eCTBY (KaK OB OH HM Ha3hIBAICS ), KOTOPIN,
HE3aBACUMO OT Jpyrux (yHKimii W O0GA3AHHOCTEH, NOJDKEH HECTH OTBETCTBEHHOCTh M PpAacCIOjaraTh
TIOJTHOMOYMSIMH,, 00€CTIeUMBAIONTMMY BHEAPEHME CHCTEMBI KAYECTBA 1 €€ MOCTOIHHOE (DYHKI[HOHUPOBAHME;
YIPaBJISIONINN IO KAYECTBY JOJDKEH UMETh IIPSAMOM JOCTYII K HAMBHICILIEMY YPOBHIO YNIPABJICHUS, IPUHHU-
MaIoLIEMy PEeLICHUS IO TIOJIUTHKE WM pecypcam;

j) Ha3Ha4YaTh 3aMECTUTEJIEH PYKOBOIMIIETO IIEPCOHANA (CM. IPUMEYAHME).

IIpumeganue — OTOEABHEIE COTPYAHUKA MOTYT BBIIOJHATEL 00JIce OMHOM (PYHKIMM, M MOXET OKa3aThCs
HEILEIECO00Pa3HbIM Ha3HAYATh 3aMECTHTEICH 1Mo KaxXmoi dyuKImm.

4.2 CacreMa KavecTsa

4.2.1 JlaGoparopwsi OJDKHA YCTAHOBUTh, BHEAPUTD U TIOAIEPXUBATH CUCTEMY KAUYECTBA B COOTBETCT-
BUM C OOJACTBIO €€ JCATEABHOCTH. JlaGopaTopusi DODKHA TOKYMEHTANIBHO OGOPMHTH CBOIO TIOJATHKY,
CHCTEMBI, IPOrpaMMBl, TIPOLICIYPE M MHCTPYKIIMM B 00BEME, HEOOXOTUMOM ISl 00eCTICUeHHsI Ka4eCTBa
Pe3yJIBTaTOB UCITBITAHMI ¥/TTH KAMOPOBOK. JIOKyMEHTAIMS CUCTEMBI TOJDKHA OBITh JOBEIeHA IO CBEACHUS
COOTBETCTBYIOLLETO NIEPCOHANA, TIOHATA WM, TOCTYITHA €My W BEITIOJHSITHCS WM.

4.2.2 TlomuTvKa W 330aY¥ CHCTEMEBI KA4eCTBA Ja0OpPATOPHMM [OJDKHEI OBITh YCTAHOBJIEHHI B
DYKOBOJIICTBE MO Ka4eCTBY (KaK OHl OHO HM HA3HIBAJIOCH). OOIIMe 3aMauM JOJDKHEI OBITh YCTAHOBJICHEI
B 3aBJICHMM O TIOJIMTUKE B O0OJAaCTM KauyecTBa. 3asBJICHUE O MOJUTUKE B OOJIACTH KAavyecTBa JOJDKHO
OHITh MOATOTOBJICHO TIOJ, PYKOBOJICTBOM ITIABHOTO MCIIOMHUTENBHOTO Jrna. OHO JOJDKHO BKIIOYATh, KaK
MHUHHUMYM, CJICIyIOIIce:

a) 00s3aTesIbCTBO PYKOBOACTBA J1a0OPaTOPHHM COO/IONATh YCTAHOBMBILNYIOCH IPO(ECCHOHATBHYIO
TIPAaKTUKY ¥ COXPAHATh BEICOKOE KAQYECTBO MCITRITAHUIN M KATMOPOBOK MPH OOCTYXMBAHWM KJIMEHTOB,

b) 3asBiIeHHE PyKOBOICTBA 00 YPOBHE OOCITYXWBAHMS, OCYIECTBISCMOTO J1a00paTOPHUE;

C) 3amaum, CTOSIIME TIepe CHCTEMOM KauyeCTBa;

d) TpeGoBaHME KO BCEM COTPYIHMKAM Ja0OpaTOPHM, YYACTBYIOLIMM B IIPOBEACHMM MCILITAHMMA M
KaJMOpPOBOK, O3HAKOMUTHCSI C JOKYMEHTAI[MEH CHCTEMBI KA4eCTBA M CJIEIOBATh B CBOEH JESTEIHHOCTA
YCTaHOBJIEHHOM TOMUTUKE W TIPOIEAypaM U

€) 00s13aTeNIbCTBO PYKOBOJICTBA Ja0OpaTOpUH JEUCTBOBATh B COOTBETCTBHHM C HACTOMIIMM CTaHIap-
TOM.

lNpuMeuaHue — 3asgBICHUE O MOJUTUKE B OOJIACTH KAYECTBA JOJDKHO OBITH KPATKMM M MOXET BKJIIOYATh
TIOJIOKEHHE O TOM, YTO MCIILITAHWS M KAJMOPOBKHM JOJDKHEI BCEI/IA BHIIOIHATHECS B COOTBETCTBHH ¢ YCTAHOBICHHBIMU
METOJaMU M TpeOOBaHUSIMHM KIMEHTOB. Eciu 1aGOpaTOpHs SBISICTCS 4YACTHIO OOjIee KPYIHOM OpraHM3allMH, TO
HEKOTOPBIC JIEMEHTHI IIOJIMTHKM B O0JIACTH KAYECTBA MOTYT COICPXATHCS B IPYTHX TOKYMCHTAX.
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4.2.3 PyKOBOACTBO 1O KayeCTBY JOJIKHO BKIIOYATh WJIM WMETh CCHUIKM HA BCIIOMOTATEILHEIS
TPOIEAYPHI, BKIIIOYASI TEXHUICCKUE TTPOLECAYPH. B HEM IOJKHO OBITH JaHO OIMUCAHWE CTPYKTYPHI JOKY-
MEHTAITAY, UCTIOJBE3YEMOM B CHCTEME KavyeCTBa.

4.2.4 OyHKOMHA ¥ OTBETCTBEHHOCTh TEXHMUYESCKOIO PYKOBOISIICTO TIEPCOHAIA M YIIPABJSIOLIETO II0
KA4ECTBY, BKIIIOYAS! UX OTBETCTBEHHOCTD 10 00ECIIEYEHUIO COOTBETCTBHS HACTOSAILEMY CTAHIAPTY, JOJDKHEL
OBITh OIPENEIEHBI B PYKOBOJICTBE 110 KAYECTBY.

4.3 Ynpasienne JOKyMeHTAIMEH

4.3.1 OGuMe MONOXEHHS

JlaGopaTopus TOMXHA YCTAHOBUTH M TIOIAEPXKUBATH MPOIIEIYPHl YIPABICHHS BCEMH TOKYMEHTAMM,
SIBJISIIOTIIMMUCS. 9aCThIO CHUCTEMHI KavyecTBa (paspal0TaHHEIMM B paMKax Jab0opaTOpUHU WM ITOCTYITHBILIHAE
W3BHE), TAKUMHM KaK PETVIAMEHTHI, CTAHAAPTHI, APYTHEe HOPMATHBHEIC JTOKYMEHTHI, METOIBI HWCITRITAHMIA
W/VMIY KIMOPOBOK, a TaKXXe YEPTEXH, IIPOrpaMMHOE 00eCneueHe, TEXHUYESCKHUE YCIIOBHS, MHCTPYKITNU
¥ PYKOBOJICTBA.

IIpumeuanus

1 B 3TOM KOHTEKCTE «TOKYMEHT» MOXET 03HA4YaTh 3asBJICHUS O ITOJIUTUKE, IIPOLEAYDPEI, TEXHUICCKUE YCIOBUS,
KaIMOPOBOYHEIC TAOJMIIBI, CXEMBI, TCKCTOBOM MAaTepHUaj, IUIAKATEI, 3aMETKM, ITAMSITKH, IIPOTPAMMHOE 00ECIICICHUE,
9YEepTeXH, IWIaHEl U T.K. OHU MOTYT OBITH IIPEICTABICHEI HA PA3IMIHBIX HOCUTENISAX, OYMAXKHbBIX WM DJICKTPOHHEIX, B
IUPPOBOM, aHAJIOTOBOM, (POTOTPaPHUISCKOM MM TEKCTOBOM BHJIE.

2 YmparineHWE JAaHHBEIMH, OTHOCSINUMUCS K MCILITAHUAM M KaJIUOPOBKaM, — TIO 5.4.7. YipaBieHUE 3apeTH-
CTPUPOBAHHBIMU JAHHBEIMU — TI0 4.12.

4.3.2 VTBepXIcHHE M BHIIYCK JOKYMEHTOB

4.3.2.1 TIpexnme yeM BBIIATH IS UCHOIB30BAHUA COTPYIHUKAMH JIA0OPATOpHH JTOKYMEHTHI, SIBIISTIO-
IMHMECAd YaCThI0 CHCTEMBI Ka4eCTBA, WX IOJDKEH IPOBEPHUTh M YTBEPIMTH YIIOJIHOMOYCHHEIA IS 3TOTO
COTpyIHUK. JIoJDKeH OBITh MOATOTOBJIEH U JIETKOAOCTYNEH «MAaCTEP-JIHCT> HIN YKBHBAJCHTHBIA JOKYMEHT
0 TIpoTIEAype KOHTPOJISA, COACPXRAINMNA KOHKPETHBIC PE3YJIBTATH TEKYLICH PEBU3MM CTATYCA M PaCIpeIesic-
HHSA JOKYMEHTOB B CHCTEME KayeCTBa, YTOOBI MPEIOTBPATHTh MCIIOIb30BAHHE HEACHCTBUTEILHEIX H/HIH
YCTapeBIIUX JOKYMEHTOB.

(M3menennas penaxmms, M3m. Ne 1),

4.3.2.2 TIpunsras(sie) mpouenypa(sl) 0/LKHA(BI) TAPAHTUPOBATh, YTO:

a) OHUIIMAIEHEIC U3NAHHUS COOTBETCTBYIOIIMX JOKYMCHTOB JOCTYIIHEI HA BCEX YYACTKaX, IIE OCYy-
IIECTBIISIOTCS OCHOBHBIE ONEPALIMK, HANpaBieHHEIE HA 3(hdEKTUBHYIO AEATEIBHOCTh JA00PaTOpHH;

b) IOKYMEHTH TICPHOAMYCCKH aHATM3HPYIOTCS M, IIPH HEOOXOAMMOCTH, IIEPECMATPUBAIOTCS, YTOORI
00ecIIeurBaTh X MOCTOSHHYIO TIPUTOTHOCTh M COOTBETCTBHE MPEIBIBISCMEIM TPEOOBAHUSAM;

C) HEAEHCTBHUTEIHHBIC WIH YCTAPEBIIME JOKYMEHTH ONIEPATHBHO M3BIMAIOTCA M3 BCEX MECT BRIMMYCKA
WIH MCTIOJIL30BAHUA, MO0 APYTUM OOpPa3oM NPEAYNPEXKAACTCH X HENPEAHAMEPEHHOE HCIIOIb30BaHUE;

d) ycrapeBime JOKYMEHTH, COXPaHAECMEIC B IOPHIAYCCKAX WM WHOOPMAIMOHHBIX LIEJISIX, COOTBET-
CTBYIOILIM 00pa3oM MapKHpPYIOTCS.

4.3.2.3 JIOKyMEHTEI CHCTEMHI Ka4€CTBa, pa3paboTaHHBIC 1a00paTOpHE, JO/DKHE HUMETh YHHKAIBHYIO
nneHTudukammo. Cpeau JEMEHTOB TAKOM MACHTU(DUKAIIMH JIO/DKHB IIPHCYTCTBOBATD AATA BHITYCKA H/HWIH
0003HaYCHHE TIEPECMOTpa, HYMEPALMSA CTPAHMII, O0IIEe YUCIO CTPAHKI WM OTMETKA KOHIA JOKYMEHTA U
HanMMEHOBaHME OpraHa(oOB), BHITYCTUBLICTO(HMX) JOKYMCHT.

4.3.3 W3MeHeHHMs B IOKYMEHTAX

4.3.3.1 W3MeHeHMs B HOKYMEHTAX IOJDKHBI AHAJM3HPOBATECA M YTBEPXIATHCA TOM Xe CIyXO00i,
KOTOpasi JeJiajla MEPBOHAYATHHBIN aHAM3, €CIU CIIEIUAILHO HE Ha3HAYEHH! Apyrue auna. HasHayeHHBIe
COTPYOHUKM OO/DKHBI MMETh JOCTYIl K COOTBETCTBYIOLICH HCXOOHOM HWHGpOpMAaIMU, KOTOpas CIYXWUT
OCHOBO# 1ji1 MX paGOTH TI0 AHAJIM3Y U YTBEPXICHUIO.

4.3.3.2 Korma 310 NpakTHYECKH OCYIIECTBMMO, M3MEHEHHBI WJIM HOBBIM TEKCT JO/LKEH ObITh
MICHTUGUIMPOBAH B JIOKYMEHTE WIH B COOTBETCTBYIOIIHMX MPHIOXECHHSIX.

4.3.3.3 Ecim cucreMa yNpaBJIeHHS JOKYMEHTAIMEH JTaG0PaTOPHH PaspelliaeT BHOCUTh M3MEHEHHS OT
PYKM B OXHIAHWH OYCPEAHOTO M3MEHEHHS NOKYMCHTOB, TO JO/DKHBI OBITH ONPEACICHBI MPOLEAYPH M
TIOJTHOMOYMS ISl TaKWX WM3MeHeHUil. M3MeHeHHs TOJDKHEI ORITH YE€TKO OTMEYEHREI, 3aBH3HPOBAHBI H
JaTupoBaHHl. [lepecMOTpEeHHBI JOKYMEHT JOJDKEH OHTh ODHUIIMAIEHO MEPEU3IaH, KaK TOJBKO 9TO CTAHET
TPAaKTHISCKH OCYILIECTBHMEIM.

4.3.3.4 NomXHbI OHITH YCTAHOBJICHH MPOIICAYPHI I ONMMCAHKMA TOTO, KAK BHOCATCA M YIIPABISIOTCS
M3MEHEHUS B JOKYMEHTAX, XPAHALIUXCSA B KOMIBIOTEPHBIX CHCTEMAX.

4
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4.4 Ananu3z 3anpocoB, 3as9BOK HA NOAPS/ B KOHTPAKTOB

4.4.1 JlaGoparopwus AOJDKHA YCTAHOBUTH M TOIIEPXUBATH IPOLELYPHl aHAJMN3A 3aIPOCOB, 3aIBOK Ha
noapsan M KOHTpakToB. [lonwThka W TPOIELYpPH aHAMM3a, BEAYIIETO K 3aKIIOYCHHMIO KOHTPAaKTa Ha
MCHBITAHUS U/WH KATAOPOBKH, JOJDKHBEI TAPAHTUPOBATh, UTO:

a) TpeOoBaHMs, BKIIIOYAS WMCIOB3YEMBIE METOIEI, 8IEKBATHO ONPEICACHEl M 33I0KyMEHTHPOBAHEI
(cM. 5.4.2);

b) naboparopus MeeT BOSMOXHOCTH M PECYPCHI, TIO3BOJISIOLINE BHITIOJHAThL TPEOOBAHMS;

C) BHIOpaH COOTBETCTBYIOIWI METOI WICITHITAHWS W/WIM KAIMOPOBKH, CIIOCOOHEBINA YIOBIETBOPIATE
TpeOoBaHUA KIMEHTOB (CM. 5.4.2). JlioOwie pasnmuuus MEXOY 3ampocoM WIM 3asBKOM HA NOIPIN M
KOHTPAaKTOM JIOJDKHBEI OBITh YCTPAHEHHI 10 Ha4ajaa pabor.

JlioOble pacxoXaeHuss MEXAy TpPeOOBAaHMEM WIH TPEIIOXCHWEM M KOHTPAKTOM JOJDKHEI ORITH
paspellicHH 0 Havaja Kakoi-mOo paborel. Kaxmwlli KOHTpAakT OOJKEH OBITH COIVIACOBAH OOCHMM
CTOpOHAMMU: W J1A0OpaTOpHEid, 1 KIMECHTOM.

Mpumevanus

1 3ampoc, 3asiBKy Ha TOAPSN W KOHTPAKT CJCAYET MPOAHAIM3HPOBATH PANMOHAIGHEIM M S(QMbEKTHBHEIM
CIIOCOO0OM C y9eTOM (DPMHAHCOBHIX, IOPHAMICCKUX ACTIEKTOB H KAJICHIAPHOTO IUIAHA.

2 AHaymM3 BO3MOXHOCTCH JIOJDKCH YCTAHOBHTD, ITO JJAGOPATOPHS PACIIOIATAET HEOOXOMUMEIMA (DH3HMICCKHUMH,
JIONCKUMM ¥ WHGOPMAITMOHHEIMA PECYPCAMHA M 9TO TIEPCOHAN JIAGOPATOPHH 00/1afacT HEOOXOMMMBIMM HABHIKAMH M
OIIBLITOM JIS1 IIPOBCACHMSI MCIIBITAHWI Y/MJIM KAIMOPOBOK. AHAJIH3 MOXET TAKK€ YUMTRIBATH PE3YILTATHI IMPEILIAYIIETO
y4yacTus B MEXJIA0OpATOPHBEIX CPABHCHHSX WM WCHBITAHHSIX KBATHGUKALMM M/HWIH OCYLICCTRICHHM IIPOrPaMM
TIPCABAPUTEIILHEIX UCIBITAHWA W/WIH KAJTMOPOBOK C MCIOIL30BAHHEM OOPa3lOB HJIH OOBEKTOB, OICHKA KOTOPEIX
HM3BECTHA, C EJIBIO ONPEACICHUS HEOMPEACICHHOCTEC i M3MEPEHHMI, TIPEAECIOB O0OHAPYKCHHSA, JOBCPHTC/IEHEIX IPEACIOB
H Ap.

3 Konrtpakr MOXeT OBITh JHOOKM (IIMCEMEHHEIM MJIM YCTHBIM) COIJIALIEHHEM O MPEAOCTARICHHH KIMEHTY YCIyT
TIO MPOBEACHHIO MCIBITAHMI M/HJIM KATMOPOBOK.

(A3menennan penaxmaa, Mam. Ne 1).

4.4.2 Pe3ynbraThl aHAJM30B, BKIIOYAs JHOOBIC 3HAYUTEIBHEIEC U3MEHEHHS, TOJDKHEI OBITh COXPAHEHHI.
Takxe ciaemyeT XpaHUTh 3alMMCA O COOTBETCTBYIONIUX TIEPETOBOPaX ¢ KIMEHTOM, Kacalolmxcs ero Tpe6o-
BaHMi{ WK PE3Y/ILTATOB PabOT, BHIIOJIHEHHHBIX B XOJE BHIMOJHEHUS KOHTPAKTA.

IIpumMeuyanue — [l aHaM3a TIAHOBBIX M IPYTHX 334 CUMTACTCH JOCTATOYHEIM YKA43aTh JATY M MACHTH-
dbukaumMoHHEIE TaHHEE (HATPMMED MHHIMANELI) JIMIA, OTBETCTBEHHOIO B JIAGOpATOPMM 3a BEIMOJHEHHE paboT IO
KOHTPAakTy. B OTHOIICHWY ITOBTOPSIOIIMXCS IIAHOBHIX BOIIPOCOB aHAIM3 HEOOXOMMM TOJIEKO Ha HAYAJILHOM MCCIICHO-
BaTCJIbCKOM CTAMMM WJIM IIPH 3aKTIOYCHMM KOHTPAKTa HAa JIMTCIHHYIO IDIAHOBYIO pabOTy, IIPOBOAUMMYIO B paMKax
TEHEPATBHOIO COIVIALIEHWS ¢ KIMEHTOM, IIpM YCJIOBHM, YTO TpeOOBAHMH KIMEHTA OCTAIOTCS HEM3MCHHEIMH. B
OTHOLICHUM HOBBIX, CJIOXHBIX WM IEPEHOBLIX 3a1ay, CTOSIIMX IEPEA UCIBITAHUSIMH /WM KAIMOPOBKO#M, CIEayeT
BECTH OoJice MMOTPOOHBIC 3aITUCH.

4.4.3 AHamu3 JOIXEH TaKXKe BKIIOUATh BCE pabOTHI, BEIIOMHSIEMEIE J1A00paTOpHEHR IO CyONOApsIy.

4.4.4 Kmuent nopkeH ORTh MHGOpMUPOBAH 000 BCEX OTKIIOHECHMSAX OT KOHTPAKTa.

4.4.5 Eciu KOHTPaKT HYXIAeTCd B M3MEHEHHMAX IIOC/IE TOTO, KaK pa0d0Ta HAYalach, JHOJDKEH ORITH
TIOBTOPEH TOT K€ TPOLECC aHAIM3a KOHTPAKTa, M JHOORE M3MEHEHHWS IOJDXKHHI OBITH COOOITCHE BCEMY
TIePCOHAJTY, KOTOPOTO OHM KaCaloTCH.

4.5 3axmouenne cyOnoApAIOB HA NPOBECHAE HCILITAHMI H KAJIMOPOBOK

4.5.1 Ecmu naGopaTtopus 3aKIIOYacT CyOIOIps 0 HEMPEABUACHHBIM MIPUYMHAM (HAIIpUMED, TIEpe-
TPYXXEHHOCTh, HEOOXOAMMOCTh B JOIIOJHUTC/IBHOM 3KCIEPTU3¢ WIM BPEMEHHAS HECIOCOOHOCTB) WJIH Ha
TIOCTOSIHHOM OCHOBE (HAIpMMep, Ha YCIOBUSAX TOCTOSHHOIO CYOIOApsaa, COMIAIIEHII O TIpeICTABUTENb-
CTBE WJIH JIBTOTaX), 3Ta paboTa JOIKHA OBITh MepeIaHa KOMIIETEHTHOMY CyOrmoapsaauuky. KOMIEeTeHTHBIM
SIBJISICTCS TAKOM CyOTOAPSIYMK, KOTOPHI BEITOJHSET pa0OTy B COOTBETCTBMM C HACTOSIIMM CTAHAAPTOM.

4.5.2 JIabGopatopus JOIKHA YBEIOMUTh KIIMEHTA O CyOmoIpsae B MMCHMEHHOM BHJE M, B HEOOXOMHU-
MBIX CIy4asiX, TIOJYYHUTh OJOOPEHUE KIMEHTA, TIPESAMIOYTHTEIBHO TOXE B IMMCHMEHHOM BHJIE.

4.5.3 JlaGoparopusi HECET OTBETCTBEHHOCTh TIEPe, KIIMEHTOM 33 paboTy, BEIIOIHSIEMYIO CyOTIOnpSIIn-
KOM, 33 MCKIIOYEHUEM TEX CIy9aeB, KOIIa CyONOApsAIYMKa BEIOMPACT KIMEHT WIM PETJIAMCHTHPYIOLIWI OPTaH.

4.5.4 JlaGoparopusi JOXKHA BECTH PETHCTPAIMIO BCEX CYOIOAPATUMKOB, K YCIYraM KOTOPHIX OHA
npuberaer mis TPOBEICHMUS WCIBITAHWM W/WIH KATAOPOBOK, M PETHCTPALIMIO JAHHBIX O COOTBETCTBUU
BBITOJTHEHHOM PabOTHl HACTOMIIEMY CTAHIAPTY.

4.6 IIpnoOpeTrenne ycJayr U 3amacos

4.6.1 B naGopaTopuu JOJDKHA OBITh YCTAHOBIEHA ITOJMTHKA M Mpolieaypa(sl) 0 BHIOOPY 1 TIPAOOpE-
TEHHIO HEOOXOIMMEIX YCIIYT M 3aIIaCOB, BIMSIOIIMX Ha KAY€CTBO UCIIMTAHWH M/ KaTMOPOBOK. [OJDKHBI
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CYIIECTBOBATb MPOIEAYPH MO MPHOOPETEHHIO, TOMYICHHIO M XPAHEHHWIO COOTBETCTBYIOIIMX PEAKTHUBOB U
JTA00PATOPHHIX MATCPHAJIOB, PACXOYEMEBIX TIPH MPOBEICHIHH HCIBITAHUN M KaIMOPOBOK.

4.6.2 JlaGopaTopus AOJDKHA O0ECTICYMBATE COXPAHHOCTD MOJYYCHHBIX 3aACOB, PEAKTUBOB M PacXoj-
HEIX MaTEPHAJIOB, BIMSIONIMX HA KAYECTBO MCITHITAHWIN 1/WIH KATHOPOBOK, JI0 TEX TI0P, MI0KA OHU HE OyIyT
TPOKOHTPOJAMPOBAHEI WIM APYruM 00Opa3oM OLIEHEHBI KaK COOTBETCTBYIOIIUE CTAHIAPTHEIM TPEOOBAHUAM
Wi TpeGOBaHUSM METONOB, pa3pabOTAHHBIX YIS JAHHEIX HUCIBITAHMIA /WM KaIuOPOBOK. DTH MCIOJb-
3yeMbIe YCIYTH M 3amachl IOJDKHEI COOTBETCTBOBATh YCTAHOBJICHHBIM TPEGOBAaHUAM. 3aperHCTPHPOBAHHEIC
JTAHHBIE O ACUCTBUSAX, TIPESINPHHSTHIX C IO TIPOBEPKH COOTBETCTBHS, NOJDKHEI COXPAHSATHCS.

4.6.3 OnucaHus Ha W3ICIH, BIMIIONIME HA KAYECTBO PE3y/ILTATOB PaGOTHI 1a00paTOpHH, JOJDKHBI
COfIepXaTh JaHHBIC, OMMCHIBAIONIAC 3aKa3aHHBIC YCIYIH | 3anackl, OnucaHue JODKHO OBITh IPOaHAIN3H-
POBaHO, a €70 TEXHUYECKOE COAECPXAHHUE OA00PEHO, TIPEXAE YEM OHO OYIET BHIIYILEHO.

IIpumevyanue — Omucanne MOXET BKIIIOYATh THIT, KJIACC, KAYE€CTBO, TOYHYIO HACHTHMDHMKAIMIO, CIICIHpH-
KaLMH, YEPTEXH, MHCTPYKIMM IO TPOBECACHHUIO KOHTDOJS, APYTHE TEXHHUYECKHE NAHHEIE, BKIIOYAS YTBEPXICHHE
PE3yIbTATOB UCILITAHUI, TPEOYEMOE KA9ECTBO M CTAHAAPT CHCTEMEI KAYECTBA, B COOTBETCTBMM C KOTOPEIM OHU OLUTH
M3TOTOBRJICHHI.

4.6.4 JlaGopaTopus JIOJDKHA TIPOBOIMTE OICHKY TIOCTABIMKOB BAXHEMIINX PACXOIHEIX MATEPHATIOB,
3amacoB M YC/IYT, OKA3bIBAIONIMX BIMSHUE HA KAYECTBO MCIIHITAHMI M TIOBEPOK, M XPAHUTh PETHCTPALIOH -
HBIC JAHHBIC 00 3THX OLICHKAX W NMEPEYCHb YTBEPXICHHBIX TIOCTABIIHUKOB.

4.7 ObcayxHBaHHe KIHEHTOB

JlaGopaTopus HODKHA COTPYTHMYATH C KIMECHTAMH WK HX TIPEACTABUTEISAMH B BOIIPOCAX Pa3bsICHE-
HHS 3apoca KIMEHTa M KOHTPOJIS 33 ACSTEIBHOCTRIO TA00PaTOPHH B CBSI3H C BHITIOJTHIEMOM pabOTOi IpH
YCJIOBUM, YTO JIa0opaTopus obecrieurBacT KOHOUICHITMAIBHOCTb TI0 OTHOIIEHHIO K JIPYTMM KJIMCHTAM.

IIpuMeyaHus

1 Takoe COTpYAHHYECTBO MOXET BKIIOYATH:

a) IPeIOCTARICHUE KIHCHTY WM €r0 TPEACTABATENIO PA3yMHOTO HOCTYNA K COOTBETCTBYIOIIMM YY4aCTKAM
1a60paTOpUH C TeM, YTOOBI CBUICTEIHCTBOBATh HA MCILITAHUAX M/HIH KATHOPOBKAX, TPOBOAMMEIX IS KJIMCHTA;

b) IOATOTOBKY, YITAKOBKY M OTIIPABKY W3NCIMiA, MPOLICHIIMX MCIIEITAHUSA M/WIH KATHOPOBKY, HEOOXOMMMEBIX
KIMEHTY C IEJIBI0 TIPOBEPKH.,

3aKa3yMKK OLIEHUBAIOT ITOACPKAHNUE XOPOIICH CBSI3H, COBETOB M PYKOBOASIIMX YKA3aHHM IO TCXHAYCCKHM
BOImpoCcaM, a4 TaAKXKC MHCHHUA M TOJIKOBAHHMA, OCHOBAHHLIC HA PC3yJabTaTax. Caa3b ¢ KIIMCHTOM, 0COOEHHO IIpH
JOATOCPOYIHBIX KOHTPAKTAX, CICAYET IMIOAICPXMUBATE B TCUCHHE BCEi pabOoTHL. JIJabopaTopHH CIEayeT H3BEUIATH KITHEHTA
000 Bcex 3amepXXKaxX WM 3HAYUTEIIBHEIX OTKIIOHEHHSIX IIPU TIPOBEACHUM MCIBLITAHWIA M/WJIH KaJTMOPOBOK.

3 JlabopaTopusiM PEKOMEHIYETCS UMETh O0OPATHYIO CBSI3b C KIMCHTAMH, TIOJIOXHUTEILHYIO WM OTPHIATEIBHYIO
(Hanpumep, OMpockH KIHeHTOB). OGPAaTHYIO CBA3b CEAYET MCIIOIb30BATh IS YIYINIEHHS CHCTEMEL KAYECTBA, YCOBEP-
IIEHCTBOBAHUS UCITBITAHUHM U KTUOPOBOK, a TaKXKe 0OCIYXMBAHHUSI KJIMCHTOB.

4.8 IIperensnm

B naGoparopuu no/mKHA OBITH MPEAYCMOTPEHA MOMMTHKA M MPOLEAYPHl 0 pa3pelieHuIo NPeTeH3Mi
CO CTOpPOHBI KJIMCHTOB WJIM APYrHUX CTOPOH. HeoOxomuMo XpaHWTh pErMCTPAlMOHHEBIC JAHHBIC IO BCEM
peKJIaMalsaM, PacCAeIOBaHMIM, a TAKXEe KOPPEKTHPYIOIMM JEHCTBUAM, TPEIIIPUHATEIM JabopaTopueii
(cM. Takxe 4.10).

4.9 Ynpasnenue paGoTaMH N0 HCHLITAHAAM H/HIH KAJHOPOBKE, HE COOTBETCTBYIOIAMH YCTAHOBJICH-
HbIM TPedOBAHHAM

4.9.1 JlaGoparopusi 1OJOKHA MMETh IIOJMTHKY M IIPOLEAYPHI, K KOTOPEIM IIPHOETAIOT B TEX CIyYasX,
KOTIa KakoW-JIMOO0 aCIeKT UCTIRITAHWM 1/WIH KAJTUOPOBOK, WJIU PE3Y/IbTATHI 3TOM PaOOTH HE COOTBETCTBYIOT
COOCTBEHHBIM TIPOLIEAYpaM J1a0OpaTOpHH MM COIVIACOBAHHBIM C KIMEHTOM TpeOoBaHmaM. Ilomuruka U
TIPOLIEAYPHI JOJDKHBI TAPAHTHPOBATh, UTO:

a) OOSI3aHHOCTH M IIOTHOMOYMS 10 aIMUHUCTPATABHOMY YIIPABJICHUIO HECOOTBETCTBYIOIMME pabo-
TaMU ONPENCNCHBI, W KOTAa HECOOTBETCTBYIOIIAs padOTa BBISBICHA, YCTAHOBJICHH M NPESHIPHHSTH
COOTBETCTBYIONIHE ACHCTBUS (BKIOYAs IIPUOCTAHOBKY pabOTHI M, IPH HEOOXOZMMOCTH, IPHOCTAHOBKY
JIEUCTBUS TIPOTOKOJIOB MCTIBITAHUN M CepTUDUKATOB KAIMOPOBKH);

b) mpoBeneHa OIEHKA 3HAYMMOCTH HECOOTBETCTBYIOLIEH PaOOTHI;

C) He3aMEUIMTEIBHO TIPUHATH KOPPEKTHUPYIOIME AEHCTBHS BMECTE C PEIIEHMEM O MPUEMIIEMOCTH
HECOOTBETCTBYIOIIEH padOTHI;

d) mpu HeOOXOOUMOCTH, KIMEHT M3BEIICH U PaboTa OTMEHEHA;

€) OTBETCTBEHHOCTH 33 paspellleHre BO30GHOBHUTH PabOTy YCTAHOBICHA,
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IIpuMme ganue — BuapieHHe HECOOTBETCTBYIONIEH pabOTEL MM IIPOOIEMEL, KACAIOIIEHCS CHCTEMBI KAYECTBA
WIH TIPOBEACHMS MCIBLITAHUN /WM KAMOPOBOK, MOXET TPOM30MTH Ha PAaIMIHBIX YIACTKAX B PAMKAX CHCTEMBI
Ka4yeCTBa U TEXHUICCKHUX omnepaiuii. [IpumMepaMu sSIBISIIOTCS TIPETEH3WM KJIIMCHTOB, KOHTPOJIL KAYECTBA, KATHOPOBKA
CPEACTB U3MEPCHMI, TIPOBEPKA PACXOMHBIX MATCPHAJIOB, HAOMIOACHMSI ICPCOHANIA WJIA KOHTPOJIb 33 HUM, OTYETHI 00
HUCIEITAHUSIX H TPOBEPKA CEPTHOHKATOB KATMOPOBKHM, AaHAM3EI CO CTOPOHEI PYKOBOJICTBA, 4 TAKKE BHYTPEHHHE H
BHEIIHUE ITPOBEPKH.

4.9,49.1 (Asmenennas penaxums, Mam. Ne 1).

4.9.2 Ecmm pe3yJbTaThl OLIEHKHM YKa3HIBAIOT HA TO, YTO HECOOTBETCTBYIONIAA paboTa MOXET IIOBTO-
PHUTECS, MJIN €CTh COMHEHHM 10 TIOBOAY COOTBETCTBHS JICHCTBHI JIA00paTOpHH €€ COOCTBEHHBIM IIOJMTHKE
M TIPOLIEAypaM, TO HE3aMEIMTEIBHO JTOJDKHEI OBITh BHIIOIHEHH TIPOIEAYPH, OTHOCAIIMECSH K KOPPEKTH-
pyIoIieMy IeicTBHIO, omMcanHeie B 4.10.

4.10 Koppextupyiomee aeiicTBHE

4.10.1 O61Me moNoXeHUs

JlaGoparopust ODKHA pa3paboTaTh NMOJATHKY W MPOLEAYPY M ONPEACIATH COOTBETCTBYIOLIHME TIOJIHO-
MOYHMS 33 MPUHSTHE KOPPEKTUPYIOIIETO ICHCTBHS B TEX CIYy4asiX, KOLIA BHIABICHE HECOOTBETCTBYIONIAA
paboTa WM OTCTYIICHHMS OT IIOJMTHKM WA TPOLEAYP, NPEIYCMOTPEHHBIX CHCTEMOM KA4eCTBA WA
TEXHUYECKAMH OIECPaIHsIMHU.

IIpumeuanue — I[IpoGinema ¢ CHCTEMOI Ka4eCTBA WM TEXHHMICCKMMHM OICPAIMSIMH B JIAGOPATOPUU MOXET
ORITH YCTAHOB/ICHA PA3IMIHBIMU IYTSIMU TP KOHTPOJIE 3a HECOOTBETCTBYIONICH pabOTOi, BHYTPEHHHMX WJIM BHECITHHX
IIPOBEPKAX, AHAJIM3C CO CTOPOHBI PYKOBOACTBA, OOPAaTHOM CBS3WM C KJMCHTAMH WJIM TIPH TIOMOINHM HaOomeHwit
TEPCOHAMA.

4.10.2 AHaym3 TpUIMH

IIporienypa KOPPEKTUPYIOLIETO ASHUCTBHS JO/DKHA HAYMHATHCA MCCICAOBAHUEM C IIEJIBIO ONPEACICHUA
OCHOBHBIX IPUYHH (BI) TTPOGIEMBL.

IIpuMevanme — AHAIM3 IPUIUH SRIHLETCA KIIOYEBHIM M WHOTA HAMOOJEe CIIOXHBIM MOMEHTOM B TIPOLIE-
Jype KOPPEKTUPYIOLIETO NeiicTBHS. HaCTO OCHOBHAS IIPUYMHA HE OYCBUAHA, U IIOITOMY TPEOYETCS TINATC/IHHEIA AHAIH3
BCEX BO3MOXHBIX IIPUYMH TIPOONIEMEL. B MX 9MCI0 MOryTr BXOOWMTH TPeOOBAHMS KJIMEHTA, 0Opasisl, creiubuKaIuu
00pa31oB, METOIBI ¥ TIPOIEAYPHI, KBATM(AOUKAIIHUS M IIOATOTOBKA IIEPCOHAJIA, PACXOAHBIC MATEPHAJILI MM OOOPYIOBAHME
¥ €r0 KaTMOpOBKa.

4.10.3 BrIOOp ¥ IIPUHATHE KOPPEKTUPYIOIIMX IEHCTBHIL

Korma BosHHMKaeT MOTPeGHOCTh B KOPPEKTUPYIOITHUX JICHCTBHSX, JA0OPATOpHA JO/LKHA ONPEACITUTD
BO3MOXHEIe M3 HuX. OHa NOMDKHA BHIOpaTh M NPUHATH AcHCTBHME(1), HaubGojee momxondice(ue) Wi
YCTpaHEHMS MPOOIEMEL ¥ TIPEAOTBPAIICHUS €€ (MX) TIOBTOPEHM.

Koppextupyroime geiCTBHS JOJDKHEI COOTBETCTBOBATh MACINTA0y M OMACHOCTH MPOOIEMHI.

JlaGopaTopus 10/DKHA 3a0KYMEHTAPOBATh M PEAIM30BATh BCE TpeOyeMble H3MEHEHISI, BRITCKAIONHC
¥3 U3YYCHMA KOPPEKTUPYIOILMX ICHUCTBUIA.

4,10.4 KOHTpOJIb 32 KOPPEKTUPYIOIMMHU JIEHCTBUSIMUA

JlaGopaTopus 10JKHA KOHTPOIMPOBATh Pe3YJIbTATH, YTOOH yoeruTresd B 3¢ (heKTHBHOCTH KOPPEKTH -
PYIOIINX IECHCTBUIA.

4.10.5 JTomoiMHUTENBHEIC TIPOBEPKH

Korma ycraHOBI€HME HECOOTBETCTBHIA WA OTKJIOHEHMIA CTABMT IIOJ COMHEHHE COOTBETCTBHE JIaGo-
paTopuM €6 COOCTBEHHBIM IOJMTHUKE M MPOIEIYpaM HIH HACTOAINEMY CTaHHAPTY, Ja0opaTopus JOJDKHA
KaK MOXHO CKOpee 00eCIeYnTh MPOBEPKY 110 4.13 onpeaeaeHHRIX 001acTeil AeITeIbHOCTH.

ITpumeyanue — [ogobHEE TOMOTHATEIEHEIC IPOBEPKH IACTO IIPOBOAATCS TOCHEC MIPHHSTAS KOPPEKTHPY-
TOLTMX AEHCTBHI C IENBIO IIOATBE XK ACHUS UX dbdhexTHBHOCTH, JlOMOIHUTEbHAS IIPOBEPKA OLIBACT HEOOXOAMMA TOJIHKO
TOIIa, KOIIA PEYb UIET O CEPhE3HBIX BOIIPOCAX WM OMACHOCTH I AEJIA.

4.11 Ilpenynpexnaiomee ACHCTBHE

4.11.1 JomxHBI OBITH OMPEACNCHH HEOOXOTMMEIE YAYYIIEHUS M IMOTCHIMAJBHBIC MCTOYHHKH
HECOOTBETCTBUM TEXHUYECKOTO XapaKTepa WM CBI3aHHEIE C cucTeMOil kKauyecTBa. Ecim TpeOyercsa
NPEeIyIpeXIAoIIce ACHCTBUE, HEOOXOOTUMO pa3paboTaThk, BHEAPUTHL M PEaJIM30BaTh IUIAH JICUCTBHUM,
YTOOB CHU3WUTH BEPOSITHOCTh TOBTOpPa TOMOOHBIX HECOOTBETCTBHM M HCIOJb30BaTh BO3MOXHOCTH
TIPOBENECHMS YIYUIICHUM.

4.11.2 ITpouenypsl NperynpeXnalONX NeUCTBUM JODKHE BKIIOYATh MHHUITHHPOBAHAE TAKUX JICHCT-
BUI ¥ IPOBEACHUE KOHTPOJA C LEIBIO obecrieueHUs ux 3 dekTuBHOCTH.
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IIpumMegyanusa

1 TIpenympexpuaioiiee IeUCTBUE SBISICTCSA TPEABAPHTEILHEIM TIPOIIECCOM, HATIPARTEHHEIM CKOPEE Ha H3LICKAHME
BO3MOXHOCTEH YIYYIICHUH, Ye€M pEaKIMe Ha MACHTHOHUKAINIO IIPOOIeEM HWIM IIPETEH3MIA.

2 Tlomumo aHaM3a pabOYNX TPOLEAYP IIPEAYIIPERTAIOIIEE TCACTBIE MOXET BKIIOUATh AHAJM3 JAHHEIX, B TOM
YUCJIC aHAJIU3 TCHACHIMIA U PHUCKA, a4 TAKXKE PE3YJIBTATOB IIPOBEPKM KBATU(DUKAIAH.

4.12 Ynpasnenne perscTpammeii JaHHBIX

4.12.1 OGIue NOJ0XEHUS

4.12.1.1 JIaboparopusi TOJKHA YCTAHOBUTH M TOANEPXKMBATH HPOIECIYPhl MACHTHGMKAIMH, cOOpa,
WHICKCAPOBAaHMS, HOCTYNA, CHCTEMATU3AIMH, XPAHEHHS, BSACHUS M M3BATHA PETUCTPAIAOHHBIX JAHHBIX
O KA4ECTBY M TEXHWYCCKUM BOMpocaM. JIaHHBIC MO KAYECTBY JOJDKHEI BKIIIOYATh OTYCTHI O BHYTPEHHHMX
TPOBEPKAxX, pe3yJbTaThl aHAIM3a CO CTOPOHH PYKOBOJACTBA, a TaKXe JAHHHIE O KOPPEKTHPYIOIIHMX M
TIPEAYIPEXIAIOIIUX JEUCTBUSX.

4.12.1.2 PerucrpalluOHHBIE AAHHBIC JO/DKHBEI OBITh YIOOOYHMTACMBIMHM, JIETKOAOCTYIIHBIMH M HE
TIOJBEPTaThCsl OMACHOCTH OBITh MCTIIOPYEHHBIMM WM YTePSAHHBIMH. JIOJDKHBI OBITh YCTAHOBICHH CPOKH
XpaHCHMS TAKUX TaHHBIX.

IIpumeyanue — PeructpanMOHHEBIE JAHHKIC MOTYT XPAHUTHCS HA JIIOOOM HOCUTEJIC, HATIPUMED Ha OyMaxk-
HBIX WK SJICKTPOHHBIX HOCHUTCIISIX.

4.12.1.3 Bce perucTpaniMOHHBIC AAHHBIC JO/DKHBI XPAHUTHCH B YCJIOBUSX 0E30MACHOCTH M KOH(H-
JEHIINATBHOCTH.

4.12.1.4 JIaGoparopusi NOJDXKHA WMETh MPOLEAYPH I 3AlMTEI M BOCCTAHOBJICHHS JaHHBIX HA
SJIEKTPOHHBIX HOCHUTEJISIX, @ TaKXE JUIS NPEAYNPEXACHNA HECAHKLIMOHMPOBAHHOTO JIOCTYIA MM BHECCHHUS
U3MEHECHM B HUX.

4.12.2 TexHuueckue JaHHBIC

4.12.2.1 B naGoparopuu JOJDKHEI XpPAHUTHECA B TEUCHHE YCTAHOBJICHHOTO BPEMEHM 3aPErHCTPAPOBAH-
HEBIe JAHHEIC TICPBUYHBIX HAOMOIEHWI, BTOPHWYHEIC JAHHBIC H JOCTATOYHEI 00beM HH(POPMAIHH JJI TOTO,
YTOOBI YCTAHOBUTH AyAUTOPCKOE 3aKIMIOYCHHE,, JAHHBIC KATMOPOBOK, JAHHBIC O TIEPCOHAJIC M KOIAM KaX]IOTO
oTyeTa 00 UCIBITAHUAX WIH BEIAHHOTO cepruduKkara 0 KammopoBKe. JIaHHBEIC O KaKIOM HCIILITAHAHA WA
KaJTUOPOBKE TOJDKHBI CONEPXATh JOCTATOYHO WH(MOPMAIHH, CIIOCOOCTBYIOIIEH, N0 BO3MOXHOCTH, BHISIB-
JieHu1o0 (PakTOpoB, BIMSIONIMX HA HEONPENEACHHOCTH, M TPOBEACHWIO NOBTOPHBIX MCHBITAHWNA WA
KaTHUOPOBOK B YCJIOBHSIX, MAKCUMAJIEHO MPUOIMXXEHHBIX K TIEPBOHAYANBHEIM. JIaAHHBIE JIOJDKHBI COIEPXKATh
CBEIECHUSI O IIEPCOHAJIC, OTBETCTBEHHOM 3a OTOOp OOpas3IoB, MPOBEACHUE KAXIOTO WCIHITAHUS H/WIH
KaTUOPOBKH M KOHTPOJIb PE3YIBTATOB.

IIpumMmevaHnusa

1 B HEKOTOPEIX 00/IaCTAX AEATEIHHOCTH MOXET OKA3aTHCH HEBO3MOXHBIM MM HELECICCOOOPA3HEIM XPAHUTH
PETHUCTPALIMOHHEIE JAHHEE BCEX TIEPBUYHEIX HAOIIONCHWMIA.

2 TexHuwuecKue HAHHEE TPEACTARIAIOT 000 cymMmy ceemenmit (cM. 5.4.7) m MHEDOPMAIMH, SBISTIOIIAXCH
PE3yABTATOM TTPOBEACHUS MUCILITAHWI U/WJIM KATUOPOBOK M YKA3BIBAIOIUX, JOCTHTHYTHI JIX YCTAHORICHHKIC TIOKA3a-
TEIM Ka9eCTBA WM TTAPaMETPH! TTPOIECCOB.

4.12.2.2 HabmoneHusl, JaHHBIC ¥ BEIMUACICHHUS JOJDKHEI PETHCTPUPOBATECS BO BPEMSI MIX TIPOBCIACHUS
¥ OBITh UACHTUDHUIIMPYEMEIMEM ¢ KOHKPETHOM 3amavei.

4.12.2.3 Ecnu B 3apeTMCTPUPOBAHHEIX NaHHEIX OOHAPYXWBAIOTCHA OINMOKH, TO KaXias OIIMOKa
OJDKHA OBITH MEPEYECPKHYTA, W PSAOM JOJDKHO ORITH 3alMMCAHO MpaBWIbHOE 3Ha4eHuE. Bece momoOHEBIE
M3MEHEHUS JOJDKHEI TTOJITUCHBATECA WM BUSUPOBATHCH JTALIOM, BHECIITAM M3MEHeHMe. Ecim pervcrpaim-
OHHBIE JAHHBIE XPAHATCS B JIEKTPOHHOM BHIE, JOJDKHEI OBITh IPUHATH TAKHAE XK€ MEPHI, YTOORI M30eXKaTh
TNOTEPHU WY U3MCHEHHUS NEPBOHAYAIBHBIX JAHHBIX.

4.13 BuyTpennne mpoBEpKM

4.13.1 JIaGoparopus JOJDKHA IIEPHOTUUSCKE M B COOTBETCTBHH C IIPEIBAPUTEIBHO YCTAHOBICHHEIMM
rpaduKoM U npoleypoit IIPOBOTUTE BHYTPEHHNE IPOBEPKU CBOCIH IEATEILHOCTH, YTOOR YIOCTOBEPUTHCS,
COOTBETCTBYET JIM OHA MO-TIPEXHEMY TpeOOBaHMSIM CUCTEMEI KaYeCTBA M HACTOSILETrO cTaHmapra. [Iporpam-
Ma BHYTPEHHEH NMPOBEPKH JOJDKHA OXBATHIBATH BCE BJIEMEHTHI CHCTEMBI KAY€CTBa, BKITIOYAS AESITEILHOCTD
IO TIPOBEIEHUIO MCITHITAHWM M/WH KATMOPOBOK. PYyKOBOAMTEE 1T0 BOMIPOCAaM KaYeCTBa HECET OTBETCTBEH-
HOCTh 33 TUIAHWPOBAHWE M OPraHM3allii0 IIPOBEPOK B COOTBETCTBHU C TpaMKOM M TPeOOBAHMSIMH
pykoBozcTBa. [IpoBepKM HOXHBI POBOIUTHCS TOATOTOBISHHBIM M KBATUGMHUIIMPOBAHHBIM TIEPCOHAJIOM,
HE3aBMCUMBIM, KOTJa €CTh TaKasd BO3MOXHOCTB, OT MIPOBEPSAEMOM IeATEIEHOCTH.

IMMpumevanue — LUK npoBeacHNUS BHYTPEHHUX IIPOBEPOK COCTABIISAECT OTMH TOL.
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4.13.2 Korga B pe3ynsrare IpOBEISHHOM MPOBEPKH BOSHUKAIOT COMHEHUS B 3()GEKTUBHOM IeATE b
HOCTHY MO0 B TIPAaBWILHOCTH WY JOCTOBEPHOCTH PE3YJILTATOB NMPOBEACHHBIX MCIBITAHWIA W KATMOPOBKH,
J1a00paTopus AODKHA CBOEBPEMEHHO TIPSANIPHUHATH KOPPEKTUPYIOIICE JCHCTBHEC M M3BSCTUTH KIUCHTIOB B
TMMCHBMEHHOM BMJIE, €CJI MCC/IEA0BAHUS CBUISTEILCTBYIOT O TOM, YTO PE3Y/IBTATHI, TIOJYIEHHBIE TA00paTo-
pueid, MOTYT ORITH OLIIMOOYHBIMM.

4.13.3 OGmacTh IpOBEPSAEMON JEATETBHOCTH, PE3Y/IbTATHl IPOBEPKH M BHITCKAIOIIHME U3 HUX KOPPEK-
THPYIONIME MEHCTBHUS JODXHBI OBITh 3apeTUCTPUPOBAHEL.

4.13.4 TTocnemyionme IPOBEPKHA JOJDKHE YIOCTOBEPUTH M 3a(DMKCUPOBATh BHEAPEHNUE M 3(PheKTHB-
HOCTb IIPEIIIPHHATOTO KOPPEKTHUPYIOLLETO OCHCTBHUS.

4.14 Anaim3 co CTOPOHBI PYKOBOJCTBA

4.14.1 B COOTBETCTBHH C IPEIBAPUTEIBHO YCTAHOBICHHEIMH Ipa(®UKOM M IPOIICIYPO MCIIOIHHTEIb-
HOE PYKOBOJCTBO J1a00paTOpuM JODKHO NEPHOIMISCKH IIPOBOIUTh AaHAIN3 CHCTEMBI KA4eCTBA JTa00paTOprH
¥ JESTEIFHOCTH II0 TPOBEACHWIO MCHBITAHWM H/WIH KAMMOPOBOK C IEIBI0 O0CCIICUCHIS MX ITOCTOSHHOM
TPUTOTHOCTH ¥ 3G GEKTUBHOCTH M HEOOXOIMMEIE M3MEHEHWS WIH YIYIIICHUSA. AHAINS IO/DKCH YIUTHIBATD:

- TIPUTOTHOCTH TIOJIMTHKH ¥ TPOIICIYD;

- OTYETH PYKOBOISIIHMX ¥ KOHTPOJUPYIOIIHUX COTPYIHUKOB;

- PEe3yJIbTaTH TMOCICAHNX BHYTPCHHUX MPOBEPOK;

- KOPPEKTUPYIOIIHE M TIPEIYIPEKIAIOIINE TEHCTBHU;

- OLIEHKH, MIPOBEICHHEIC CTOPOHHUME OpraHaMM;

- Pe3YJIBTATH MEXJIa00pATOPHBIX CPaBHEHWM MJIHA IIPOBEPOK KBATA(DUKAITAH;

- U3MEHEHHS 00bEMa M BUIA PaOOTHI;

- 00paTHYIO CBSI3b C KIIUCHTAMU;

- TIPETCH3UH;

- npyrue (hakTOphI, TakKue KakK JICSTEIBHOCTh IO YNPABJICHUIO KAYECTBOM, PECYPCHI M IIOATOTOBKA
TIepCcoHaJIa.

IIpumedaHug

1 OOBIYHO aHAIM3HI CO CTOPOHEI PYKOBOACTBA ITPOBOAITCS OOHH Pa3 B IO,

2 Pe3yibTaTH JODKHEI OBITh BBEICHEI B CHCTEMY IUIAHMPOBAHMS J1a0OPaTOPHMH M BKJIOYATH LICJIM, 3aJa4M M
IUTIaHBl paboT HA CIICAYIOIINIL IO,

3 AHaM3 €O CTOPOHEI PYKOBOICTBA BKJIIOYAET PACCMOTPECHUEC CMEXHEIX BOIIPOCOB HA PETYISPHEBIX 3aCEIAHMSIX
PYKOBOACTBA.

4.14.2 Pe3ymbraThl aHAJM30B CO CTOPOHBI PYKOBOACTBA M IOC/ICIYIOIME ACHCTBHA JOKHEI ORITh
3apeTUCTPUPOBAHEL. PYKOBOACTBO JOJDKHO O0CCIICYMTh BHITIOIHEHHUE 3THX JCHCTBUI B COOTBETCTBYIOIIMC
COIVIACOBAHHBIE CPOKHU.

5 Texamgeckue TpeboBanms

5.1 O6umme nonoxeHns

5.1.1 TIpaBWIBHOCTP M HAAEXHOCTh UCTIKITAHMI M/HWIH KUTHOPOBOK, MPOBOAMMEIX JAa0Oparopuei,
ONPEAEIAIOT cleayionue GakKTOphL:

- yeytoBeueckmii hakrop (5.2);

- IOMEIIEHNS W OKpyxaiowmaa cpena (5.3);

- METOIBI UCTIBITAHUI M KaJTMOPOBOK | OlICHKA MeToaa (5.4);

- obopynoBaxue (35.5);

- TIPOCIIEXXUBAEMOCTh M3MepeHwmii (5.6.);

- orbop 00pasuos (5.7);

- oOpalieHre C UCTIHITHIBAEMBIMHA W KATMOPyEMBIMH H3aeausMu (5.8).

5.1.2 Crenenp BiusiHUS (HakTOPOB HA OOINYI0 HEOMPEACICHHOCTh U3MEPEHHS 3HAYMTENLHO Pa3/i-
YaeTCs B 3aBUCHMOCTH OT BUIOB MCTIBITAHWI M KATMOPOBOK. JIaboparopus JOJKHA YUUTHIBATE 3TH (DaKTOPHI
TIpH pa3paboTKe METOJOB U TIPOLEAYP MCIBITAHWA ¥ KATHOPOBOK, MIPH MOITOTOBKE U OIEHKE KBAITM(pUKA-
A TIEpCOHAJIA ¥ TIPM BRIOOpE M KAIMOPOBKE MCIOIB3YEMOTO 000Dy IOBaHMS.

5.2 Ilepconan

5.2.1 PyxoBoAcTBO abopaTopueii TapaHTUPYET KOMIIETCHTHOCTh BCEX, KTO paboTaeT CO CHeIHaib-
HBEIM 00OPYOBaHHEM, TIPOBOJUT UCTIRITAHMS W/WIH KATHOPOBKH, OLCHHUBAET PE3Y/IBTATH M IIONIMCEIBAET
OTYETHl 00 MCIIBITAHUAX ¥ cepTU(dUKATH 0 KaMOpoBKe. 3a CTaXepaMu JOJDKEH OBITh 00ecreYeH COOTBET-
cTByoumii Hagzop. Cnenududeckue 3a1a4u JODKHE OPYYATHCA MEPCOHATY C YYETOM COOTBETCTBYIOLIETO
00pa3oBaHus, TIOATOTOBKM, OIBITA W/HIA MPOSBISEMOTO MacTepCTBA.
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IMpumevyaHusd

1 B HEKOTOpPBIX TEXHMICCKHX OONACTAX (HAMPHMEDP B OOIACTH HEPA3PYINAIOIIETO KOHTPOJS) MOXET MOTpeGo-
BAaTbCsl, YTOORI COTPYTHHKH, BHIIOMHSIOUIME HEKOTOPHIC 3afiaHMs, Tpounmd ceprudukammo. JlaGopaTopus HeceT
OTBETCTBEHHOCTD 33 BBEITOJIHEHME YCTAHORJICHHBIX TpeGOBa Ui K cepTH(dHKanuu iepconana. TpeboBaHusa K cepTudH-
KaI[M¥ TIEPCOHAJIA MOTYT OBITh PEIJIAMEHTHPOBAHEI, BBEACHEI B CTAHIAPTHI IS KOHKPETHOM TEXHHICCKOM 06/1aCTH HIH
BEICTARICHBI KIIHEHTOM,

2 TlepcoHasi, OTBETCTBEHHEI 3a CONCPXAHUE OTYCTOB OO MCILITAHMSIX, IIOMMMO COOTBETCTBYIOLICH KBATHGH-
KaI[MH, MTOATOTOBKH, OIBITA W YOBICTBOPUTCIILHELIX 3HAHMI IO MPOBOAMMBIM MCIILITAHMSIM, JOJDKCH TAaKKe 00/1a1aTh:

- HCOOXOMMMBIM 3HAHHEM TEXHOJIOTUM TIPOM3BOACTBA MCILITHIBAEMEIX MICIHIA, MATCPHAJIOB, IPOXYKI[MM WK
cnocoﬁa, KOTOPHIM OHH NIPUMCHSIIOTCSI MJIM JOJDKHBI IIPUMCHSTBCSI, & TAKKE J.'[Cd)eKTOB WINA BO3MOXHBIX yxy,ulue}lm‘f[
Ka9€CTBA ITPH HCITOJBb30BAHAHA HWIH OGCJIY)HIBaHIrH/I;

- 3HAHHEM OCHOBHBIX TPCOOBAHMIA, CONEPXALUMXCH B 3aKOHOAATE/ILCTBE M CTAHAAPTAX, H

- TIOHUMAaHHEM 3HAYAMOCTH OOHAPYXCHHEIX OTKJIOHCHMIH IO CPABHCHMIO ¢ HOPMAILHEIM HCIIOJBb30BAHHEM
COOTBETCTBYIOLIMX H3NE/MiA, MATEPHAIOB, IIPOAYKIMH M JIP.

(U3menennan penaxmms, W3m. Ne 1),

5.2.2 PykoBoICTBO naboparopu AOXHO CHOPMYIMpPOBATE LEAM OOPa30BAHUSA, NOATOTOBKH H
MacTepcTBa IepcoHaia Jaboparopum. Y n1aGopaToOpuM JOJDKHA OBITh MOJNMTHKA W TIPOLEAYPHl BHISIBJICHHS
TOTPpEeOHOCTEH B TIOATOTOBKE M OCYIIECTRICHNS TOATOTOBKHU NepcoHaia. IlporpaMma moaroroBKy JOJDKHA
COOTBETCTBOBAaTh MMEIONIMMCSH W TPEACTOAIIMM 331a4aM JIa00paTopHH.

5.2.3 JlaGopaTopmsi AOIDXKHA MCTIONB30BATh MEPCOHAJ, HAHATHIN €10 MM IPUIJIAIICHHEIA 110 KOHTPaK-
Ty. ECTM MCNIONB3YETCSI IEPCOHAN, MPUITIALICHHBI MO KOHTPAKTY MIHA OKA3HIBAIONIWA JOTOJIHHUTEIBHYIO
TEXHMYECKYIO WK NpodeCCHOHATBHYIO TTOMOIIb, JIA00paTOpHs HO/DKHA YAOCTOBEPHUTHCS, YTO OH KOMIIE-
TEHTCH, pabOTacT MO KOHTPOJIEM M B COOTBETCTBHM C CHCTEMOI KauecTBa 1aboparopuy.

5.2.4 JlaGoparopusi TOJDKHA UMETH ONMUCAHMS TEKYIIMX TMIPOBOAUMEIX paboT ISk PYKOBOAMILETO, TEXHH-
YeCKOro M NMpodheCCHOHANBHOTO TIEPCOHANA, YYACTBYIOIIETO B MIPOBEICHUM MCIILITAHWIA M KATMOPOBOK.

IMpumevanume — Omacanne paboT MOXET OHITh MPOBEACHO paMuYHBIME criocobamm. Kak MHHHMYM,
CJICIYET ONPEICIUTE CACHYIONICE:

- 00S13aHHOCTH TIO TIPOBEACHMIO UCTILITAHUH H/WIH KATHOPOBOK;

- 00513aHHOCTH TIO IUTAHMPOBAHWIO MCIIHITAHWIH /WM KATHOPOBOK H IO OIICHKE PE3yJILTATOB;

- 00s13aHHOCTH TI0 HOPMYJIMPOBAHMIO MHEHHI M TOJIKOBAHMIL;

- 00513aHHOCTH TIO MOAUGMKAIMK U Pa3pabOTKE METONOB, 4 TAKKE IIO OLICHKE HOBHIX METO/IOB;

- TPeOYEMYIO SKCIIEPTU3Y U OIILIT;

- KBUM(UKAIMIO X IPOrPaMMEI TIOATOTOBKH;

- (GDYHKIMHM PYKOBOZICTBA,

5.2.5 PykoOBOICTBO JOJXHO YIOTHOMOYMTH CICI[HAILHO HMOJOOPAHHBIN TIEPCOHAJ I NPOBEICHUS
oTOopa 00pasnoB KOHKPETHHRIX BWIOB, MCIBITAHWA W/WIM KATUOPOBOK, IUIS COCTABJICHHS OTYETOB 00
MCIIHITAHUSAX ¥ BHTAYM cepTH(dmKaTa 0 KauMOpOBKAaX, IS IOATOTOBKM MHEHMII M TOJKOBAHWMA W IS
yIpaBiIeHHs 000pyZOBaHHEM KOHKPETHRIX THNOB. JIaGopaTopus JODXKHA BECTH 3allUCH O TIOIHOMOYMSIX,
KOMITETCHIINM, TIPO(heCCHOHAIEHOM M 00pa30BaTEIBHOM YPOBHE, O0OYYCHHH, MACTEPCTBE M OILITE BCETO
TEXHUYECKOTO TEPCOHANA, BKIIIOYasd KOHTPAKTHHKOB. DTa MHMOpMAIMs TO/LKHA OBITh BCETIa HOCTYIIHA M
JIOJDKHA BKJIIOYATH JATy MOATBEPXICHUS MOJHOMOYMIA M KOMIICTCHIMHA.

5.3 IlomMemieHns B YCJOBHS OKPYXKAIOMIEH CpeIn

5.3.1 YcnoBus pOBENSHNUS UCITBITAHWIA U/WIM KATAOPOBOK, BKIIOYAs (HO HE OTPAaHHMYMBASICh STHM)
MCTOYHUKHM SHEPTUH, OCBEILICHUE W OKPYXAIONMIYIO CPE/Y, JOJDKHBI COICMCTBOBATh MPAaBUJIEHOMY IIPOBEIC-
HUIO UCTIRITAHWN /WA KATUOPOBOK.

Jlaboparopusi HODKHA OOECIIEYHMTh, YTOOBI YCJIOBHS OKPYXAIOIIEid Cpeanl HE CBONWIM HAa HET
Ppe3yAbTaTh paboTH WM HEOIArONPHUSITHO CKA3AIMCh HA TPeOyeMOM KavyecTBe 1I000ro u3meperns. Ocoboe
BHUMAaHUE JODKHO ORITH YAEIECHO TEM CIIydasiM, KOraa OTOOp 00pas3smoB M UCHBITAHMS H/WiH KAIMOPOBKH
TIPOBOIATCS HE B CTALIMOHAPHBIX MOMEINECHUSX JabopaTopuu. TexHuaeckue TpeOOBAaHMA K MOMEIICHUAM W
YCJIOBHSIM OKPYXAIOILEH Cpeabl, KOTOPEIC MOTYT OKAa3aTh BIMSHAC HA PE3YJILTATH MCIILITAHMMA ¥ KaIMOpO-
BOK, JOJDXHH OHITh 33J0KYMEHTUPOBAHHEL.

5.3.2 Jlaboparopusl TOJDKHA KOHTPOJMPOBATH M PETHCTPHPOBATH YCIOBHSA OKPYXAIOWIEH Cpeabl B
COOTBETCTBMHM C TEXHUYECCKMMU TPCOOBAHMSMH, MCTOAMKAMH M IIPOLCAYPaMH, €CJM OHM BIMSIOT Ha
KavyecTBO pe3ynbraToB. Hamiexamee BHUMAHUE TOJDKHO YACHITHCH, HapAMEp, OHOJIOTHYECKOM CTEPHIIb-
HOCTH, IIBIIH, 3JICKTPOMATHUTHBIM IIOMEXaM, PaIHAIlAN, BIAXHOCTH, JICKTPOCHAOXEHHIO, TEMIIEPATYPE,
YPOBHIO IIlyMa ¥ BUOpaIii MIPUMEHHATEIRHO K COOTBETCTBYIOIIEH TEXHHYCCKOI AeaTeIbHOCTH. McrbITanusa
¥ KUTAOPOBKY OJDKHEI OBITh MPEKPAINECHBI, €CIM YCJIOBHSA OKPYXAIOMIC Cpeanl MOABEPraloT ONMaCHOCTH
PE3YIBTATH MCTIKITAHUI /WA KaTHOPOBOK.

5.3.3 Cocennme y4acTKM, Ha KOTOPHIX NPOBOMATCS HECOBMECTHMBIE PaOOTHI, JO/DKHEI OBITh HAIEXHO
M30JIMPOBAHKI APYT OT Apyra. JIOIDKHEI OBITh IPECANPHHATHE MEPHI TI0 MPSAOTBPALLICHHMIO B3AMMHOIO BIMSHMA.

10
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5.3.4 Jocryn ¥ MCHONB30BAHUE YYACTKOB, OKA3BIBAIOIMX BIIMSAHUE HA KAYECTBO MCIBITAHUA W/ Wi
KaMOpPOBOK, JOIDXHEI KOHTPOJIMPOBATECA. JIaGopaTopus HOJLKHA YCTAHOBHTH CTEIICHb KOHTPOJISI HA OCHOBE
KOHKPETHHIX OOCTOSITEIIECTB.

5.3.5 JJomxHBl ORITh TIPHHATHEL MEPHL MO OOECIICYEHMIO TIOPSKA ¥ YHMCTOTH B naGopatopun. Ilpu
HEOOXOIMMOCTH, JOJDKHEI OHITH Pa3pabOTaHBI CIICHHATBHEIE MPOLICAYPHI.

5.4 Meroanl HCNLITAHKI H KAIHOPOBOK, 2 TAKKE ONEHKA NMPHIOAHOCTH METOIOB

5.4.1 OO1me NOIOXEHUA

JlaGoparopus B CBOEi AEITEIBHOCTHU JOJDKHA MCTIOB30BATh METOIBI M IIPOIICAYPH, COOTBETCTBYIOIIME
obnactu ee aearensHOCTH. OHM BKIIOYAIOT OT0OP OOpasloB, OOpallleHHE ¢ HAMH, TPaHCIIOPTHPOBAHKE,
XPaHCHNUE U TIOATOTOBKY M3/ICINiA, TIOJICKANIMX HCITHTAHUAM M/ WM KAIHOPOBKE, M, €C/IA YMECTHO, OLICHKY
HEOIPENEICHHOCTEH M3MEPEHMI, a TAKXE CTATUCTUYECKHUE METONH aHANM3A JAHHBIX WCTIKITAHMM M/Wid
KaJTMOpOBOK.

B naGoparopun K0IKXHE OBITh HHCTPYKLMH 1O MCTIOIB30BAHMIO M YIIPARICHHIO BCEM COOTBETCTBYIO-
MM OOOpYyZOBAaHMEM M N0 OOpALCHMIO W TIOATOTOBKE M3ICIMiA, TOIJICKANIMX MCILITAHUSIM W/WIH
KTMOPOBKE, WIM TI0 TOMY M JIPYTOMY B T€X CJyd4asX, KOTHa OTCYICTBHC TAKMX HWHCTPYKIMHA MOXET
TOABEPTHYTh COMHEHWIO PE3YJBTATH WCIBITAHWI H/WIM KUmOpOBOK. Bce WMHCTpYKIMH, CTaHIApTHI,
DPYKOBOJCTBA ¥ CCBUIOYHBIC JAHHBIC, OTHOCAIIMECS K paboTe 1abopaTopru, JOJDKHE aKTyaIM3HPOBATHECA B
ORITE DOCTYMHBIME Ui TiepcoHana (cM. 4.3). OTKIOHEHHMS OT METONOB HMCIBITAHMIA M KaIHOPOBOK
JIOIYCKAIOTCS TOJBKO TIPU YCIOBMHM HMX JOKYMEHTAIBHOTO O(OpPMIICHHS, TEXHAYSCKOTO OOOCHOBAHMS,
paspellieHHs] M COIIACHs KIMEHTA.

IIpu™Medanue — MexayHapomHBIE, PETHOHATBHEIE, HALIMOHAJILHEIC CTAHAAPTH WM IMIPH3HAHHBIC TEXHHIEC-
KM€ YCJOBUSI, CONECpPXKAIIUE JOCTATOUYHYI0 M KDaTKylo MHGOpDMAIMIO O TOM, KaK MPOBOTUTH HCILITAHHS M/HiA
KUTMOPOBKM, HE HYXIAIOTCS B JONMOJIHCHHSIX WIH MEPCODOPMICHMM B KAYCCTBC BHYTPCHHHX IPOLELYD, €CIH DTH
CTaHAAPTHI HATTMCAHBI TAK, YTO OHU MOTYT ObITh HCIIOIb30BAHEI B OIy0JIMKOBAHHOM BHJIE COTPYTHHKAMH JIa00paTOpHH.
Mozxer oka3zaTbcst HEOOXOTMMEIM Pa3pabOTATh AOTIONIHUTEBHYIO JOKYMEHTAIMIO HA CIIy9ail A/I-TCPHATUBHEIX BAPHAH-
TOB METOJA WIH JOTIOTHUTCIBHBIX TOAPOGHOCTEHH.

5.4.2 Bwmibop mMeTomoB

JlaGopaTopusi JO/KHA WMCMONB30BaTh METOABI HCTIBITAHWA WM/WIHA KATHOPOBOK, BKIIOYAA METONBI
otbopa o0pasloB, KOTOPHIC OTBCYAIOT MOTPEOHOCTSAM KIMEHTOB M TIPHTOMHBI I TIPEINPHHHMAEMBIX
WCTIHITAaHWN W/ KaymOpoBOK. [IpeMMyILECTBEHHO JOJ/DKHBI MCIIOIB30BATECH METONBI, NPHUBEACHHEIEC B
MEXIYHAPOIHHIX, PETUOHAIBHBIX WA HAIMOHAIBHEIX CTaHaapTax. JIabopaTopus JOIXHA YIOCTOBEPHTHCS,
YTO OHA UCIIOIB3YET MOCIEAHEE ASUCTBYIONIEE U3IaHUE CTAHIAPTA, KPOME CITyYaeB, KOLIa OHO HE TIOIXOTHAT
WIA 5TO HEBO3MOXHO cAenarh. [Ipy HEOOXOMMMOCTH K CTAHIAPTY MOXHO TPHJIOXHTH JOHMOHUTEIIHHEIC
TOIPOOHOCTH C TEM, YTOOBI 00ECTICYMTh COTIACOBAHHOE MPUMEHEHHE.

Ecim ximMeHT He ykasajl METOA, KOTODHIA CHEIyeT HCIOMb30BaTh, Jadoparopms IOJDKHA BHIOpaTh
COOTBETCTBYIOLLIAE METOIHI, KOTOPHIC OBUIM IPUBEACHBI B MEXXTYHAPOIHBIX, PETHOHAIBHEIX MIA HAITMOHAIBHEIX
CTaHIapTax, PEKOMEHIOBAHb ABTOPUTETHHIMHA TEXHHYECKHUMH OPraHU3aIlUsMH, ObLUTH OIMMCAHBI B COOTBETCT-
BYIOLIMX HAYYHBIX CTAThSIX WIM XypPHAJIaX WM ObUIM PEKOMEHIOBAHBI M3TOTOBUTENEM 00OpynoBaHusa. Pa3pa-
OOTaHHBIC WM TIPUHATHIC 1a0OPATOpHCii METOIBI TAKXKE MOTYT OHITH MCIIOIBL30BAHKI, €CIM OHM HPUTOAHEI M
oneHeHE. O BHIOpPAHHOM METOAE CJCAYET YBSAOMHUTH KIMEHTA. JIaGopaTopus JOJDXKHA IIOATBEPAMTh, YT0 OHA
MOXCT IPaBAIBHO HCIIONB30BaTh CTAHIAPTHBIC MCETOABI, IPEXAEC YEM IMNPUCTYNUTh K HUCHBITAHUAM WA
KaymbpoBKke. Ecimm cTaHnapTHBIA METOI MEHSIETCA, TIOATBEPKICHHUE CJICAYET TIOBTOPHTh.

JlaGopaTopus DOXKHA M3BECTHTh KIIMEHTA B CIIY9ae, €C/IH NMPeLIOKCHHBIM MM METO, IIPEACTABISICTCA
HEIIPUTOIHBIM MJIH YCTAPCBIHAM.

5.4.3 Metomri, paspaboTaHHEE 1abopaTopuei

BBeneHue METOIOB MCIBITAHMWIM M KAJMOPOBOK, pa3pabOTaHHEIX JaboparopHeil it COOCTBEHHOIO
HCTIONB30BAHMA, JOJDKHO OBITh IUIAHUPYEMBIM BHIOM palOTHI, MOPYYAEMBIM KBAJAMDHUIMPOBAHHOMY TICp-
COHAJTy, pacIoJiaralonieMy HEOOXOMUMBIMA PECYpCaMH.

TTnass JODKHEI aKTyaIM3APOBATECA TI0 MEPE Pa3pabOTKH, H MEXIY BCEMH COTPYIHMKAMH, yIaCTBY-
IOIMMH B 3TOM IIPOIIECCE, JOJDKHA OBITh 00CCIICYCHA HANEKHAsA CBA3b.

5.4.4 HecTaHmapTHBEIE METOIB

B ciyuae, ecinu HeoOX0AMMO UCTIOJIE30BATh METOIBI, HE SIBJSIOIMECS CTAHIAPTHRIMH, OHH JIOJDKHBI
OBITH COTJIACOBAHHI C KIIMCHTOM M COJIEPXATH YETKOE ONMHCAHUE TPSOOBAHMI KIMEHTA M LICJIH UCIIHITAHWS
u/mnu KamoOpoBku. [Ipexae yeM OHITH MCIOJNB30BAHHBIM, Pa3paOOTaHHEIM METON NOJ/DKEH IPOMTH
OIICHKY.

IIpuMeganu e — Yro kacaercsi HOBEIX METONOB UCITRITAHUIA U/HWJIH KAJMOPOBOK, TO JI0 IMPOBEACHMS MCIIHITAHMIA
H/WH KaMOPOBOK CIIENyeT pa3paboTaTh MPOIEAYPHI, COMEPXKAILNE, KAK MUHHMYM, CICAYIOIIYIO HHPOPMAIMIO:

a) COOTBETCTBYIOIIYIO MACHTH(MHUKAIAIO,

b) obmacTs pacmpocTpaHCHHUS;

11
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C) ONMMCAaHWC TUTA W3IEIHs, TMOIJICKAIICTO HCILITAHMIO MIH KaTHOPOBKE;

d) mapaMeTpbl WM KONWYECTBCHHEIC TIOKA3ATCIM M IPECICIIBI, TIOMICKALIHE ONMPEICICHMIO;

€) ammaparypy u 00OpYAOBaHHE, BKIIOYAsd TPCOOBAHMS K TEXHHMICCKHUM XaPAKTEPHCTHKAM;

f) TpeOyeMble MCXOMHEIC STAJOHEI H CTAHAAPTHHIE OOPA3IEL;

g) TpeOyEMEIC YCIIOBUS OKPYXKAIOLICH CPeibl M HCOOXOMMMEIA IICPHO CTAOMIH3AINH;

h) ommcanwe TPONEAYPHI, BKIIOYAS:

- TPHKPEIUICHAEC MACHTH()HKALMOHHEIX 3HAKOB, OOpAICHUE, TPAHCIIOPTHPOBKY, XPAHCHME M IIOAIOTOBKY H3IEIIHIA,

- TIPOBEPKM, HCOOXOMUMEIC TIEPEI HAYAIOM padoT;

- TPOBEPKH HOPMAIHHOTO PYHKUMOHMPOBAHUS M, TIPH HCOOXOAMMOCTH, KATHOPOBKY M PEIYIIMPOBKY OGOpPYIO-
BaHUS TIEPET, KAKIBIM €TI0 MCIIOIb30BAHHEM;

- crmoco® perucTpauu HaOMOACHUI W PE3YIITATOR;

- Mephl 6€30MaCHOCTH, KOTOPhIC AOIKHEI COOMIONATHCS;

i) xpuTepuu u/WiH TPeOOBAHHS IS YTBCPXICHHS/OTKA3a B YTBCPXICHHM;

j) peTHCTpMpYeMbIe JAHHBIC, METOJ aHAJIM3Aa U (POPMY TIPEACTARICHUS;

k) HEONPEAEICHHOCTE MIH IIPOLEAYPY OLEHKH HEOIPEACICHHOCTH.

(M3venennan penaxums, W3m. Ne 1),

5.4.5 Omnenka MpUTOTHOCTH METOLOB

5.4.5.1 OneHka NIPUTOTHOCTH — 3TO TIOATBEPXACHHE IyTEM HUCCACIOBAHNA U TIPEIOCTABICHHAS 00h-
€KTHBHHIX TOKA3aTeJIbCTB TOTO, YTO KOHKPETHEIC TPeOOBAHMS K CIELH(HUESCKOMY 1IEJEBOMY MCIIOIL30Ba-
HUIO BRITOJHAIOTCS.

5.4.5.2 JlaGoparopusi JO/DKHA OLIEHMBATH IIPUTOTHOCTh HECTAHAAPTHEIX METOIOB, METONOB, CO3IAH-
HEIX/pa3pa0OTaHHEIX JIA00pAaTOpueil, CTAHIAPTHEIX METOIOB, MCIIOABb3YEMHBIX 34 TIPeIciaMH LICJACBOM 001ac-
TH PACIPOCTPAHCHHSA €€ JEATEIBHOCTH, 4 TAKXE paclliMpeHuii 1 MOAuGUKAIIMi CTAHAAPTHHIX METONOB IS
TIOOTBEPXICHUS TOTO, YTO METOMBI ITOIXOIAT I IEJICBOTO MCIONB30BaHNuA. OOIIMPHOCTh 3TOM OLEHKH
3aBHCHUT OT HEOOXOIMMOCTH OTBEYATH MOTPEOHOCTAM TAHHOTO TIPUMEHEHHA WIH O0JACTH NMPHMEHEHHS.
JlaGopaTopus JOJDKHA PETUCTPUPOBATH MOIYYCHHBIC PE3YIBTATHL, IPOLIEAYPY, HCTIOAB3OBAHHYIO JJISI OLECH-
K IPUTOJHOCTH, M PEIIEHUE O TOM, IIOAXOIMT JIM METOZ, LIS IEJIEBOT0 MCIOIb30BaHMS.

IIpumMegaHnus
1 OueHKa IPUTOTHOCTH MOXET BKIIOYATH IIPOIELYPEl 0T60pa 00pasios, 0OpallcHHs M TPAHCIIOPTHPOBKH.
2 DbbeKTUBHOCTE METOA OIPEICIIAIOT OMHUM M3 CACAYIOUMX IIPUEMOB HJIM HX COYETAHHEM:
- KanuOGpOBKO# C UCITONB30BAHMEM MCXOMHBIX STAJIOHOB M CTAHTAPTHRIX OOPAa31iOB;
CPaBHEHHMEM PE3Y/IBTATOB, JOCTUTHYTHIX C IIOMOIIBIO APYTHX METO/OB;
MEXJ1a00paTOPHEIMH CPABHCHUSIMH;
CHCTEMATHICCKMM OLCHUBAHMEM (haKTOPOB, OKA3BIBAIOIINX BIMSHUC HA PEC3YJIBTAT;
- OLICHMBAHMEM HEOIIPEACICHHOCTH PE3Y/IFTATOB HA OCHOBE HAYIHOIO OCMBICJICHHS TCOPCTHICCKUX IIPUHITAIIOB
METOAA M MPAKTUIECKOTO OITHITA.
3 EcM B OICHCHHBIC HA IIPUTOAHOCTh HECTAHIAPTHHIC METONH BHCCCHHEI M3MCHCHHMS, TO RIMSHHMC DSTHX
M3MCHEHUH CICAYCT 3aHOKYMEHTUPOBATE M, CC/IM YMECTHO, IIPOBECTH HOBYIO OIICHKY.

5.4.5.3 uana3oH B TOYHOCTh OLIEHOK (TAKMX KaK HEOIPEACICHHOCTb PE3YJIETATOB, P O0Hapy-
XCHUS, M30MPATEIBHOCTh METOMd, JIMHCWHOCTh, TIPEACH TOBTOPSAGMOCTH W/WIH BOCIPOU3BOAMMOCTH,
YCTOMYMBOCTh K BHEIIIHMM BO3ICHCTBUSAM M/HIM YyBCTBUTCIBHOCTh K IIOMEXAM, BHI3BAHHBIM HEOTHOPO/ -
HOCTBIO MaTPHITH IIPOOKI/00BEKTA MCITBITAHIIA) , IIOJY4aEMBIX METOAAMM,, IIPUTOIHOCTH KOTOPHIX TIOATBEPX-
JIeHa* Kak COOTBETCTBYIOIIMX HA3HAYCHHIO, IOJDKHEI YAOBICTBOPATH TIOTPEOHOCTAM KIIMEHTOB.

IIpuMeuaHusa

1 OueHKa Ha NMPUTONHOCTh BKJIOYACT CHCIMQUKAIMIO TPCOOBAHMMI, OIIPCACTICHHE XapaKTCPHCTHK METONOB,
TPOBEPKY TOTO, YTO TPCOOBAHUS MOTYT OBLITh YAIORICTBOPEHBI C TIOMONIBIO MCIIOb3YEMOTO METOAA, H MOATBEPXKACHHE
TPUTOTHOCTH (BhIa4a CBHACTENLCTBA 00 arrectanmun MBH).

2 TIlo Mepe pa3pabOTKH METO/IA CIICAYCT IIPOBOAUTE PETY/ISPHEIA AHAIM3 C LICIIBIO MPOBEPKH TOT'O, YTO ITOTPEOHO-
CTH KJIMCHTA BCE €1IE YAOBICTBOPsIOTCS. JI1000¢ H3MCHECHHME B TPEOOBAHMSIX, TPEOYIOIICE BHECCHHS H3MCHCHMIA B TUIAH
pa3paboTKH, HOLKHO OBITE OMOOPEHO M YTBEPXICHO.

3 OueHKa Ha MPUTOMHOCTS — STO BCETIA KOMITPOMHUCC MEXKITY 3aTpaTaMH, PACKOM U TEXHHMECKUMH BO3MOXHOCTSIMH.
BrIBacT MHOTO CJIy4acB, KOIMA TPEACHLI M HEOMPEACICHHOCTh 3HAYCHMI (HampuMep, TOYHOCTb, Tpeaesl OOHapyXCHMUSI,
HM30HPATCIILHOCTD, ITHEHHOCTD, IOBTOPSIEMOCTD, BOCIIPOM3BOIMMOCTD, YCTOHIMBOCTD, YYBCTBUTE/IBHOCTB) MOTYT OBRITh JAHEI
TOJIEKO B YIIPOILCHHOM BHJIC BBHJIY HEIOCTATKA MH(OPMAIHH.

5.4.5.2, 5.4.5.3 (A3menennas penaxmus, Uam. Ne 1).

* B mexnynapomabix ctagmaprax MCO/MBOK 17025 mw UCO 5725 mOHSTHE «METOI M3MEPEHMA» BKIIIOYACT
COBOKYITHOCTh OICPALMIA M IIPABHJI, BHIIOJHCHHE KOTOPHIX ODECIICUMBACT IOIYYEHHE DE3YABTATOB C M3BECTHOM
TOYHOCTEIO. Takum 00pa3zom, moHsTHE «MeTon mameperuit» 1o MCO/MOK 17025 ameKBaTHO MOHSTHIO «METOAMKA
BHIIOHEHU: u3mepenmii> (MBH) mo TOCT P 8.563 (mw. 3.1).
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5.4.6 OrneHka HEONPEAEICHHOCTH U3MEPEHMIMA

5.4.6.1 KaymmOpoBouHas 1a00paTopysl WIM MCIHITATEIBHAS J1a00OpaTopHsl, OCYIIECCTBIISIONAS CBOH
COOCTBEHHEIC KaJIMOPOBKH, TOJDKHA MMETh M TIPUMEHSATH IPOIEIYPY OIEHKH HEOIPEACICHHOCTH U3MEPE-
HWI TIPH BCEX KATUOPOBKAX ¥ TUINAX KATHUOPOBOK.

5.4.6.2 UcnowrratenbHbie 1a00paTOPHUH JO/DKHE MMETh M IIPAMEHSTH IPOIEAYPH OLIEHKH HEOIIpe/Ie-
JIEHHOCTH M3MEpeHUi. B HEKOTOPBIX CiIyJasix XapakTep METOAd MCIBITAHWM MOXET TIOMEIIATh TIIATSIBHO-
My, 000CHOBaHHOMY C TOYKH 3PECHMSI METPOJIOTUHA M CTATUCTHKM PACUYCTy HEOIPEACICHHOCTH M3MEPCHMUS.
B momgoOHBIX ciayuyasx jadoparopusl LODXHA, IO KpailHe Mepe, HOIBITATHCS HISCHTH(GHIIMPOBATH BCE
COCTABJISIIOIITHEC HEOTIPEICIEHHOCTH M TIPOBECTH PAa3yMHYIO OIIEHKY, & TAKXe PUHATh MEPHI, YTOOH ¢hopma
oTYeTa O Pe3yabTaTaX He CO3MaBaja JIOKHOTO IMPEICTABICHUS O HEOMpPEIeIeHHOCTH. PasyMHasi omeHKa
JIOJDKHA OCHOBBIBATECS HA 3HAHUH 3G GEKTUBHOCTH METOIA, 00JIACTH U3MEPEHMI ¥ YIMTHIBATh MMEIOIIAICS
OIBIT ¥ JAHHBIC NPEILIIYIINX OLCHOK HA IIPUIOIHOCTD.

IIpuMeuanus

1 Cremens HEOOXOXMMOM TINATEFHOCTH IIPM OIICHKE HEONPENCICHHOCTH M3MEPEHMM 3aBUCHT OT TAKHMX
tdakTopoB KaK:

- TpeOOBaHMS METOAA UCITBITAHMIA;

- TpeOOBaHMS KIIMCHTA;

- HaJMYME Y3KUX TIPEIEIIOB, HAa KOTOPHIX OCHOBHIBAIOTCS PEILCHHS O COOTBETCTBHY CHEIMQUKALIMSIM.

2 B ciyuasix, KOTAa IIMPOKO NPU3HAHHEIN METO HCTIRLITAHHH YCTAaHABIMBACT MPEACILI 3HAYEHUIH OCHOBHEIX
HCTOYHHUKOB HCOIPCACICHHOCTH M3MCPCHUSA H (bopMy NMPCACTABICHHSA BBHIYHCICHHBIX PC3YJIBTATOB, CYUTACTCA,
9TO JIabOPATOPHA COOTBETCTBYET HACTOSILIEMY IYHKTY, CJICAYS METORY UCTILITAHHI U HHCTPYKLIUSIM 00 OTYCTHOCTH
(cM. 5.10).

5.4.6.3 IIpu OoLieHKE HEOIPENETEHHOCTH H3MEPEHNS BCE COCTARISIONIME HEOTIPEACICHHOCTH, ABJISIO-
mMecs CYIIECTBCHHBIMU B JAHHOM CHUTYallMH, OO/DKHB OHTh NMPUHATEI BO BHMMAHMEC TpPH IOMOIIH
COOTBETCTBYIOIIMX METOIOB aHAIM3A.

IlpuMevanus

1 HcTounmkaMu HCONPCACICHHOCTH SABJIAIOTCA HCXOMHBIC 3TAJIOHHI M CTAHAAPTHHIC 06pasum, HCIIOJIB3YCMBIC
MeTonbsl M O0OPYZOBAHHME, OKPYXKAIOLIAs CPeNa, CBOUCTBA M COCTOSTHHME WM3CIMS, IOLJICKAILCTO MCIHITAHWIO WM
KamMOpOBKE, a TAKXKE ONEpPaTop.

2 TIporHo3upyeMyio CTaGWIBHOCTD (YHKIMOHUPOBAHUS HCIBITYEMOIO H/WiM KAIMOPYEMOIO HM3NCIHsS, Kak
TIPaBWJIO, HE TIPUHMMAIOT B PACYET MPH OLCHKE HEOMPEACICHHOCTH H3MCPCHMIA

3 HomomuurensHas uadopmamms conepxurcs B UCO 5725 u PyKOBOACTBE IO BRIPAXEHHIO HEOMPEAETICHHOCTH
u3MepeHus (cMm. oubmorpaduio).

(M3menennas penaxmaa, Mam. Ne 1).

5.4.7 VupasieHue JaHHBIMHA

5.4.7.1 PacueTH ¥ mepemaY JAHHBIX JOJDKHBI CHCTEMATHYECKH TPOBEPATHCA.

5.4.7.2 Ecnmu MCHONB3YIOTCS KOMITBIOTEPH WJIM aBTOMAaTHU3WPOBaHHOE 00OpyxoBaHwe Juisi cOopa,
00paboTKM, perucTpanyi, OTYCTHOCTH, XpaHCHHMS WJIM TIOMCKAa MAHHBIX MCIBITAHMMA M KaJMOpPOBOK,
JnabopaTopus JODKHA YIOCTOBEPUTHCH, YTO:

a) paspaboTaHHOE TOIB30BATE/IEM KOMITBIOTEPHOE NMPOTPaMMHOE 00eCIIeYeHHe JOCTATOYHO IOAPO06-
HO 33JOKYyMEHTHPOBAHO W JOJDKHBIM 00pa3s0oM OLECHEHO KaK TPUTOAHOE IS IIPHMEHEHMS;

b) paspaboTaHbl ¥ BHEAPSHBI MPONEAYPH 3AIIMTH JAHHEIX; 3TH IPOLEIYPHI JO/DKHEI BKIIOYATh, HO
HE OTpaHWMYMBATBHCS 3THUM, IEJIOCTHOCTh M KOH(MHICHIIMAIBHOCTE BBOAA WM cOOpa MAHHBIX, XPaHCHHS
JaHHEIX, TIEPeAaYn JAHHBIX M 00pabOTKH TaHHEIX;

¢) U1 00eCIeYEHMS JOJDKHOTO GYHKIIMOHHUPOBAHHS 00ECIIEYMBAETCS TEXHHIECKII YXOL, 33 KOMITHIO-
TEPOM ¥ aBTOMATU3MPOBAHHBIM O0OPYIOBAHUEM, U ISl HUX OBLUIA CO3MAHBI YCIIOBHS OKPYXKAIOLIEii Cpembl
¥ paboTEI, HEOOXOJUMEIE LIS TIOANCPXAaHUS TOYHOCTH JaHHBIX MCIIBITAHAIA M KATMOPOBOK.

IIpumeyanue — KoMMepuecKoe TOTOBOE IIPOTPAMMHOE obecieueHue (Hampumep, 06paboTka TeCTOB, 6asa
JAaHHBIX M CTATHCTUYECKUE TTPOTPAMMEI), OOBIYHO HCIIONB3yeMOE B OOO3HAYEHHBIX PAMKAX MX IPUMEHEHHS, MOXET
CYHUTATHCH JOCTATOYHO OLIEHEHHBIM. OIHAKO KOHGOUIYPALMIO/MOTUGUKAIIMIO TIPOTPAMMHOIO OGECIIEYEHHS, HCITOIb-
3yeMOr0 B JIabopaTopum, CIEHYeT OLEHUTD (cM. 5.4.7.2a).

5.5 Oobopynosanne

5.5.1 Jlaboparopusi JOJDKHA PacIioNaraTh O0OPYIOBAHMEM BCEX BHIOB IS 0TOOPA OOPasLOB, M3MeE-
pEHMI ¥ MCTIBITAHWIA, TPEOYEMBIM JJISI IPaBUIIBHOTO IIPOBEACHUS MCITRITAHWI M/ WM KATHOPOBOK (BKITIOYAS
oT00p Ipo0, MOATOTOBKY M3AEHUM, MOLJICKAIMX UCTHITAHNAM HM/WIH KAIMOPOBKE, 00OpPa0OTKY M aHAIN3
JAHHBIX WCITHITAHWI W/Wiu KAMOPOBOK). B cirydyasx, xorma 1abopaTtopus HyXIaeTcs B MCIOIb30BaHUN
000pYIOBaHWs, HAXOASAIETOCS BHE €€ TIOCTOSHHOTO KOHTPOJISI, OHA JOJDKHA YIOCTOBEPHUTLCS, YTO TpeGo-
BaHMS HACTOSIIETO CTAHIAPTA BHIIOIHSIIOTCH.
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5.5.2 O6GopyzoBaHKE U €TO IPOTPAMMHOE 00€CTIEUYEHIE, MCIIOIb3YEMBIE IS IPOBEACHMS UCTTBITAHUIM,
KAMOPOBKA M 0T00pa 00pasIoB, OJKHE 00€CIICUMBATh TPEOYEMYIO TOTHOCTh M COOTBETCTBOBATh TCXHU -
YeCKMM TPEOOBAHUSIM, NPEIBSARISEMBIM K HCIBITAHUSIM H/WIH KaMOpOBOYHEIM paboram. [Iporpammer
KAMMOPOBOYHEIX PAa0OT JOJDKHEI YTBEPXIATHCA i1 OCHOBHBIX IIAPAMETPOB MM XAPAKTCPHCTHK CPEACTB
M3MEPEHMM, €CIM 3TH XapaKTEPUCTHKHA OKA3HIBAIOT 3HAYUTEIBHOE BIMSHWE Ha pesyisratel. Jlo BBOIA B
SKCIDTyaTaio oGopyroBanme (BKIIOYas UCIOb3yeMoe i1 0T00pa 00pasmoB) AOKHO OHITH TIPOBEPEHO
/WM aTTeCTOBAHO, CPEACTBA M3MEPECHMI KATMOPOBAaHH HA TPEIMET YCTAHOBICHHS WX COOTBETCTBUS
TEXHAYCCKAM TpeOOBAaHWSAM, ACUCTBYIOIIAM B Ja0OpaTOpPHH, M COOTBETCTBYIOIIMM craHmapram. OHO
JIOJDKHO OBITH IPOBEPEHO W/WMJIM ATTECTOBAHO, CPEACTBA U3MEPEHUI KAMMOPOBAHEI IO WX UCTIOIB30BAHUSA
(cMm. 5.6).

(A3menennas penaxmus, M3m. Ne 1).

5.5.3 C obopynoBanueM JOJDKeH pabOTaTh YIOJIHOMOYEHHEIM MEPCOHAN. AKTYaIM3UPOBAHHBIC MH-
CTPYKIIAHA TI0 WCTOJB30BAHHMIO M OOCIYXHWBAHHIO OOOpYIOBaHHA (BKIIOYAs JIOOHIE COOTBETCTBYIOLLAC
PYKOBOJICTBA, TPEAOCTABICHHBIC TIPOM3BOIUTEIEM O0OPYIOBaHUSI) AO/KHBI OBITH BCEra AOCTYITHBI ISt
WCTIONB30BAHUSA HAIUICKAIMM TIEPCOHAIIOM JIa0OpaTOPHH.

5.5.4 Kaxnas equHAa o00pyIoBaHES U €€ MPOTPaMMHOE 00€CIIeUeHIE, MCTIONB3YEMEIE TIPH TPOBE-
JICHAHA WCTIBITAHWA W/WIM KaJAOPOBOK W OKA3HBAIOIIHME BIMSIHHE HA PE3YJbTAT, JAOJDKHBI, €CJIH 3TO
TIPAKTUYIECKU OCYIIECTBUMO, OBITh OTHO3HAYHO HACHTH(DHUIUPOBAHHI.

5.5.5 Kaxnasa equHuiia o00pyIOBaHMS M €€ TIPOrpaMMHOE 00eCIIeUeHHE, CYIIECTBEHHBIE ISl TIPOBE-
JICHUSI VCTHITAHWA WM/WIA KAMOPOBOK, JO/DKHBI OBITH 3apeTHCTPUPOBAHBI. PEerMCTpallMOHHBIC TAHHBIC
JIOJDKHBI BKJIIOYATh, IO KPAalHEH Mepe, CISAyIOILHUE CBEICHUS:

a) MACHTAGMDHUKAITAIO KaXIOM CAMHAIL 000pyIOBaHHA M €€ MPOTPaMMHOTO 00eCTICUECHMH S,

b) HauMeHOBaHUWE M3rOTOBMTEINS, UICHTU(DUKALMIO TUIA, CEPUITHBIIN HOMEP WJIU IPYTYIO YHUKAIIb-
HYI0 WICHTH(DHUKAIHAIO;

C) pe3yJBTaTH IPOBEPOK COOTBETCTBUS OOOPYIOBAHHS HOPMATUBHEIM JOKYMEHTaM (CM.5.5.2);

d) MecToHaxoOXneHWE HA JAHHBIA MOMEHT, €CJIH YMECTHO,

€) WHCTPYKIIUH W3TOTOBWTEIISA, TIPA MX HATMYWHU, WIH JAHHBIE O MECTE MX HAXOXICHMUS,

f) marThl, pe3yJbTaTH M KOIIAH OTYETOB M CEPTH(HHKATOB BCEX KANHOPOBOK, PETYIHMPOBOK, KDPHTEPHUEB
TPUEMKH | TUIAHUPYEMYIO TaTy O4EPEIHON KAIMOPOBKH;

g) IUIaH OOCITyXWBAHWUA, P HEOOXOMMMOCTH, H MPOBEICHHOE O0CIyXHBaHUE,

h) ommcanme MOOHX MMOBPEXICHMI, HEUCIIPABHOCTEM, MOIM(MUKAITANA M PEMOHTA 000PYIOBaHMSA.

5.5.4,55.5 (A3venennan penaxims, Mam. Ne 1).

5.5.6 B naGopaTopyu OJDKHEI GRITH 33I0KyMEHTHPOBAHHBIE IPONECAYPH IO GE30IIaCHOMY 06palle-
HUIO, TPAaHCIIOPTUPOBAHMIO, XPAHEHUIO, WCTIOIB30BAHUIO M TUTAHOBOMY OOCITYXMBAHMIO H3MEPHUTEILHOTO
060pyIOBaHMS C IENBI0 00eCTICUCHUS HapiexXaero GyHKIIMOHNPOBAHMS M TIPEAYNIPEXACHUS 3arpISHEHHS
WU TIOpYH.

IIpumevanue — Ecmu oy mpoBeeHUS MCIBITAHWI, KAMOPOBOK MM OTOOpa OOpasIOB MCIIONB3YETCS
HU3MCPUTCIIEHOC oGopynonarme, HE Haxoasueecss Ha OCHOBHOM TCPPUTOPHH JlaﬁopaTopmr, MOTYT HOHH.I(OGHTI:CSI
JOTOTHUTE/IEHEIE TPOLEAYDHL.

5.5.7 Ecnu o6opyzoBaHue ORLIO MOIBEPIHYTO MEPErPY3Ke WM HEMPABUIBHOMY OOpAIeHHIO, TI0Ka-
3QJI0 TIOZO3PHUTENBHEIC PE3YJIBTATR, OKA3IOCh ¢ AedheKTaMH WM €r0 MapaMeTPHl BRIXOIWIM 33 YCTAHOB-
JICHHRIE TIPEIEIBl, OHO JOJDXHO OBITH BEIBEACHO M3 3KCIUTyaTarmn. OGopynoBaHe HEOOXOTUMO H30MpPO-
BaTh OJIS TOTO, YTOORI IIPEIOTBPATUTD €T0 MCIIOIB30BAHNUE, MM YETKO YKA3aTh Ha APIKIKE MIH MApKHUPOBKE,
YTO OHO HETIPUTOIHO K MCIIOJIB30BAHMIO 10 TEX TIOP, TIOKA HE OYyIeT OTPEMOHTHPOBAHO, KATMOPOBAHO WJIH
MCIBITAHO Ha IIPEIMET TNPAaBHILHOTO (bYHKIIMOHUPOBaHUSA. B naboparopmy IOXHE OHITh HM3Y4eHBI
nocnencTeus Ae(heKTa WM OTKIOHEHUS OT YCTAHOBJICHHBIX HA MPEIRIAYIIMX MCIIRHITAHWSIX M/WIH KaJIu0-
pPOBKax IapaMeTpoB U pa3paboTaHa Nporeaypa «YIpaBicHNe HECOOTBETCTBYIOIIMME paboTaMu» (cM. 4.9).

5.5.8 Korma 3T0 IpakTHYECKH OCYIIECTBMMO, BCE OOODYIOBaHHME, HAXOIAIIEECA IO KOHTPOJIEM
J1a00paTOpHU M HYXIAIOIIEeCd B KATIMOPOBKE, JODKHO OBITh MAPKHMPOBAHO, 3aKOAMPOBAHO WM KAKHM-
00 ApyruM o0pasoM HACHTHGOMIMPOBAHO (0003HAYCHBI CTATYC KAIMOPOBKH, BKIIOYAs ATy MPOBEACHUS
nocneaHe KaATMOPOBKY, a TAKXE JaTy M KPUTEPUH HEOOXOAMMOCTH TIPOBEICHIS IIOBTOPHOM KaJINOPOBKH).

5.5.9 Ecnu mo Xakoi-m0o mpuurHe 000pyI0BaHUE BHIXOTUT M3-TIOJ, IPAMOrO KOHTPOJIS 1a6oparo-
puH, 1a00paTOpUs ODKHA YIOCTOBEPUTHCS, YTO (DYHKITMOHUPOBAHME M CTATYC KAIMOPOBKH 000Dy I0BAHUS
OBUTM TIPOBEPEHHI M HAWICHH YIOBJICTBOPHTCIBHBIMHU, MPEXIC YeEM 00OpyIOBaHue OyJeT BO3BPAalEHO B
SKCIDTyaTAIHIO,
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5.5.10 Ecim HeoGXomuMBbl TIPOMEXYTOUHEIE MIPOBEPKH C IECIBI0 COXPAHEHUS YBEPEHHOCTH B CTATYCE
KIMOPOBKH 00OpPYIOBAaHMS, TO 3TH IPOBEPKU JOJDKHBI TIPOBOTUTECA B COOTBETCTBHH C YCTAHOBJIEHHOM
TIPOLICIYyPOA.

5.5.11 Ec ipu KammOpoBKe ITOTPEOYETCS BBEACHHE Psila KOPPEKTHPOBOYHBIX KO3GMHIMEHTOB, TO
sabopaTopusi IOJDKHA pacrojiaraTe NMPOLEAypaMu, OOECIICUMBAIOIIMMY HAUICXKAINYIO0 aKTyAIM3AIMI0 UX
KOmuii (HampuMep B IPOTPaAMMHOM 00ECTIEUCHUN KOMIIBIOTEPA).

5.5.12 PerymupoBKa WCHBITATEIBHOTO M KaIMOPOBOYHOTO 00OPYIOBaHMS, BKIIOYAS AaIllapaTHBIC
CPEICTBa M TMPOTPaMMHOE 0OeCTICUeHIE, KOTOPEIC MOTYT CIEJIaTh HEAEHCTBUTEIBHEIME PE3Y/IbTATE MCIIHI-
TaHMI M/WJ KaTuOpOBOK, JOJDKHA OBITh MCKITIOYEHA.

5.6 IlpociexuBaemMOCTh H3MEpPEHHEA

5.6.1 OOIue mMOJOXEHUSs

Bce cpencTBa m3MeEpeHUiA, MCIIOMB3YEMEBIE ISl MCIIBITAHUN ¥/WIM KATMOPOBOYHEIX padoT, BKIIOYAs
CPEICTBA ISl BCIIOMOTATEIBHBIX U3MEPEHUI (HAPUMED, IJIs1 KOHTPOJS MapaMETPOB OKPYXAIOIIEH CPEIBI),
MMEIOIUX 3HAYUTENIFHOE BIMSHUE HA TOYHOCTb M IOCTOBEPHOCTDH PE3YJIBTATOB MCIIRITAHUS, KATHOPOBKHU
WK 0TOOpa 00pasIoB, MOJKHEI OBITh TIOBEPEHH! (KAIMOPOBAHKI) TIEPE BBOIOM B 3KCILIYaTAIIMIO.

B naGopatopuu SOXHBI OBITH YCTAHOBJIECHHASA MPOTpaMMa M NPOLIEAypa ISl IPOBEICHUS TTOBEPKH
(XamMOpOBKU) CPENCTB UBMEPEHUIA.

IIpumevanue — Takasg mporpamMma IOJDKHA BKITIOYATh CHUCTEMY BHIOOpA, MCIIOIB30BAHUSI, KAJMOPOBKH,
TIPOBEPKM, KOHTPOJISL U BEACHUS STAJIOHOB CAMHUL] GU3MIESCKUX BEIMYMH, CTAHAAPTHHIX 00Pa3IlOB, MPUMECHSICMEIX B
Ka4€CTBE STAJIOHOB SAMHUI (GPU3MIESCKUX BEJIMYUH, U3MEPUTEILHOTO M UCITHITATEIEHOTO OO0DYI0BAHMS, MCIIOIB3YEMOTO
IIPU IIPOBEACHUM UCIIBITAHUI M KATUOPOBOYHEIX PaboT.

(Msmenennas penakims, M3zm. Ne 1),

5.6.2 CrnenmanbHbie TpeGOBaHUS

5.6.2.1 KayuGpoBka

5.6.2.1.1 Ins xanmuGpOBOYHEIX Jj1a0OpaTOpHii JOJDKHA GHITH CO3IAHA M JODKHA (YHKIMOHHPOBATh
IporpaMMa TIOBEPOK OOOpYZOBaHHSA C TE€M, YTOOR OOECIEUMBATH IPOCICKUBACMOCTh KAJIMOPOBOK H
M3MEPEHHIA, TPOBEICHHHIX JlabopaTopueii, 1o MexayHapogHoii cucremsl emuant (CH).

Kam6poBouHas j1a00paTopusi yCTAHABIMBAET CBSI3b CBOMX MCXOAHBIX 3TAJIOHOB W CPEICTB M3MEPEHMI
TIOCPEACTBOM HEPa3PHIBHOM LIETIH KATHOPOBOK MM CIMYCHMIA, CBA3HIBAIONIMX MX C TICPBHYHBIMM 3TaJIOHA-
mu emuHAL CU. IMpuBaska k emquaunaM CHU mocturaercs 4epe3 HaMOHAIBHEC 3TaT0OHE. HanmnoHansHbie
STQJIOHBI MOTYT OBITh TICPBUYHBIMHA JTAJIOHAMHA, KOTOPHIC ABIAIOTCA NEPBUYHOM peaym3auueii emaran CA
WK Y3aKOHEHHBIX HapaBHe ¢ CY emaHWI HA OCHOBE (DyHIaMEHTAIBHEIX (PH3UYECKMX KOHCTAHT, MM MOTYT
OBITH BTOPUYHBIMM STAJIOHAMH, KOTOPHIC KATMOPYIOTCS APYTHM HALMOHAIBHBEIM METPOJIOTHYECKAM HHCTH-
TyToM. [IpH HCTIONE30BaHAH YCIIyT CTOPOHHHMX OPraHU3ALIHIi IO MOBEPKE (KATHOPOBKE) CPEICTB U3MEPEHIIA
nepefaya pasMeEpoOB EIMHMIL JJOJDKHA 00ECIEYMBATECA TEM, YTO TAKHME YCIYTH TIPEIOCTABIIOTCS 1Iaboparo-
pUSMH, KOTOPHIE MOTYT TIPOAEMOHCTPHPOBATH CBOIO KOMIICTEHTHOCTh, M3MEPUTEJILHBIE BO3MOXHOCTH,
TIPOCIIEXXUBAEMOCTE*. CBUICTEIILCTBA O TIOBEPKE M/WIH CepTH(OHKATH O KATHOPOBKE, BHNABAEMEIC STHMH
JTA00PaTOPUAMMY, TOJDKHBI COJEPXATh PE3YJbTaThl M3MEPEHHMIA, BKIIOYasd MOTPEIIHOCTH** (MM Heompee-
JIEHHOCTH) U3MEPEHUIN Y/AIN KOHCTATAITAIO COOTBETCTBHUA YCTAHOBICHHBIM METPOJIOTHYECKIM TPEOOBAHM-
sM (cM. Takxke 5.10.4.2).

IIpuMevanus

1 KamGpoBoyHEsie 1abOpaTOpuM, COOTBETCTBYIOIIME TPEOOBAHHSAM HACTOSILETO CTAHAApPTAa, PACCMATpHMBA-
10TCSL KaK KommeTeHTHhIE. Ceprudmkar 0 KajJMOpOBKE C JIOTOTHMIIOM OPraHa IO AKKPCAMTAIIMH, BEIAAHHEIA
KanmuOpOBOYHOM Js1abopaTopueit, aKKpPEAUTOBAHHONH HAa COOTBETCTBHE HACTOSILEMY CTAHAAPTY B OTHOIICHUM
IIPOBCACHUSI JAHHOI'O BUAA K&JIPIGpOBK[/[, ABJISACTCA JOCTATOYHBIM CBHACTCIBCTBOM ITIPOCICKHBACMOCTH YKA3aHHBIX
K&J‘IHGPOBO‘IHHX JAaHHBIX.

2 IIpocnexuBaeMocTs K eauHMuaM CH MOXeT OBITh JOCTHIHYTA CIHUYEHHEM YEPE3 COOTBETCTBYIOLIHI IIEPBHI-
Heii 3TamoH (cMm. BUM—93, 6.4) wiu 4epe3 €CTECTBEHHYIO KOHCTAHTY, 3HAYCHHE KOTOPOil B 0003HAYCHMSAX COOTBET-
crByouieit emuHuittl CHU M3BECTHO M peKoMEHAOBaHO I'eHepambHOit KOHbepeHumeit mep um BecoB (TKMB) m
MeXayHapomHbEIM KOMUTETOM Mep u BecoB (MKMB).

3 KaymbpoBouHEle 1a00paTOPHM, MMEIONIHE CBOM COOCTBCHHEIE NEPBUYHEIE STAJIOHH WM PEATM3YIOIIHE
emuruikl CU Ha ocHOBE (OyHIAMEHTANBHBIX (DM3MUYECKMX KOHCTAHT, MOTYT 3asBHTh 00 oOOcCIICUYCHHMM IIepeAadu
pa3mepoB emuHUI BemmanH CH TONBKO IIOC/IE TOTO, KAK STH STAJOHBI MPOMAYT CIMYECHUE IPIMO MM KOCBEHHO C
JIPYTUMH TOAOOHBIMU STATOHAMY HAIMOHAIBHOTO METPOJIOTHISCKOTO WHCTUTYTA.

* Tlonatue mpocnexuBaeMocTd (aHr1. Traceability) B HacTOSIIEM CTAHAAPTE YIIOTPEONACTCH KAK IPHBI3KA K
STAJIOHAM B paMKax OOCCTICUCHUS €MUHCTBA M3MEPEHIIA.
** B Poccuiickoit Denepanym CBHAETENILCTBA O IIOBEPKE U/ MM CEPTHOHUKATH O KATMOPOBKE JOJDKHEI COAEPXATh
Pe3Y/IBTaTEl U3MEPEHUH, BKIIIOYAS TIOTPELIHOCTE (MM HEOIPEICICHHOCTE) H3MEPEHUIA.
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4 TepMMH <«yCTAHOBJIECHHBIE METPOJIOTHUECKME TPEOOBAHMWSI» O3HAYACT, YTO M3 CepTHdHMKATA O KAIUOPOBKE
JOJDKHO OBITH SICHO, TTO KaKUM TEXHWYECKUM TPEOOBAHUSM OBLIM BBITOJTHEHBI M3MEPCHMS, TTyTEM BKIIOUCHUS ITHX
TpeOOBaHMIM MIM OMHO3HAYHOM CCHUIKM Ha HMX.

5 Ecmu TepMUHBI «MEXIYHAPOXHEIA 3TAIOH» WIN «HAIIMOHAJIBHBIA STAJIOH» MCIIONB3YIOTCS B CBA3H C IIPOCIIE-
XKMBAEMOCTBIO, TO MPEIIONATAETCS, YTO STU STAJIOHEI UMEIOT CBOMCTBA IEPBUYHBIX STAJIOHOB TS PEATU3AIIMH € TAHMIL
cuctemsl CH.

6 Ilpu mepemaue pasMEpOB SIMHMIL OT HAIMOHAILHEIX STATOHOB CAMHUI] PU3MIECKHUX BEIMIMH HE 00513aTEIbHO
TpeOYIOTCS YCIYTY HAIMOHAJIBEHOTO METPOJIOTHYECKOTO WHCTUTYTA CTPAHBI, B KOTOPOi J1ab0opaTopHs paCcIIOIOXKEHA.

7 Ecim KaymmOpOBOYHAS Na0OpaTOpHMs XKEJAeT WIM HYXIAETCS B IIOJYYEHMHM CIMHMI] OT HAIMOHAILHOTO
METPOJIOTHYECKOTO WHCTUTYTA APYTOil CTpaHkI, 314 Jab0paTopusi JOJDKHA BHIOPATh HAIMOHAIBHEIA METPOTIOTHUCCKMIA
MHCTUTYT, KOTOPHIA AKTUBHO YYaCTBYET B AeATeAbHOCTY MBMB HanmpsiMyio Wiu 9epe3 perMOHAIBHEIC OPTaHU3a1[HH.

8 HepaspriBHasi 1I6TTh KATMOPOBOK M CIMYCHUI MOXET OBITh PEATM30BAHA B HECKOJIBKO STAIIOB, BHITOIHIEMEBIX
PA’3TUYHEIMHE J1a00PaTOPHUSIMU, KOTOPhIE MOTYT ITPOJIEMOHCTPHPOBATh MIPOCIECKHUBAEMOCTb.

5.6.2.1.2 Ecrtp onpeneneHHbIE BUIE KATHOPOBOUHKIX paboT, KOTOPHIE B HACTOSIIEE BpEeMs HE MOTYT
OnITh BEIMOJTHEHB B enuHuiiax CU. B 3mux ciaydasx KajaumOpoBKa JODKHA 00€CICYHMBATH JOCTOBEPHOCTH
M3MEPEHHI TIyTeM TepeJadyd pasMEepOB EIVHHUI[ OT COOTBETCTBYIOIIMX 3TAJIOHOB COMHHIL (DU3NYECKUX
BEJIMYMH, TAKUX KaK WCTOTH30BAHNE TOCYIAPCTBEHHBIX MJIM OTPAC/IEBHIX CTAHAAPTHRIX O0pPa3lioB, Mpeao-
CTaBJICHHBIX KOMIICTCHTHRIM TMOCTABIIAKOM, YTOOH TOJyYHTh HAIECKHOE 3HAYCHUE (PU3NIECKOTO CBOMCTBA
WM XUMHYECKOTO COCTaBa MaTEpHAIa.

5.6.2.1.1, 5.6.2.1.2 (A3menennas penakims, W3m. Ne 1).

5.6.2.2 IlpoBeneHue UCITBLITAHMIA

5.6.2.2.1 B oOTHOlICHMM WCIHITATEIRHEIX JA0OpATOpHii TpeGOBaHWA, NMPUBEACHHBIE B 5.6.2.1, mpu-
MEHHMMEI K MCIIOIE3yEMOMY U3MEPHUTEIEHOMY M MCITRITATEIBHOMY O0OPYAIOBAHHIO C H3MEPHTSIHHEIMH (DyHK-
LMSIMM, €CJIM TOJBKO HE OBUIO YCTAHOBJICHO, YTO BIMSHHWE KATMOPOBKA Ha OOIMYI0 HEOIPEACICHHOCTh
PE3YJILTaTOB UCTIBITAHUI He3HAYMTEBHO. Korna BOZHMKAET TaKas CUTYallus, 1a00paTopus JO/DKHA rapaHTH-
pOBaTh, YTO UCIIOIB3YEMOE O0OPYIOBAHME MOXET O0SCIIEUMTh HEOOXOMMYIO HEOTIPEIEICHHOCTD U3MEPEHMSI.

INIpumeuanue — TouHOCTB, C KOTOPOIt TpeOOBaHMA 5.6.2.1 ClEAYET BHIIONHATH, 3ABUCHT OT OTHOCHTEh-
HOTO BIMSHUS HEOIMPEACICHHOCTH KAJMOPOBKM HA OOIIYI0 HEOoIpeaeHecHHOCTh. ECiaM HEOIpEemeIeHHOCTb SIBISIETCS
JIOMUHHDPYIOITUM (haKTOpOoM, TpeOOBAHHUS JOJDKHEI OHITH CTPOTO COOIONCHEL,

5.6.2.2.2 Ecimu mepenada pasmepoB emuuui] CY HeBO3MOXHA HM/WIM HELENeCcoo0pasHa, TO s
MUCIBITATEIFHBIX J1a00paTopuil IeMCTBYIOT T€ X€& CaMbie TPEOOBAHMS, UYTO M i KAJIMOPOBOUHBIX Jabopa-
TOpHii, IO IPOCICXKUBACMOCTH, HalpUMEP, K CTAHIAPTHRIM O0pasliaM, COIJIACOBAHHBIM METOAM W/WIH
craHgapram (cM. 5.6.2.1.2).

5.6.3 HcxomHBe STAIOHB M CTAHAAPTHEIE 00pa3LbI

5.6.3.1 WcxomHBIe 3TAJIOHEI

JlaGoparopusi DODKHA MMETh IPOTPaMMy M NPOIEAYpPY VIS IOBEPKHM CBOMX HMCXOIHBIX 3TAJIOHOB.
HcxonHbie STaNOHK JODKHBI OBITh TTOBEPEHBI OPraHOM, KOTOPEIA MOXET 00€CIIEUHTh IIepeaady pa3MepoB
€IMHUI], KaK OoImicaHo B 5.6.2.1. Takwe WCXOOHBIC STAJIOHEI, MMCIOIMECS B Ja00OpaTOpMM, IOJDKHEI
MCIIONIB30BATHCS TONBKO ISl KATUOPOBKH M HE [UISI KAKMX-TO APYTHX IIEJICi, €CIM MX XaPAKTEPHCTHKH HE
OyIyT MpU3HAHE HEACHCTBUTEILHEIMH.

HcXOomHBIE 3TAOHBI TOJDKHBI TIOBEPSATHCH 0 M TIOCIIE 000 I0CTUPOBKH.

5.6.3.2 CraHmaprHbie 00pasiisl

CraHpapTHEE 00pasIibl, TI0 BOSMOXHOCTH, JOJDKHBI GRITh TIPUBA3AHK K ¢TUHMIAM u3Mmepenmii CH,
XpaHWMEBIM STAJIOHAMH, WM K TOCYIaPCTBEHHBIM CTAHAAPTHEIM 00pasiiam. CTaHmgapTHEIE 00pa3iikl IIpe-
npusaTisa (JTaGopaToOpuM) JO/DKHBI MIPOBEPITHCS HACTOIBKO, HACKOJIBKO 3TO TEXHHYECKM M SKOHOMMYECCKH
1IeJIECO00Pa3HO.

5.6.3.3 TIpoMeXyTOYHEIE IIPOBEPKHU

IIpoBepku, HeOOXOMMMEIE TSI TIOJNEPXAHUS JOBEPHS K KAIMOPOBOYHOMY CTATYCY MCXOMIHBIX,
TIEPBUYHKIX 3TAJIOHOB, STAJOHOB CPaBHEHHS WM PabOYMX 3TAJIOHOB M CTAHAAPTHHIX 00Pa3IiOB, JOJDKHEI
TIPOBOIUTECS B COOTBETCTBHHM C OIPEACICHHBIMU MPOLICIYPaMU M TpadMKaMM.

5.6.3.4 TpaHCIIOPTUPOBAHKME U XPAHEHUE

B naGopaTopyu 1OXHBI OBITH JOKYMEHTHPOBAHHBIE TIPOLIEMYPE OS30MACHOTO OOpallcHMs, TPAHCIIOP-
TAPOBAHUS, XPAHEHUS] M WCIIOMB30BAHMA WCXOMHBIX 3TAJIOHOB M CTAHIAAPTHHIX OOPa3LOB I TOrO, YTOOKI
NPENYIPENHTD 3arPSI3HEHUE MJTH TIOBPEXICHHUE, a TAKXKE ISl TOTO, YTOOBI COXPAHUTD MX IEJIOCTHOCTE.

IIpumeganue — Eciam MCXODHBIE STAIOHBI W CTAHAAPTHHEIC OOpPA3I(bl UCITOMB3YIOTCS JUISS IIPOBCACHHS

MCIBITAHWM, KATHOPOBOK WM OTOOpa 0Opa3iiOB BHE IMOCTOSIHHOM J1a00paTopuu, TO MOTYT IMOTPEOOBATECS JOIOIHH-
TEIbHBIC TIPOIEAYPEL.

5.6.2.2.2—5.6.3.4 (A3menennas pexaxupsi, M3m. Ne 1),
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5.7 Ort6op odpasuoe

5.7.1 B na6oparopum NO/KHE ORITh IUIAH M TIPOIEIYPHI OTOOpa OOpasmoB, €CaM J1a00paTopHs
TPOBOTUT OTOOP OOpasllOB BEIIECTB, MATCPHAIOB WUIM IIPOAYKIHMH LIS TIOCIEAYIOWIETO MCITBITAHUS WA
xaymmOpoBku. InaH u iporeaypa otoopa 06pas3IioB JOIXHEI OHIThE B HAJTMYMH Ha MECTE IIPOBEACHMS 0TOOpa
06pasnos. [L1aHsr 0T60pa 00pas3IoB JOIKHEI, KOTJIA 3TO IIEJIeCO00pa3HO, OCHOBBIBATHCS HA CTATHCTHYCCKHUX
MeTomax. B mporecce mpoBeaeHus 0T100pa 00pas3IioB HEOOXOIUMO YIUTHIBATH HAaKTOPHI, KOTOPHIC TOJIKHBI
KOHTPOJIMPOBATHCS C TEM, YTOOBI O0CCIIEUHTh JOCTOBEPHOCTD PE3Y/IBTATOB MCITHITAHWI M KAJIMOPOBOK.

IIpuMedgdaHuUs

1 Ot6op 00pasioB NPEACTABISICT COOOM OIMPENETIEHHYIO IIPOICAYPY, IIOCPEACTBOM KOTOPOM OEpeTcs 4acTh
BEILIECTBA, MATEPHAJIA MJIH TTPOAYKIIMU C LEITBIO IIPOBEACHUS HCIILITAHMS WK KAJTMOPOBKH ITPEACTABUTEILHOTO 00pa3na
uenoro. HeobxomumocTs 0T00pa 00pasLoB MOXET OBITh yKa3aHa B COOTBETCTBYIOIIEH cremmMduKaimMu, COIacHO
KOTOPO# TPOBOTHUTCS WCITHITAHWE WM KAJIMOPOBKA BEIICCTBA, MAaT¢pHajia WM MPONYKIHWH. B HEKOTOPHIX Ciydasix
(HammpuMep TIpH CyIeOHOM aHaIM3¢e) 00pa3eI] MOXET He ORITE ITPEACTABUTEIIEHBIM, 4 OIIPEACTSTHECA (PaKTOPOM HAJTMIHUS.

2 B npouenypax o16opa 06pa3ioB CIeAyeT OMMMCKBATH BRIOOD, TUIAaH 0TO0pA, M3BJICYCHHE W ITOATOTOBKY 00pa3ia
WM 00pa3IoB M3 BEILECTBA, MATCPHAJIA WIM IIPOAYKIIMH I ITOJyIeHUsT TpeOyeMoil mHpopMamu.

5.7.2 Ecim KIHEHT TpeOyeT OTKIOHEHMI, JOTIOJHEHMI WA UCKIIOYCHHM B OTHOIICHUM JTOKYMEH-
THPOBAHHOM TPOIIEIypPHl 0TOO0pa 00Pa3IioB, TO OHHU JOJDKHEI OBITH MOAPOOHO 3apETMCTPUPOBAHEI BMECTE C
COOTBETCTBYIOLIMMU JAHHEIMU OTOOPa 00pas3IioB M BKIIIOUYEHE! BO BCE TOKYMEHTBI, COIEPXKAIIME PE3YIBTATHI
WCIBITAHUA Y/WIHM KATHOPOBOK, & TAKXKE COOOINEHEI COOTBETCTBYIOIIEMY TIEPCOHAY.

5.7.3 B naGoparopvu TOJKHE ORITH TIPOIEAYPH PETHCTPAITANA COOTBETCTBYIOIIMX TAHHBIX W OIepa-
1A, UMEIOIIMX OTHOLICHUE K OTOOPY 00pas3loB, KOTOPHE COCTABISAIOT YaCTh IPOBOAUMBIX MCTIBITAHUI
WU KATHOPOBOK. DTH 3aperHCTPUPOBAHHEIC TAHHEIE TODKHBI BKITIOYATH UCTIOIB3YeMYIO TIPOIIeAypy 0T00pa
00pasnoB, WACHTHOUKAITAIO CIIEIIMAINCTA, TIPOBOIAIIETO OTOOP 00pAa3IioB, YCIAOBHUS OKPYXAIONIEH CPeIbl
(mpu HEOOXOAMMOCTH), & TAKXE IUAarpaMMBI WIH IPYrHe SKBUBAJICHTHBIE CPEICTBA [UIsi HEOOXOIUMOM
WAeHTH(UKAIMA MeCTa 0TOOpa OOpAasIoB M, €CIHM HEOOXOIMMO, CTATHCTHYCCKHE AAHHEIC, HA KOTOPHIX
OCHOBHIBAIOTCS MPOIEAYPH 0TOOpa 00pas1oB.

5.8 OGpamenne ¢ w3AeMAME, NOAJICKANMMHA HCIBITAHAAM H KAIHOPOBKaM

5.8.1 B mabopatopuy IOJXHEI ORITE IPOIEAYPH TPaHCIIOPTHPOBAHHS, TONYYCHHS, OOpAIICHMA,
3QIIUTHI, XPAHEHUSA, COXPAHHOCTH /WK YIAICHHUSA UCIIHITHIBAEMBIX W/WIM KATHOPYEMBIX M3IEJIAi, BKIIIO-
Yast TIOJIOXEHMSI, HEOOXOTUMEIE IUIS 3alllUTH IEJIOCTHOCTH MCIBITYEMOTO H/HANHM KATMOPYEMOro M3ACIis 1
3alTUTH UHTEPECOB JTA0OPATOPUH W KITUEHTA.

5.8.2 B naGoparopuu A0DKHA OHITH CMCTEMA MACHTH(DUKAIIMM UCTIHITHIBAEMBIX H/WIH KaTHOPYEMBIX
usnemmii. Unenrndukanmusa NOJDKHA COXpaHAThCA Ha NMPOTSDKCHUM BCETO MpeObIBAaHMUS M3Oeaus B Jabopa-
Topuu. CHCTEMAa JODKHA OBITH CIPOCKTHPOBAHA M JACHCTBOBATH TaKUM OOpPa3oM, YTOOH HE HOIMYCTHTh
NyTAHUIBE U3IEIUi (PU3MYECKH MM TP CCHIIKAX HA HMX B MPOTOKOJIAX WIH APYIHX HOKyMeHTax. Eciu
HEOOXO0IMMO, CHCTEMA JOJDKHA NMPEAYCMATPHABATH Pa30MBKY U3AC/IHIA 110 TPYIIIIaM M MICPEMEILICHUC W3ACIA
BHYTPH JIaDOpaTOpUM WM U3 HEe.

5.8.3 IIpn monydyeHuM M3ACIUA JUII MCOBITAHWI WIH KaJUOPOBKH aHOMAJIHWH M OTKJIOHEHHUS OT
HOPMAJBHBIX WIHM 33JJaHHBIX YCJIOBHM, YKA3aHHBIX B METOMC MCIBITAHUS WIH KATUOPOBKH, JOJDKHB ORITH
3apEeTUCTPUPOBAaHBL. EciM ecTh COMHEHMS OTHOCHTENBHO NPUIOTHOCTH HM3NEMHMA Ui MCIBITAHUSA WIH
KAJTAOPOBKH WJIM €CIIM OHO HE COOTBETCTBYET MPEIOCTABICHHOMY ONMMMCAHUIO, WK TPEOyeMble MCIIBITAHUS
MM KaJUOPOBKH HE ONMCAHEI JOCTATOYHO TMOAPOOHO, JIAGOpaTopHs AO/KHA MPOKOHCYJIBETHPOBATHECA C
KIIMEHTOM C TEJIBLIO TIOJyICHUS JAJMRHEUINMX MHCTPYKIIMIA 0 Hayajla HCTIKITAHHIA WIH KaJTHOPOBKHA (TOJDKCH
OHITH TIPOTOKOJ TICPETOBOPOB).

5.8.4 B mabopaTtopuu AQKHBEI OBITH HPESAYCMOTPEHB MPOLEAYPH M COOTBETCTBYIOIIME BO3MOX-
HOCTH, YTOOBI M30€XaTh YXY/IIICHUS XapaKTEPUCTHK, TIOTCPU WIN MOBPEXKICHUA U3NCIUIA 1JIs1 MCIIBITAHAN
M KaIMOpPOBOK BO BpEMsS HX XpaHCHMS, OOpalicHHMs M NOAroroBKH. MHCTpykuuM 1o oOpalneHuIO,
TIPWIATAEMBIC K U3ICIMIO, JOJDKHBI BHEIIONHATECA. ECIM M3ACHUA JOJDKHB XPaHUTHCA MM KOHAMITHOHM-
POBAaTHCS TIPH ONPEICIEHHBIX YCIOBUSAX OKPYXAIOIIEH CPEIbl, TO 3TH YCAOBUS HO/KHB MONICPXUBATHCS,
KOHTPOJMPOBATLCHA W PETHCTPUPOBAThCA. Ecia m3neme i MCIIHITaHWH WM KAUTHOPOBKM MM €r0 YacTb
JIOJDKHEI OBITH COXPaHECHHKI, B JIA00OPAaTOpHH JOJDKHEI OBITH MPUCTIOCOOICHHUS IS MX XpaHEHMSI U obecreye-
HHS HX 0€30MaCHOCTH, KOTOPHIC 3alUINAIOT COCTOSHHUE M LIEJAOCTHOCTb OXPAaHSAEMBIX M3ICIHUNA WM MX
COOTBETCTBYIOLLIMX YaCTEMH.

IIpumeuaHnus

1 Ecmi MCIBITYEMBIC W3EIHS TOWICKAT BO3BPATY B SKCIUIYaTALIMIO MOC/IE MCILITAaHMIA, TO TpeOyeTcst ocobast

OCTOPOXHOCTB, YTOOBI MX HE TIOBPEAUTD WJIM HE UCTIOPTHTD TP OOPALLCHHH, TPOBEACHHH UCIIBITAHUH WIHM B IIPOLIECCE
XpaHEHUs1/OXUTAHUS.
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2 Jluia, OTBETCTBCHHBIC 33 TIPHEMKY W TPAHCIIOPTHPOBKY OOPAa3I(OB, JOJDKHEI OBITH O0CCIEUEHEI IIPOLICAYDOMK
orbopa 00pa3noB U HHoOpManwmeit 00 MX XPAaHCHNH M TPAHCNIOPTHPOBKE, BKIIOYAsi MHAPOPMALMIO O (axTopax otbopa
00pa3LoB, OKA3bIBAIOILMX BIMSIHUE HA PE3YJIGTATH MCIILITAHUH WM KaJIMOPOBOK.

3 Be30macHOe XpaHEHNE OOBEKTOB MCITBITAHWIA WM KAJTMOPOBKH MOXET TPEOOBATELCS 110 PATHYHEIM IIPHIMHAM:
9T0 MOTYT OBITH TPeOOBaHMS K TIPOTOKOJMPOBAHMIO, O0ECHECUCHHMIO GE30IACHOCTH, LEHHOCTH OOBEKTA, 4 TAKKE
00€CTIEYCHUIO BO3MOXHOCTH TIPOBCICHUSI JOTIOTHUTEILHBIX UCTIHITAHMMA B TIOCHCAYIOUIUIA TIEPHO,

5.9 Obecneuenne Ka9eCTBA PE3YIBTATOB HCIIHITAHAN M KAIHMOPOBOK

JlaGoparopus OJDKHA pacrojiaraTh MPOLEAYPAaMH YIIPABICHUS KAYECTBOM C TEM, YTOOR KOHTPOIM-
POBaTh JOCTOBEPHOCTD NMPOBEICHHBIX UCIBITAHUI M KATMOPOBOK. Pe3ybTaThl TOJDKHEI pETHCTPHPOBATECH
TaK, YTOOBI MOXHO OBUIO BBISIBUTH TEHICHIIMM, M TaM, I 3TO BO3MOXHO, IPUMEHHTh CTATHCTHYECKHUE
METOIHI IS aHAM3a PE3YJIFTATOB. JTOT KOHTPOIb JOJDKEH IUIAHMPOBATHCA Y aHAIHM3UPOBATECA H MOXET
BKJIIOYATh, HO HE OTPAHUYMBATHECS TUM, CICOYIONICE:

a) PETYJISIPHOE MCIOJIL30BAHME TOCYJAPCTBECHHBIX WM OTPACIEBHIX CTAHAAPTHHIX OOPasLiOB /Wi
BHYTPCHHHWIA KOHTPOJIb Ka9¢CTBA C UCMOJE30BAHUEM CTAHIAPTHHIX 00Pa3snoOB NPEANPUSTHS (COOCTBEHHBIX
CTaHJAPTHRIX 00pa3moB 1a00paTOpHHM);

b) yyacTae B MEXIa00paTOPHBIX CPABHEHUSAX WIH MPOTPaMMaXx MPOBEPKHA KBAMM(PHUKALINY;

C) IyOJMpOBaHWE MCIBITAHWI WA KATMOPOBOK C MCIOJIB30BAHUEM TEX XK€ MM JPYTHX METO/IOB;

d) MOBTOpHOE MCILITAHKWE WJIA TIOBTOPHAS KAJMOPOBKA COXPAHAEMBIX OOBEKTOB;

€) KOppesTasl pe3yIbTaTOB Ha pa3sHBIC XapaKTEPHUCTHKHU H3IC/IHS.

IIpumeganne — BubpaHHsie METONBI JOJDKHEI COOTBETCTBOBATh BUAY U OOBEMY BHITIOHSIEMOM PaOOTHI.

(M3menennan penaxmms, W3m. Ne 1),

5.10 OTueTHOCTH O pEe3yAbTATAX

5.10.1 OGume ONOXEHUSA

PesynbTaThl KaXa0T0 MCTIBITAHUS, KATMOPOBKU WIH CEPHH MCITHITAHWI WM KAIMOPOBOK, IIPOBEICH-
HBIX JJabopaTopueil, TOKHB OBITh COOOIIEHBI TOYHO, Y€TKO, HEABYCMBICIICHHO M OOBCKTHBHO WM B CO-
OTBETCTBHM CO BCEMM CIETIMATHFHRIMI WHCTPYKIMSAMM,, COIEPKAIMMHUCS B METOAAX MPOBEACHUS MCIIBITAHUS
WV KaTMOPOBKH.

PesyneraThl DOJDKHBI 3aHOCUTHCS B TIPOTOKOJ UCTIRITAHUN WM B CEPTU(MUKAT O KATMOPOBKE (CM. IIpH-
Meuanue 1) W ComepXaTh BCIO TPeOYyEMYI0 KIIMEHTOM M HEOOXONMMYIO i1 TOJKOBAHHS PE3YJIBTATOB
WCIBITAHUS WM KAIMOPOBKY MH(OpMAIIMIO, a TAKXE BCIO MH(POpMaLMIO, TpeOyeMyIO )i MCIIONb3YEMOTO
MeTona. D10 oOruHO mHbopMaIms, mpuBeaeHHad B 5.10.2, 5.10.3 wm 5.10.4.

B ciyuae, ecmi CTIBITAHUSA WTH KATHOPOBOYHBIE PabOTH IIPOBOAATCS YIS BHYTPEHHHMX KIIACHTOB WJIH
IpH HAIMYUH TIACEMEHHOTO COIVIAIICHMSI C KIIMEHTOM, PE3YJIBIAaTHl MOTYT OBITh IIPEICTARICHEI B YIIPOIICH-
HoM BHjze. JlioGas uadopmaimsa, nepeurciacHuas B 5.10.2—5.10.4, Koropas He ObUIA TEpeaHa KIMEHTY,
IIOJDKHA OBITh BCETIA HOCTYIIHA B JIA0OpATOPHH, KOTOPAasA BHITOJHIJIA 3TH MCTIHITAHMS H/HIH KAIMOPOBOY-
HBIE PaOOTHI.

IIpumevanus

1 TIpOTOKOJIEI MCHBITAHMA U CEPTUOUKATH O KaMOPOBKE MHOTAA HA3hIBAIOT «CEPTU(MHMKATH WCIBITAHHA» W
«OTYETHI O KAIMOPOBKE».

2 TIpOTOKONBI MCIIBITAHWIA WM CEPTHQUKATH O KATMOPOBKE MOTYT OBITH BHIIYILCHHI HA TBEPAHIX MM DJICK-
TPOHHBIX HOCHTE/ISIX B COOTBETCTBUH C TPeOOBAHUSAMM HACTOSILIETO CTAHAAPTA.

(M3menennas penaxims, W3m. Ne 1, Ilonmpaska).

5.10.2 TTIpOTOKONBI UCITHITAHHM U CePTH(HUKATH O KATMOPOBKE

Kaxmerii mpoTOKON MCIBITAaHWI Wi CepTH(HKAT 0 KATMOPOBKE JODKHEI COAEPXATh, IO KpaiiHeit
Mepe, CIEAYIONyI0 HHGOPMAIIHIO:

4) HaMMCHOBaHME TOKyMEHTA: «[IpoTOKON McIBTaHmil» WK «CepTuduKaT 0 KamOpoBKe»;

b) HamMeHOBaHMEe M ampec JaOOpaTOphu, & TAKXKE MECTO NMPOBEACHMS MCIETAHWIA M/WIM KaJIuo-
POBOK, €C/IM OHO HE HAXOIWTCS IO aapecy JadbopaTtopuu;

C) YHHUKAQJIBHYIO WICHTH(DHUKAIINIO TIPOTOKOJIA MCITHITAHWMA WK cepTU(UKATa O KAMOPOBKE (HAmpH-
MEp CEpHMHBIA HOMEp), a4 TAKXKC HMIACHTH(GWKAIMIO HA KaXOOW CTpaHHUIE C TeM, YTOOEI O0OECIECUUTH
IPHU3HAHWE CTPAHMIIEI KaK YACTH IIPOTOKOJIA MCIIHITAHWM WK CepTH(hUKATA O KATHOPOBKE M, KPOME TOTO,
YETKYIO MACHTH(DUKAIIMIO KOHIA TIPOTOKOIa MCTIKITAHMIN WK cepTHdhUKaTa O KaJIUuOPOBKE;

d) HamMeHOBaHME M aNpPEC KIMEHTA;

€) MICHTH(UKAIIUIO MCIIOIB3YEMOro METOIR;

f) ommcanue, cocrosiHMe W HEABYCMBICICHHYIO WICHTH(MKAMIO w3nenws(it), mpoluemmero(ux)
WCIIEITAHUS WM KAJMOPOBKY;
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g) Iaty moxydeHus usnems(it), momrexaero(1ux) UCIBITAHUAM WK KaTUOPOBKE, €CIIHA 3TO CYILECT-
BEHHO I JOCTOBEPHOCTH W TIPUMEHEHHS Pe3YJIETATOB, 4 TaKXe NaTy(k) IIPOBEICHMUSA WCITHTAHWNA WIH
KaMOpOBOK;

h) cCRUIKY Ha ITaH W METOOK OTOOpa O0pasioB, MCIIONB3YEMEIE JIA0OpATOpHE WIM IPYTUMH
OpraHaMM, €CJIM OHM MMEIOT OTHOIIEHHWE K JOCTOBEPHOCTH ¥ MIPUMEHEHHIO PE3Y/IBTATOB,;

i) pesyJabTaTH MCIHITAHWI WIM KAIMOPOBOK C YKa3aHMEM (TIPH HEOOXOIMMOCTH) €IMHHI[ M3MeE-
DEHUIA;

j) ¥MMs1, ZOJDKHOCTD M TIOJIMCH VT SKBUBAICHTHYIO HASHTH(DMKAIIHIO JIUIA (JTUIT), YTBEpAMBILETO (1X)
TIPOTOKOJ MCIIKITAHWMN WIHM CCPTUDUKAT O KATIMOPOBKE;

k) mpu HeOOXOMMMOCTH YKA3aHHE Ha TO, YTO PE3YIBTATH OTHOCITCS TOJIBKO K M3IETMAM, TIPOILIEIIIIMM
MICIIBITAHUSA WIH KaTMOpPOBKY.

IIpumeuanus

1 Dx3eMIUIAPH IIPOTOKOIOB UCITEITAHWI MK CePTU(HHUKATOB 0 KAIMOPOBKE, BREIIOTHEHHEIC Ha OyMare, JOJDKHED
HMMETh HyMEPAIKIO CTPAHMI] ¥ YKA3aHHE OOILETO YHCIA CTPAHMIL,

2 JIa6opaTOpHsM PEKOMEHIYETCS TIPUIATATE 3asBIECHHE O TOM, YTO IIPOTOKOJ MCIHITAHWA WM cepTudmKaT 0
KaTHOPOBKE HE MOXET GHITh BOCIIPOU3BEACH IIOTHOCTHIO WM YACTHIHO Ge3 IMMCHMEHHOTO Pa3pelleHus Jab0paTOpHHK.

5.10.3 TIpoTOKOJBI MCTIBITAHUI

5.10.3.1 B momonHeHWE K TPeOOBAHMIM, IIEPEUMCICHHEM B 5.10.2, TIPOTOKOJIE MCITHITAHIIA JOJIKHEL,
€CIIA 3TO HEOOXOAMMO JUISl TOJTKOBAaHMS PE3YJIBTATOB MCIKITAHMWM, BKIIIOUATh CICAYIOLLEE:

a) OTKJIOHCHHS, IOTIONHCHUS WIM WCKIIOUECHMS, OTHOCAINMECH K METOAY MCIBITAHWI, a TaKXe
HHOOPMAIIHMIO O CIICITMAITBHBIX YCIOBHUSIX MCIHITAHM, TAKUX KaK YCJIOBHSA OKPYXAIOWIEiH CpeIbl;

b) npu HEOOXOIMMOCTH YKa3aHME HAa COOTBETCTBHE/HECOOTBETCTBHUE TPEOOBAHMAM M/WIM CIICIH-
Gbuxarmsam;

C) TIpM HEOOXOIMMOCTH YKa3aHHMe Ha OIEHEHHYIO HEOMPENeJICHHOCTh U3MEpeHMil; nHbopMamms o
HEOTIPEICICHHOCTH IOJDKHA TIPUCYTCTBOBATh B IIPOTOKOJAX HCIIBITAHMIA, €CJIM OHA MMEET OTHOIICHHE K
JIOCTOBEPHOCTH MJIH IIPUMEHEHUIO PE3Y/ILTATOB UCIIKITAHUM, €C/IH 3TOTO TPeOyeT MHCTPYKUMS KIMCHTA WA
€CJIM HEOTIPENEICHHOCTD BJIMSET HA COOTBETCTBHE THUATIa30HY, YKA3aHHOMY B crieliM(UKAIINH;

d) ecmm 3TO YMECTHO M HEOOXOIMMO, MHEHMS M HHTepnpeTammio (cM. 5.10.5);

€) IOTIOMHUTEIRHYI0O HHGOPMALMIO, KOTOPask MOXET OHITh BOCTPEOOBaHA CHEIHANIBHEIMA METOIAMM
MCTIILITAHWM, KIMEHTAMHI WIH TPYyNNAMM KJIMCHTOB.

5.10.3.2 B momomHeHmMe K TpeOoBaHuaM, puBeACHHEM B 5.10.2 m 5.10.3, npOTOKONBI HCITHITAHMIA,
CoIepXallMe pe3ybTaThl 0T00pa 00Pas3IOB, HODKHE BKIIOYATh, €CIM 3T0 HEOOXOIMMO i TOJKOBaHMS
PE3YJIBTATOB UCTIHITAHHWM, CIICIYIOIICE:

a) mary otbopa o0pasiioB;

b) omHO3HAYHYIO MACHTH(WUKAIMAIO BEMECTBA, MaTCPUANia WITH TPOLYKIMH, OOPa3Ibl KOTOPHIX OTOH-
pamich (BKITIOYasA, IpA HEOOXOAMMOCTH, HAMMEHOBAHUE TIPOU3BOIUTENS, 0003HAYEHHE MOJIEH HWIH THIIA
¥ CEpUIHBIC HOMEPA);

C) MECTO, TJi¢ IPOBOAWICS OTOOp MpoO, BKMoYas mobwie rpacduki, 3CKuU3E Wik dortorpaduu;

d) ccHUIKY Ha MCHOJB3yEMBIC TUIAH | MPOICAYPH 0TO0pa 00pasoBs;

€) ToApOOHOE OMMCAHWE YCIOBHMIA OKPYXAIONICH CPEAsl BO BpeMs MpPOBEACHHS OTOOpa 00pasioB,
KOTOPEIE MOIYT IIOBJIMSATh HA MCTOJKOBAHHME PE3YJILTATOB MCIILITAHMIA;

f) ccruIKy Ha OO0 CTaHAAPT WM APYrde TEXHAYSCKHE TPEOOBaHMs, KacalolMecs METOma WIH
npoLeaypsl 0T00pa o6pasLoB, a TAKXKE OTKIIOHEHMS, JOTIOIHECHUS WIM UCKIIOUCHNA M3 COOTBETCTBYIOLICH
cnerupuKamun.

5.10.2—5.10.3.2 (ITompaeka).

5.10.4 CeprudukaThH 0 KaNTMOPOBKAX

5.10.4.1 B pnonmoyHeHMe K TpeOOBaHHSM, TepeuMcicHHEM B 5.10.2, cepTHdHKATH 0 KaIHOPOBKax
JIOJDKHEI, €CJIA 3T0 HEOOXOMHMMO /I MCTOJKOBAHMA PE3YJIBTATOB KAIMOPOBOK, BKIIOYATH CJISHYIOIICE:

a) ycnoBufA (HampuMeEp, YCIOBUS OKPYXAIOLUEi Cpebl), IPH KOTOPHIX NMPOBOTWINCE KAJIMOPOBKH H
KOTOPHIE OKA3HIBAIOT BIMSHHUE HA PE3YJILTATH M3MEPEHHIA;

b) HeompemeneHHOCTh U3MEPECHMS H/HIHM YKa3aHUE O COOTBETCTBHH YCTAHOBJICHHBIM METPOJIOTHYEC-
KM TpeOOBAHMAM HJIM OTACIHLHEIM METPOJOTHYCCKHM XapaKTePHCTHKAM;

C) OKAa3aTe/IbCTBA TOTO, YTO M3MEPEHHUS MPOCIEXKUBAIOTCA (CM. mpuMeyanue 2 B 5.6.2.1.1).

5.10.4.2 Ceptudmxkar 0 KaIMOPOBKE JODKEH COAEPXKATh TONHKO HAMMEHOBAHHME BEIUYMH U PE3yiib-
TaThl GYHKIMOHAIBHBIX UCTIbITAaHUH. Eciin mMeeTcd yKa3aHue O COOTBETCTBHH KaKMM-JIH0O TpeOOBaHUAM,
TO HEOOXOOUMO OTMETHTh KOHKPETHO, KAKHM.
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Ecnu B yKa3aHWHW O COOTBETCTBHH TPEOOBAHMSAM OTCYTCTBYIOT PE3YIBTATHI M3MEPEHHMIA M CBA3AHHBIC
C HAMM HEONPEICICHHOCTH, JIAOOPaTOpUA HO/IXHA 3apETUCTPUPOBATh 3TH PE3YALTATH M XPaHHUTh UX IS
BO3MOXHBIX CCHUIOK Ha HHMX B OyxymieM. Ecim yka3aHums O COOTBETCTBHH HMEIOTCH, TOTPELIHOCTH
(HeonpeneIEHHOCTh) M3MEPEHMIA JODKHA YIUTHIBATHCS.

5.10.4.1, 5.10.4.2 (M3menennas penaxums, Uam. Ne 1).

5.10.4.3 Ecym xamuOpyeMerii mpuOop OBUI HACTPOCH MM OTPEMOHTHPOBAH, Pe3y/IBTaTH KAIHOPOBOK
JIO ¥ TI0CJIe HACTPOMKH WJIM PEMOHTA, TIPH MX HAJMYHMM, JOJDKHEL OBITh OTPAXEHH B IIPOTOKOJIE.

5.10.4.4 Cepradukar o KamuOpoBKe (WIK OTMETKA O KAIMOPOBKE) HE JOJ/DKEH COLEPXKATh PEKOMEH-
JIAITAIA O TIEPUOJUIHOCTHU NPOBEACHUS KATHOPOBOK, 32 HCKIOYCHUEM TEX CIYYAEB, KOTIA 3TO COTJIACOBAHO
C KJIMEHTOM. DTO TpeOOBaHHE MOXET OBITh 3aMEHEHO 3aKOHONATEIEHEIMH PErIaMEHTAMM.

5.10.5 MueHds B TOJKOBaHHSA

Ecimi BKIIOYEHBI MHEHHS U TOJIKOBAHMS, 1abopaTopys JOIXHA 330KyMEHTHPOBaTh OCHOBAHNSA, HA
KOTOPHIX OHH TIOCTPOCHEL. MHEHHMS ¥ TOJKOBAHMSA JOJDKHBI OBITH YETKO BHIACJACHBI B MPOTOKOJIE MCIILITA-

o

HUA.

IMpumevyanus

1 MHEHMS W TONKOBaHUSA HE CICAYET CMCIIMBATH C TIPOBEPKAMM M CEPTH(PHKATAMU HA TPOLYKIHIO, TIPECIYC-
morpeaHeiME B UCO/MBK 17020 u B Pykosonctse MCO/MBK 65.

2 MHEHHUS M TOJKOBAHMS, CONEPXKAIUMUECS B MIPOTOKOJIC MCILITAHHIL, MOTYT KacaThCs, HO H¢ OTPAHHYMBATHCS
STHM, CJICAYIOLLETO:

- 3aABICHHS O COOTBETCTBHH/HECOOTBETCTBHM PE3YJIETATOB TPCOOBAHMSIM;

- BBIMIOJIHCHUS TPSOOBaHMI, BKIIOYCHHBIX B KOHTPAKT;

- PEKOMECHAALIMH ITO MCIIOIb30BAHHIO PE3YJILTATOB;

- YKa3aHHiH MO YCOBEPLICHCTBOBAHUIO.

3 Bo MHOTHX Ciydasix MOXET OKa3aThCsi YMECTHEIM OOCYIMTh MHEHHS M TOJKOBAHMA HETOCPEACTBEHHO C
KJIMCHTOM. DTO HEOOXOMMMO YKA3aTh B IIPOTOKOJIE.

5.10.6 Pe3syaeTaThl HCIIBITAHMIA M KAIMOPOBOK, IOJIYJEHHBIE OT CYOIOAPSITUMKOB

Ecmy mpoTOKOJ MCIIBITAHME CONEPXMT PE3yJIbTATH MCIKITAHMM, TIPOBEACHHBIX CyONOAPANYMKAMM,
OHH JIOJDKHBE OHITH Y€TKO MACHTH(HUIIHPpOoBaHE. CyOnoApsIuMK NO/KEH IIPEACTABUTh IIPOTOKOI B IMCh-
MEHHOM BHIE WM C IIOMOILIBIO 3JICKTPOHHBIX CPEICTB.

Ecmu kanmubpoBka Obula BHITIIOJIHEHA Ha YCIOBHSAX CyOmMoapsia, aGopaTopHs, BHITONHHUBILAS 3TY
paboTy, TOJXHA BEIIATH CEpTH(MHKAT O KATMOPOBKE J1a00paTOpHM -TIOAPSITINKY.

5.10.5, 5.10.6 (Ilompaska).

5.10.7 BmexTpoHHAs Mepenada pe3yIbTaTOB

IIpu mepenaye pe3yJbTATOB MCIEITAHWM WM IIOBEPOK IO TeaedOHy, TEIEKCy, hakcy WM JpyTuM
3JIEKTPOHHBIM MJTH 3JIEKTPOMATHUTHEIM CPEICTBAM JTOJDKHEI BEITOJIHATHCSA TPEOOBAHMS HACTOSIIETO CTaH-
mapra (cM. takxe 5.4.7).

5.10.8 ®opmaT MPOTOKOJIOB ¥ CBHIETEIECTB

®opMar IOJDKEH COOTBETCTBOBATH KAXIOMY BHIY BBITIOJHSCMBIX WCILITAHWM WMIM IIOBEPOK H
MHHUMHA3UPOBATH BO3MOXHOCTE MX HEBEPHOTO TIOHMMAHMS WK HENPABMIBHOTO MCIIOIB30BAHMS.

IIpumeuyanus

1 Cnenyer ynensars BHUMAHKE CTPYKTYPE ITPOTOKOJIA MCTIBITAHMIA WM CEpTUdMKATA O KAMOPOBKE, OCOOEHHO B
OTHOIIEHHWM TIPEACTABJICHUS JAHHEIX MCITEITAHUS WX KAMOPOBKM M YI0OCTBA BOCIIPHUSITHS MX KJIMECHTOM.

2 3aroJIOBKM JOJIKHE OBITH, IO BO3MOXHOCTH, CTAHAAPTHEIMH.

(A3menennan penaxims, 3m. Ne 1, ITonpaska).

5.10.9 HM3aMmeHeHuMs B IPOTOKOJIAX MCIHITAHNMMI M B cepTH(HUKATAX O KATHOPOBKE

CylecTBeHHEIE M3MEHEHNSA B IIPOTOKOJIAX MCTIRITAHUI WIM B CEPTH(PHUKATAX O KATUOPOBKE IIOCIIE MX
BBIIAYM JOJDKHEI TIPOM3BOIUTECH TOJBKO B BUAE IOIOTHUTEIBHOTO JTOKYMEHTA WIH JOIOJHHTEIBEHOM
Tiepeaavd JaHHEIX ¥ BKIIOYATh (OpMYIHMPOBKY:

«[lonomHeHre K MpoToKoIy ucnuTanui (wm CepTudukaTty 0 KATMOPOBKE), CCpHIHEIN HOMED (WIH
Ipyras HOICHTH(UKALNT)» WM IPYTYIO SKBHBAJICHTHYIO (OPMYIHPOBKY.

Takue M3MEHEHMS JOJDXHEI OTBEYATh TPEOOBAHMAM HACTOSILNETO CTAHIAPTA.

Eciu HeoOxomuMo ohopMUTh MM BEIAATH TIOMHBIM HOBBIM TMPOTOKOJ MCIBITAHWN WM cepTU(dHKAT
0 KaIMOPOBKE, COOTBETCTBEHHO, OHM JOJDKHBI OQHO3HAYHO WACHTH(DHITMPOBATECH M CONECPXATh CCHUIKY HA
OPUTHHAJI, KOTOPEIA OHH 3aMEHSIOT.

(ITompaska).
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ITPUJIOXEHHUE A
(cipaBO9YHOE)

Coorsercrene ICO 9001—94, HCO 9002—94 » NCO/MBK 17025—99

Tabnuuma A.l
HCO 9001—94 HCO 9002—94 HUCO/M3K 17025—99
Paznen 1 Paznen 1 Pazmen 1
Paznmen 2 Pasmen 2 Paznmen 2
Pazmen 3 Paznen 3 Paznen 3
4.1.1 4.1.1 4.1.3,42.2
41.2.1 4.1.2.1 4.1.5 a), f), h); 4.2.4; 49.1 a); 4.10.1 u 5.2.5
4122 4122 4.1.5 a), g), h); 5.5.1
41.23 4.1.23 4.1.51)
413 4.1.3 4.14
421u4.22 421u422 421,422,423
423 423 42.1,422u4.14
43 4.3 44
44 4.4 (u. ) 1.5,54.2,54.3,544,545
45 4.5 4.3,54.7,55.1.1
46.1 4.6.1 46,5.5,56.1,56.2.1,56.2.2
46.2 4.6.2 45, 4.6
4.6.3 46.3 4.6
4.6.4 4.6.4 45,4.64,47,55.2
4.7 4.7 5.8, 5.10.6
4.8 4.8 554,58
49 49 412,5.3,54,5.5,5.8,59
4.10.1 4.10.1 5.4
4.10.2 4.10.2 45,4.6,552,5.8
4.10.3 4.10.3 49,5.59,58.3,58.4,59
4.10.4 4.10.4 547,59, 5.10.1
4.10.5 4.10.5 4122
4.11.1 4.11.1 54,55,56
4.11.2 4.11.2 53,5.4.1,545,55,5.6
4.12 4.12 5.5.12, 5.8, 5.9.2
4.13 4.13 49
414 4.14.1 410 4.11
4.15 4.15 5.9
4.16 4.16 4.12
4.17 4.17 4.10.5, 4.13 (4.12)
4.18 4.18 52,553
4.19 4.19 47,5.2.1, 5.10.5
4.20 4.20 5.9
H.II. = HE NMPUMCHSICTCS

HNCO/M3BK 17025 comepXuT HEKOTOPHIC TEXHHYECKHE TPeGOBaHMS K KOMIIETCHIHH, OTCYTCTBYIomue B UCO

9001 u UCO 9002.

INPUIOXEHUWE A (HM3menennas pexaxumsi, Hzm. Ne 1).
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IMPUIOXEHUWE B
(crpaBoYHOE)

PyxkoBOICTBO OTHOCHTEJIBHO NOJITOTOBKHM YKA3AHWH N0 MPHAMEHEHHIO B OTACIBHBIX 00JACTIX

B.1 TpeboBanus, yCTAHOBJICHHEIC B HACTOSILEM CTAHOAPTE, U3JI0XKCHEI B OOIIMX TEPMMHAX, HO IIOCKOJIBKY OHHI
TIPUMEHUMEI KO BCEM MCIBITATCILHBIM U KATUOPOBOYHEIM JIA00PATOPHUAM, TO MOTYT TIOTPEOOBATHCS TTOSICHEHMS. Takue
TIOSICHEHHUSI B TEKCTC Ha3bIBAIOTCS YKA3aHUSIMU TIO ITPUMEHEHHMIO. YKa3aHHUA 110 MPUMEHEHHMIO HE BKITIOYAIOT JOTIOTHHI-
TEJIBHBIX O0IMX TPEOOBAHWI, HE COJAEPXKAIIMXCS B HACTOMIIEM CTAHAAPTE.

B.2 Ykazaaus mo MPUMEHEHUIO MOXHO TIPEICTABUTE B BUAC KPUTCPUCB (TPEOOBAHMIA) HACTOMINETO CTAHAAPTA
TIPUMEHUTEIBHO K CIHEHMAIBLHBIM O0IaCTSIM UCIBITAHWNA M KAIMOPOBOK, K TEXHOJOTUSM WCIBITAHWM, TTPOXYKITHH,
MaTepuajaM Wik CEHHATBLHBIM UCIIBITAHUSAM U KammOpoBkaM. T103TOMy yKazaHusS TI0 TIPUMEHEHUIO CIEIYET COCTAB-
JISTh JMLAM, UMCIOLIUM COOTBCTCTBYIOIIME TCXHUMECKHME 3HAHUSA M OILIT; MX CJCAYCT OPMCHTHPOBATH HA M3MEIHSI,
SIBJISTIOLIMECS OCHOBHBIMU WIM HauboJiee BaXXHBIMHU ISl IPABMJIBHOTO ITPOBEACHHUS MCIILITAHWH MM KATMOPOBOK.

B.3 B 3aBUCHMOCTH OT TOTO, KaKO€ KOHKDETHOE VKA3aHHE II0 TIPHUMEHEHHIO VXK€ €CTh, MOXET OKAa3aThCd
HEOOXOMUMBIM pa3paboTaTh yKa3aHMs, KacalolMecss TEXHMIECKUX TpeOOBaHMIT HACTOSAINETO cTaHmapTa. Takas paspa-
00TKa MOXET ObITh BHITIOIHEHA C TTOMOILUBIO ITPOCTOTO IMPEAOCTARICHMS AeTAICH MM TOMOTHUTEILHOM MEdopMaIm
K YK€ UMEIOIIMMCSI OOIIMM TPEOOBAHUSAM B KAXKIOM M3 PA3IEIIOB (HAIIPUMED CIICIMAILHEIC OTPAHNICHUS TEMIIEPATYPEI
¥ BJIAXXHOCTH B JlabopaTtopum).

B HEKOTODBIX CiIy4yasix yKa3aHWs IO MPUMEHEHWIO HO/DKHEI OLITh BECEMa OTPaHUYCHHBIMHU, MCIIONMH3YEMBIMH
TOJIBKO JJIs JAHHOTO METOJA UCIBITAHUA WM KATMOPOBKM JTMOO 1Sl TPYIIIEI METONOB. B Ipyrux ciydasx OHH MOTYT
OBITh BECbMa IITUPOKUMHM, MCTIOJIb3YEMBIMH I MCITRITAHWI M KATMOPOBOK pa3MIHOM MPOAYKIIUHA HIH H3ACMt 00
JUIs Bcex 00J1acTeil MCIBITAHUI MM KaTHOPOBOK.

B.4 Ecm ykasaHus MO MPUMECHEHHIO OTHOCSTCS K TPYIIIC METOXOB HCIIEITAHMA MM KaITHOPOBOK BO BCE
TEXHUICCKOM 00JIaCTH, I BCEX METOAOB JOJDKHEI MCITOJIB30BATHC CAMHEIS (hOPMYIMPOBKH.

C mpyroif CTOPOHEBI, MOXET OKA3aThCS HEOOXOOMMEIM IIOATOTOBUTE OTACIBHEIA JOKYMCHT IO IMPHMEHEHHIO B
JOTIONTHEHNE K HACTOSIIEMY CTAHAAPTY I CIICIMMbUISCKIX BUAOB MIH IPYIIT HCIIBITAHMIA MM KAJMOPOBOK ITPOAYK-
LMY, MaTCPUAJIOB WIM TEXHUYECKMX OO0NacTeif MCIbITaHui WM KamuOpoBoK. Takoit TOKyMEHT AOIKEH COmEPXKaTh
TOJILKO HEOOXOIUMYIO JOIOHUTECIBHYI0 MWHGOPMAIMIO H CCHUIATBCS HAa HACTOSILMIA CTAHIAPT KAK HA OCHOBHOM
IokyMeHT. CienyeT M30eTaTh W3MUIIHE CIICIIHATH3HPOBAHHBIX YKA3aHUI 110 MPHUMEHECHHIO C TEM, YTOOhI OrPAHHYHTH
POCT YMCITA JETATM3UPOBAHHEIX TOKYMEHTOB.

B.5 PykOBOICTBO, COAEPXAMEECS B HACTOAIIECM MIPUIOKCHHUH, CIACAYET UCTIONB30BATH OPTAHAM IT0 AKKPEAMTAILUH
M ApYIMM THIIaM OPTraHOB MO OLICHWBAHWIO, €CIM OHW Pa3padaThIBAIOT YKA3aHUSA IO TMPHMEHEHMIO JIT CBOMX
COOCTBEHHBIX IIeJicH (HampUMEp, aKKPEAUTAIMS B CIEIIMQUICCKUX OOIACTSIX).
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ITPUIOXEHUE C
(cpaBouHOE)

bubmorpagusn

HCO 5725-1—94 TouHOCTS (TIPaBWILHOCTh W MPEIM3MOHHOCTS) METOLOB M PE3YALTATOB M3MepeHuit. Yacts 1.
OCHOBHBIE TIOJIOXCHUS M ONMPERCACHUS

HCO 5725-2—94 To4HOCTS (TIPaBMIIHOCTh W MPEIIM3MOHHOCTS) METOMOB M PE3YILTATOB M3MepeHuit. YacTs 2.
OCHOBHOM METOJ OIIPEACICHMS IIOBTOPSIEMOCTH M BOCIIPOM3BOAMMOCTH CTAHIAPTHOTO METOAA M3MEPEHMUIA

HCO 5725-3—94 TouHOCTE (IIPaBWJILHOCTh M IIPELM3NOHHOCTE) METOMOB M PE3yJILTATOB M3MepeHmii. YacTs 3.
ITpoMeXyTOYHBIC TTOKA3aTEIN IIPEITU3NOHHOCTH CTAHIAPTHOTO METOAA U3MECPECHMIA

HCO 5725-4—94 TouHOCTE (IIPaBWJILHOCTh M IIPELIM3NOHHOCTE) METOMOB M PE3YJILTATOB W3MepeHmii. YacTs 4.
OCHOBHEIE METO/BI OIIPEACICHHS IIPABIILHOCTH CTAHIAPTHOTO METOAA MCITLITAH KA

HUCO 5725-6—94 TouHOoCTE (IIpaBWJILHOCTh M ITPELIM3NOHHOCTB) METOMOB M PE3y/ILTATOB M3MEpeHmii. YacTs 6.
Hcnone3oBanue 3HAYCHWHI TOYHOCTH HA TTPAKTUKE

HNCO 8402—94 VmpasieHne Ka4eCTBOM M obecredeHmne KayecTsa. Cnosapn

HMCO 9000-1—94 CranmapTsl B 00JACTH aIMUHUCTPATHBHOTO YIIPABICHHUS KA4ECTBOM H OOCCIICUCHHST KAYCCTBA.
Yacrs 1. PykoBousiue yKa3aHUS II0 BEIOOPY U MCITOJI30BAHMIO

HMCO 9000-3—97 CraumapThl B 00J1aCTH aIMUHHCTPATHBHOTO YIIPAKICHHUS KAY€CTBOM H OOCCIICUEHHST KA9CCTBA.
Yacts 3. PykoBomsuue yKazauus o mpuMmeHeHNo ctaHgapra UCO 9001—94 npm pa3paGoTKe, MOCTABKE, YCTAHOBKE
¥ OOCIyXWBaHHHU IIPOTPAMMHOTO 00ECTICUCHUSI

HUCO 9004-1—94 AnMMHUCTPATMBHOC VIPARICHHE KaueCTBOM M DJIEMEHTHL CHCTEMBI KauecTBa. Yacts 1.
PykoBomsiue yka3aHus

HUCO 9004-4—93 AMMUHUCTPATUBHOC VYIPARICHHE KAa4eCTBOM H JIIEMEHTHI CHCTEMBI KauecTsa. dacts 4.
PykoBomginye yKa3aHMA II0 YIYIIICHHIO Ka4¢CTBA

KCO 10011-1—90 PyxoBomsiume ykazaHWsI IO IIPOBEPKE CHCTEM KadecTra. Yacrs 1. IIposepku

HCO 10011-2—91 PykoBomsinme yKa3zaHHMs MO IIPOBEpKEe CHUCTeM Kavectsa. Yacrs 2. KeanuduraiMOHHBIE
KPHUTEPHH I SKCIIEPTOB-ayAUTOPOB CUCTEM KAYCCTBA

HMCO 10011-3—91 PykoBomsiIne yKa3aHus IO TIPOBEPKE CHCTEM KadecTsa. YacTs 3. YparieHrue mporpaM-MaMu
TIPOBEPOK

HMCO 10012-1—92 TpeOoBaHuS K OOCCIICYCHUIO KAYECTBA H3MEPUTEILHOTO 00opynosanms. Yacts 1. Cucrema
METPOJIOTHYSCKOTO OOCCIICYCHUS ST UBMEPUTECIIEHOTO 00OpYIOBAHMS

K CO 10012-2—97 TpeboBauus K 00SCIICICHUIO KAYCCTBA H3MEPHTEILHOTO 000pyaoBanus. Yacts 2. PykoBons-
IIHME YKA3aHMS 10 YIIPABJICHWIO U3MEPUTEIIEHRIMHU TIPOICCCAMM

HCO/MOBK 17020 O61me KpuUTepuH pabOTh PAIMMIHEIX THIIOB OPTaHKM3AIMIA, IIPOBOIAILUX TIPOBEPKY.

Pykosomcreo MCO 30 TepMHHEI M OIpeaeaeHHs, KACAIONMECH CTAHIAPTHEIX 00pa3on

Pykosomcteo MCO 31 ComepxkaHue IacCIOpTOB Ha CTAHAAPTHEIE OOpa3I(LI

PykoBomcreo UCO 32 KaymOpoBKa B aHAMMTHYCCKOM XMMHM H TIPHMCHCHHMEC TOCYAAPCTBCHHEIX CTAHIAPTHRIX
00pasios

PykoBomcTeo MCO 34 OcHoBHEIE TpeOoBaHMI K KOMIIETCHTHOCTH H3TOTOBHTEIIEH CTAHIAPTHEIX 00pa3IoB

Pykosomcrso MCO 35 Artectaimus cTaumapTHBIX 06pasmos. OOIIHE H CTATHCTHICCKHUE TTPHHIHITEI

Pykosopcteo UCO/MBOK 43-1 IIpoBepka KOMIIETCHTHOCTH IIYTEM MEXaa00paTopHBIX cpaBHCHHMA. Jacts 1.
Pa3zpaboTka ¥ IIPUMEHEHUE IIPOTPAMM IIPOBEPOK KOMIICTCHTHOCTH J1a00paTopHit

Pykosomcteo UCO/MBOK 43-2 IIposepka KOMIIETCHTHOCTH IIYTEM MEXNIA0OpaTOpHHX cpaBHeHHA. Jacts 2.
BrIGop ¥ MCIIOIB30BAHUE TIPOTPAMM IIPOBEPKM KOMIICTCHTHOCTH OPTaHAMH IO aKKPEIUTALIMH J1abopaTopmit

PykosogctBo UCO/MOBK 58—93 CucreMel aKKpPEAMTALMH KATHOPOBOUYHBEIX M HCIHITATCIBHEIX JIA00paTOpHiA.
Oo6urme TpedoBaums K GYHKIIMOHUPOBAHMIO M MPU3HAHHIO

Pykosoacteo MCO/MOBK 65 O61ume TpeGOBaHKS K OpraHaM, TPUMEHSIIOIMM CHCTEMBI CEPTHQUMKALIMM ITPOIYK-
§19078

PyKOBOICTBO ITO BBIPAXECHHWIO HEONPEACICHHOCTH M3MEpeHuit, mamanHoe MBBM, MOK, M®I0O, UCO,
MCTIIX, MCTII® u MO3M.

HWudopMaims 1 TOKYMEHTH IO aKkpeauTamuy Jaboparopuii Haxoaarcd B ILAC (MexmayHapOmTHOE COTPYIHH-
YECTBO IT0 AKKPEAMTAIMH JIA00PATOPIIiL)

IMPUJIOXEHUWE C (U3menennas pexaxuus, HA3m. Ne 1).
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