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MpeaucnoBue

1 MOAOTOTOBMNEH Accounaunei cnelManucToB M opraHu3auuin nabopaTtopHon cnyx6sl «®enepauyus
nabopartopHo MmenuuuHel» (Accouunaums «®JfIM») Ha ocHoBe cOBCTBEHHOrO nNepeBoda Ha PYCCKUMIA A3bIK
aHrmos3bIYHOW BEPCUM CTaHZapTa, YKasaHHOoro B NyHkTe 4

2 BHECEH TexHW4eckuMm KoMmuTeToM no ctanpapTtusaumm TK 380 «KnuHudeckne nabopaTopHbie
nccnenoBaHWsa M MArHOCTUYECKMe TeCT-CUCTEMBI UH BUTPO»

3 YTBEPXIOEH W BBEJEH B JEWCTBWE lMpukasom PenepansHOro areHTcTBa no TEXHUYECKOMY
perynupoBaHuio U MeTpornorin ot 22 Hosbpsa 2024 . Ne 1741-cT

4 Hactoswuin cTaHgapT vMAeHTWUYeH MexayHapogHomy ctaHgapty MCO 15189:2022 «MeguumH-
ckne nabopartopun. TpeboBaHus K kayecTBy M koMmneTeHTHocTu» (ISO 15189:2022 «Medical laboratories.
Requirements for quality and competence», IDT).

MexayHapoaHeli cTaHgapT paspaboTtan TexHuueckum komutetom MCO/TK 212 «KnuHuueckue nabopa-
TOPHbIE UCCNEAOBaHMA U AMarHoCTUYecKue TecT-CUCTEMbI in vitrox»

5 BSAMEH rOCT P MUCO 15189—2015, TOCT P MCO 22870—2021

lNpasuna npuMeHeHUss HacmoswWe20 cmaHdapma ycmaHosieHbl 8 cmambee 26 ®edepanbHo20 3aKkoHa
om 29 uwHA 2015 2. Ne 162-®3 «O cmaHdapmu3auuu 8 Pocculickoll ®edepayuuy». VIHgopmayus ob u3-
MeHeHUAX K Hacmosuemy cmaHdapmy nybnukyemcs e exe200HOM (10 COCMOSHUI Ha 1 AHeaps mekyu,eao
200a) uHopmMayuoHHOM yKazamene «HauuoHanbHbie cmaH0apmely, @ ouUUanbHbIU meKem Uu3MeHeHUl
U Nonpasok — 8 EXEeMECAYHOM UHOPMaUUOHHOM ykazamene «HauuoHansHbie cmaHlapmsl». B cnyyae
rnepecmMompa (3amMeHsl) unu omMeHb! Hacmosiuweao cmandapma coomaeemcmeyroujee yeedomneHue bydem
onyénukosaHo 8 bnuxaliweM 8bINycKe eXeMecsyHo20 UHMOPMaUUOHHO20 ykalzamernsa «HauuoHanbHble
cmaHOapmer». Coomeemcmeyrowas UHghopMayus, yeedoMieHue U meKkcmsl pasMelarmces makxe e UH-
ghopmayuoHHOU cucmeme 0buieeo Nonb308aHus — Ha oguyuansHoM catime ®edepanbHo20 azeHmemea o
MEXHUYECKOMY Pezynupo8aHur0 u Mempoaoauu e cemu MiHmepHem (www.rst.gov.ru)

© IS0, 2022
© OdhopmneHune. ®IBY «MHCTUTYT cTangapTuaauuuy, 2024

HacToswmn ctaHgapT He MOXeT ObITb NOMHOCTLID UMW YAaCTUYHO BOCnpouniBeaeH, TMpaxXnpoBaH U pac-
NMPOCTpaHeEH B Ka4veCTBe OCbVILlMEJ'[bHOFD nagaHna 6es pa3peleHnsa fDe,u,epaanoro areHTCTBa Nno TeXHN4eCKo-
MY perynupoeaHui 1 MeTponorun
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BBeneHue

Llenbto HacTosiLero cTaHgapTa sBnNAeTCA cofeincTBre Bnarononyynio NauneHToB 1 YOOBIEeTBOPEHHOCTU
nonb3oearenei nabopatopuit Gnarogaps YBEpeHHOCTU B KAUeCTBE W KOMMNETEHTHOCTU MeAULMHCKNX nabopa-
TOPUA.

HacTtoawmin ctaHgapT cooepXut TpeboBaHWs K MeauuMHCKoW nabopaTopuy Mo NNaHUpOBaHUIO U
OCYLLEeCTBNEeHUD OeUCTBUIM MO YCTPaHEeHWUo PUCKOB WM [co3gaHuio] BO3MOXHOCTEW Anda ynydweHus. K npe-
MMYLLECTBAM TaKOro NMoaxofda OTHOCATCS yBenudeHwe 3pheKkTUBHOCTU CUCTEMbI MEHEMPKMEHTA, CHIDKEHWe
BEPOATHOCTM MOMYYEHWUs1 OLUMBOYHbIX Pe3ynbTaToB M YMEHbLUEHNE MOTEHUMANLHOro Bpeaa Ans nauMeHToB,
nepcoHana nabopaTtopun, HaceneHus 1 OKpyXatoLlen cpeabl.

TpeboBaHWs K yNpaBnNeHUD pUcKaMu NpuMBefeHbl B COOTBETCTBME C npuHuunamu VICO 22367.

Tpeboeanus k nabopaTopHoi Be3onacHOCTN coOTBETCTBYHOT npuHuunam MCO 15190.

TpeboBaHUA K B3ATUIO U TPAHCMOPTUPOBKE Npod npuBeaeHbl B cooTBeTcTBUM ¢ MCO 20658.1

Hactoawwmin ctaHgoapT cogep:ut TpeboBaHWs K MccnegoBaHusiM MO MeCTy HaxOKAeHus nauueHTa
(MMHTI) n 3ameHseT cobon ctangapt MCO 22870, koTopklin OyaeT oTo3BaH nocrne nyGnukauum HacTosaLwero
cTaHgapTa.

dopmat HacTosAwero ctaHgapTa ocHoeaH Ha MCO/M3K 17025:2017.

MeguuuHckaa nabopatopus UMeeT BaxHOe 3HadeHue Ana 3aboTel 0 NauMeHTax; OCyLecTBRAET ges-
TeNnbHOCTL B paMKax 3TUHECKMX HOPM W NPUHLIMMOB yNpaBneHus, KOTopble Npyu3HatoT obA3aTensLCcTBa NocTae-
LLMKOB MEAULWHCKMX yCnyr nepeq nauveHToMm. CBoeBpeMEHHO OCYLLeCTBSeT Bce BUAbI AeATeNnbHOCTU AN
YAOBNETBOPEHMS NOTPeDbHOCTen KaK[oro maluveHTa M nepcoHana, OTBeTCTBEHHOro 3a obcnyKuMBaHWe 3TUX
nauueHToB. Buabl 4esaTenbHOCTU BKMAKYAKT 0OpraHM3auui 3anpocoB Ha WCCNefoBaHWe, NOLTroTOBKY Mauu-
€HTOB, MAeHTUdMKALNK NauueHToB, B3ATHEe 06pa3yoB, TpaHCNopTMPoBKY, 0bpaboTky 06pasLOB NaUMEHTOB,
BblIGOp MCCnegoBaHuii, KOTOPLIE COOTBETCTRYIOT LLIeNeBOMY HasHaYeHuto, uccrneqoearme obpasyuos, xpaHeHme
obpasuoB, a Takke NOCNEOYOLWYI NHTEPNPeTaLnio, OTHET 0 peaynbTartax ¥ KOHCYNbTMpOBaHWe nonb3oBare-
new nabopatopun. TakKe OHWM MOTYT BKIHOYaTh NPeLoCTaBleHUe pesynbraToB NalWeHTy, OpraHn3auuio Bbl-
MOMHEHWs CPOYHLIX TECTOB M YBEAOMMEHWE O KPUTUYECKNX pesynbTaTtax.

CtadpgapT npegHasHadeH ans NpUMeHeHns B OTHOLLEHWW BCEX NMPU3HaHHbLIX B HACTOSLLEe BpeMs BUOOB
nccneqoBaHuin B MeguuuHekux nabopaTtopuax M MoxeT ObiTh 3hheKTUBHO UCNONL30BaH B APYrUX Nogpas-
OEeneHnsX CUCTEMbI 34PaBOOXPaHEHUs], TakMX KaK PEHTFeHO4NAarHoCTuKa, NynbMOHONOMMSA, HayYHbIe Mccneno-
BaHuA B obnactu gmsnonormun, bankax KpoBu 1 cnyxbe nepennuBaHns KPoBMU.

Mcnonb3oBaHve cTaHgapTa obnerdaeT COTPYAHMYECTBO Mexay MeauuUHCKMMK nabopatopusimmn u gpy-
rMMK NogpasfneneHns My CUCTeMbl 34PaBOOXPaHeHNs, CnocoBCTBYET 0OMeHyY MHOpMaLMet U rapMOHU3aLIMK
cucTeM 1 npoueayp.

Korpa meguuuHckve nabopatopyy COOTBETCTBYHOT HACTOSLEMY CTaH4apTy, CONOCTaBUMOCTb pe3ynkTa-
TOB MCCMNeAoBaHWi NauNeHTOB, BbINOMHEHHbLIX MeguUMHCKMMIN nabopaTtopramMu, HE3aBUMCUMO OT ropoda Unu
CcTpaHbl, obrieryaetcs.

Korga nabopaTtopusi XO4eT NofyYnTb akkpeauTauuio, OHa AOIKHA BblOpaTh OpraH no akkpeguTauuu,
KoTopbli gencTteyeT B cootBeTcTBun ¢ MCO/M3K 17011 1 yuntbiBaeT ocobble TpeboBaHWsA AN MeQULMHCKUX
nabopartopuia.

CpaBHeHua mexay HacToawmm ctangaptom, MCO 9001:2015 u MCO/M3K 17025:2017 npuBegeHsl B
npunoxeHuu B. CpaBHeHne NCO 15189:2012 ¢ HAcToAWNMM CTaHOapTOM NpUBEAeHo B npunoxeHun C.

1) Mepeoe M3naHe HaxoOUTCA B CTAOMKM NOATOTOBKM (MpedbiayLlee UanaHue GbIno TEXHUYECKoR creLdukaLmeit).
CocTtosHue Ha momeHT nybnukauun: ISO/DIS 20658:2022.
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HAUMWOHANBbHBLIN CTAHOAPT POCCUMUCKOWN OEOEPALUMU

MEAWLUWUHCKWE NABOPATOPUU
TpeboraHWA K KaYeCTBY M KOMNETEHTHOCTH

Medical laboratories. Requirements for quality and competence

Dara BBegeHuna — 2025—01—10

1 O6nactb npuMeHeHUsA

HacTtoswuin ctaHgapT ycTaHaenvBaeT TpeboBaHMA K Ka4ecTBY U KOMMETEHTHOCTU MeAWMLUHCKUX
nabopatopuii.

HacTosAwmin ctaHgapT NnpyuMeHUM K MeauuuHckum nabopatopusm npy paspaboTke WX cucTeM ynpae-
NEHNA N OLIEHKE X KOMNEeTeHTHOCTU. OH Takke NpUMEeHUM ANA NOATBEePXKAEHWS UMW NMPU3HAHUSA KOMMETEHT-
HOCTW MeauUMHCKMX nabopaTtopuid nonb3oBaTenaMu nabopartopui, perynupyowmMMin opraHaMmyu 1 opraHaMmu
no akKkpegMTauuu.

HacToswmin cTangapT NpUMMEHUM K UCCNefoBaHUAM MO MeCTy HaxoxaeHus naumeHTta (MMHIT).

M pumedYyaHne — K KOHKpPETHbIM TEMaM, paccMaTpuBaeMbliM B HACTOALLEM CTaHOapTe, Takke MOryT npume-
HATBECA MeXOyHapoOHble, HauMOHanbHble UM pEermoHankbHblE Npaevna unu TpeﬁOBaHMH.

2 HopmaTuBHbIe CCbINIKK

B HacTosAWweM cTaHgapTe MCNonb3oBaHbl HOPMAaTUBHBIE CCLINKK Ha cregylowue ctaHaapTsl [Ans aatu-
POBaHHbIX CChINOK NPUMEHSAIOT TOMBKO YKa3aHHOE U3faHue CCbINMOYHOro cTaHaapTa, Ana HeJaTUPOBaHHbIX —
nocnefHee uafaHue (BKkMYas BCe M3MeHeHUs)]:

ISO/IEC Guide 99:2007, International vocabulary of metrology — Basic and general concepts and
associated terms (VIM)

Mpumeuvanne — ISO/IEC Guide 99 Takke maeecTHo kak the Joint Committee for Guides in Metrology
(JCGM) 200.

ISO/IEC 17000:2020, Conformity assessment — Vocabulary and general principles
ISO/IEC 17025:2017, General requirements for the competence of testing and calibration laboratories.

3 TepmuHbI U onpegeneHun

B HacToslem cTaHgapTe npuMeHeHbl TepMuHbl no Pykosoactey MCO/M3K 99 n MCO/M3K 17000.

MCO n M3K nogaepxuBaroT TepMUHONorudeckne bBasesl 4aHHbLIX, UCMONb3yeMble B Lensax cTaHgapTusa-
LMK No crnefyrolwnm agpecam:

- anekTponeaua M3K: goctynHa no agpecy http://www.electropedia.org/;

- nnatdopma oHnanH-npocmotpa NCO: goctynHa no agpecy http://www.MCO.org/obp.

3.1 cmeweHune, cmeweHne namepeHuna (bias measurement, bias): OueHka cucteMaTM4ecKon oWnNBKK
N3MepeHuns.

I pumMmevyaHune 1 — [aHHoe onpegeneHne NpUMEeHMMO TONMbKO K KONMUYECTBEHHBIM M3MEPEHWUAM.

[PykoBogcteo MCO/M3K 99:2007, 2.18, nameHeHo — gobasneHo npyMmedaHue 1]

M3paHue ochbnumnansHoe
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3.2 buvonorunyvecknini pedepeHTHbIA MHTepBan (pedepeHTHbIW WMHTepBan) (biological reference
interval, reference interval): 3agaHHbIl HTepBan pacnpefeneHns 3Ha4eHUn, Nony4YeHHbIX B B1Monornyeckomn
pedepeHTHON NONYNALUA.

MpumevyaHune 1— PedepeHTHbIM MHTEpPBaN 06bIYHO ONpeaensaeTcs Kak ueHTpankbHbli 95 %-Helll nHTepBan. B
OTAENBHbLIX cnyYasx Gonee noaxoOsLMM MoXeT BbITe APYroi pa3Mep UHTEPBaNa Ui MOXET YYUTBIBATECA aCUMMETPUY-
Hana copma pedepeHTHOro HTEpBana.

MpumeuvyaHue 2 — PedepeHTHbI MHTEPBAN MOXET 3aBUCETL OT TUMa NnepBuYHoro obpasua (3.25) u nenone-
3yemMon npoueaypbl uccrnegosaHus (3.9).

MpumeyvyaHune 3— B HeKOTOPbLIX Cryyasx BaXeH TOMbKO 0OAWH Bronornyeckuin pedepeHTHbI npegen (0BblYHO
BEPXHMW — «X»), TOrQa COOTBETCTBYHOLKIA Bronormdeckuii pehepeHTHbIA MHTepPBan BydeT MeHbLUEe UMK paBeH «X».

MpumeyaHue 4 —Takve TEPMUHBI, KaK « HOPMATNbHBIA AUMANAa30H», «tHOPMAMbBHBIE 3HAYEHUA» U «KNMMHUYECKUIA
AVnanasoHy», ABMATCS ABYCMbBICIEHHBIMU U NPUMEHSATE UX HE PEKOMEHAYETCS.

[MCO 18113-1:2022, 3.1.9, nameHeHo — NpUMep yaaneH]

3.3 npepgen knuHuYeckoro peweHus (clinical decision limit): Peaynestat uccnedogarus (3.8), koTopbii
yKa3blBaeT Ha Bonee BbICOKWMIA pUCK HEBNAronpuATHBLIX KMMHUYECKUX UCXOOOB UMK SIBMSIETCA AUArHOCTUYe-
CKUM [N$1 HAaNW4KUsi KOHKpeTHoro 3aboneeaHus.

I pummMmevyaHune 1— I'Ipe,u,enbl KIMWHWYECKOro peleHna ona nekapCTtBEHHbIX NPpeENapaTtoB Ha3blBakT «TeEpPAnes-
TUYECKUM OWUana3oHOM».

M pumevaHune 2 — I'Ipe;:len KNMMHUYECKOro pelleHUA ncnonb3yeTcA OnA onpeneneHuA pucka 3aboneaHus,
ANarHoCTUKKM Unn neveHusa.

3.4 koMMyTaTUBHOCTb pechepeHTHOro MaTepuana (komMmyTaTuBHOCTL) (commutability of a reference
material, commutability): CBolicTBO pedepeHTHOro matepuana, 4eMOHCTpUpyemMoe BNn3ocTbH COOTHOLLEHUS
MeXay pe3ynsratamu M3MepeHuin onpeaeneHHoNn BENMYMHBI B 3TOM MaTepuane, Nony4YeHHbIMU ABYMS 3a4aH-
HbIMW METOOAMKAMU U3MEPEHUNIA, K TAKOMY e COOTHOLUEHUHD pe3ynsTaToB, NOMyYeHHbIX ANA OPYrMX YCTaHOB-
MNeHHbIX MaTepuanos.

MpumeuvaHue 1— PedepeHTHeI MaTepnan, o KOTOPOM MOET peyb, 0bbl4HO ABNAeTCA kKanubpaTtopom, a apy-
rMe ycTaHOBMEHHbIE MaTepuanbl 00bI4HO ABNAKTCH 06bIMHEIMU 06pa3suamu.

MpumeuvaHune 2— lNockonbky 0ObIMHO OOCTYNHO Bonee ABYX METOAMUK M3MEPEHUH, TO XKenaTenbHO CpaBHEHWE
BCEX UCMONMb3yEMbIX METOAWK U3MEPEHUS.

MpumMmeyaHue 3 — BnM3ocTs COBNageHUs pe3ynsTaTtoR M3MepEHUA ONpeaenseTcs ¢ TOUKW 3peHna copaamep-
HOCTM Ha3HAYEHWIO B COOTBETCTBUM C LieNEeBLIM HazHaYyeHeM pedepeHTHOro MaTepuana.

MpumeyaHue 4 — 3asAsBneHne 0 KOMMYTaTMBHOCTW OrPaHNUYMBAETCA NPOLEOYPAMU U3MEPEHWS, YKa3aHHbIMU
B KOHKPETHOM CpPaBHEHMHK.

[MCO 17511:2020 3.10, M13MEHEHO — NMpUMeYaHne 2 3aMeHEeHO HOBbIM NpuMedyaHuem 2]

3.5 komneTeHTHOCTb (competence): MNpoaeMoHCTpUpoBaHHas cNOCOBHOCTE MPUMEHSTL 3HAHWUS U Ha-
BbIKW ANS1 JOCTUXKEHWA HAMEYEHHbIX Pe3ynLTaTos.

[MCO/M3K 17021-1:2015, 3.7, uaMeHeHO — B Hadano onpegeneHus 000OaBMeHO CMOBO «MPOAEMOH-
CTpUpOBaHHanA»]

3.6 anoba (complaint): BblpaxkeHne HeAOBONBLCTBA NOOBLIM NULOM UMW OpraHu3aumnen B agpec iabo-
pamopuu (3.20), oTHOCSALLEECA K AessTeNIbHOCTU UMK pe3ynbTatam 3Toi nabopaTopuu, Ha KOTopbIe OXUOaeTCs
OTBET.

[MCO/M3K 17000:2020, 8.7, 3aMeEHEHO — cnoBa «KpoMe anennauumny Bbinv UCKMYEHbl, a8 CNoBa «op-
raH no OUEHKe COOTBETCTBUSA UMW OpraH No akkpeauTauuW, OTHOCALLMECS K OEATENbHOCTU 3TOro opraHay
Bbinn 3ameHeHbl Ha «nNabopaTopuK, OTHOCALLMECH K AeATENbLHOCTU UMK pesynsratamM 3Toin nabopatopum»]

3.7 koHcynbTaHT (consultant): Yenosek, npodeccnoHansHO NpefocTaBAAWMA 3KCNepTHbIE KOH-
CynbTauWu.

3.8 nccneposaHue (examination): Habop onepauumii, UMeLW KX Lenbio onpegeneHne YUCNoBoOro 3Ha-
YEHWS, TEKCTOBOTO 3HAYEHWUSA UMW TMAaBHbIX CBOMCTB.

MpumeyvyaHune 1— VccnegoeaHne MOXET NpeacTaenAaTe cOBON COBOKYMNHOCTL psda OeUCTBUIA, HabMaeHW
NN n3mepeHuii, HeobxoaMMbIX ANA onpefeneHnsa 3Ha4YeHNs UM XapakTepPUCTUKI.

MpumeyaHue 2 — [labopaTopHble UCCNENOBAHUA, KOTOPLIE ONPeaensT YMCIOBOE 3HAa4YEHUE CBONCTBA, Ha-
3bIBAKTCA «KOMMYECTBEHHBLIMY UCCMEenoBaHuAMKUY ; NabopaTopHble NCCNefoBaHWs, KOTOPLIE ONPEeaensAoT XapakTepucTu-
K1 CBOWCTBA, HAa3blBaKOTCH «Ka4eCTBEHHbIMU UCCNeqoBaHNAMMNY.

MpumeuvyaHne 3 — JlabopaTopHble MCCNEOOBaAHUA TaKKe HA3bIBAKOTCH «aHaNM3aMn» UM «TecTamm».
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3.9 npouepypa uccnegoBaHua (examination procedure): KoHkpeTHo onucaHHbid Habop onepauui,
ncnonb3yembiX Npy NpoBeaeHun uccrnedogaHus (3.8) B COOTBETCTBUM C 3a4aHHbIM METOLOM.

MpumeuvaHune 1—BuHOyCcTpUK obpalleHna MeANLMHCKUX U34eni Ana AnarHocTuku in vitro [MBO] v BoO MHO-
rux nabopatopusx, MCnonb3ywmnx MeauumHeke uagenus B[, npouenypa uccrnefoBaHusa aHanuavpyemoro Bellectea
B Bronorvyeckom obpasue 0OblYHO Ha3bIBAETCH aHanUTUYECKMM METOOOM, aHanMTUYecKoi Npoueaypor Unu MeTooom
nccneaoBaHns.

[MCO 15198:2004, 3.7, nameHeHo — «Habop onepauuii, ONMCaHHbIX KOHKPETHO» 3aMEHEH Ha «KOHKpPeT-
HO OnucaHHbIN Habop onepaunin»]

3.10 BHewHAA oueHKa ka4vecTBa; BOK (external quality assessment, EQA): OueHka pesynsraToB
paboTkl y4aCTHWKOB MO 3apaHee YyCTaHOBMNEHHbLIM KPUTEPUSIM C MOMOLLBI MexnabopaTopHbIX CIIMYEHUIA.

MpumeyvaHune 1— Tawke U3BECTHA KaK NnpoBepka keanudukaumm (proficiency testing, PT).

[MCO/M3K 17043:2010, 3.7, "3MEHEHO — TepMWUH «BHELIHSAS OLUeHKa KadecTBa», KOTOpbIA Obin npu-
BeJEH B NpMMeYaHum 2, NCNonb3yeTcsa B Ka4ecTBe OCHOBHOMO TepMuHa. MNpumedaHus Kk no3uuunam 1 1 2 6uinm
Mckn4YeHbl 1 6bno gobasneHo HoBoe npumMeyarve 1]

3.11 BecnpucTpacTHocTb (impartiality): OGbeKTMBHOCTbL B OTHOLLUEHWM pe3ynbTaToB 3a4ay, BbiNoOMNHse-
MbIX MeduUUHCKol 1abopamopuel (3.20).

MpumeuvaHue 1 — OBGLEKTUBHOCTL MOXET MOHMMATLCA Kak cBoboda OT NpeaB3siTOCTU WUNU KOHNUWKTA
WHTEPECOB.

Mpumeuvanune 22— [dpyrre TepMUHbI, KOTOpPbIE NOME3HbI ANA NepeaaYr aneMmeHTa becnpucTpacTHOCTU, BKIO-
4aT «HE3aBMCUMOCTb», «OTCYTCTBUE NpeaybexaeHuiny, «HenTpanuTeT», «CnpaBeanvMBOCTby, «HenpeaybexXaeHHOCTbY,
«BecnpucTpacTHOCTLY, KOTCTPAHEHHOCTEY, «BanaHey .

[MCO/M3K 17000:2020, 5.3, nameHeHo — «pe3ynbTaTt A4eATenbHOCTM MO OLEHKe COOTBETCTBMAY 3ame-
HEeH Ha «3a4a4, BbIMOMHEHHbIX MeauLUnHCcKon nabopatopuen». [JJobaBneHo npumedaHue 2]

3.12 mexxnabopaTopHblie cnuyeHus (interlaboratory comparison): OpraHusaums, npoBegeHue v oLeH-
Ka MamMepeHuin unu uccredosanull (3.8) oAHWX U TeX Xe UMW CXO4HbLIX MaTepuanos AByMs uUnu bonee Hesa-
BUCUMbIMU NabopaTopusiMK B COOTBETCTBMM C 3apaHee YCTaHOBNEHHLIMU YCIOBUAMMU.

[MCO/M3K 17043:2010 3.4, uUaMeHeH0 — «TecCTbl» 3aMEHEHO Ha «KUCCNeaoBaHusA», «NpeaMeThl» 3aMe-
HEeHO Ha «MaTepuanbly. «JlabopaTopun» BbINO 3aMeHEeHOo Ha «He3aBUCUMble nabopaTopumn»]

3.13 BHYTpeHHUI KOHTpoONb KadecTBa; BKK (koHTponk kavectBa, KK) (internal quality control, 1QC,
quality control, QC): BHyTpeHHsiA npouenypa, KoTopas oTCreXMBaeT NpoLecc TecTUpoBaHus, 4Tobbl npose-
pUTL, YTO cUcTeMa paboTaeT KOPPEKTHO, U AaeT YBEPEHHOCTL B TOM, YTO Pe3ynkTaThl JOCTATOYHO HAOEeKHbI,
YTOObLI BBITE BbIMYLLEHHBIMU.

[MCO/TS 22583:2019, 3.9, U3BMEHEHO — «MNPUHATb PELUeHMe» 3aMEHEHO Ha «NpoBepuTby». [Npumeya-
Hue 1 ObINo yaaneHo]

3.14 meguuUMHCKOe u3genue ANA OUWAarHOCTWMKM in vitro (MeguuuHckoe usgenue UBLO) (in wvitro
diagnostic medical device, IVD medical device): YCTpOWCTBO, MCNOMb3yeMoe OTAENbHO UMM B KOMOUHALMK,
npegHazHavYeHHoe U3roToOBUTENeM ANs UCCnefoBaHus in vitro obpasuor, Nony4eHHbIX U3 YenoBeYecKoro op-
raHM3ama WUCKMIYMTENbHO UIK rmaBHbiM 06pa3oM Ans npefocTaBneHus MHpopMauumn B Uenax ANarHOCTUKA,
MOHUTOPWHTa UnM obecnevyeHns COBMECTUMOCTW, BKIIQYalOLLEe peareHTbl, KanMbpaTopbl, KOHTPOIbHbIE Ma-
Tepwansl, eMKOCTK A1 0bpasLo., nporpammMmHoe obecneyeHre M CBA3aHHble C HUMW MHCTPYMEHTLI, annapaTsl
Unu gpyrue nsgenus.

[MCO 18113-1:2022, 3.1.33, cNOBO «MeAWMLMHCKMA» DbINO yoaneHo U3 Hadana onpegeneHus, «u BKIo-
Yyasl peareHTbl, kanubpaTopbl, KOHTPONbHLIE MaTepuansl, EMKOCTU Ans obpasuos, nporpaMmMHoe obecnedye-
HWE N COOTBETCTBYIOLLME UHCTPYMEHTBI UMK annaparkl, Unu gpyrue nagenua» qobasneHo B KOHeL onpenene-
Hud. Mpumevyanusa 1 n 2 Beinu yoaneHsl]

3.15 pykoBoacTBo nabopartopum (laboratory management): Jluuo (nuua), Hecyllee OTBETCTBEHHOCTb
M HageneHHoe NoSIHOMOYUSIMK B OTHOLWeHun nabopamopuu (3.20).

MpumevaHue 1— PykoBoacTeo naboparopuv UMEET NPaBo AeNlerMpoBaTh NonHoMo4usa 1 obecnedmBars na-
BopaTopuio pecypcami.

MpumeuvaHne 2 — PykoBoacteo nabopaTtopuel BKNYaeT pykosoauTens (pykoBoauTtenen) nabopatopum,
YMNOMHOMOYEHHbIX FTWL, @ Takke NWL, cneunanbHO Ha3HavYeHHbIX 4na oGecnedeHns Ka4ecTea AeATensHOCTN nabopaTopum.

3.16 nonb3oBaTenb nadopartopuu (laboratory user): ®usnyeckoe Mnu LPUgUYECKOE NULO, 3anpaLlu-
BawLLee ycnyru MmeguuuHckon nabopamopuu (3.20).
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MpumevaHue 1— lMonb3oBaTensMu MOryT BbITb NAUMEHTEI, Bpayu, a Takke Apyrie nabopatopymn U y4pe-
AEHWd, KOTOpbIe HanpaensaT B nabopatopuio 0bpasubl Ha UccnenoBaHue.

3.17 cuctema meHepXxmeHTa (management system): CoBOKYNMHOCTb B3aMMOCBA3aHHbLIX UMK B3aWMO-
OEeNCTBYHOLIMX 3NeMEHTOB OpraHn3aunmn Ans CO3AaHus NONUTUKNA U Lienen, a Takke NpoLeccoB ANs AOCTUXe-
HWSA 3TUX LEenemn.

MpumeuwaHue 1 — PaHee oHa Ha3biBanack U ABMAETCA CMHOHMMOM TEPMUHA «CUCTEMa MEHeXMeHTa
KayecTBar.

lMpumeyaHune 22— 3IneMeHTbl CUCTEMbI MEHEMXKMEHTA ONPEAENnAT CTPYKTYPY OpraHn3auuvn, ponu u obasax-
HOCTM, NNaHUpoBaHue, PYHKLMOHMPOBaHWe, NONUTKKY, NPaKTWKy, NpaBuna, yoexaeHus, Lenu U npoLecckl ANA JoCTuKe-
HWUA ITUX Lenen.

[MCO 9000:2015, 3.5.3 uameHeHo — npumedaHus 1, 3 1 4 BbiNM yaaneHsl U gobaBneHoO HOBOE Mpu-
MedyaHue 1]

3.18 npaBunbHOCTL U3MepeHUs (MpaBuUNbBHOCTL) (Measurement accuracy, accuracy of measurement,
accuracy): BriM3ocTb COOTBETCTBUS MEXOY M3MEPEHHBIM 3HAYEHUEM BEMWYMHBLI U UCTUHHBIM 3HAYeHUEeM W3-
MepAeMon BeNnYuHbI.

I punmedaHune 1 — lMoHsTHe «MNpaBUNbHOCTb M3MEPEHNA» He ABNAETCA BEMNUYUHOW M HE MMEET YMCIMOBOMo
3Ha4YeHua. Cuyutaetcs, 4To M3MepeHne ABnAeTcA Bonee npaeuvnebHbIM, €Cn OHO obecneymBaet MEHbLUYHK NOrpelHoCTb
N3MepeHunAa.

I pumMmevyaHune 2 — TepMMH «NMpaBUIbHOCTb M3MepeHuA» He cnegyetr MCnornb3oBaTbk ANA 0603Ha4yeHnsa uc-
TUHHOCTW M3MepEeHUA, a TEPMUH «TOYHOCTb M3MEepPEeHUA» He crnegyeT MCNornb30oBaTb OnA 0003Ha4YeHns «NpaBUIbHOCTHU
M3MepeHna» , KOTopad, oaHaKko, CBA3aHa C 0BoUMM ATUMKU NOHATUSIMU.

M puMmeydyaHune 3— ((npaBVIJ'IbHOCTb n3MepeHna» MHOrOa NoOHUMaeTCA Kak 6rnM30CTE COOTBETCTBUSA Mexay mn3-
MEepEHHbIMW 3HA4YEHNAMW BENWUYKMH, KOTOPbIE NMPUNMCbIBAOTCA MSMBpHeMOIﬁ BENMMYKNHE.

[PykoBoaocteo MCO/M3K 99:2007, 2.13]

3.19 HeonpegeneHHocTb uamepeHuit; HA (measurement uncertainty, MU): HeoTpuuaTtensHeiil napa-
MEeTP, XapaKkTepuayLuii pa3bpoc 3Ha4YeHWIA BENUYUHLI, NPUNUCLIBAEMbIX M3MEPSeMO BENUYNHE, HA OCHOBE
ncrnonb3yemMon MHdopmMaumm.

Mpumeuanune 1 — HW BknovaeT KOMMNOHEHTLI, BO3HUKAKOLLME B pPE3yNbTaTe CMCTEMaTUYECKMX BO3OEWCTBUMN,
Kak B cry4ae NonpaBoK K YCTAHOBMEHHLIM KOMMYECTBEHHLIM 3HA4YEHWAM CTaHOApPTOB MamepeHuid. MHorga npepgnonarae-
Mble cucTemaTtuyeckne adhdeKTbl He KOPPEKTUPYIOTCH, 8 BMECTO 3TOr0 BKITKYAKITCA COOTBETCTBYIOLLME KOMMOHEHTHI HIA.

MpumeuyaHue 2— [NapameTpom MOXeT BbITh, HAaNpUMep, cTaHaapTHoe oTknoHeHve (CO), HasbiBaeMoe cTaH-
naptHon HW (unu kpaTHoe eMy 3afaHHOe 3Ha4YeHue) UNy NoMoBMHA LWMPWHBI MHTEPBAana, UMelLLas 3a4aHHY0 BEPOAT-
HOCTb OXBara.

MpumMmevaHue 3 — HW cocTouT, Kak npaBuno, U3 MHOTMX KOMMNOHEHTOB. HeKoTopbIe M3 HUX MOTYT ObITb OLEeHe-
Hbl no Tuny A oueHkn HW, Ba3vpysack Ha CTAaTUCTUYECKOM pacnpeneneHn KONMYEeCTBEHHBIX 3HAYEHWUIA U3 CEPUN N3Mepe-
HWiA, xapakTepuayacb BennyuHoi CO. [Ipyriue KOMNOHEHTLI, KOTOpbIE MOTYT OLEHMBATLCA C NOMOLLBH oueHku HIA Tuna B,
TaKke xapakTepuayrTca BennyuHon CO unm oLeHWBaKTCA C MOMOLLBK QYHKLWIA MNOTHOCTU BEPOSATHOCTH, OCHOBAHHBIX
Ha OnbITe MW APYron MHhopMaumm.

Mpumeuanune 4 — B uenom gna gaHHoro Habopa nHdopmauum nogpasyMmeBaetcs, Yto HW ceazaHa c 3a-
ABMEHHBIM KONMYECTBEHHBLIM 3HAYEHUEM, NPUNUCHIBAEMbBIM U3MEPAEMON BENUYUHE. I3MEHEHUE STOrO 3HA4YEHUS MOXKET
NMPUBECTN K U3MEHEHWIO CBA3AHHOW C HUM HEOMNPeaeneHHOCTH.

MpumeyaHue 5— Bce mameperHnsa nmetoT cMeteHue (3.1) M HETOYHOCTb. HanpumMep, NOBTOPHLIE M3MEPEHKS
obpasLa, BbINONHEHHbIE B YCNOBKUSX NOBTOPAEMOCTI, OOBIYMHO AAK0T pasHbie 3Ha4YeHUs 418 OAHOW U TOW e n3MepsaemMon
Benu4uHbl. MocKonMbKY BCe pasnnyHble 3HAa4YeHWA MOryT BbITb pa3yMHO OTHECEHLI K OQHOMY W TOMY € KOMWYecTBY Mame-
pPAEMOi BEMWNYMHBI, CYLLECTBYET HEONPEAENEHHOCTL OTHOCUTENBHO TOTO, KaKoe 3HaYeHWe cneayeT yKasbliBaTb B Ka4ecTBe
3HAYEHWA U3MEPSEMOW BENMNYNHBI.

MpumMmeyaHue 6 — OcCHOBaHHaA Ha UMEKLLMXCA OAHHLIX 00 aHANMWTUYECKUX XapakTepucTUKax OaHHOW npo-
uenypsl MamepeHus oueHka HW obecnedvBaeT WHTEpBAN 3HAYEHWI, KOTOPLIA, KaK nonaratT, BKMYaeT dakTuyeckoe
3Ha4YeHVe N3MepaeMOon BENWYMHbLI C 3a4aHHBIM YPOBHEM JOCTOBEPHOCTMU.

MpumeyaHue 7 — [ocTynHble AaHHbIE 06 aHANUTUYECKUX XapaKTEPUCTUKAX OaHHOW npoueaypsl U3aMepeHns
OBBIYHO BKIIOYAKOT HEOMPEOENEHHOCTL 3HAYEHWI, NPUCBOEHHBLIX KannbpaTopy, ¥ 4oNroCPOYHY BOCMPOU3BOAUMOCTL MO
naHHbiM BKK,

MpumeuvaHue 8 — B meanumHckmx nabopaTopusx BOMNBLUIMHCTBO M3MEPEHUN BbINOMHAETCH OOHOKPaTHO U
pe3ynsTaT 3TOro U3MEPEHWUS CHUTAETCA NPUEMMEMbIM 3HAYEHVEM U3MEPSAEMOI BENUYUHEI, B TO Bpems Kak nHTepean HA
yKasbiBaeT Ha ApYyrve 3HAYEHWs, KOTOPbIE TaKKe BO3MOXKHbI.
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[PykoBogctBo MCO/M3K 99:2007, 2.26, nameHeHo — [NpumedaHus k pasgenam 5—8 pobasneHbl 13
MCO/TC 20914:2019 3.26]

3.20 meauumHckaa nabopartopusa (nabopatopuna) (medical laboratory, laboratory): OpraHusauusa gns
uccnedosaHus (3.8) maTepuanos, NONYyYeHHbIX M3 YENOBEYECKOTO Tena, C Lelbio NpegocTaBneHus nHcopmMa-
UMW ONA OUarHOCTUKU, MOHUTOPUHra, BeAeHUs, NpohUNakTUKK, neveHns sabonesaHui, a Takke 4N OLEHKK
COCTOSIHUS 300POBbS.

MpumeuyaHue 1— [labopatopus TaKKe MOKET NPENOCTABNSATE PEKOMEHOALIMN, OXBATLIBAIOLLNE BCE ACMeKThI
MCCreaoBaHWi, BKIKYaA Haanexallmin Bolbop UCCrneaoBaHuin, MHTEPNPETALMIO pe3ynsTaToB M peKoMeHaumnn no anb-
HENLLMM UCCNeaoBaHMAM.

MpumeyvyaHue 2— [JeAatenpHocTb Nabopatopun BKIKOYAET NpoLecckl nepen uccnegoeannem (3.24), npouec-
cbl nccnegosaHua (3.8) 1 npouecckl nocne uccregoeaHus (3.23).

MpumeuvaHue 3— MaTepuans! Ansg UCCNEAOBAHWA BKMKOYAIOT, HO HE OrPaHNYMBAOTCH UMK, MUKpoBUuonoruye-
CKWI, UMMYHOMOTMYECKUIA, BUOXMMUYECKUIA, UIMMYHOTEMATONOTMYECKUIA, reMaToNorM4ecknii, BUoU3NIEeCcKUiA, LMTONOr-
YECKUI, FEHETUYECKWUIA BUABI MaTepuana, a Takke TKaHW U KIETKN.

3.21 nauywmeHT (patient): Iluuo, ABnAOLEeca NCTOYHUKOM MaTepuana ans uccnegosanus (3.8).

3.22 uccnegoBaHusA No MecTy HaxoxaeHusa nauymenTta; MMHI (point-of-care testing, POCT): HUccne-
dosaHus (3.8), npoBoguMble PAOOM MNW B MecTe HaxoxaeHus nayueHma (3.21).

[MCO/TS 22583:2019, 3.11]

3.23 npouecchl nocne uccnefgoBaHuaA (post-examination processes): MNpouecchl, NpoxoasLve nocre
uccnedosaHus (3.8), BKkMYasa aHanua pe3ynsLTatoB, (hopmaTvupoBaHue, Bbigady, OTYETHOCTb M COXpaHeHue
pe3ynbTaToB MCCIeqoBaHUA, COXPaHEHWE M XpaHeHWEe KNMHUYeCcKoro matepuana, obpasyos (3.28) n ytunu-
3aUMK 0TX0O0B.

3.24 npouecckl, NpealwecTByOLNE uccnegqoBaHuK (pre-examination processes): MNpoleccsl, KOTO-
pble HaYMHAKTCH B XPOHONOMMYECKOM MOPSAKE C MOMEHTa MoNMyYeHWs 3asiBKM OT NONb30BaTENs, BKMNOYasa Uc-
cnedosaHue (3.8), NogroToBKy M uaeHTUuMkaumoo nayueHma (3.21), Baatue nepeuyHoro obpasya(os) (3.25),
TpPaHCNOPTUPOBKY B nabopatoputo 1 BHyTpW nabopamopuu (3.20), 1 3akaH4MBaKOTCS MOMEHTOM Havana uc-
cnedosarusi (3.8).

3.25 nepBuyHan npo6a (o6pazew) (primary sample, specimen): JuckpeTHasi 4acTb XWOKOCTA OpraHns-
Ma, TKkaHu unu apyroro obpasLa, CBA3aHHOro ¢ TENOM YernoBeka, BaaTaa aAnga uccnedogaHus (3.8), usydyeHus
WM aHanuMaa O4HOM UM HECKOMBKUX BEMWUYNH WU XapakTepUCTUK AN onpeaeneHnsa CBONCTB Lenoro.

MpumevyaHue 1 — MexgyHapogHslin hbopym perynatopos MegvuuHckux ngenui (IMDRF) ucnonesyet Tep-
MWH «npoBa» B CBOWX rapMOHU3WPOBaHHLIX PYKOBOACTBaxX AnA 0bo3HaveHWa obpasua 61uonornyeckoro NpouCXoXaeHns,
npegHasHa4YeHHoro Ana uccrnefoBaHua B MeavumMHekon nabopatopum (3.20).

[MCO 18113-1:2009, 3.54, nameHeHO — «unu gpyroi obpaseL, CBA3aHHbLINA C YeJIOBEYECKUM TENTOM» UC-
KnwouveH 13 onpegenenus. MNpumedanue 1 6bino uameHeHo. NpumevaHve 2 Bbino yganeHo.]

3.26 vHgukaTop kKadvecTtBa (quality indicator): Mepa cTeneHnu, c KOTOPON COBOKYNHOCTL BOMbLIMHCTBA
XapakTepucTuk obbekTa cooTBETCTBYET TpeboBaHUAM.

MpumeuyaHue 1—MepaMoXeT bbITh BoipaxeHa, Hanpumep, B Buae % pesyneratoB (% B npeaenax 3agaHHbIX
TpeboBaHuin), % AedekTor (% BHE YCTaHOBMNEHHbIX TpeboBaHUin), KonudecTBa AedeKToB Ha MUNNKUoH criyvaes (DPMO)
WK MO LUKane LIeCTU CUrM.

MpumeyaHue 2— MHoukaTopbl KA4ECTBA MOTYT OLIEHWMBATL, HACKOMNBKO XOPOLLO OpraHv3aums YaoBNeTBOpAET
noTpebHOCTSAM NonbL30BaTenei, a TakkKe COOTBETCTBYET KA4eCTBY BCEX OnepaLoHHbIX MPOLIECCOB.

3.27 BHewHAA nabopatopus (referral laboratory): BrewHss nabopamopus (3.20), B koTopyt nepena-
eTca obpasel unu faHHble Ans uccredosaHus (3.8).

MpumevyaHune 1— BHewHss naboparopus — nabopaTopus, B KOTOPYK PYKOBOACTBO PeLUAET HanpasBuTb 13
ceoein nabopatopuu obpasew unv YacTe 0bpasua Ana uccnegoBaHus, aHHble AN aHanuaa Unu MHTepnpeTaunn, a Takke
B Tex cny4asx, Korga pyTWHHbIe UCCNEefoBaHUA He yaaeTcsa NpoBecTy.

Mpumeuvanune 2 — Otnuvyaertcs oT naboparopuu, B KOTOpYLO Nepegadya obpasuos TpebyeTcs No pernameHTy,
W oT Tak HaseiBaemow pedepeHTHo nabopartopun, HanpuMep B cdepe obLLecTBEHHOTO 30paBooXpaHeHns, Anga cyneb-
HO-MeOMLIWHCKOWM 3KCNepTU3bl M perncTpa onyxonei, Unu LeHTpanbHoro (FonoBHOM) yYpexaeHus, B KOTOpoe nepedada
obpasLoB TpebyeTca CornacHo YCTaHOBNEHHOMY pernamMeHTy.

3.28 npoba (sample): OgHa unn HeCKONbKO YacTen, B3AThbIE U3 NepBU4HOro obpasya (3.25).
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3.29 ToyHOCTb (TOYHOCTbL M3MepeHuUs) (trueness, measurement trueness): brnvsocTe cooTBETCTBUSA
MEXay CpegHWM 3HadeHMeM GOMbLIOro YWcra MOBTOPSIOWMUXCS 3HAYEHUH M3MEPEHHON BenuYuHbl 1 pede-
PEHTHBIM 3HAYEHUEM BEMUYUNHBI.

MpumMmevaHue 1— TOYHOCTb M3MEPEHUA HE ABMAETCA BENUYMHON W, CNENOBATENBHO, HE MOXET ObITh Bblpaxe-
Ha YMCMNEHHO, HO NoKasaTenu CTENeHW cornacoBaHHOCTU NpuBedeHsl B MCO 5725-1.

MpumeuvaHue 2 — ToyHOCTb M3MepeHMA o0BpaTHO NpPONOpUMOHAaNbHa cUCTEMATUYECKON owmnbKke namepeHns,
HO HEe CBA3aHa co Cny4YanHon oLWMBKON N3MepPEHUSA.

MpumMmeuvaHue 3 — «[lpaBUNbLHOCTL U3MEPEHUA» HE CredyeT WCMONb3oBaTh AN 0D03HAYEHUA «TOMHOCTM
W3MEPEHMAY.

Mpumeuanune 4 -— [nAa ka4ecTBEHHbIX MCCNEOOBAHWA TOYHOCTE M3MepeHus (Bnn3ocTe cornacoBaHnusa) MOXeT
ObITE BhIpaXeHa B TEPMUHAX COOTBETCTBUSA (T. €. MPOLEHTHOrO COBNaaeHus ¢ pedhepeHTHBIM UCCNEeaoBaHUEM).

MpumeuyaHune 5— TodyHOCTb — CBOWCTBO Npoueaypbl uccnedogarus (3.9), KOTOpoe oTpaxaeT cMeweHue (3.1)
N3MEPEHMA OT OKMOAEMOro UNu Lenesoro 3HadeHns. OHa onvMcbIBAETCA Ka4ECTBEHHO, Kak xopowas unuv nnoxas. [po-
uenypa uccnedosgarus (3.9) obrnagaeTt xopollel TOMHOCTbIO, ecnu cmeweHue (3.1) UaMepeHUsi HeBEnUKo.

[PykoBogocteo MCO/M3K 99:2007, 2.14, nameHeHo — pgobaBneHsbl NnpMMedaHus Kk pazgenam 4 u 5).

3.30 Bpemsa BbinonHeHus (turnaround time): Bpems, npowepwee Mexay LBYMSA onpeereHHbIMK
TO4Kamu B npouecce nepepn uccnedosaHuem (3.24), B npouecce uccnedosarus (3.8) u B npouecce nocre
uccriedosaHus (3.23).

3.31 Banupauusa (validation): NogTeepxaeHe NpPUrogHOCTU ANS MCNOMNb30BAHWA MO HA3HAYEHUIO My-
TEM NpegocTaBneHns 06bLEKTUBHLIX 40KA3aTeNbCTB TOro, YTO onpeaeneHHbie TpeboBaHus Bbinu BLINMOMHEHbI.

MpumeuvaHue 1 — OBbeKkTUBHbIE AOKa3aTenbLCTBA MOryT ObIThb MoOMyyeHbl NyTeM HabniogeHwus, n3aMmepeHns,
AKCNEePTU3bl MM APYrMMK cnocobamu.

MpumevyaHue 2— Cnoeo «BannanpoBaHHbIA» UCNONb3yeTcs Ans 0bo3HaqdeHns COOTBETCTBYHOLWEro cTaTyca.

MpumeuyaHue 3—TlpegycMoTpeHHble TpeboBaHWUA K METOAY UCCMNEA0BAHMSA MOTYT BKIHOYATL CNeayoLme Tex-
HUYECKME XapaKTEPUCTUKN: U3MEPEHHYH TOYHOCTb, U3MEPEHHYIO BOCMPOU3BOAMMOCTL, BKIKOYAs NOBTOPSEMOCTL U Npo-
MEXYTOMHYK BOCMPOW3BOAMMOCTb, aHaNUTUYECKYD CneungrMyYHOCTb, BKNKYaa BNUsSHWE WHTepepupyolnX BeLLecTs,
npenen obHapyXeHWs 1 Npeaen KonuiecTBeHHOro 0bHapyXeHWs, AnanasoH M3MEepPeHUs, KIMHUYECKY0 3Ha4YMMOCTb, Ana-
FHOCTUYECKYH cneungUyYHOCTE U OUarHOCTUYECKYH YYBCTBUTENBHOCTD.

[MCO/M3K 17000:2020, 6.5, uameHeHo — AobaeneHbl npuMedaHns 1—3]
3.32 Bepudpmkauyms (verification): NogTeepkaeHne UCTUHHOCTM NYTEM NpefocTaBneHnsi 06 beKTUBHbIX
[0Ka3aTenbCcTB TOro, YTo NpeaycMoTpeHHble TpeboBaHnsA BbINKu BINONHEHDI.

Mpumep 1 — [ModmeepdeHue MO20, YMO MeXHUYECKUe XapakmepucmuKku U3MepumesbHoU cucmeMsl
docmuzHymsil.

Mpumep 2 — [lodmeepdeHue Moz0, 4YMO Ueneeas HeonpPeOderleHHOCMbL U3MepeHuUs Moxem 6bimb
docmuzHyma.

Mpumeuvanune 1— Bepuumkauma moxeT BbiTb NPMMEHEHA K 3asaBNeHHON MHOPMAaLUNY OTHOCHTENBHO COBbI-
TWIA, KOTOPbIE YKE MPOMU3OLLINK, UMK K pe3ynbsTatam, KoTopkle y:Ke Obinn nonyyeHsbl.

MpumMmevaHue 2— Bepudukaunsa — npouecc, NOCPeaCcTBOM KOTOpOro nabopatopusa NoATBEPKOAET, YTO ycTa-
HOBNEHHbIe TPebOBaHMA K XapakTepMUCTMKaM U3MEPUTENbHON CUCTEMBLI (HanpMMep, BOCMPOM3BOAUMMOCTb, TOYHOCTL, 3a-
SIBNEHHBIN OnanasoH naMmepeHnil) MoryT BbiTe BOCNpoM3BeeHbl B nabopaTtopuv nepen npoBedeHemM uccrnefoBaHns 06-
pasua YenoBeka.

MpumeuaHnune 3 — OBbEKTUBHBIMKW AOKa3aTenbCTBAMU, HeobxooumbeiMK AnA Bepudmkauumn, moryt 6eiTe pe-
3ynbTaThl MHCMEKLUMW UNK Apyrie hopmaTsl, TAaKWE Kak NPOBEAEHUE anbTEPHATUBHbIX PACYETOB UMW U3yYeHWE JOKYMEHTOB.

MpumeuvyaHune 4 — Bepudmkaums MoxeT ObiTb OOCTAaTOMHOW OIS BHeApeHWA HoBoro ycTpolctea UBL npu
obcTosTenbCcTBax, Korga uccnenoBaHue (3.8) npoBoanuTCa U NPUMEHAETCH B COOTBETCTBMM CO CMOCOOOM, YKazaHHLIM BO
BMOXEHUM K YMAKOBKE.

MpumevyaHnue 5 — CnoBo «BepudULMPOBAHHLIA® WMCMNONb3YeTcA ANA 0603Ha4YeHWA COOTBETCTBYIOLLIErD
craryca.

[MCO/M3K 17000:2020, 6.6, nameHeHo — gobasneHbl npuMepsbl 1 1 2. [lobaBneHbl npyuMeYaHns K pas-
genam 1—4]
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4 OOwme TpeboBaHuA

4.1 BecnpucTpPacTHOCTb

a) JlaGopaTopHas OeATenbHOCTL OOMKHA ocylecTBnATbesa GecnpucTpacTHo. JlaGopaTtopusa OomkHa
ObITb CTPYKTYPUpOBaHa W yNpaBnaTbCA TakuM 0b6pasoM, 4ToObl rapaHTMpoBaTh GecnpucTpPacTHOCTb.

b) PykoBogcTeo nabopatopun JOMKHO CTPEMUTLCS K 6eCnpucTpacTHOCTW.

c) aBopaTopusi HeceT OTBETCTBEHHOCTL 3@ BECNPUCTPACTHOCTL CBOEH NabopaTopHON AeATENbLHOCTH U
He OOMKHa OonyckaTk KOMMEPYECKOro, (PMHAHCOBOMO MM MHOMO OaBneHWs, CTaBALWEero nod yrposy 6ecnpu-
CTpacTHOCTS.

d) laGopaTopus OomkHa OCYLLeCTBMNATb MOHUTOPWMHT CBOEW OeATEeNbHOCTM WM B3aWMOOTHOLIEHWUA C
Lenbio BbISIBNEHUs yrpoa ee BecnpyvcTpacTHOCTA. 3TOT MOHUMTOPUHT JOMKEH BKMOYaTb B3aMMOOTHOLLEHUS ee
nepcoHana.

MpumMeuyaHue — OTHOLUEHWS, KOTOPbIE YrpoOXatoT BECNPUCTPACTHOCTM NabopaTopuK, MOTYT OCHOBLIBATLCH Ha
npaBe cOBCTBEHHOCTM, CUCTEME MEHEMKMEHTA, PETYNUPOBaHWK, NepcoHane, obmx pecypcax, MHaHCax, KOHTPakTax,
MapKeTuHre (BKMoYas GPEHOMHT), BbINMNATe KOMUCCUMOHHBIX 33 MPOAaXy WINW APYrMX CTUMYnax Ans HanpaeneHus Ho-
BbIX MONb30BaTeENei B Nabopatopuio W T. 4. Takue OTHOLLeHWs1 He 06A3aTenbHO NPeacTaBnsanT Ana nabopatopum yrposy
BecnpucTpacTHOCTK.

e) Ecnu BbisiBneHa yrposa GECI'IpMCTpaCTHOCTVI, ee nocneacTBMst OMKHbI ObITh yCTpaHeHbl N ceBege-
Hbl K MUHUMYMY, 4TOObI GeCI'IpHCTpaCTHOCTb He Oblna nocrasneHa nog yrpoasy. J'IaGopaTopMﬂ OOIKHa ObiTh B
COCTOAHMM NPOAEMOHCTPUPOBATb, KAKUM CcnocoboM OHa CHUXaeT BO3MOXKHOCTb I'IO,£|06HOF'I Yrpo3bl.

4.2 KoHdmaeHUManbHOCTb

4.2.1 YnpaBneHue nHcopmMmalmnen

NabopaTopra HECET OTBETCTBEHHOCTb B COOTBETCTBMM C HOPUOMYECKWN 3aKpeneHHbIMW CornalleHnsamm
3a ynpaeneHue Bcel nHopmMauvend o nauueHTe, NonyyeHHOW N1 Co3gaHHOM B MPOLECcCce OCYLLEeCTBMNEHMWS
nabopaTopHoil geaTenbHOCTU. PerynvpoBaHue nHgopMaumm 0 nauMeHTe JOMKHO BKIOYaTh NPUBATHOCTb U
KoHdMOeHUnansHoCcTb. llabopaTopua AonXHa 3apaHee NPoMHMOpPMMPOBATE NOMb30BaTENEN M/MNK NauneHTa
00 MHpopMaL MK, KOTOpPYO OHa HaMepeHa pPa3smMecTUTb B OTKPLITOM AOCTyNe. 3a UCKNoYeHNeM MHopMaLnm,
KOTOpPYH Nonb3oBaTtenb W/unv naumMeHT genaet obliefocTynHon Unm no cornacoBaHvio mexay nabopartopu-
el 1 NauneHToM (Hanpumep, ¢ Uenbi pearnpoBaHWsi Ha *anobbl), BcA ocTanbHas nHopmalus cHMTaeTcs
Y4acTHOW M KOHMAEHUWANbLHOW.

4.2.2 PaszrnaweHue uHdopmMmaumm

B cny4vae, korga nabopatopusa obsi3aHa No 3aKOHY MK YMOSTHOMOYEHa B CUIY KOHTPAaKTHbIX Cornalle-
HWA pasrnawaTh KOHPWAESHUNANBHYO MHPOPMaL M0, NAaLMeHT, Yb MHTEPECHl 3TO 3aTparnsaeT, 4OMmKeH ObiTb
YBELOMITEH O PACKpbITUKN MHOPMALUK, ECNW 3TO HE 3anpeLleH0 3aKOHOM.

MHopmaumsa o naymeHTe, NONy4YeHHaa M3 MCTOYHMKA, OTNIMYHOTO OT nauueHTa (Hanpumep, oT 3asiBu-
Tens, perynupyoLLero opraHa), 4ofmkHa coxpaHaTbca nabopaTtoprel kak koHdWaeHuWansHas. VigeHTuduka-
LUMA UCTOYHUKA JOIMKHA XpaHWTeCA nabopatopuer B TalHe U He OOIMKHAa coobLWwaTbes NauneHTy, eCnu TOMNbKO
3TO He cornacoBaHo C UCTOMHUKOM.

4.2.3 OTBeTCTBEHHOCTbL NepcoHana

MepcoHan, BkntoYasi MoObIX YNEHOB KOMUCCUIA, NOAPSAYMKOB, COTPYAHWKOB BHELLUHWX OPraHoB unu gu-
3MYECKUX NUL, MMEeRLWNX A0CTYN K nabopaTopHOW MHopMauMM 1 OeNCTBYHOLWMX OT UMeHn nabopatopuu,
OOIKEH COXPaHATb KOH(MUMAEHUMANbHOCTb BCEN MHOpMAaLMK, NOMYYEHHOW N co3daHHOR B xone nabopa-
TOPHOWN OeATenbHOCTH.

4.3 TpeGoBaHWA K NaLUUEeHTaM

PykoBogcteo nabopatopuv 40MmKHO oGecneyunTs, 4Tobbl Brarononyyune, 6e3onacHOCTb 1 Npasa nauueH-
TOB BbINKN HanBbICLWIMM NpropuTeToM. JlabopaTtopusi fomkHa pa3paboTaTh U BHEOPWTL CreayoLMe NpoLeceh:

a) BO3MOXHOCTM ONs NauUWeHTOB W nonb3oBaTtenen nabopatopun NpegocTasnATh MOMNesHy MHGop-
MaLMio, KoTopasa noMoxeT nabopaTopuv B Bbibope MeTOO0B UCCNEAOBaHWA U UHTEpPNpeTaumMu pesynsTaTos
nmccnegoBaHus;

b) npegocTaBneHne nauWeHTam U Nonb3oBaTenam o6LenocTyNHOW MHpopMaLUUy o Mpouecce uceneno-
BaHMWs, BKMNOYAA CTOMMOCTb, KOrOa 370 NPUMEHKMMO, M CPOK NOMyYeHWs pe3ynsrara;
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C) nepvoauYecknii NepecmMoTp UccneaoBaHui, Npegnaraemelx nabopaTtopueit, 4Tobel y6eanTbes, Y4To
OHW ABNATCH KNMUHUYECKM NMpUeMnemMbIMy 1 HeobxoauMbIMU;

d) Npy HEOBXOAUMOCTU pacKpbiTMe MauWeHTaM, Nonb3osaTensM U MibbIM OPYrMM COOTBETCTBYOLWUM
nvuam vHdopmaunum 06 MHLUUOEHTaX, KOTOPbIe NMPUBENU UMM MO NPUBECTH K NPUYMHEHWIO Bpeaa NauneHTy,
a Takke 3anvcu o JeUCTBUAX, NPeanpUHATLIX AN YMeHbLUEHUs Takoro Bpeaa;

e) obpaleHure ¢ nauneHTamu, obpasuamMm Unyu octTatkam 06pasLUoB C JOMKHLIM BHUMaHUEM;

f) nonyyeHue MHhopMMPOBaAHHOTO cornacus, Korga aTo HeoGxoaumo;

g) obecrneyeHre NoCTOSAHHOW AOCTYMHOCTM U LIeNOCTHOCTN COXpaHeHHbIX 06pa3sLoB NauueHToB 1 3anu-
cell B criyyae 3akpbiTUs, NPMOBPeTEHUs UMK CNUAHKA nabopaTopui;

h) npegocTaeneHne COOTBETCTBYOWEN MHOpMAaLIUK NauMeHTy U NoboMy ApyromMy nocTaBLUKY Meau-
LMHCKUX YCNyT No 3anpocy NauyMeHTa uniu no 3anpocy NocTaBLMKa MeQUuUMHCKUX YCNyT, 4eCTBYHOLWEro OT ero
NMEHM;

i) cobriogeHne npae NauMeHToB Ha nedeHne, cBobogHOe OT OUCKPUMUHALMMN.

5 TpeboBaHUA K CTPYKType U ynpaBneHUur

5.1 Kpugnyeckoe nuuo

J'IaGopaTopMH 1y opraHunisaunsd, 4acTbio KOTOpOFI ABnAeTCAHA naﬁopaTopuﬂ, AOIMKHa HeCTW Lpugnye-
CKYH OTBETCTBEHHOCTbL 3a CBOK OEATENIbHOCTb.

M pupmMmevHaHune — [lns uenen HacTosALWETO CTaHgapTa rocygapcreeHHanA na6opaTopMﬂ cyuTaeTcAa KpUaANn4ecknMm
NTMUOM B COOTBETCTBUKM CO CEOUM roCyaapCTBEHHBIM CTaTyCOM.

5.2 PykoBoguTtent nabopartopumn

5.2.1 KomneTeHTHOCTb pyKoBoauTena naboparopum

NabopaTtopua AomKHa ynpaenATbCs NULOM UITM NTMLAMUW, HE3ABMCKMMO OT HAMMEHOBAHUA WX JOIMKHOCTH,
obnagawwmmn HeobxoguMon KBanuuKkalumMen, KOMNeTEHTHOCTbLIO, AENerMpoBaHHbIMKU NOMHOMOYUAMHK, OT-
BETCTBEHHOCTbIO U pecypcamu Ansi BbINONMHeHWA TpeboBaHWi HacTosALWero cTaHaapTa.

5.2.2 OTBeTCTBEHHOCTb pyKoBOAMUTENA nabopartopuu

PykoBoguTens nabopatopuv OTBeYaeT 3a BHEAPEHWe CUCTeMbl MEHeIXMeHTa, BKNYasa ynpaeneHue
pUCKaMK B OTHOLLEHUW BCEX acMeKToB AeATeNnsHOCTHU Nnabopatopun, ¢ TeM YTODLI NMAaHOMEPHO BLISIBNANUCE U
YCTPaHANUChL PUCKW ONA nayveHTa 1 [co3gaBanuch] BO3MOXHOCTK ONA YNyYLLEeHUNA.

lMonHOMO4YMst U OTBETCTBEHHOCTL pPYKOBOAUTENS NabopaTtopvy A0MKHbI BbiTh 3a40KYMEHTUPOBAHbI.

5.2.3 JenernpoBaHue NOJTHOMOYUN

PykoBogutens nabopatopuu MoXeT AenermpoBaTe Nubo BeibpaHHbIe NonHOMOuYKs, NMB0 OTBETCTBEH-
HOCTb 3a HWX, MO0 1 TO 1 Apyroe BMecTe KBanuguLuMpoBaHHOMY M KOMAETEHTHOMY NepcoHany, Takoe gene-
rmpoBaHWe OOMKHO ObiTh 3a40KyMeHTMpoBaHo. B To ke Bpems pykoBoawuTenb nabopaTtopum HECeT MOMHYK
OTBETCTBEHHOCTb 3a 06LLyto AesTenbHOCTh Naboparopuu.

5.3 NabopaTtopHaa geATeNnLHOCTb

5.3.1 O6wme ceBegeHUn

NaGopaTtopus fJomkHa onpedenqTb W 3a00KyMeHTUpOoBaTb MepeyYeHb BUAOB nabopaTtopHoi gesTenb-
HOCTH, BKnioyasi paboTkl, BbIMOMNHAEMblE B MecTax, OTMMYHLIX OT OCHOBHOIO MEeCTOMOMOXeHus (Hampumep,
nccnegoBaHWUs No MECTY HaxOoxOeHWs nauueHTa, B3sTve 006pasuoB), KOTOpble PerynupyrTca HacTOALLMM
cTaHgapToMm. Jlabopatopusa OomKHa 3asBNATbL O COOTBETCTBUM HACTOSALLEMY CTaHAAPTY TOMNbKO B OTHOLLEHWW
33a[10KyMEHTUPOBAHHOIO NnepeYHsa BUAOB nabopaTopHON OeATENbHOCTH, 3a UCKMYeHnem naboparopHon ae-
ATENbHOCTU C NPUBMNEYEHNEM BHELIHUX NOOPAOYMKOB HA NOCTOAHHOM OCHOBE.

5.3.2 CooTtBeTcTBUE TpebOBaAHUAM

NabGopaTtopHasn geAaTenbHOCTb AOMKHA OCYLLECTBMATLCS B COOTBETCTBUM C TpeboBaHUSAMK HacToALWEero
cTaHgapTa, nonb3oBaTenei, perynvpyloLnx OpraHoB 1 opraHu3auunin, obecnedynBaroLlnx ouLnansHoe nNpu-
3HaHMe. 3TO OTHOCUTCA KO BCEMY CMEKTPY OnpefereHHbIX U 3a0KyMEeHTUPOBaHHbIX BMOOB nabopaTtopHon
[eATenbHOCTW, BHE 3aBMCUMOCTHM OT TOTO, I4e OKa3biBaTCA YCNyru.

5.3.3 KoHcynkTaunoHHas AeATenbHoOCTb

PykoBogcTBo nabopaTtopum gomkHO obecneyntbe 4OCTYMHOCTb COOTBETCTBYHOLWUX NabopaTopHbIX peKo-
MeHOaUWUA 1 MHTepnpeTauuii, OTBeYalLWmMx NoTpebHOCTAM NauneHTOB W NoMb3oBaTenen.
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NaGopaTtopusi gomkHa ONPeaennuTe MexaHW3mMbl KOMMYHWKaLWKM C nonb3oBaTensamMu nabopatopuMy no
crefywLLMM BONpocaMm, Koraa 3To NpyMeHUMO:

a) KoHcynbTauum no Bornpocam Belbopa v 0BnacTu NpUMeHeHUs UccrneqoBaHWiA, BKNYas Tpebyembli
TMN obpasua, KNMHMYecKMe NokasaHusa U orpaHUYeHns METOO0B UCCNeqoBaHMs, a Takke NepuoguYHOCTL Bhbl-
MOMHEeHUs NCCNeaoBaHUs;

b) BbIHeceHMe npodeccuoHarnbHbIX CYXOEHWA N0 MHTEPNPEeTaunn pesynsTaTtoB UCCneaoBaHui;

c) copencTere athheKTMBHOMY UCMOMb30BaHUIO NabopaTopHbIX MCCren0BaHunii;

d) KOHCyNbLTaLMKM MO HAYYHBIM WM NTIOTMCTUHECKMM BOMPOCaM, TakMM Kak Criydan HecooTBeTCcTBuA obpasua
(0BpasLoB) KpUTEPUAM MPUEMIEMOCTH.

5.4 CTpyKTypa U NONMHOMOYMUA

5.4.1 O6bwme ceegeHun

NatGopaTopus gomkHa:

a) onpefenqTb CBOK OPraHN3aLVuoHHYH0 U YIpaBneH4yecKyo CTPYKTYPY, CBOE MECTO B FONOBHOW OpraHu-
3aLMK U B3aUMOOTHOLLEHWUSI MeXay PYKOBOACTBOM, TEXHWUYECKMMUW U BCMIOMOTaTenbHbIMU cry6amu;

b) onpenenuTs OTBETCTBEHHOCTL, MOMHOMOYUWS, KaHATbI CBSA3M U B3aMMOOTHOLLEHUS BCEX COTPYAHWUKOR,
33HATLIX B YNPAaBMEHWMW, BbIMOMHEHUU UNW NpoBepKke paboT, BNUSOLWKUX Ha pe3ynsTaTel nabopaTopHon aes-
TenbHOCTH;

C) AeTanv3vpoBaTth CBOW npoleaypbl B 06beme, Heobxogumom ans obecnedyeHuss cornacoBaHHOW aes-
TenbHOCTU NabopaTopuun U JOCTOBEPHOCTU Pe3ynbTaToB.

5.4.2 MeHeOXMeHT KayecTBa

B nabopartopuu gomkeH BbiTb NepcoHarn, KOTopbIi, He3aBUCUMO OT Apyrux obsasaHHocTel, obnagaet
MOMHOMO4YUSIMU U pecypcamn, HEOBXOAUMBIMU ANA BLINONHEHUS CBOUX 00513aHHOCTEN, BKNHOYas:

a) BHefpeHuWe, Nogaep)aHWe W yrydlleHne CUCTEMbI MEHEKMEHTA,;

b) BbISIBNEHWE OTKNOHEHUI B CUCTEME MeHeXMEeHTa UI OT YCTaHOBMNEHHBIX Npoueayp Npw OCyLLecT-
BNEeHWM nabopaTopHON OeATENbHOCTH;

C) MHULMMPOBaHWE Mep Mo NpefynpexaeHnio Ui MMHUMU3aLUnMM TaKUX OTKNOHEHWIA;

d) npencraeneHue pykoBoacTey nabopatopun OTYETOB O PYHKLMOHWPOBAHUA CUCTEMBI MEHEOKMEHTA
M NoObIX NOTPEDBHOCTAX B €€ yNyJlleHuu;

e) obecneyeHne pes3ynsTaTMBHOCTU AesTernbHOCTU nabopaTtopuu.

I pummevyaHne — lE'.aHHaﬂ OTBETCTBEHHOCTbL MOXET ObITh BO3MOXKEHA HA OOHO NNUO NN Ha HECKOINBKUX NL,.

5.5 Uenwn v nonutuka

a) PykoBogcTtBo nabopaTtopuy OOMKHO ONpefennTb U NOALEpXMBaTb Lenu U nonutukn (cm. 8.2),
KOTOpbIE:
1) yooBneTBopsoT NoTpebHoCcTAM 1 TpeboBaHuAM CBOVX NaLMeHTOB U MoNb3oBaTenen;
2) npuaepKuBaroTcd [MPUHLMNOB] NPUMEHEHMA Haanexallen npodpeccMoHanbHON NPakTUKK;
3) NpoBOAAT MccneoBaHuUs, COOTBETCTBYHOLLME MX HA3HAYEHMIO;
4) cOOTBETCTBYHT HACTOSALLEMY CTaHOAPTY.
b) Llenn gomkHbl BbITh N3MEPUMBLIMW U COTMacoBaHHbIMK ¢ nonuTukamu. Jlaboparopus gomkHa obe-
CNeYynTb peany3aunio Lenen 1 NonuTUK Ha BCEX YPOBHAX opraHu3aumn nabopartopum.
c) PykoBoacTeo nabopatopuy gomkHO obecneunts nogaepKaHue LUenoCTHOCTM CUCTEMbl MEHEIKMEH-
Ta Npy NNaHUPOBaHWN N BHEOPEHUN U3MEHEHWNA.
d) abopatopus gomkHa onpegenuTe MHOUKATOPbl Ka4ecTBa ANS OLUEHKW XapakTepUCTHK Mo BCEM KITio-
YeBbIM acnekTam NpPoLeccoB nepea vccrnegoBaHMeM, NpoLeccoB UCCNeaoBaHuA M NPOLEeCCOB Nocne uccne-
[0BaHMWs, a Takke Ona MOHUTOPUHIA XapakTepMCTUK B CpaBHEHWM ¢ Lensamu (cm. 8.8.2).

I pmmevyaHne — Tunol WHOWKaTOpOB Ka4yeCTBa BKIMKYalOT KONMYEeCTBO HENPUEMNEeMbIX np06 Mo OTHOLUEHWH K
Konn4ecTByY NonyvyeHHbIX, KONM4YeCTBO owmnbok Nnpwv perncTpauumn n/unn nony4eHuu 06p83LI,OB, nnn 1 To U gpyroe, Konun4ye-
CTBO UCNpaBneHHbIX OTYETORB O pe3dynbraTtax, CTeneHb JOCTMXEHUA YCTaHOBNEHHBLIX CDOKOB BbINONMHEHUA (TAT).

5.6 YnpaBneHue puckaMmm

Ei) PyKOBO,EICTE!O naGopaTopMM AOJIKHO YCTaHOBWUTb, BHEOPWUTL WM NOOAEPXUBATL B pa60‘+em COCTOAHNNK
npouecchl, HanpaeneHHble Ha BbIABNEHNE PUCKOB NPUYMHEHWNA Bpeda nauyneHTam U BOIMOXHOCTU ONA yry4d-
LIEeHWIA npK1 oKasaHun MeOULIMHCKOW MOMOLLW NauneHTaMm, CBs3aHHbIe C UCCNeoBaHusaMU K ,D,pyroﬂ aeartenb-
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HOCTblo nabopartopun, pa3pabaTeiBaThk MEPbI, HAMPaBNEHHbIE KaK Ha YCTPaHeHWe PUCKOB, Tak U Ha peanuaa-
LMI0 BO3MOXHOCTEN ANs ynydweHun (cm. 8.5).

b) PykoBoauTens nabopatopuu fomkeH obecneunTs OLEeHKY pe3ynsTaTMBHOCTU 3TUX MPOLECCOB U BHe-
CeHWe B HUX U3MEeHEeHW, ecnv OyaeT yCTaHOBMEHO, YTO OHW He ABNSAKTCS pe3ynbTaTUBHEIMU.

MpumeyvaHune 1—WMCO 22367 cogepxuT NogpobHYK MHPOPMaLMIO MO YNpaBneHuio pUckaMm B MeaWNLUHCKUX
nabopaTtopusix.

Mpumeuanune 2—KMCO 35001 cogepxut nogpobHyo MHopMaLMo No ynpasneHuo BuonornyeckumMmy pucka-
Mu B nabopaTtopun.

6 TpeboBaHuA K pecypcam

6.1 O6wue cBeaeHUn

J'IaGopaTopMﬂ OOIKHa pacnonarate nepcoHanom, noMeleHnsaMu, oGopy,qosaHmeM, peareHtTamMmu, pac-
XOOHBIMK Matepunanamun n sCnoMoratTenbHbIMA Cﬂy}KﬁaMM, HeobXxo4QUMbIMK A5 BLINONMHEHUS CBOEN AeaTerb-
HOCTU U yrnpaBrieHns.

6.2 MNMepcoHan

6.2.1 O6wuKe cBegeHUnA

a) IlaBopaTtopusa QoMKHA MMeTb BO3MOXHOCTL 06pallartbCcs K JOCTaTOYHOMY YMCIY KOMMETEeHTHbIX COo-
TPYOHWKOB ONS OCYLIECTBNEHWUS CBOEM AeaTenbHOCTH.

b) Becb nepcoHan naGopaTopun, BHYTPEHHWIA UMW BHELLHWUIA, KOTOPbIA MOXET NOBMUATL Ha AeATeNb-
HOCTb nabopaTopun, OOMXKEeH AeNCTBOBaTL BecnpucTpacTHo, ¢ cobnioaeHneM 3TUYECKUX HOpM, BbiTh KoMMe-
TEHTHbIM W paboTaTk B COOTBETCTBUM C CUCTEMON MeHeMKMeHTa nabopaTopum.

Mpumeuvuanue — NCO/TC 22583 cogepxuT pekoMmeHOauWM ANa KypaTopoB W onepaTopos obopynoBaHua Ans
nccnenoBaHuii No MeCTY HaXOoXOeHWA NauMeHTOB.

c) NabopaTtopws gomkHa MHOpPMMpoBaTh NepcoHan nabopaTopyMy 0 BaXHOCTW Y4OBNETBOPEHUs Mo-
TpebHocTel n TpeboBaHMin Nonb3oBaTenen, a Takke TpeboBaHWA HacToALWEero cTtaHgapTa.

d) NabopaTtopmsa gormKkHa MMEeTb NPOrpaMMy 03HaKOMITEHWS MepcoHana C opraHv3auuen, nogpasgerne-
HWEM UMW OTAENOoM, B KOTOPOM COTPYAHWK ByneT paboTaTth, NONOXEHUAMMW W YCITIOBUAMKW Tpyaa, NoMeLLeHus-
MU Ons nepcoHana, TpeboBaHus MU oXpaHbl Tpyda 1 TexHUkM Ge3onacHocTu, cnyx6oi oxpaHbl 340p0oBbLA HA
npou3BoACTBE.

6.2.2 TpeboBaHWA K KOMNETEHTHOCTH

a) NabopaTtopwa gomkHa onpedenuTe TpeboBaHMA K KOMNETEHTHOCTU NS KaX40oW PyHKLUN, BIUSOLLEN
Ha pe3ynbTaTthl geaTtensHocTy nabopaTtopuu, BKMoyasa Tpeboeanua kK obpasosaHuio, kBanudvkauum, obydye-
HUWIO, NEePenoAroToBKe, TEXHWYECKUM 3HaHUSM, HaBbiKaM U OnbITY.

b) NabopaTtopua gomkHa obecne4nThb, YTOOLI Becb NepcoHan obnagan koMneTeHunen Ansa BbINOMHEHUS
AeAaTtenbHocTW nabopaTopun, 3a KOTOPYH OHWU HECYT OTBETCTBEHHOCTb.

c) NNaGopartopua gomkHa MMeTb NPoLect KOHTPONsS KOMMETEHTHOCTW CBOEIo NepcoHana, KoTopblf BKIO-
YyaeT TpeboBaHUA B OTHOLUEHUW MNEPUOLMYHOCTU OLIEHKU KOMMNETEHTHOCTMW.

d) aBopatopusa gomkHa pacnonaraTe AOKYMEHTUPOBaHHOW MHGOpMaL e, NoATBEpKAaloLWwen Komne-
TEHTHOCTbL ee nepcoHana.

MpumeuvaHue — K npumepam MeTOOOB OLEHKM KOMMNETEHTHOCTM, KOTOPbLIE MOXHO MCMOMbL30BaTh B NMbom
COYEeTaHUK, OTHOCATCA:

- HenocpeacTBeHHoe HabnwgeHne 3a AeATENBHOCTLIO;

- KOHTPOINb 3a 3anvcAMU 1 NPenCcTaBNeHWeM PEe3yNLTATOB UCCNe0BaHWi;

- paccMoTpeHve pabouunx sanucen;

- OLleHKa HaBbIKOB peLleHus npobnem;

- UCCNenoBaHWe crewuunarnsHO NpegocTaeneHHblix 0bpa3uoe, HanpuMmep Npob paHee MCCNeqoBaHHLIX MaTepuanoB
MexnabopaTopHOro CrivyeHns unu Yacter npobel.

6.2.3 NonHomMouusn

NaBopaTtopusa ynonHoMOYMBAET NEepCcoHan OCYLLEecTBNAThL KOHKPETHYH nabopaTopHy AeATENbHOCTb,
BKIOYAA, HO HE OrpaHM4YMBasiCh 3TUM:

a) Bblbop, pa3paboTKy, MogudmnkKaumo, Banugaunto U BepudrKaLmMio MeETOLOB;

b) paccmoTpeHwue, Bblgady v NpeacTaBneHne pesynsraTos;
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C) Mcnonb3oBaHWe NnabopaTopHbIX MH(POPMALUOHHBIX CUCTEM, B YACTHOCTM AOCTYNa K AaHHbIM W WH-
dopmaumn o nauMeHTe, BBoAa AaHHbIX O NauMeHTe, pe3ynbLTatoB UCCNeA0BaHUn, U3MEHEHUA AaHHbIX O na-
LUMEeHTe UMW pesynsTaToB MccnegoBaHum.

6.2.4 HenpepbiBHOe 0Bpa3oBaHWe U NOBLIWEeHWe KBanudpukauum

MepcoHany, yyacTByHOLLEMY B YNpaBneH4YeCcknX U TEXHUYECKMX NpoLeccax, AoMKHa ObITe 4OCTYNHA Npo-
rpamMmma HenpepbliBHOro obpasoBaHus. Beck nepcoHan SOMmKeH y4acTBOBaTh B HENpepsIBHOM 06pa3oBaHum 1
perynsapHoM noBbIWEHUK KBanuuKkaLnmm unn apyrux Bujax 4esaTenbHOCTU, CBA3aHHbIX ¢ npodeccunen. Npu-
rogHOCTb NPOrpamMm U MeponpuaTUA JOMMKHA NepUogMYEeCcKn nepecmaTpuBaThLes.

6.2.5 [lokyMeHThLI KagpoBOro y4yeTa

NabopaTtopusa gomKkHa UMeTb NpoLeaypbl Y XPaHUTb 3anucK:

a) onsa onpegeneHnsa TpeboBaHUI K KOMNETEHTHOCTU, YKka3aHHbIX B 6.2.2 a);

b) onucanust gomKHOCTEN;

C) NOArOTOBKM M NEPEnoaroToOBKA Kagpos;

d) yTBepxaeHust nepcoHana;

€) oTCneXxnBaHWsl KOMMETEHTHOCTKU NepcoHana.

6.3 NomeweHUA U YCNOBUA OKpYXalolwen cpedbl

6.3.1 O6wime cBegeHus

MomelLeHnss U YyCrNoBUS OKPYXKatoWwen cpefbl OOMKHbl ObiTb NPUIOAHBIMKW AN AeATenbHOoCcTM nabopa-
TOPUW W HE AOMKHbI HEraTUBHO BMWATL HA AOCTOBEPHOCTL Pe3ynbTaToB MM 6e30MacHOCTY NauWMeHToB, no-
ceTuTenen, nonb3oeartenei nabopaTopHeIX pe3ynsTaToB U nepcoHana. OHWM JOMKHbBI BKIOYATL NOMELLEHUS,
CBsi3aHHbIE C NpoLeccamu nepes UccneaoBaHMsaMI M MIOWaak, OTNMYHbIE OT OCHOBHbLIX NTaGopaTopHbIX Mo-
MeLLleHMA, Ha KOTOPbLIX MPOBOAATCA MCCNEeqOBaHKA, BKIOYAs UCCNeA0BaHKUs N0 MECTY HaXoXKAeHUs nauneHTa.

TpeboBaHWs K MOMELLEHWAM W YCIOBUSIM OKpY»Kalow el cpelbl, Heo6xogMMbIM A8 OCYLLECTBNEHNUs ae-
ATenbHOCTW nabopaTopuK, OOMKHbI ObiTh ONMpeaeneHbl, UX BbINONMHEHWE AOIMKHO KOHTPONMpPOBaThbCHa U pe-
3yNbTaTthl KOHTPOMS OOSMKHBI PErMCTPUPOBATHLCA.

MpumevaHnue 1—WKCO 15190 cogepxuT nogpobHy0 MHAOPMAaLUIO O MOMELLEHWUSX U YCNOBUSIX OKPY>KatoLLEn
cpedbl.

MpumeyaHue 2— YcnoBus OKpyXKatowwe cpedbl, KOTOpPbIE MOTYT OTPULETENBHO NOBMNUATE HA AOCTOBEPHOCTL
pe3ynbTaToB, BKIKYAKT Kak MUHUMYM CnyyariHoe nonagaHue aMmnnndukara HyKnenHoBbIX KUCIOT, MUKpOBHOe 3arpsisHe-
HWe, Nbifb, 3NeKTPOMarH1THbIE MOMEXM, N3NyYeHWne, YCIOBUS OCBELLIeHWS, BNaXKHOCTb, aMeKTpocHabxeHne, Temnepartypy,
3BYK 1 BUBpauuio.

6.3.2 KoHTponb 3a noMeweHusaMu

Cpencrtea KOHTPONs 3a NMOMELLEHUAMMN OOMKHbI BHEAPATLCS, PErMcTpPMpPOBaThCH, KOHTPONMpOBaThCS,
nepuoanyYecKn nepecmaTpuBaTbCs U AOMKHbI BKAKYAT!

a) KOHTpONUpYeMbIA 4OCTYN, C y4eToM 6e30MacHOCTH, KOHDUAEHUMANbHOCTH, KadecTBa u obecneyeHus
3alMTbl MegULIMHCKOW MHopMaLnMM 1 0Bpas3L0oB NayMeHToB.;

b) npegoTBpalleHve KOHTaMUHaUMK, MHTepdepeHuMn unu HebnaronpusaTHOro BO3OEWCTBMA Ha ges-
TeNnbLHOCTEL NabopaTopum, KOTOPoe MOXET ObiTh BbI3BAHO NCTOYHUKAMU SHEPTUW, OCBELUEHUEM, BEHTUMSALMEN,
LWYyMOM, BOOOCHaOXeHNEM W yTUNM3aLMeR OTXOL0B;

C) NpegoTBpalleHne NepekpecTHOW KOHTaMWHaLWKM, Korga npouenypbl MCCNeaoBaHWs CBA3aHbl C pu-
CKOM ee BO3HWKHOBEHWSA UMK KOrga HeaocTaToOYMHOCTh pasrpaHudeHunst npoueayp MOXET NOBMUATE Ha pe3ylb-
TaT paboThl;

d) npefocTaBneHve cpeacTB U yCTPOMCTB Be30nacHoCTy, rae 370 NPYMEHVMO, U PerynsipHy NpoBepKy
MX PYHKLMOHMPOBAHKS;

Mpumep — PyHKUUOHUPOBaHUE cucmeM agapuliHol pa3b/IoKUPOEKU, 8HymMpeHHel ced3U U cU2Hamu3a-
Yuu 8 xonoduibHbLIX MOMEeWeHUsIX U MOPO3UbHbIX KamMepax, docmynHOCMb aeapuliHbix dyuieebiX KabuH,
ycmpolicme Ons NpoMbigaHuUs 2n1a3 u peaHuMayuu.

€) noaaepxaHue nabopaTopHoro noMeLleHusa B pabodyemM 1 HafeXXHOM COCTOSIHUM.

6.3.3 Cknaackue nomelleHus

a) OomkHo ObiTb NpegycMOTPeHO MEeCcTO AN XpaHeHWst ¢ cobniogeHnem ycrnosui, obecnedmnsaiowmx
HEW3MEHHYI0 LernocTHOCTbL 0bpa3uoB, 0bopyaoBaHusl, peareHTOB, pacxogHbiX Matepuanos, OOKYMEHTOB W
3anucen.
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b) OBpa3subl nauneHToB U Matepuansl, UCNOMNb3yeMble B NPOLECCe UCCNEeaoBaHWs, OMKHbI XPaHUTLCSH
Takum obpasoM, 4Tobbl NPefoTBPaTUThL NEPEKPECTHYH KOHTAMUHALMIO 1 NMOBPEXOEHUE.

c) MomelleHna Ana XxpaHeHUs W yOaneHua onacHbIX MarepuarnoB U BUONOrMYecknx oTX0O0B OOIMKHbI
COOTBETCTBOBATL Knaccudrkaunum maTtepyanos B paMkax Nnobblx 3aKoHOOATENbHbIX UM HOPMaTUBHbLIX Tpe-
BoBaHu.

6.3.4 NomeweHna gna nepcoHana

HomxeH ObiTb 0becnedeH HagnexalwMin 4OCTYN K TyarneTHbIM KOMHaTaM M UCTOMHUKaM NUTLEBOW BOAbI,
a Takke K NoMeLleHWsIM ONs XpaHeHWA CPeacTB MHAWBMAYANbHOW 3alMThl U OOeXabl.

CnenyeT NpegocTaBUTL MOMELLEHUS, B KOTOPLIX NepcoHan Mor 6kl NpoBOAWTL BCTPEYW, CMOKOMHO 3a-
HMMaTbCA camoobpazoBaHMEM UMK OTAbIXaTb.

6.3.5 NMomeweHna gna B3ATMA ob6pasuoB

MNoMelleHnsa Onsa B3ATUA 00pasLoB AOMMKHbI:

a) obecnevynTb BO3MOXHOCTb MPOBOAMTL B3siTME 0OpasLoB TakMm obpas3om, 4Tobbl 3TO He NPMBOLNIIO K
aHHYNUPOBAHWIO Pe3ynbTaToB UMW He 0Ka3biBaro HEraTMBHOIO BMWSIHWUS HA KA4YeCTBO MCCNeqoBaHUi;

b) yunTeIBaTE KOHUOEHUMANBHOCTL, KOMMOPT U NoTpebHOCTM NauMeHTOB (HanpuMep, Hanuyve Tya-
NeTHBIX KOMHAT A8 N4en ¢ orpaHUYeHHbIMU BO3MOXHOCTAMMK U AOCTYN B HUX), pa3MelleHne conpoBoxaa-
FOLUUX NWL, (HanpuMep, oneKkyHa unu nepeBodyvka) BO BpeMs npouenyp B3siTusi 06pasLos;

c) obecneqnTb OTAEMNbHbBIE 30HbI NMPUEMa NauueHToB 1 B3ATUA Npob;

d) meTb MaTepuansl 4ns OKasaHWs NepBoi NOMOLLM Kak AN NauneHToB, Tak U ANs nepcoHana.

Mpumeuvanue— WCO 20658 cogepxuTt nogpobHy MHGOpMaUuio 0 NOMELLEHUAX ANs B3aTuaA npoo.

6.4 O6opynoBaHue

6.4.1 O6wme nonoxeHun

B nabopaTtopun OoMmKHbBI DbITE NPeAyCMOTPEeHbl npouegypbl Beibopa, 3aKymnky, YCTaHOBKWM W 3anycka
060opynoBaHKs, BHIMOMHEHUS MPUEMOUYHBIX WUCMBITAHWA (BKMOYas KpUTEpUU NpueMnemMocTu), obpalleHus c
obopygoBaHWeM, ero TPaHCMOPTUPOBKU, XPaHEHWS, UCMOMNB30BaHUS, TEXHWYEeCKoro 0BCcnyKuBaHUsa U BbIBOAA
M3 aKcnnyataumn ons obecrnedeHus ero Hagnexalwlero oyHKUMOHUPOBaHWSA, NpegoTBpalLeHns KOHTamMmuHa-
LMK 1 NOBPEXOEHNNA.

MpumeuyaHue — JlabopatopHoe oGopyaOBaHWE BKMKYaET annapaTypy M nporpammHoe obecrneveHue npu-
BopoB, cucTEMBI M3MEPEHNA, NaBopaTopHble MHPOPMALMOHHBIE CUCTEMBI UK NMoBoe apyroe obopyaoBaHne, OKasbiBato-
Lee BNUAHWE Ha pe3ynbTaThl 4esTenbHOCTY NabopaTopuu, BKNDYAas CUCTEMbI TPaHCMOPTMPOBKW 06pa3sLoB.

6.4.2 TpeboraHuA K obopyaoBaHUIO

a) NabopaTtopusi OMKHA MMETb AOCTYN K o6opynoBaHMio, HEOBXOOMMOMY A5 KOPPEKTHOIo OCYLLEecT-
BneHus AesTenbLHOCTK nabopaTopumn.

b) Ecrnvn obopynoBaHue ncnonb3yeTtcs nabopaTtopuein BHe NOCTOAHHOIO KOHTPOMSA UK (OyHKLUOHAMb-
Hbix TpeboBaHWin NpoU3BOAUTENS, PYKOBOACTBO NabopaTtopun omkHo obecneynTs BoinonHeHne TpeboBaHui
HacTosllLero cTaHaapTa.

c) Kaxgblid anemMeHT 0BopyaoBaHWs, KOTOPbLIA MOXET MOBMUATE HA AeATenbHOCTE Nnabopatopum, 4on-
XKEH UMETb YHUKaTNbHYIO MapKMpPOBKY UMW APYron WOEHTUMKUKATOP M BHECEH B PEECTP.

d) NaBopaTtopusi fomkHa npoBogMTb obcnyxkuBaHue U 3ameHy obopygoBaHust No mepe HeobxoguMocTH
ansi obecnevyeHns Ka4ecTea pesynbTaToB UCCNenoBaHuiA.

6.4.3 Mopapok npueMKu o6opynoBaHus

NaGopaTtopus gomkHa ybeautecs, YTo 06opyLoBaHWe COOTBETCTBYET YCTAHOBMNEHHBIM KPUTEPUSIM MpU-
eMMNemMocTH, npexaie Yem oHo ByaeT BBEAEHO UMW BO3BPALLEHO B IKCMNyaTaluio.

O6opynoBaHue, Ucnofb3yemMoe ANs U3MepeHus, 4omkHo obecrnedvBaTtb NMB0 NpaBUNbHOCTL M3Mepe-
HWUs, NBo HeonpedeneHHoCTe 3amepeHus, NMbo 1 To 1 gpyroe, Heobxogumoe MR NoNyYeHWst JOCTOBEPHOro
pesynbTrata (nogpobHocty cm. B 7.3.3 1 7.3.4).

MpumMmeyaHue 1 — [aHHoe TpeboBaHWe TakKke OTHOCUTCHA K 0DOpPYOOBaHWMK, KOTOPOE MPenocTaBnAeTcs Ha
Bpems [Ha npaBax apeHbl, B3alMbl, Mo ccye U T. 4.] TMbo Mcnonb3yeTcs B MECTaX OKa3aHWs MEQULWHCKOW NOMOLLM UMK
B MOBUNBHBIX NabopaTtopuax.

MpumeyvyaHue 2— Bepudukaunsa npuemneMocTi NpMeMOoHHbIX UCMNbITaHWA 06opyaoBaHWA MOXET NPOBOANTE-
CHl Ha OCHOBaHWM KannbpoBOYHOro cepTudmkaTa Bo3BpalleHHoro obopynoBaHus.
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6.4.4 NHcTpyKkuua no akcnnyaTtauum obopygoBaHus

a) NNabopatopua gomkHa MMeTb COOTBETCTBYIOLWKWE Mepbl MO NMpeoTBpaLleHno HenpegHaMepeHHbIX
perynvpoBok obopyaoBaHWA, KOTOpbIe MOTYT MPUBECTU K MPU3HAHWKD pe3ynkTaToB HeAeACTBUTENbHBIMU.

b) 3kcnnyatauus obopynoBaHWA OOMKHA BbIMNOMHATLCA ODYYEHHLIM, YMONMHOMOYEHHEIM U KOMMETEHT-
HbIM MepcoHanomM.

c) WMHctpykumm no akcnnyaTaumym obopynoBaHWs, B TOM 4YMChie NpegocTaBnsiemMble W3roTOBUTENEM,
OOKHbI ObITb NErko 4OCTYMHbI.

d) OBopynoBaHue QOMKHO MCMOMb30BaTLCA B COOTBETCTBUWN C YKa3aHWAMW WU3TOTOBUTENS, €Crii UHOW
cnocob He BeIN BanuagupoBaH nabopatopuer (cm. 7.3.3).

6.4.5 TexHn4yeckoe obcnyKMBaHUe U peMOHT o6opyaoBaHUsA

a) NabopaTopus 4OMKHA UMEeTb NMporpaMmbl NpodunakTudeckoro obcnyxmueaHus nNpubOpPOB, COCTaB-
rneHHble Ha OCHOBaHWKM pekoMeHaaunn nponssoguTens. OTKNOHEHWs OT rpaPKoB UMK MHCTPYKLWIA N3roTOBU-
TEens AOMXHblI PErMCTPUPOBATLCH.

b) O6opynoBaHme QoMMKHO nogaepxusatecs B 6esonacHom paboyvem coctosiHi., OHO OOMMKHO BKIHO-
yaTb anekTpobe3onacHOCTL, UCNPaBHOE COCTOsIHME MoDbIX YCTPOWNCTB aBapuUHOIO OTKITYeHUs W Bezonac-
Hoe obpallleHre C onacHBIMKU MaTepuanamMu, a Takke Ux yTUnu3auu yrnoHOMOYEHHbLIM NMepCoHanom.

c) HeucnpaeHoe unu He COOTBETCTBYHOLLEE YCTAaHOBMEHHbIM TpeboeaHuaM obopygoBaHWE OOMKHO
ObITb BbIBEAEHO M3 AKCNnyaTauun. Ha Hem gomkHa ObiTb YeTkas MapkupoBKa MM OTMETKAa O TOM, YTO OHO He
MCMONb3YeTCcA 40 TEX NOp, NOKa KOPPEKTHOCTL ero paboTel He byaeT BepucuymposaHa. JllabopaTtopus gonxHa
nccneqoBath BNMAHWE AedekTa unm OTKNOHEHWS OT YCTaHOBMeHHbIX TpeboBaHui, a Takke MHULMUPOBaTL CO-
OTBETCTBYHOLL YO NpoLenypy npu nx obHapyxeHuu (cm. 7.5).

d) Korga ato npumeHumo, nabopaTtopusa gomxkHa obeszapasnTs obopygoBaHue nepes TEXHUYECKUM 0b-
CNy>XMBaHWEM, PEMOHTOM UIMW BLIBOAOM W3 3KCMnyaTauum, obecneunmTb NoaXoasLee NOMELLEHE O PEMOH-
Ta U NpenocTaBUTb COOTBETCTBYHOLLME CpeAcTBa MHOAMBUAYAINbLHOW 3alUMThl ANS nepcoHana.

6.4.6 M3BeweHne o HeONaroNnpUATHOM COBLITUN

HebnaronpusatHble coBbITUA K MPOUCLUECTBUSA, KOTOPbIE MOTYT OblTh HEMOCPEACTBEHHO CBA3aHbI C Onpe-
OeneHHbIM 000pyaoBaHUEM, OOIMKHBLI paccrnefoBaThes, U 0 HUX HeobxoguMo cooblwaTts nmbo npomnasoguTe-
nwo, Nnbo nocTasLLMky, NMbo obonm BMeCTe, a TaKke, B cnydyae HeobBXOAMMOCTH, COOTBETCTBYHLMM OpraHam
BMacTu.

NaBopaTtopus JOMKHA UMETL NpoLeaypbl pearmpoBaHns Ha NBoR OT3bIB U gpyrue yBegoMMeHUs npo-
M3BOOUTENSA, a TakKe npoLenypbl NPUHATUS Mep, PEKOMEHO0BaHHbLIX NPOM3BOAUTEMNEM.

6.4.7 3anucu no o6opygoBaHUIO

3anuvcu JomKHbI BECTUCH MO KAXO0MY 3rneMeHTy 0bopynoBaHWs, BNUSAKOLWEMY Ha pe3ynsTaThl AesTenb-
HocTu nabopatopuu.

3anuvcu JomKHbI BKOYATE cnegyllee, Koraa 310 NpUMMeEHUMO:

a) cBeAeHus 0 NPOM3BOOMTENE M NOCTaBLLMKe, a TakkKe AOCTAaTOYHYH MHOPMaUUIo NS YHUKaNbHOW
noeHTUdUKaLMKM Kaxxgoro anemeHTa obopynoBaHus, BKYas nporpammHoe obecnederue (MO) n BCTpoeH-
Hoe MO;

b) oaTel nonyyYeHUs, NPUEMOYHBIX UCMLITAHUA M BBOAA B SKCMMNyaTauuio;

C) mookasaTenbcTBa TOro, YTto 0bopynoBaHME COOTBETCTBYET YCTAHOBMEHHLIM KPUTEPUAM NMpUeMnemo-
CTU;

d) Tekyllee MecTOMNoMOKeHWE;

€) COCTOsIHWE NpW Nony4eHun (Hanpumep, HoBoe, ObiBLLee B ynoTpebneHun iy BoccTaHoBNeHHoe 06o-
pygoBaHue);

f) MHCTPYKUMM Npou3BOAUTENS;

g) nnaH npodunakTuyeckoro obcnyXMBaHus;

h) nobbie MeponpusaTMA N0 TEXHUYECKOMY OBCMYXUBaHWIO, BbINOMHAEeMble nabopatopuen unu ogo-
OpeHHbIe BHELHWM NOCTaBLMKOM YCIYT;

i) NoBpexaeHWs, HeUCNpaBHOCTH, MOOU(UKALMIO UMM PEMOHT 000pyaOBaHNS;

j) 3anvck o paboTe 0bOpyaOBaHWS, TakMe Kak OTYeTbl UK cepTudmKaThl 0 KanmbpoBKe UK NPOBEpKe,
MM 1 TO W Opyroe, BKNYasa 0aTkl, BPEMS M Pe3ynbTaThi;

k) ctatyc obopygoBaHus (HanpumMmep, akTUBHOE UMW HaxoOsLeecs B 3KCNnyaTauun, BelBeAeHHOE U3
3KcnnyaraumMn, NOMeLLEHHOEe B KApaHTWH, BbIBEAEHHOE W3 3KCNnyaTaunum unu ycrapesLUee).

3TK 3anucK JOMKHbI XPaHUTBCSA M ObITb NTErKOQOCTYMHbI B TEYEHWEe CPoKa Cryx0Obl 060pyaoBaHUs UK
[Jonblue, Kak ykasaHo B 8.4.3.
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6.5 KanubpoBka oGopygoBaHusa M MeTponorMyeckas nNpocneXxmBaeMocTb

6.5.1 O6wme nonoxeHun

NaGopaTtopus gommkHa onpegennTb TpeboBaHWsA K KanubpoBKe U NPOCNEXNBAaeMOCTM, AOCTaTOYHbIe ANs
nocnefoBaTenbHOro NpeacTaBneHus pe3ynsTaToB CCNef0oBaHMiA BO BpeMeHU. [1Ns KoNM4YecTBEHHOIO MeTo4a
nccnedoBaHnsa U3MepsaeMoro BellecTea cneundukauma gonkHa BrknoyaTe TpeboBaHnsa K kKanubpoBke U Me-
TPONOrM4eCcKon NpocneXmueaeMocT. Ona KayecTBeHHbIX U KONMMYecTBEHHbIX METOLOB, KOTOPble OLEHWBAOT
XapaKTepUCTMKK, 8 HE OTAENbHbIE aHanM3npyemMble BEeLecTBa, cneundukaunm 4OMxHbl BKNoYaTe oueH1Bae-
MY XapaKTepucTurKy, a Takke TpeboBaHus, KOTopkle HeobxoanMbl NS BOCNPOWM3BOAMMOCTY Pe3ynsTaToB BO
BPEMEHN.

MpumevyaHue — NprMepbl KAYECTBEHHBIX U KONMMYECTBEHHLIX METOAOR, KOTOPLIE HE MOTYT 0BecneunTs METPO-
MNOrMYECKyH NPOCNEXNBAEMOCTb, BKNIOYAIOT OBHapyeHWe aHTUTeN K apuUTpoLMTaM, OLUEHKY YYBCTBUTENBHOCTU K aHTU-
BuoTukam, reHeTMHECKOE TECTUPOBAHWE, CKOPOCTb OCEAaHWNA 3PUTPOLMTOB, OKPaLLMBaHWE NPU NPOTOYHON LIMTOMETPHM U
UMMYHOTUCTOXMMUYECKOe OKpalumMBaHue onyxonu HERZ.

6.5.2 KanubpoBka obopygoBaHusA

NaGopaTtopus AoMmKHA UMETb Npoueaypbl kanvbpoBku oBopyaoBaHMs, KOTOPbLIE MPAMO MW KOCBEHHO
BMWAKOT Ha pe3ynbTaTthbl MCcrnefoBaHus. B npouegypax 4OMmKHbI OblTh YKasaHbl:

a) yCNoBWsi MCNONb30BaHUA Y MHCTPYKLIMWA M3roTOBMTENS MO KannbpoBke;

b) yueT MeTponoruyeckon NpocnexnsaemocTu;

c) Bepudukauma TpebyeMoin TOUHOCTU M3MepeHus U OYHKUMOHMPOBAHUS CUCTEMbI U3MEpPEeHUs Yepes
onpefeneHHble NPOMEXYTKA BPEMEHM,

d) peructpauus ctaTyca KannbpoBKM U gaThl NOBTOPHON KannubpoBku;

e) obHoBNEeHWe 1 perucTpauuns akTopoB KOPPEKLMW NpW NOBTOPHOW KannbpoBKe B cny4ae ux UCnomnb-
30BaHuUs;

f) ycTpaHeHwe cuTyaunia, korga kanubpoBka Morna BbIATHU U2-NoL KOHTPOMS, Ans MUHUMU3ALUM pUCKa
ans paboTel nabopaTtopHoro cepeuca M NaLUEHTOB.

6.5.3 MeTponoru4yeckas npocrneXxXnBaeMoCcTb U3MepsieMbiX pe3ynLTaToB

a) llabopaTopua QoMmKHA YCTaHOBUTL M NOALEPXKUBaATL METPONOTMYECKYID NPOCMEXMBAEMOCTE Pe3ynb-
TaTOB CBOMX M3MEPEHWUI C MOMOLLbID AOKYMEHTUPOBAHHOW HENPEPBIBHOW LEnoYku KannmbpoBoK, Kaaan u3
KOTOPbIX BHOCWUT CBOW BKaf B HEONPeaeneHHOCTb M3MEPEHWIA, CBA3bIBAsS UX C COOTBETCTBYIOLLMM pedepeHT-
HbIM MaTepuanom.

MpumedaHue — VHgpopmMauns o0 METPOMNOTMYECKOKM NPOCNEXMBAEMOCTU 00 pedepPeHTHLIX MaTepuarnos Wi
pethepeHTHOM MEeTOAMKM Bornee BbICOKOTO YPOBHS MOXET BbiTb NpedocTaBneHa NpoM3BoaMTeNeM aHanuTUYeckKon cucte-
Mbl. Takas JoKyMeHTauusa npuemMrema Tonbko B TOM Criydae, ecrni cMcTeMa NpoBepkn 1 Npoueaypbl KannbpoBKy U3roTo-
BUTEMNA UCMOML3YIOTCA 683 M3MEHEHWIA.

b) NaGopaTtopua gomkHa obecneynTs NPOCNEXMBAEMOCTb Pe3ynLTaToOB U3MepeHuid k MexayHapogHowm
cucteme egunHuy, (CH) ¢ nomowbio:
- KanMBpOoBKK, OCYLLECTBNAEMOR KOMNETEHTHON NabopaTopuei; unu

MpumevaHue 1 — Jlabopatopun, BLINONHAKLWME KanNnMBPOBKY, CHATAIOTCA KOMMNETEHTHBIMU ANA NpoBegeHWst
kanubpoBku, ecnu oHK oteevatoT TpebosaHuam MCO/M3IK 17025.

- CEePTUMULUPOBAHHBLIX 3HAYEHUMA UMW CepTUMULMPOBAHHOIO pedepeHTHOro Matepuana, nocraense-
MO0 KOMMEeTEHTHLIM U3rOTOBUTENEM C yKasaHHOW MeTponorMyeckoi npocnexmeaemoctbio k CU.

MpumevaHnune 2 — MarotoButenn pedepeHTHbIX Matepnanos, oTBevalwme Tpeboeatmam MCO 17034, cun-
TaKTCA KOMNETEHTHBIMMU.

MpumeuvaHue 33— CepTudurumpoBaHHblA pehepeHTHbIA MaTepuan, oTBedarwmin TpebosaHusam NCO 15194,
CYMTaEeTCA NPUEMNEMbIM.

c) B Tex cny4asix, Korga HeBO3MOXHO 06ecneynTb NPOCIexXMBaeMoCcTb B COOTBETCTBMM ¢ 6.5.3 a), Aomx-
Hbl NMPUMEHSITLCA ApYrie cpendcTea Ana obecnevyeHUs JOCTOBEPHOCTM PesynsTaToB, BKIOYasA, HO He orpaHu-
YMBaSCh CNenyLLNM:

- pesynbTaThl pedyepeHTHbIX Npoueayp M3MepeHns, YCTaHOBMNEHHbLIX MeTOA0B UM COIMacoBaHHLIX CTaH-
0apTOB, KOTOPLIE YeTKO ONUcaHbl U MPUHATE! Kak obecnednsaloLllne pesynstaTbl MU3MepeHui, NpurogHeie ans
MX MCMOMNbL30BaHMA MO Ha3HaYeHuo U oBecnevyeHHble COOTBETCTBYIOLMM CPaBHEHMEM;

- U3aMepeHue kanubpaTopa no Apyroi MeToauke.
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Mpumeyvyanue — MNCO 17511 npenoctaBnAeT AONONHUTENBHYIO MHOPMaLMIO O TOM, KaK ynpaBnisaTe KOMMOPOo-
MUCCaMU B METPOMNOrMYECKOH NMPOCNEXKUBAEMOCTM N3MEPAEMBIX BEMNYUH.

d) ,ElJ'IFl reHeTU4eCKMX WCCnegoBaHMn SOMmKHa BbITb yCTaHOBIeHa npocnexmnBaeMoCTb OTHOCUTEITbHO
perEDEHTHbIX reHeTU4eCcKMx nocrnenoBaTenbHOCTEeN.

e) ﬂ,ﬂﬂ Ka4eCTBEHHbIX MEeTOO0B NpOoCnexXmBaeMoCTb MOXET 6bITh npogeMoHCTPUpOBaHa nyTem TecTu-
poOBaHWA M3BECTHOINO Martepwvana unu npeguecTByLWNX 06paauoa, AOCTATOMHbIX ONA NOATBEPXOEHWUA MO-
crnefoBaTenbHOM V'I,EleHTVICbMKaLI,MM Wn, rge npuMeHMMo, MHTEHCHUBHOCTU peaKunn.

6.6 PeareHTbl M pacxogHble MaTepuansl

6.6.1 PeareHThbl U pacxogHble MaTepuansl. O6LMe NonoxeHUs
B naGopaTtopuu 4omkHbl BbITL NpeaycMOTPeHb! Npoueaypbl Beibopa, 3akynok, npuema, XpaHeHus!, npu-
€MOYHbIX MCTbITaHUI U yNpaBneHus 3anacamy peareHToB M pacXxofHblX MaTepuanos.

MpumeyaHue — PeareHTbl BKNIOYAOT BEWECTBA, NPOU3BOAUMBIE NMPOMLILLMEHHBIM CNOCOBOM WK NPOM3BO-
AviMble cunamMu nabopaTtopuu, pedepeHTHble MaTepuansl (kanMbpaTopbl U KOHTPOMBHLIE MaTepuarsl), NMTaTenbHble cpe-
Obl; pacxogHble MaTepuarnsbl, BKIYatoLMe HakoHEeYHUKK ANA NUNeToK, NpeaMeTHbIe CTeKNa, pacxofdHble MaTepuarns! Ans
TECTUPOBAHWA N0 MECTY HAXOXAEHUA NauneHTa u T. 4.

6.6.2 PeakTuBbI M pacxogHble maTtepuansi. [lpyuem n xpaHeHue

INaBopaTopua AOMKHa XpPaHWUTb peareHTbl U pacXOA4Hble MaTtepuarnsl B COOTBETCTBUWN CO crneungukaum-
MW NPOW3BOAKTENS, KOHTPONMMPOBaTh, rOe 3To He0OXo4UMO, YCINOBUS OKpPYKatLLeln cpeabi.

Ecnn nabopartopusa He ABNSETCA NPUHMMAIOLLEN OpraHn3aumnei, oHa JOMKHA yOOCTOBEPUTLCS, YTO NpU-
HUMAaloLLee yupexaeHWe pacnonaraeT HagnexalwMm BO3MOXHOCTAMKN ONS XpaHeHus u obpalleHns c maTe-
puanamu, 4Tobbl NPefoTBpaTUTL UX MOBPEXAEeHWE UMK MOpYY.

6.6.3 PeareHTbl M pacxogHble maTepuansbl. [lppemMoyHble UCNbITAHWA

Kaxoblil peareHT unu HoBas reHepauus QUarHoCTUYecKMX HabopoB C U3MEHEeHUAMU B peareHTax unu
npouenype, U1 HoBasi NapTust MW NOCTaBKa [OSMKHbI OblTh BEPUULMPOBaHLI B OTHOLEHWUN (hYHKLMOHANb-
HbIX XapaKTepUCTUK Nepes UCMonbL30BaHUEM ANS UCCMNeLOBaHNA UMK Nepe Belgadel pe3ynsTaTtos, B 3aBUCU-
MOCTK OT 0BCTOATENLCTB.

PacxofHble maTepuansl, KOTOpbIe MOTYT BNATEL HA KAYECTBO MCCIeq0BaHWA, AOMKHbBI ObITh BepuduLIn-
poOBaHbl B OTHOLUEHWU PYHKLMOHANBbHbLIX XapakTepUCTWK Nepes BBOAOM B 3KCMNyaTauui.

MpumeuvaHue 1 — CpaBHuTenbHble xapaktepucTvk BKK HOBBIX v npegbigylivx napTul peareHToB MOryT
ObITb MCNOMNBL30BaHbl B KAYECTBE 40KA3aTenbCTBa NpuemMnemoct (cm. 7.3.7.2). [Mpu cpaBHEHWW pasnuyHbIX NapTuiA pea-
reHTOB NpefnoYTeHve otaaeTca obpasuamM nauveHToB BO M3bexaHue npobnemM, CBA3aHHbIX C KOMMYTaTMBHOCTbIO MaTe-
puanoe ana BKK.

MpumevaHue 2—Bepudukauma mHorga moxeT 6a3MpoBaTbLCH Ha OCHOBaHUK cepTudMkaTa aHanuaa peareHTa.

6.6.4 PeareHTbl U pacxogHble MaTepuansl. YnpaBneHue 3anacamu

NabopaTtopusa gomkHa BBECTW CUCTEMY ynpasreHWsl 3anacaMmv peareHTOB M pacxXogHbIX MaTepuanos.
CucTtema ynpaBneHus 3anacamu OOMKHa OTAENUTb peareHThl U pacxodHble Matepuansl, KoTopble Bbinu npu-
HATBI K MCMONb30BaHUIO, OT TEX, KOTOPble He BbiNKM NpoBepeHbl U He BbINKU NPUHATBI K MCNOMNb30BAHMI.

6.6.5 PeareHTbl n pacxoaHble maTtepuansl. UHCTPYKLMK NO NpUMEHEHUI0

UHCTPYKUMA NO MPUMEHEHUIO peareHToOB W pacxofHblX Marepuanos, B TOM 4Yucne npefoctaBneHHble
npou3BoguTeneM, JOMKHbl BbiTk Nerko JocTynHel. PeareHTel U pacxodHele MaTepuansl AOMKHblI MCNOMb3o-
BaTbCHA B COOTBETCTBUM C MHCTPYKUMAMKU npounasoguTens. [1pyn ncnonb3oBaHun B Apyrx uenax cm. 7.3.3.

6.6.6 PeareHTbl M pacxogHble matepuansl. U3BeweHne o HeGnNaronpMATHOM COOLITUN

HebnaronpuaTHblie cOBbITUA U NPOUCLLECTBMUS, KOTOPbIE MOTYT BbITb HENOCPEACTBEHHO CBA3aHbI C ONpe-
OeneHHbIMW peareHTaMmm 1M pacxodHbIMU MaTepwanamu, OOIkHbl ObITb paccnedoBaHbl M coobleHbl Nnbo
npouseoguTento, Nnbo noctasBwmKy, NMMBo o6oMM BMecTe, a TakKe COOTBETCTBYIOLMM OpraHaMm BMAacTv Mo
Mepe HeobXo4MMOCTHU.

NabopaTtopusa gomkHa MMETL NpoUenypbl pearMpoBaHnsa Ha NoBor 0T3bIB U Apyriue yBeOOMIEHUs Npo-
M3BOOUTENA, a TakKe npouenypbl NPUHATUA Mep, peKoMeH40BaHHbIX MPOU3BoaUTENEM.

6.6.7 PeareHTbl M pacxogHble maTtepuansbl. 3anucu

B oTHOLWEHWW Kax[goro peareHTa W pacxofHOro Martepuana, KoTopele CrocoBCTRYOT NMPOBEAEHUIO UC-
cnefoBaHWi, JOMKHbI BECTUCE 3annCK. OTU 3anucy AOIMKHBI BKMOYATb Kak MUHUMYM CliedyoLee:

a) naeHTudurKaL Mo peareHTa UM pacxogHoro matepuana;
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b) Mchoprwame O npowu3soauTerne, BKINKYaA MHCTPYKUUK, Ha3BaHne N MHCTPYKUWKO MO NpUMeHeHnto, a
TaKXKe Kog napTtmyu nni Homep noTa;

C) 0aTty u ycnoeud nonyyeHnd, CpoK rogHoOCTy, Oaty Hadana Ncnonb3oBaHuA, 1, ecrnu HEOGXO,EIMMO, aary
npeKkpaweHnsa NCnorb3oBaHNA peareHTa Unm pacxogHoro matepuana,

d) 3anucu, noaTeepXxjaume nepBoHavYalbHYO U TEKYLLYHO NMPUEMKY peareHToB Ui pacxogHblX MmaTe-
pwanoB ons NCnosib3oBaHWA.

Ecnn naGopaTopMH MCNonb3yeT peareHTbl, NOArOTOBNEHHDbIE UMM YKOMMIEKTOBAHHbIE COBCTBEHHBIMK
Chnamu, 3anucK OOJMKHbl cogepXxatb, NOMUMO nepeqwcneHHoﬁ Bbille VIHCbOpMaLI,MI/I, cBegeHuAa 0 nnue unn
nuuax, Nnpon3BoavBLUKMX NMPUTOTOBINEHWE, a TakKKe OaTbl MPUroToOBNeHWA 1 CPOKa rogHOCTU.

6.7 CepBUCHbIe cornalweHun

6.7.1 CornaweHus ¢ nonb3oBaTenamMmu nabopatopumn

NabopaTtopusa gomkHa MMETb NPOLEAYPY 3aKMOYeHUs U NepuogMyeckoro nepecMoTpa CornalleHun o
npegocTaeneHuy nabopaTtopHbIX YCIyr.

Mpouenypa gomkHa obecneunBaTh cnegymoLlee:

a) TpeboBaHMA yKalaHbl Haanexalum obpasom;

b) nabopaTtopusa pacrnonaraet BO3MOXHOCTSIMWA U pecypcamu Ans BbINONHEHUS TpeboBaHWA;

c) korga npvMeHumo, nabopatopua MHOpPMUPYET Nonb3oBaTtend 06 onpegeneHHbIX 0eNCTBUAX, KOTO-
pble OOMMKHbI BbINMONHATLCHA BCOMOraTenbHbIMK NabopartopusmMm U KOHCYNbTaHTaMu.

MNonb3oBateny nabopaTopuu A0MXKHbl ObiTh NPONHAMOPMUPOBaHbLI O NMOOLIX U3MEHEHUAX B COrMalleHnu,
KOTOpbIE MOTYT MOBMUATE HA PE3ynsTaThl U3MEPEHMWHN.

3anuvcu o nepecMoTpax, BKNYasa Kakne-nubo cyLecTBEHHbIE M3MEHEHUS, JOMKHbI BbITe COXpaHEHHI.

6.7.2 CornaweHusa ¢ ucnonHutenamu AMHN

CornaweHunsa 06 obcnyxunsaHnm Mexay nabopaTopuei 1 ApyruMu nogpasfgeneHnaMu opraHnsaumm, nc-
nonb3ywLLMMK NogaepXuBaeMble nabopatopuen UCCNefoBaHUA Mo MECTY HaxOXAeHUs nauvMeHTa, JOKHbI
obecneunBaTth onpegeneHve obA3aHHOCTEN M NONTHOMOYMIA U JOBEAEHWe NX 00 CBeJeHWs BCeX 3anHTepeco-
BaHHbIX MKLL.

MpumeyaHune — CosgaHHble MHoronpodunbHele KomuteTel VMMHIT MoryT ucnone3oBaTbest 4N ynpaBneHus
TakUMW cornatlieHnsMu 0B okasaHWK YCryr, Kak OonvMcaHo B NPUMOXKeHUn A.

6.8 npOQYKLlVIH n ycnyru, npegocraegnaeMble BHEWWHUMM nNocTaBlWMKaMn

6.8.1 O6bwKMe nonoxeHus

NaGopaTtopus formxkHa ybeauTbes, YTo NPOAYKLMA W YCNyrK, NnpegocTaBnsiemMble BHEWHMMM NOCTaBLLu-
KaM¥ 1 BNUAKLME Ha ee AeATeNbHOCTh, ABMAKTCA NPUEMIeMbIMA, €CINU OHU:

a) npegHasHa4YaloTes AN BKIYeHWs B CODCTBEHHYIO AesTenbHOCTE nabopatopuu;

b) npefocTaBnsAlTCA, YAaCTUYHO MMM NOMHOCTLIO, HEMOCPEACTBEHHO Monb3oBaTtento nabopaTopumn kak
MPOLYKT OT BHELUHEro NOCTaBLUNKA;

C) OKa3bIBalT cOdelCTBUE OesaTensHocTH nabopaTtopun.

[ns BeInONHEHWs 3Toro TpeboBaHNA MoxeT NoTpeboBaTLCH COTPYAHWYECTBO C APYTMMKU OpPraHM3aumoH-
HBIMW CTPYKTYpPaMMn U pyHKLMAMMN.

MpumeyaHue — [laHHble ycriyrn BKNIOYAIOT, HANPUMEP, YCNyr No B3ATMIO 06pa3uoB, kanMbpoBKy MUMNEToK
1 gpyroro natopatopHoro obopygoBaHns, yernyri no TexHudeckomy obecny:KuBaHuio 0bopyqoBaHus 1 NOMELLEHWA, Npo-
rpammel BOK, BHelWHWe nabopaTopu U KOHCYNLTaHTOB.

6.8.2 BHewHue nabopaTtopru U KOHCYNbLTAHTLI

NaGopaTtopus gomkHa cooblaTtb o cBomx TpeboBaHMAX K BHEWHMM nabopaTtopusiM U KOHCYNbTaHTam,
npefocTaBnALLMM YCIYrv No UHTepnpeTaunn pesynsTaTtoB UCCIeLoBaHWA W BblAadye pekoMeHaaumm:

a) 4nsa npoueayp, UCCNeaoBaHni, OTYETOB M KOHCYMbTaLMiA, KOTOPble AOMKHbI OblTb NPeaoCcTaBneHbl;

b) ynpaBneHus KpuTUHECKMMU pe3ynsratamu;

c) nobon Tpebyemon kBanMukaLm nepcoHana v 4eMOoHCTPaLUny KOMNETEHTHOCTH.

Ecnn nHoe He ykazaHo B cornalleHny, Hanpaenstwowasa nabopatopus (a He BHelHue nabopaTopun) He-
CeT OTBETCTBEHHOCTb 3a T, YTOObI pe3yneTaT NCcCcregoBaHus, BbINMOMHEHHOMO BHeWwHe nabopaTtopuei, Bbin
npegocTaeneH nuuy, caenaswemMy 3anpoc.

JomxeH BECTUCh CMMCOK BCEX BHELHWX TabopaTopuil U KOHCYIBLTaHTOB.
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6.8.3 NMpoBepka n ogobpeHne BHEWHUX NOCTABLMKOB U yCnyr

NaBopaTtopusa gomkHa UMETb NPOLEAYPY U XPaHWUTb 3anucu:

a) Ansa onpegeneHuns, nepecMoTpa 1 yTeepxaeHust TpeboBaHU KO BCEM NPOOYKTaM M yCcrnyram oT BHeLU-
HWX NOCTaBLUMKOB;

b) onpeneneHusa kpuTepuer kBanudukauum, Boibopa, OLEHKU pe3ynsLTaToB 4eATeNbHOCTU U NepeoLeH-
KW BHELUHWX NOCTaBLLMKOB;

C) HanpaBneHus obpas3uos;

d) obecneyeHrs COOTBETCTBUS NPOOYKTOB M YCIYT OT BHELUHMX NOCTaBLLMKOB YCTaHOBNEHHbIM TpeboBa-
HUAM nNabopaTopuy UNu, rae 3To NPUMEHKUMO, COOTBETCTRYIOLLMM TpeboBaHUSAM HACTOSLEero cTaHaapTa 4o 1x
MCMNoNb30BaHWUA UNKU HENOCPEeACTBEHHOTO NPeaoCcTaBNeHNsa NoNbL30BaTENO;

€) NPUHATKSA MoObIX Mep No pe3ynsTaTtam OLEeHKU AeATENbHOCTY BHELUHWUX NOCTABLLMKOB.

7 TpeboBaHunsA K npoueccy

7.1 O6wune cBegeHun

NabGopatopusa BLIABMNAET NOTEHUWANBHBLIE PUCKW, CBA3AHHBIE C OKasaHneM MeOULMHCKON NOMOLLKW nawm-
@HTaMm B X0 e NPoLIecCoB nepen nccrneqoBaHneM, NPoLeccoB MCCNeqoBaHna U NPOLIECCOB Mocne uccneaosa-
HUSA. 3TV PUCKM JOMKHbI OLEHWBATLCA N CBOOMTLCH K MUHWMYMY, HACKOMNbKO 3TO BO3MOXKHO. OCTaTOMHbIM pUck
Haanexalwmm obpasoM AOMKeH JOBOOMTLCA A0 CBEAEHUS Monb3oBaTene.

BhISIBNEHHbIE PUCKM M Pe3ynbTaTUBHOCTE MX MUHUMW3aLMKM SOMKHBl MPOCMNEXUBAaTLCA M OLEHMBATLCA C
TOYKM 3pEHKMA MOTEHLUMAaNbLHOro HaHeceHusl Bpeda Ans nauueHTa.

NaGopaTopua Takke AOMKHE BbIABMNATL BO3MOXKHOCTU AN YYYLIEHUA 0KasaHna MeanLMHCKOM NOMOLLM
nauueHTam v paspabatbiBaTb MHCTPYMEHTaPWIA ANA YNpaBneHnsa aTUMW BO3MOXKHOCTAMMK (CM. 8.5).

7.2 MNpoueccsol, NpeawecTByOLWWE UCCNneaoBaHUIO

7.2.1 O6wuKe cBegeHUn
NaGopaTtopwa fomkHa MMEeTb Npoueaypbl ANs BCcel AeATeNbHOCTH, NPeALWecTBYOLLENR 3Tany uccneqo-
BaHWs, U 06ecneYynTb OOCTYNHOCTb 3TUX NpoLeayp ANs COOTBETCTBYOLEro nepcoHana.

MpumeuvaHue 1 — lNpouecchkl, BEINOMHAEMbIE NEpen UCCNeaoBaHMEM, MOTYT BNUATL HA pe3yrnbTaThl HasHa-
YEHHOro NUCCreaoBaHuA.

Mpumeuanue 2— KNCO 20658 coaepUT nogpobHyio nHbopMaLuWio No B3ATUIO NPob U X TPaHCNOPTUPOBKE.

Mpumeuanune 3 — WCO 20186-1, NCO 20186-2, UCO 20186-3, MCO 20166 (Bce 4actu), MCO 20184 (Bce
yactu), NCO 23118 u MCO 4307 npenoctaensaoT nogpobHyto nHpopmaumio no npobam M3 onpeaeneHHbiX NCTOYHMKOB U
AN onpefeneHHbiX aHanuToB.

7.2.2 labopaTopHana MHpopMaunsa ANA NauMeHToB U Nonb3oBaTtenen

NaGopaTtopusi 4OMKHA NPeaoCcTaBnATe CBOMM MNOMNb30BaTENSIM W NauMeHTaMm HeoBXoanmMy AN HUX WH-
dopMaumio. 3Ta UHopmMaumsa OomkHa 6bITb JocTaToOYHO NoApobHoi, ¢ Tem YTo6LI Nonb3oBaTenu nabopaTo-
pUK MMenu NonHoe npeacTtasneHMe o6 obnacTn geATenbHOCTM U TpeboBaHusax naGopaTopun.

MHhopmaumns gonkHa BKYATE cneayLlme cBefeHus, ecrnn YMecTHO:

a) mecToHaxoxaeHne(s) nabopatopun, Yackl paboTel U KOHTAKTHaA MHOPMaUNs;

b) nopspok nogaym 3asBku U B3ATUS Npob;

C) BUAbl AeATenbHOCTM nabopatopun 1 oXxngaemoe Bpems NonyyYeHus pesynbTaTos;

d) LOCTYNHOCTb KOHCYMNETALMOHHBIX YCIYT;

e) TpeboBaHUA No UHOOPMUPOBAHHOMY COTMACUI0 NaLKUeHTa;

f) n3BecTHble haKTOPLI, KOTOPLIE MOTYT CYLLECTBEHHO MOBMUSATEL HA pe3ynbsTaThl MCCNEeA0BAHMA UM UH-
TepnpeTauuo pe3ynsTaTtos;

g) npouecc paccMoTpeHus xanob nabopatopuei.

7.2.3 3asBKa Ha nabopaTopHble UCCregoBaHUA

7.2.3.1 Obwme ceegeHUs

a) Kaxpgasa 3asiBka Ha npoBedeHWe UccrnenoBaHusA(i), NpuHATan nabopartopueit, OOMKHA paccMaTpu-
BaTbCA Kak cornalleHue.

b) 3asBka Ha NpoBeAeHMe UCCrefoBaHWsA OOMKHA CoaepXaTh A0CTaTOYHYK UHopmauno, 4Tobbl obe-
CNeYnTh:

- OZIHO3HAYHYI MPOCNEXKMBAEMOCTb NaLMeHTa 40 ero 3aaBku 1 Npobbl;
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- MOGHTUMUKALMOHHBIE N KOHTAKTHbIE AaHHbIe 3aKa34uKa;

- MOeHTUMUKALKUIO 3anpallBaemoro ncecnegoBaHus(i);

- UHCPOPMUPOBAHUE O KNMMHUYECKMX MOKA3aHUAX M TEXHONOMMYECKMX PEKOMEeHAaUMsaX, a Takke KNMHUu4Ye-
CKOW MHTepnpeTaummu.

c) vHdopMaUKs, cogepxallaaca B 3asBKe Ha NpoBefeHue MUCCrnefoBaHWi, MoXeT NpeacTaBnAaTLCA B
dopmaTte unM Ha HocuTerne, KoTopblie NabopaTopus codTeT NoAXOAsAWMMM U NpUeMnemMbIMiA ONs Monb3oBa-
Tens.

d) Ilabopatopusa QomKkHa CBA3bIBATLCA C MOMbL30BaTENAMM UMK MX NPeacTaBUTENnaAMU ANs YTOYHEeHUs
3anpoca, ecnu 3To HeobxoauUMOo ANA OKaszaHWUs MeAUUUHCKON NMOMOLLKM NaLUEeHTY.

7.2.3.2 YCTHble 3a8BKU

Ecnn ato ymecTHO, B nabopatopvu JOMKHa CYyLLecTBOBATh npoueaypa obpaboTKU YCTHLIX 3asBOK Ha
npoBeAeHWe UccneaoBaHWi, KOTopasi BKINOYaeT JOKYMeHTarnbHOe MOATBEPXAEHME TakMX 3asiBOK B TEYEHUe
3aaHHOTO BPEMEHM.

7.2.4 B3AaTne nepBMUYHbLIX 06pa3uoB U obpalleHue ¢ HUMH

7.2.4.1 O6wme cBeneHUs

B nabopartopuy OOMKHbI CyLleCTBOBaTb NPOLedypbl BIATUA NEpPBUYHLIX Npob 1 obpalleHns ¢ HUMMU.
MHdopmauusa gomkHa ObiTe AOCTYMHA COTPYAHWKAM, OTBETCTBEHHLIM 3a B3ATHeE Npob.

NMoboe OTKNOHEeHWe OT YCTaHOBMEHHbIX Npoueayp B3sATUA AOMKHO ObiTb YETKO OTPaKeHO B 3anmcsx.
BnnsHue pelueHWsa o npuemMKe Takow Npobbl unv ee oTOpaKoBKM Ha NOTEHLUMUANbHbIA PUCK U HEraTUBHbIE Mo-
CrneacTBuA ANA nauneHTa OOMKHO DbiTh OLEHEeHO, OTPalKeHo B 3anucax 1 JoBedeHO 00 CBeAeHWA COOoTBeT-
CTBYIOLLEro nepcoHana.

NabopaTtopusa OomkHa nepuoguyvecky nepecMmatpuBaTb TpeboBaHWsl K 0bbemy npobbl, yCTpoKWcTRaM
OnNA B3ATUS U KOHCEPBALUMK ANA BCEX TUMNOB Npob B KAXXA0OM KOHKPETHOM Cry4yae, ¢ TeM 4YTobbl He AONyCTUTL
B3ATUA HEQOCTaTOYHOro UNnK M3BbbITOYHOrO o6bemMa npobbl U obecneynTs Hagnexawmn cbop npod ans co-
XpaHeHus aHanuTa.

7.2.4.2 NHdpopmMaLuma no MeponpusTUaM, NpealecTBYIOWKX B3ATMIO 0bpa3sLoB

NabopaTopusa gomkHa NpegocTaBnATh 4OCTATOYHO NOAPODHYH MHOPMALMIO U MHCTPYKL MK NO OrpaHu-
YeHUAM, NpeLlecTBYOLWLUM B3ATHIO Npob Ana obecnedeHUsa cCoXpaHHOCTM Npobbl.

3Ta nHbopmaunsa gomKHa BKNoYaTh:

a) moaroToBKY nauueHTa (HanpuMep, MHCTPYKUMW ANst HanpaBnsoWUx Bpadeid, COTPYAHWMKOB, OCYLLEcT-
BMSAIOWMX B3ATHE NPOO, ¥ NauueHToB);

b) Tvn 1 ob6bem nognexallen B3ATUO NepPBUYHON NPobbl C ONMMCaHMEM KOHTEHEepPOB W BCEX Heobxoau-
MbIX 006aBOK WU, NP1 HEODXOAUMOCTK, NOCNenoBaTENLHOCTL B3ATUA NPob;

C) Nnpy HEOBXOOUMOCTHK, AOMNYCTUMLIA Nepuos BPEMEHU AN B3ATUS;

d) npegocTaBneHune KNUHUYECKOW MHOPMAaLMK, OKa3biBaKOLER BrUsHUE Ha B3ATMe npobbl, NpoBeae-
HWe nccneqoBaHWsA UMW UHTEPNPEeTALNIO pe3ynsTaToB (Hanpumep, MCTOPKUSt HA3HaYeHNs NIeKapCTBEHHbIX npe-
napaToB);

€) MapKMpoBKa Npobbl AN O4HO3HAYHOW MAeHTUdMKaLUK naumMeHTa, TMn Guomarepuana n MecTo B3s-
TWS Npobbl, a Takke MApKUPOBKA B CIy4Yae B3ATUSA HECKOMNbKUX Npob OT O4HOro 1 TOrO e NauneHTa, BKNYas
B3AITME HECKOIMbKMX KYCOUYKOB TKaHW UMK NpeaMETHbIX CTEKOIT,

f) kpuTepun nabopaTtopum B OTHOLLIEHUM NPUHATMA U OTOPaKoBKM NpoO, CBA3AHHLIX C 3aKa3biBaEMbIMU
nccnegoBaHUAMU.,

7.2.4.3 Cornacue naumeHTa

a) [ins npoBedeHWs BCex npolenyp B OTHOWeEHWW nauneHTa nabopaTtopus OOMmKHa Nony4nTk NHGOp-
MWPOBAHHOE COrnacue nauMeHTa.

MpumeyaHue — [nsa BoNbLMHCTBA PYTMHHLIX NabopaTopHLIX NpoLeayp cornacue MOXET NoApasyMeBaTbCs
camuM hakToM TOro, Y4TO nauueHT JoBpoBONLHO MAET Ha Npouenypy B3ATUs Npobbl, HANPUMED BEHEMYHKLUMIO.

b) HEI{OTOprE npouenypbl, BKIK4Yad tonee WHBasWBHbIE UIK COonpA»xeHHble C NoBbILLUEeHHBIM PUCKOM
OCNOMXHEHMN, MOTYT TDEGOBaTb Bonee I'IO,EIpOGHbIX paSbﬂCHEHMﬁ 1N B HEKOTOPbIX CIy4YadaXx NMUCbMeHHOro co-
rmacuAa.

C) Ecnu B 3KCTpPEHHbLIX CUTYaunAax nony4nTb cornacne HEBO3IMOXHO, na6opaTopMﬂ MOXET BbINOINHUTL
HEOGXO,D,VIMI:IE,‘ npouegypbl Npn yCrnoBuKu, 4TO OHKW OTBEYAKT MHTEPECAaM NauMueHTa Hanny4wunm oﬁpasoM.
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7.2.4.4 VIHcTpyKumMuW no B3sATKI0 0Bpasyos

Onsa obecneveHnst 6e3onacHoi, NpaBUNbHOW M KNWHUYECKM 0BOCHOBaHHOW npoueaypbl B3ATUA Npob
N WX XpaHeHWsA [0 BhINONHEHWS WccrnefoBaHus nabopaTopus OoMkHA NPefoCcTaBnsATE UHCTPYKUUKA B OTHO-
LEeHUK:

a) NpoBepKM NMUYHOCTU NaLWeHTa, Y KOTOPOro NPOU3BOSUTCA B3ATUE NepBUYHON Npobbl;

b) npoBepku 1, Npy HEOBXOAMMOCTHW, OTPAKEHUS B 3AMMUCAX TOrO, YTO NALMEHT cooTBETCTBYET TpeboBa-
HUSIM MPOLECCOB Nepea MccrnegoBaHueM, HanpuMep COCTOsIHME HaToLlak, npueM MeauKamMeHToB (Bpems no-
ClieHero npuema, npekpalleHme OencTBmn), B3aTne npob B 3apaHee yCTaHOBMEHHOE BPEMS WUIN BPEMEHHOM
MHTepBan;

C) B3ATUA NepBUYHbLIX NPO6 ¢ oNMcaHWeM KOHTEMHEePOB 4Ns NepBUYHLIX Npob 1 Bcex HeobBxogMMbIX O0-
BaBok, a Takke, B criyuasx, korga aTo Heobxogumo, nopsaka BasaTUS Npob;

d) MapkupoBKW nepBMYHbIX Npob Ansi obecnedYeHus O4HO3HAYHOW NPOCNEXNBAEMOCTU 4O NALNEHTOB,
OT KOTOPbIX OHW BbINK NOMYYeHb;

€) perucTpauun IMYHOCTU Yenoeeka, cobupatowero npoby, n Aatbl ee B3ATMA, a Takke, Npu Heobxogu-
MOCTW, BPEMEHU B3ATUS;

f) TpeboBaHuin no obpaboTke B3ATON NpobLI UNK pa3geneHns ee Ha YacTu NpU HEOBXOOUMOCTH;

g) cTabunusauunm 1 Hagnexalmnx yCrnoBun xpaHeHus oTobpaHHeIx Npob 0o focTaBku B nabopatopuio;

h) GesonacHoi yTunusaumMm maTeprmanos, MCNOMb30BaHHbIX B MPOLECCE B3ATUS.

7.2.5 TpaHcnopTUpoBKa obpasuoB

a) [Ansa obecneyeHws cBoeBpemeHHOW n DesonacHol TpaHcnopTUpoBKWM nNpob nabopaTtopus OorkHa
NpenoCTaBnATE MHCTPYKLUUM B OTHOLLIEHUN:

1) ynakoBku npob ans TpaHCNOpPTUPOBKY;

2) obecneyeHuns NpMemMneMoro BpeMeHu Mexay B3aTueM npobkl U ee npueMmom B nabopaTtopum ans
NpoOBEeAEHWS 3aKa3aHHbIX NCCNenoBaHui;

3) obecne4eHns 3agaHHOro TEMMNEPaTYPHOrO MHTepBana npy B3sTUK Npobbl M ee NpoBonoaroToBKE;
4) nobbix cneundpuydeckx TpebosaHui, Kacawwmxcs obecnedyeHns LenocTHOCTU Npob, Hanpumep
MCMONb30BaHUSA creyunanbHbiX KOHCEPBaAHTOB.

b) Ecnu uenoctHocTe Npobbl HapylleHa W CyLLeCTBYET PUCK NMPUYUMHEHWS Bpeda 340pPOBbl0, 06 3ToM
HeMeaneHHo LoMKHa YBeAOMMATLCHA OpraHM3aLusa, OTBETCTBEHHAS 33 TPAHCMOPTUPOBKY, U OOMKHLI Mpeanpu-
HUMaTbCA OeNCTBUSA, CHIKaoLWMe 3TOT PUCK, a TakkKe npegoTepallarLe NoBTop nogobHoM cutyaunm.

c) JlabopaTopusa gomKkHa OpraHM30BaTb CUCTEMbI TPAHCMNOPTUPOBKW Npob M NnepuoguHecky oLeHWBaTb
MX aJEeKBaTHOCTb.

7.2.6 NMony4eHue o6pa3uoB

7.2.6.1 MNpouenypa nonyyeHus obpaszLoB

B nabopatopuu fomKHa CyLLeCTBOBATL NpoLeaypa nonydyeHus npob, koTopas BKMNYaeT:

a) O4HO3Ha4YHYI0 MPOCMEXMBaeMOCTb NPo0 Yepes 3asBKy Ha UCCNedoBaHne U MapKMPOBKY A0 YHUKaMb-
HO MOEHTUMULMPOBAHHOIO NalUueHTa 1, Korga aTo NPUMEHUMO, 40 KOHKPETHOW aHaTOMWUYeCKoN NoKauum;

b) kpuTepun NpuMHATAS 1 OTOpPaKoBKKU Npob;

C) perucTpaLmio oatel M BpeMeHu nonyyeHns npobkl, korga 310 Heobxoammo;

d) permcTpauuio NMUYHOCTU COTPYAHUKA, NonydmBLLero npoby, korga 3To HeobXxoaAnMo;

€) OUEHKY MOoNy4eHHbIX NpPob yNonHOMOYEHHBIMWU COTPYAHMKaMKU © Lenbto obecneyeHus cobnogeHus
KpUTepreB NpMeMeMOCTH, OTHOCSLLMXCS K 3anpainBaemMomy(biM) MCCNeqoBaHno(IM);

) MHCTPYKLUMW B OTHOLLEHUM NPoD, MpoOMapKMPOBaHHLIX Kak CPOYHbIe, BKMYaLwme nogpobHele cBege-
HMA 00 0COBEHHOCTAX MAPKUPOBKKW, TPAHCNOPTUPOBKK, NMobbIX MeTogax ObicTpoi 06paboTkn, BpeMEHW Bbi-
nonHeHus (TAT) U cneyManbHbIX KPUTEPUSAX OTYETHOCTH, KOTOPLIE AOMKHbLI COBM0AaTLCS;

g) obecneyeHne ogHO3HAYHON NPOCNEXMBAEMOCTH BCex YacTel npobel 0o ucxogHow npobel.

7.2.6.2 VicknoyeHnsa npu npueme obpasuos

a) B nabopatopun gomkeH cyLecTBOBaTb NPOLLECC, NCXOOALMA U3 UHTEPECOB NaLMeHTa, NonyyaroLLero
MeOMUMHCKYI0 MOMOLLB, B TeX Cry4asx, Korga agekBaTtHOCTb Npobbl CTaBUTCS NoA4 COMHEHUe B pesynbraTte:

1) HenpaBWbHOW MAEHTUDMKaLUK NaumMeHTa nnm npobebl,

2) HapyleHus cTabunbHOCTU Npobbl, HANPUMEpP M3-3a 3a4epPXKW NPpY TPaHCNOPTUPOBKE,
3) HenpaBunbHbIX TEMMNEPATYPHbLIX YCNOBUIA NPU XpaHeHun unu obpaboTku,

4) ncnonb30BaHWA HeHaanexalero(ux) KoHTenHepa(oBs),

5) HegocTaTo4HOro oobema nNpoosbi;

b) Mocne oueHkn pyucka ons 6e3onacHoOCTM NauneHTa B Criyyae NpuHATAS B paboTy KINMHWYECKU BaXKHOK
M HEBOCCTAHOBMMON COMHMWTENBHOW Npobbl (OMHAMNBHBIA OTYET OOIMKEH COAepKaTb onucaHue npobnemsl,
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W, ecnn NpUMeHUMO, pekomeHaauMM 06 OCTOPOXKHOCTM NPV MHTEPNPEeTauun pesynbTaTtoB, Ha KOTopble 3aTa
npobnema MoXeT oKasaTb BAUAHME.

7.2.7 ObpaboTka, NOAroTOBKAa U XpaHeHKe Npobbl 40 BbINOMHEHUA UCCNeaOoBaHUM

7.2.7.1 3awwmTa obpasua

B nabopaTtopuu OOMKHbBI CYLlECTBOBATL NMpoLenypbl U COOTBETCTBYHOLLME YCNOBUSA ANA 3aliuThl Npob
nauueHToB, obecned4eHnsa Ux LIeNoCTHOCTK, a Takke Ans NpefoTBpalleHus noTepyu Unn noBpexaeHusa npobd
BO Bpems Mx 0bpaboTKu, NoAroTOBKU 1 XpaHeHUs .

7.2.7.2 KpuTepun 3anpoca Ha O0MNOMHUTENbHbIE CCrNefoBaHus

NaBopaTopHble NpoLeaypbl AOMKHBLI BKNOYAaTL B ceba JoMycTUMbIE CPOKM ONa 3anpoca AONONHUTENb-
HbIX UCCNneaoBaHuii U3 yxe 3abpaHHoi Npobbl.

7.2.7.3 CtabunbHocTb 0bpasua

Korpa ato Heobxoawnmo, omkHO OblTh 3a4aHo 4ONYCTMMOE BPEMST MexXay B3sTMeM npobbl U BbINOHe-
HUEM UCCMNenoBaHus ¢ y4eToM cTabunbHOCTW aHanuTa B nepBuYHON npobe, 1 3T0 Bpems JOMKHO KOHTPOMU-
poBaTbCA.

7.3 MNpoueccobl nccrnegoBaHuaA

7.3.1 ObwmMe nonoxeHUn

a) Jlabopatopus forxHa BblGMpaTh W NPUMEHSTL METOAblI MCCNenoBaHWi, KoTopble Obinn Banuampo-
BaHbl A5 MCNOMb30BaHUSA MO HasHa4YeHuto, YTobbl rapaHTMPOBaTh KIMWHUYECKYHD AOCTOBEPHOCTL pesynkTara
nccnefoBaHua nauueHTa.

M pumeydyaHune — an,D,I'IO‘-ITMTEJ'IbeIMM MeToOaMn ABNAKTCA YKa3aHHble B MHCTPYKUMAX NO NPUMEHEHUIO Me-
AUNUNHCKNX VI3,EI,EJ'IHI?I Ana guarHoCTrKn in vitro nnn DI'IyGJ'IVIKOBaHHhIe B yTBep)K,EI,BHHbIXI'aBTDpVITeTHbIX pykoBOOCTBax, pe-
LEH3UPOBAHHbIX TEKCTax WUINK XYpHanax, nnu B MexXagyHapoOHbiX W HauWOHalbHbIX, NMPUHATBIX HAG OCHOBE KOHCEHCYCA,
CTaHOapTax Unv pykosoaCcTBax, Uik B HaUMOHalbHbIX UMW perMoHalnbHbIX HOPMAaTMBHBLIX akKTax.

b) TpeboBaHusa K xapakTepucTUKaM Kaxgoro Metoaa UCCcnefoBaHus OOMKHbLI BbiTh CBA3aHbI C Npeano-
rnaraemMbliM MCMOMNb30BaHUEM JAHHOIO UCCNeAoBaHWs WU ero BNMSHUEM Ha NeveHue nauueHTa.

c) Bce npouegypbl 1 BCnoMoraTenbHas OOKYMEeHTaLuWsl, Takas Kak MHCTPYKUWK, CTaH4apThbl, pyKoBoa-
CTBa W CrpaBOYHble JaHHble, OTHOCALLKMECH K AeATeNbHOCTH NabopaTopum, AOMKHbI MOA4EPKMBATHCH B aKTy-
anbHOM COCTOSIHMM W BbITh NErKOOOCTYNHBIMKW A4S nepcoHana (cM. 8.3).

d) MNepcoHan gomkeH cnegoBaTh YCTAHOBMNEHHBIM NPOLEAypaM, a N1La, BbINOMHAKLME CYLLECTBEHHbIE
YHKLMW B NpoLecce UCCNefoBaHui, OMKHbl BbiTh 3aperncTpUpoBaHbl, BKMHYAsA NEPCOHAr, OCYLLECTBMNA-
LMA nccnegoBaHUs HAa MECTE OKasaHWs MeOMLMHCKOW MOMOLLIN.

€) YNonmHOMOYEHHbIW NepcoHan AOMKEH Nepuognyeckn NpoBepsaTb METOALlI NCCNeq0oBaHWIA, BbINOMHsAe-
mble nabopaTopuei, 4Tobbl yOeauTbCa B UX KIMMHMYECKOM COOTBETCTBUM MOMYYEHHBIM 3anpocam.

7.3.2 Bepudmkauma MeTog0B MccregoBaHunA

a) labopatopus gomkHa UMeTb NpoLenypy NPOBEpKKM TOro, HTO OHAa MOXET Haanexawum obpas3oM Bbl-
MOMHATbL UCCNeaoBaHWUs OO0 BHEOPEHUA WX B NMpakTuky, ybeamBlunck, 4To HeobxoanMmMoe KavyecTBO, YCTaHOB-
neHHoe NPoW3BOAMTENEM UMW ANS MeTO4a, MOXKET OblTb JOCTUTHYTO.

b) TexHn4ecKkne xapakTepMCTUKN MeToda MCCneaoBaHns, NOATBEPKAEHHbIE B NpoLecce BeprdmKaLmm,
[OMKHbI COOTBETCTBOBATL MpeAnonaraeMoMy UCMONb30BaHUIO Pe3ynbLTaToB UCCNeaoBaHus.

c) Nabopatopusi gomxHa rapaHTUpoBaTh, YTO 06beM BepuduKaum MeTo4oB MCCNeaoBaHns gocTaTto-
YeH ons Toro, 4Tobbl 0becneynTs 4OCTOBEPHOCTL PE3YNbTATOB, UMEIOLWMNX OTHOLLIEHWE K MPUHATUIO KITUHWUYE-
CKUX peLUeHunn.

d) Mepconan, obnagarwLwmini COOTBETCTBYHOLLMMU MOSTHOMOYMAMM W KOMNETEHLMEN, AOMMKEH NpoaHanu-
31MpoBaTh pe3ynkTaThl BepudMkaLm 1 3anucatb, COOTBETCTBYIOT MM OHW YCTAaHOBNEHHEIM TpeboBaHMAM.

e) Ecnu meTod nepecMoTpeH yNoMHOMOYEHHbIM OpraHoM, nabopaTopus 4OMmKHA NOBTOPUTL Bepudmka-
LMK B TOW CTENEHW, B KOTOPOW 3TO Heobxoanmo.

f) JomkHbl BECTUCL CMEAYIOLLME 3anucKu No BepuduKauum:

1) TEXHUYECKNE XapaKTEPUCTMKK, KOTOPbIE OOMKHbI BbiTb JOCTUTHYTHI;

2) nony4eHHble pesynsraThl;

3) oTyeT 0 TOM, ObINK NK JOCTUTHYThHl TeXHUYeckne TpeboBaHUA, U eCrin HET, TO Kakue mMepbl Dbinu
MPUHATLI.

7.3.3 Banngauus MmeTogoB MccnegoBaHuA

a) Jlabopartopus pgomkHa BanugupoBaTb METOAbl UCCNeoBaHUA, NOMNyYeHHble U3 Creayumnx 1c-
TOYHWUKOB:
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1) MeToabl, pazpaboTaHHble MKW Co3aaHHbie B camoil nabopaTtopum;

2) MeToabl, UCNOoNb3yeMble BHE NMepBOHaYanbHO NMPefycMOTPeHHON obnactu npMMmeHeHus (T. €. 3a
pamMKkaMu MHCTPYKLWMK MO NPUMEHEHUI0 OT NMPOWM3BOAUTENS UMM NepBOHAYanbHO BanWAUPOBAHHOMO
OuanasoHa W3MEpEHWIA; C peareHTamMmu CTOPOHHWX MPOM3BOAWUTENEN, MCMOMb3yeMbIX Ha aHanMaaTo-
pax, He NpefHa3Ha4YeHHbIX ONS 3TUX Lenei u He UMEerLLUX AaHHbIX Mo Banuoauum);

3) BanuaunpoBaHHbIE METOAbI, BOCNEACTBUN NPEeTepneBLlIne M3MEHEHNS.

b) Banngaums gorxHa OblTe HACTONBKO BCECTOPOHHEN, HACKOMBKO 3TO HE06X04MMO, U NOATBEPXAAaThLCS
nocpeacTeoM NMpenocTaBneHnss 00beKTUBHLIX OAHHLIX B BUAE TEXHWYECKNX XapakTepUCTUMK B TOM, YTO KOH-
KpeTHble TpeboBaHWA ona npegnonaraemMoro Cnonb3oBaHMs TecTa ObiNu BoiNonHeHl. JlTabopaTopusa goMmkHa
ybeouTbes, 4yTo 06bemM BanupauMu MeToda MCCrefoBaHWsa AocTatodeH Ans obecrnevyeHus JOCTOBEPHOCTU
pe3ynsLTaToB, OTHOCSILLMXCH K MPUHATUD KITMHUYECKUX peLLIeHUn.

c) MNepcoHan ¢ CoOTBETCTBYIOLWMMI MOMHOMOYMAMMU N KOMNETEHUNEN OOIMKEH U3YYUTb pPe3ynbTaThl Ba-
nuaaunm 1 3agoKyMeHTUPOBaTb, COOTBETCTBYHOT N OHW YCTAHOBMEHHLIM TpeboBaHUAM.

d) Korga npegnaraetcs BHECTW M3MEHEHWUsI B BanWOWPOBaHHbIN METOn WCCrNeaoBaHWs, OOMKHO ObiTb
NpoaHanuanpoBaHO KITMHWYECKOE BIUSAHWE U3MEHEHWIA, U N0 pe3ynkTatam NPpUHMMAaEeTCs peLleHne o BHeape-
HWUM U3MEHEeHHOro MmeToaa.

e) JomkHbl COXpaHATLCA cnefyloLlue 3anucy o Banugauum:

1) npuMeHsiemMasi npoueaypa Banugaunm,

2) kOHKpeTHble TpeboBaHuA K NpeanonaraeMomMy UCMoMb30BaHMIO,

3) onpegeneHne TEXHUYECKUX XapakTepucTuk MeToaa,

4) nony4eHHble pe3ynLTaThl,

5) 3agaBneHue o0 BaNMAHOCTU MeToAa C NoApobHLIM onMcaHnem [yCNoBWIA] ero NpUrogHOCTM AN Npes-
nonaraeMoro MCrnonb30BaHuUs.

7.3.4 OueHvBaHWe HeonpeaenieHHOCTH U3MepeHUun

a) HA namepsieMbix KOMWYECTBEHHbBIX BEMUYMH AOMKHA DbiTh paccymMTaHa v npuMHATa 418 UCnonb30Ba-
HWUSI MO Ha3Ha4YeHUI, rae 10 yMmecTHo. HW gomkHa cpaBHUBaTLCS ¢ TpeboBaHUsAMIY K KAYECTBY CCneqoBaHWi
M OOKYMEHTUPOBATLCA.

MpumeyvyaHue —ISO/TS 20914 copgep1T nogpobHy HopMaLMO 06 3TUX OENCTBMUSAX BMECTe C NpumMepamMu.

b) Peaynkrartel pacueta HWY cnegyeT perynsipHo nepecMartpuBaTh.

c) WcknioueHne nz pacyeta HW tex nccnegoBaHunin, 4ns KOTOPbIX 3TO HEBO3MOXHO, AOMKHO BbITh 060-
CHOBAHO W 3a40KYyMEHTUPOBaHO.

d) NHdpopmaumsa o HM gomkHa npegocTaBnaTbCsl MO 3anpocy.

e) Korga nonb3oBartens 3anpalumsaeT MHpopmauuio o HW, oTBeT nabopartopumn JOMKEH y4nTblBaTb APY-
rme MCTOYHWKW HeomnpeAeneHHoCTH, Takme Kak buonornyeckas Bapmaums, HO He OrpaHUYMBaTLCS MU,

f) Ecnu kadecTBeHHbI pe3ynbTaT MCCNeAoBaHWA OCHOBBIBAETCA HA METOAE, KOTOPLIA BblOaeT KoMmu-
YECTBEHHbIE pe3ynkTaThl U ONPefenseTcs Kak NonoXuTenbHbIA UMK OTpUUaTeNbHbIA Ha OCHOBE MOPOroBOro
3HaveHus, HW peaynbTata aHanusa fonkHa ObiTb OLEHEHa C MCMONb30BaHWEM Penpe3eHTaTUBHbIX MOMOXU-
TenbHbIX U OTpULAaTenbHbIX 06pas3uoB.

g) [ins uccneqoBaHuiA C KAYeCTBEHHBIMUM pesynbraTaMu Takke AoIKHa yunTbiBaTbes HY B npomexyTou-
HbBIX 3aTanax namepeHui nnu pesynstatax BKK, koTopelie gatoT Konu4ecTBEHHbIE AaHHbIE OIS KMIOYeBbIX
(C BBICOKMM PWMCKOM) COCTABMAKLLMX NpoLlecca [M3amMmepeHuns).

h) Cnegyet yunteiBate HW npu npoBegeHun Bepudmnkaumm nny Banvaaumm Metogda, Korga ato yMecTHO.

7.3.5 Buonornyeckue petepeHTHble MHTEPBanbl U YPOBHU NMPUHATUA KMUHUYECKUX peieHui

Buonorvyeckue pedepeHTHblE MHTEPBANbI U YPOBHU MPUHATUSA KIMMHUYECKUX pelleHni, Korga aT1o He-
obxooumo Ana nHTepnpeTauun pesynsTatoB MCCneaoBaHuii, oMmKHbI ObiTb onpedeneHsbl 1 AOBeAeHbl 40 CBe-
OEHWA ML, NOMb3YLMXCH UMU.

a) JomxHbl BbITe OnpegeneHsl buonornyeckne pedepeHTHbIE MHTEPBalbl U YPOBHU MPUHATUA KITMHUYe-
CKMX pelleHnii, nx 0B0CHOBaHWA QOMKHbI BbITh 3a40KYMEHTUPOBAHBI, OHW AOMKHBI BbITE OPMEHTUPOBAaHLI Ha
nonynsuuio, obenyxkusaemyto naboparopueit, yuuTblBaTh PUCKM ANS NaLWeHTOB.

MpumeyaHue — Buonorvyeckme pedepeHTHble WHTEpBanbl, NPeAoCTABNeHHbIE MPOWU3BOAUTENEM, MOTyT
ucrnonb3oBathea nabopaTtopueit, ecnu nonynauuoHHas 6asa aTWX 3Ha4eHWn npoBepeHa W npuaHaHa nabopaTtopueit
npYeMneMoi.
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b) Mpw BHECEHWM N3MEHEeHWIA B UCCNegoBaHMe Unv B Npoueaypbl, NpegluecTByolne emy, nabopatopus
[O0MMKHA paccMOTPeTh BIUAHWE M3MEHEHWA HA COOTBETCTBYHLME Buonoruyeckne pedepeHTHbie MHTepBansbI
M YPOBHU MPUHATUSA KIMHUYECKUX peLUeHnid 1 cooBLnTE 06 3TOM Nonb30BaTenaM, korga aTo Heobxoaumo.

c) Ansa uccnenoBaHuid, KOTOpbIE BBISIBNAKT HANUYME UMW OTCYTCTBME Kakoro-nnbo npuaHaka, buonoru-
Yeckuin pedepeHTHbIM MHTepBan nNpeacTaBnaeT cobol XxapakTepUCTUKY, NOAMEXaLlylo BbIABNEHUIO, HANpW-
MEpP, B FEHETUYECKNX NCCNeaoBaHnAX.

7.3.6 [JokymeHTMpOBaHue npouenyp uccriegoBaHms

a) abopaTopusa fomKHa OOKYMEHTMPOBaTL CBOW NpoUenypbl NCcnenoBaHnsa B obbeme, Heobxogumom
nnsa obecnevyeHnsi e0MHOODOPA3HOTO BLINMOMHEHUS 3TaNoOB UCCNefoBaHWiA U JOCTOBEPHOCTM Pe3ynkTaToB.

b) Mpouenypbl AoMmkHBI ObITE HaMKMCcaHbl HA A3bIKE, NOHATHOM NepcoHany nabopatopuu, U 4OMKHbI ObITh
[OCTYMHBI B COOTBETCTBYHLIUX pabounx 3oHax.

c) NMoboe cokpalleHve coaepaHus AOKYMEHTa OOIMKHO ObiTb 0hOpMMeHO B COOTBETCTBMM C perna-
MEHTOM.

Mpumevanune — Paboune MHCTPYKLMW, TEXHOMOrMHYECKME KapTbl UMM aHanorv4Hble JOKYMEHTbI, KOTOpble
obobliatoT kno4esyo MHdOpMaLMio, NpUeEMNEMbl 4NS UCMNOMb30BaAHMA B KA4ecTBE KpaTKoro cnpaBo4HMKa Ha paboyem
MecTe Nnpu ycnoBuu, YTO MorHas npoueaypa AOCTYNHa Ans o3HakoMneHus n oboblieHHas nHgopmaumns obHoBnaeTca no
Mepe HeobXxo4UMMOCTU O4HOBpPEMeHHO ¢ 0BHOBMNEeHMeM NonHon npouenypbl.

d) NHdopmaumsa u3 MHCTPYKUMIA NO NPUMEHEHWUIO NPOAYKTA, coaepX)allan 4oCTaTouHY MHopMaLmio,
MOXET ObITb BKIKOYEHA B NPOLEAYPbI NYTEM CCbINKH.

e) Koraa nabopaTtopus BHOCUT yTBEPXAEHHbIE U3MEHEeHWS B NpoLedypy UCCrnedoBaHus, KOTOpble MOryT
MOBMMATL Ha MHTEPMpeTauWio pe3ynsTaTtoB, NOCNeACTBUSA 3TOM0 AOMKHbI BbiTb 0ObACHEHLI NOMNb30BATENSAM.

f) Bce goKkymeHTbI, CBAI3@HHbIe C MpouegypoW uccrnedoBaHns, AOMKHbLI nognexartb AOKYyMeHTanbHOMY
KoHTponto (cm. 8.3).

7.3.7 OGecne4yeHne JOCTOBEPHOCTH PE3YNbLTAaTOB MCCNeA4oBaHNiA

7.3.7.1 O6wme nonoxeHus

NaGopaTtopwusa gomkHa MMeTb MpoLeaypy KOHTPONs 4OCTOBEPHOCTM pesyneTatoB. [onyYeHHble gaHHble
AOMKHbI perncTpupoBaThca Takum 06pasom, HToObl MOXHO ObINO BLISABNATE TPEHAbI M CABWUIU, W, [4e 3TO NpakK-
TUYECKM BO3MOXHO, MPUMEHSITb CTaTUCTUYECKe METOAbI ANS aHanu3a pesynesratos. 3Ta npouedypa 4oMkHa
NNaHMpoBaTbCsA 1 aHanNM3MpoBaThCs.

7.3.7.2 BHyTpeHHWI KOHTponb kadecTea (BKK)

a) Nabopatopws gomkHa umeTb npoueaypy BKK ana MoHMTOpWHra nocTosHHOWM JOCTOBEPHOCTH pe3ynkb-
TaTOB WCCNENOBaHWA B COOTBETCTBUMU C YCTAHOBIMEHHBLIMU KPUTEPUAMM, KOTOpLIE MO3BOMSIKOT NOATBEPAUTL
OOCTMKEHME 3aNNaHMPOBaHHOIO KavyecTBa W obecneunBatoT JOCTOBEPHOCTL, CBA3AHHYIO C MPUHSATUEM KNK-
HUYECKNX PELIEHWNIA:

1) cnegyeT y4nTbIBaThL NpeanonaraemMoe KNMHUYecKoe NpuMeHeHne pesyneTaToB MccrneaoBaHunia, no-
CKOJIbKY XapakTepUCTUKA OOHOI0 U TOFO XKe WU3MepsieMoro aHanuta MoryT OTnMYaThecsA B pasnuyHbIX
KITMHWYECKNX YCNOBUSIX;

2) npouedypa Takke OMKHA NO3BONATL BbISBNATL BApUaLMIO MEXAY NapTUsMW peareHToB W/nnu ka-
nubpaTtopoB Anst MeToda uccnegosanus. [Insa atoro cnefyeT nsberate CMEHbI NapTUM KOHTPOIBHOMO
maTepuana B TOT e [eHb/aHanuMTUYECKY CEepUio, KOrda UaeT CMeHa NapTuu peareHTa unu kanubpa-
TOpa, UNN 1 TOro W APYroro;

3) cnegyet npefycMOTPETh UCMOMb30BaHWE KOHTPONBLHOMO Marepuana He3aBucUMOoro Npou3BoauTe-
na ana BAK nubo B kavecTBe anbTepHaTvBbl, MMG0 B AONONHEHWE K KOHTPOMbHOMY Martepuany, no-
CTaBnsieMoMY NPOW3BOAMTENEM PEeareHToOB UMM aHanNU3aTopoB.

I pumeyaHune — HocTtuyb KOHTpONA 3a UHTepnpeTaunamMmmn 1 3aknio4eHUAamMmmn MOXHO C NOMOLWBHD perynapHoro
JKCNepTHOro NepecmMmoTpa pe3yneratoB nccrneaoBaHui.

b) NabopaTtopusa gomkHa BeibMpaTs maTepuan ansa BKK, koTopblii COOTBETCTBYET CBOEMY Ha3HAYEHUIO.
Mpw BLIBOpPE KOHTPONBHOrO MaTepuana HeobxoQUMO YYUTEIBATL criedytoline akTopsl:

1) cTaBVMNBHOCTL B OTHOLLEHUU HEOBXOOAUMbLIX MAapaMeTpOB;
2) maTpuua makcumanbsHoO NpubnmxeHa kK MaTpuue 06pasLoB NauneHToB;
3) KoHTponbHbin Mmatepuan ansa BKK npu ero uccnenoBaHnm 4eMOHCTPUPYET CBOMNCTBA, MakcuMarb-
HO NpubnuxKeHHble K 06pa3suamM NaunmeHTos;
4) KoHUeHTpaLWM KOHTPOMbLHOIO MaTepuana [OIKHbl OblTb Ha YPOBHE NPUHATUS KNUHUYECKUX pe-
LWEeHW UK OKOMNO HMX, W, KOrga BO3MOXHO, NOKPLIBaThL ANAana3oH M3aMepeHus Ana AaHHOro MeTtoda.
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c) Ecnu nogxogswmin KOHTponbHbIA Matepuan ana BKK HepocTyneH, nabopatopus gomkHa paccmo-

TPeTb BO3MOXHOCTb MCMONb3oBaHua apyrux cnocobos BegeHuns BKK. MNpumepbl Takmx cnocoboB BKNHOYAKOT:
1) aHanu3 TpeHOoB ONSA pe3yrnsTaToB MauWMeHTOB, HanpuMep, CKOMb3asllee cpefHee 3HadeHWe pe-
3ynbLTaATOB MAaUWMEeHTOB, UMW NPOLEHTHOE COOTHOLLEHMEe 00pa3LoB ¢ pe3ynsrataMn HUXE WIMU Bhbllle
onpefeneHHbIX 3Ha4YeHWA UMM 3HaYeHWA, CBA3AHHLIX C 4MArHOCTUYECKUM MPU3HAKOM;

2) cpaBHeHWe pe3ynbTaToB NaLMeHTOB No 3agaHHOMY rpaduky ¢ pesynstatamMmu, nony4eHHbIMW ¢ No-
MOLLIbI0 anbTepHaTUBHOW Npoleaypbl, KanmbpoBka KOTOPON NOATBEPKAEeHa U METPONOrMYECKN Npo-
CrNeXMBaeTCs K CTaHgapTam Toro ke unu bonee BbICOKOTO Nopsigka, kak ykasaHo B MCO 17511;

3) NOBTOpPHOE TEeCTUPOBaHWe 06pa3LoB NaLNeHTOB.

d) BKK pomxeH npoBOAMTLCS C 4acTOTOW, OCHOBAHHOW Ha CTabUNbHOCTU WM HaZEeXHOCTU MeToda Wc-
crefoBaHWUsA M PUCKE MPUYMHEHUS Bpeaa NauWeHTy B pe3ynsTate NpefocTaBNeHust olMbo4Horo pesynsrara.

e) Mony4eHHble 4aHHble A0MKHbI ObiTh 3athuUKCUPOBaHbl TakuM 06pasom, YToObl MOXHO ObINO BbIABWTb
TpeHObl M CABUIW; rOe 370 NMPUMEHWMO, ONS aHanvW3a pe3ynbTaToB [OIBKHblI MPUMEHSTLCA CTaTUCTUYeckue
MeTonbl.

f) OanHble BKK gomkHbI aHanManMpoeaThCca C YY4ETOM OMPEAEneHHbIX KPUTEPUER NMPUEMIIEMOCTH Yepes
perynsipHble NPOMEeXYTKM BPEMEHMW WU B CPOKM, NMO3BONALLME NONMY4YMTb JOCTOBEPHOE NPeACcTaBMNeHNE O TeKy-
LLleM YpOBHE KayecTea.

g) Nabopatopus gormkHa NpegoTBpatMTb Bbigady pesynbTaToB nauveHToB B Crydae, ecnv pesynsraTt
BKK He cooTBEeTCTBYET YCTAHOBMNEHHbLIM KPUTEPUSIM MPUEMIIEMOCTH:

1) ecnun kputepun npuemnemoct BKK He OOCTUrHYTbI 1 yKasbiBalOT Ha TO, YTO pe3ynbTaTbl n3Mepe-
HUS1 MOTYT cogepaT KMUMHUYECKM 3HAYMMbIe OLUMOKW, 3T pe3ynbTaThl JOIMKHLI ObiTh OTKMOHEHHI, a
COOTBETCTBYKOLLME 0Bpa3Lbl NAaUMEHTOR OOMKHbLI BbITh UCCNefoBaHbLI NOBTOPHO NOCMe UCNpaBneHus
owmnbku (cm. 7.5);

2) pesynbraTthl Npob nauneHToB, KOTOpbIE BbINKM MCCreaoBaHbl NOCHE NOCNEAHEro ycnewwHoro cobbl-
™A BKK, gomxkHbl 6bITh NpoaHann3npoBaHbl.

7.3.7.3 BHewWwHaAs oueHka kadecTBa (BOK)

a) IlabopaTopus OOMKHA KOHTPONMUPOBATL KAYeCTBO NMPOBOAMMBIX €K UCCMeN0BaHUA NYTEM CpaBHEHUSN
C pesynsratamu opyrux nabopartopuid. 310 BKNKOYaeT B cebs yyactue B nporpammax BOK, cooTeeTCTBYHOWIMX
MccnegoBaHWsM U MHTEPNPETUPYEMBIM pe3yrnbsTataM, BKMYas MeTodbl UCCMefOoBaHUA HA MeCcTe OKa3aHus
MeaNUMHCKON NOMOLLN.

b) labopaTopus gomkHa paspaboTaTte npouedypbl peructTpauuu, ydactus v npoeeaeHns BOK gns vc-
Nonb3yemMblx METOAOB UCCMNEeLOBaHUN, eCriv Takue nNporpaMmbl UMEKTCS.

c) O6bpa3suybl ang BOK gomkHel MICNONB30BaTLCA MEPCOHANOM, KOTOPLIN PEryNsSpHO BLIMOMHAET NpoLeay-
pbl, NpenLlecTByHOLLNE UCCNEeNOBAHNI.

d) Mporpamma(bl) BOK, BeibpaHHas(bie) nabopatopueit, 4omKHa(bl), HACKOMLKO 3TO BO3MOXHO!

1) IMeTb BO3MOXHOCTE NPOBEPKM NPOLIECCOB, NPeALLecTBYOLNX MCCNea0BaHNIo, MPOLECCoOB Uccre-
OOBaHUSA M MPOLLeCCOoB Nocne UccrneaoBaHus,

2) npepocTaBnaTe 0Opasubl, MMUTMPYIOLWMe 0Opasubl NaLMeHToB, A8 PeLleHns KNMHUYECKM 3HaYu-
MbIX 3a0au;

3) cootBeTcTBOBaTL TpeboBaHuaMm MCO/MIK 17043.

e) MNpu BbiBope nporpammebl (Nnporpamm) BOK nabopatopus fomkHa yuyuThiBaTe TUMN Npegnaraemoro
LLlenieBoro aHa4deHus.

LieneBble 3Ha4yeHWsa ObIBAIOT:

1) HE3ABMCKUMO YCTAHOBMEHHbIE 3TANIOHHBIM METOAOM,

nnu

2) ycTaHOBMNEHHbLIE HA OCHOBE [aHHbIX 0BLLero KoOHceHcyca,

nnu

3) ycTaHOBMEHHbIE Ha OCHOBE OaHHbLIX KOHCEHCYCa OOHOPOAHOM rPynmbl No
MeToay,

Wnm

4) ycTaHOBMNEHHbIE IPYNMONA 3KCNEPTOB.

M pumMmevyaHune 1 — Korga ueneBble 3Ha4YeHuns, He3aBUCKMbIE OT METoAaA, HedJOCTYMNHbI, MOTYT BObITb MCNONb30-
BaHbl KOHCEHCYCHbIE 3HAa4YeHWA, OnA TOoro YTOObI onpenennTb, CBA3aHbl NM OTKNOHEHWA C BNUAHUEM naﬁopampww nnn c
ocoBeHHOCTLIO MeToha.

23

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 29 /58
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-15189-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69626
https://gostexpert.ru/gost/gost-15189-2024?utm_source=pdf&utm_medium=69626&utm_term=page

FOCT P UCO 15189—2024

MpumeyvyaHue 2— Ecnu HegocTaTok KOMMYTaTUBHOCTK MaTepuanos BOK 3aTpyaHseT cpaBHeEHUE MeXay He-
KOTOPBLIMW METOAAMM, BCE e MOXET OblTe MOME3HLIM NMPOBOAUTE CPABHEHWUS MEXay MEeTooamK, AN KOTOPbIX OHW ABMSA-
I0TCH KOMMYTaTUBHEIMK, 8 HE MOMNaraThbCs TOMLKO HA CpaBHEHWE BHYTPU MeToAA.

f) Ecnv nporpamma BOK nubo HegocTynHa, nubo He nogxoauT, nabopatopwus AOMKHa WCNonb3oBaTh
anbTepHaTUBHbIe cnocobbl OLEHKM KadecTBa uccrnedoBaHuid. JlaBopatopua gomkHa oBocHOBaTb LIENEcoo-
Bpa3HoCcTb BbIOpaHHON anbTepHaTUBbL! M MPeaoCcTaBUTh AoKasaTenbcTBa ee 3(PEKTUBHOCTH.

MpumMmeyaHue — [lpuemnemble ansTEpHATUBLI BKIHOYAKOT:

- yyactue B obmeHe npobamu ¢ apyrmmn nabopatopuamu;

- MexriabopaTopHble CIMYEHUA Pe3yNbTaTOB MCCNEN0oBaHUA MAEHTUYHLIX MaTepuanos ansa BKK, koTopbie oueHu-
BaloT pesyneratsl BKK otgensHoi nabopatopuy B cpaBHEHUN C 06beAMHEHHBIMW pesynsTataMi y4acTHUKOB, MCMOMNb3yto-
LWKUX OOMH U TOT e Matepuan ans BKK;

- aHanua apyron naptum kanubpartopa npou3BoaguTens Ans KOHEYHOro NoMbL30BaTENsA UMY Matepuana npou3Boau-
Tens AnA KOHTPONs TOYHOCTY;

- aHanM3 MMKpoBMONOrM4ecKnX OPraHn3MoB C MCMOMNb30BaHWEM pasfensHOro/cnenoro TeCTUPOBaHUS OQHOIO 1 TOro
e obpasua no KpaiHer Mepe ABYMSA NUUAMW, UMK, NO KpaHel Mepe, Ha ABYyX aHanuaatopax, Wnv, no kpanHeiln mepe,
OBYMS METoLamu;

- aHanua peepeHTHbIX MaTepuanos, CHUTaKLLMXCA CONOCTaBUMbIMK ¢ 0Bpa3uaMiy NauMeHTOoR;

- aHanuz obpasyoB NaLMeHTOB, UCMOMNb30BaHHBLIX ANA KITMHUYECKUX KOPPENALWOHHBIX UCCNEeaoBaHui;

- aHanns Matepuanos U3 KIIETOYHbIX U TKaHEBbIX BaHKOB.

g) OaHHble BOK pgonxHbl nepecmaTtpuBaTthCs Yepes perynspHble MHTepBanbsl BpEMEHW C ONpeaeneHHbI-
MW KPUTEPHUSMK NPMEMIEMOCTH B CPOKW, KOTOPLIE MO3BOMSOT MOMYYUTh 3HA4YMMOE NpedcTaBneHne o TeKy-
LeM Ka4ecTBe.

h) Ecnu pesynisratel BOK BbIXoOaT 3a paMKku yCTaHOBMEHHBIX KpUTEPUEB NPUEMIIEMOCTU, AOMKHbI ObITh
npennpuHATHI COOTBETCTBYOLWME OelicTBUS (cM. 8.7), BKNoYas OLEHKY TOro, ABMSIETCH N HECOOTBETCTBME
KNMMHWYECKM 3HAYMMbIM, NMOCKOIMBKY OHO MOXET BNUATL Ha pe3ynkTaTthl NaLMeHToB.

i) Ecnn ycTaHOBNEHO, YTO HapyLUeHWe KINUHUYECKN 3Ha4MMoe, HeoBXoaMMO NPOBECTM aHanu3 pesynsra-
TOB NauWEHTOB, KOTOPbIe MOMMK BbiTh 3aTPOHYThI, U PACCMOTPETL HEOOXOAMMOCTL KOPPEKLUK, a NoMnb3oBaTe-
nW AOMKHBI BbITe NPOMHMOPMUPOBaHbLI COOTBETCTBYHLLUM 06pa3om 1 No Mepe HeobxogumocTu.

7.3.7.4 ConocTaBMMOCTL pe3ynbsTaToR UCCNeaoBaHUN

a) Ecnn gns npoeedeHus MccrnefoBaHUS UCMONb3YKTCHA pasnuyHele meToasl u/vnv obopyaoeaHue, w/
MIN UCCrefoBaHMA NPOBOAATCS B pasHbIX MecTax, AoMmKHa DbiTe paspaboTaHa npoueaypa Ans conocraene-
HWA pe3ynbTaToB NCCNefoBaHUA NauMeHToB B KITMHMYECKW 3Ha4YMMbIX AManasoHax.

MpumevyaHue — Wcnonb3oeaHne o6pa3uoB NaLMEHTOB NPY CPABHEHUM Pa3nWYHbIX METOOOB UCCNEAOBaHUS
nossongeT u3bexarts TPyAHOCTEN, CBA3AHHBLIX C OrpaHMHEHHON KOMMYTaTUBHOCTEI0 MaTtepuanos ansa BKK. Ecnu obpasukl
NauneHToB HedOCTYMNHbI UAWM MX UCMOMb30BaHWE HENPaKTUYHO, CM. BCe BapuaHTbl, onncaHHble Ans BKK n BOK.

b) NNaGopaTtopwus fomkHa 3a00KyMEHTUPOBaTL Pe3ynkTaThl OLEHKW CONOCTaBUMOCTU 1 UX NMPUEMITEMOCTb.

c) llaGopaTopusi fomkHa NepuoanYeckn NPOBEPSITh COMNOCTABUMOCTb Pe3ynLTaToB.

d) MNpw BLIABNEHUW Pa3NWMYMIA OLLEHUBAETCS BNUSIHUE 3TUX pasnnymil Ha Bruonoruyeckne pedepeHTHble
MHTEpPBarbl U YPOBHW NPUHATUS KNMHUYECKUX PelleHnid M MPUHMMAKOTCSA COOTBETCTBYHOLLME Mepbl.

e) NabopaTopus gomkHa MHOPMUPOBATL NoNb3oBaTenen 0 MobbiX KMMHWYECKA 3HAYUMBIX pasnuymnsx
B COMOCTaBMMOCTU PE3yrnLTaToB.

7.4 MNpoueccol nocne uccnegoBaHusA

7.4.1 OTyeT 0 pe3ynbTarax

7.4.1.1 Obwme cBegeHus

a) Peaynetathl vccnefoBaHui OOMKHBI BbITe NpeAcTaBneHel TOYHO, ACHO, HEABYCMBICIIEHHO, B COOT-
BETCTBMM C 3a0aHHBIMM MHCTPYKLMUSMM B paMKax npoLueaypbl MccrnegoBaHuns. B oTyer o pesynstatax gonxHa
BKITIOMAThCA BCA MMeroLwascs nidopmauus, Heobxogumasa ona nHTepnperauyMm pesynsraTos.

b) NaBopaTtopusa gomkHa UMeTb Npouenypy yBeOOMIEHUs NoMnb3oBaTenen o 3afepxKe Bblaavn pesynb-
TaTOB UCCMNenoBaHWM MCXOOA U3 NOCNEACTBUIA TAKOW 3aAepXKW AN nauueHTa.

c) Bca nHdopmMauus, cBA3aHHas C BblAaHHbIMW OTYETaMK, AOMKHA XPaHUTLCH B COOTBETCTBMU ¢ Tpebo-
BaHWAMM CUCTEMBI MeHegKMeHTa (cM. 8.4).

MpumeyaHue — [na uenen HACTOALWErO CTaHAapTa OTYETLlI MOryT Bbl4aBaTbCs B NEYaTHOM MW B 35IEKTPOH-
HOM BMAax rnpwv ycroesmu cobnogeHus TpeGOBaHMﬁ HaCTOALLEro craHgapTa.
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7.4.1.2 AHanu3 n Bbliga4ya pe3ynsTaTtos

Mepen BbINyCKOM pe3ynsTaThl AOMKHbI ObITh NPOAHaNM3npoOBaHbl U YTBEPXKAEHbI.

NaBopaTtopusa gomxkHa obecneunTb aHanu3 pe3ynbTaToB UCCNeaoBaHWiA YNONMHOMOYEHHBIM COTPYOHU-
KOM, OLIEHKY WX C y4eTom pesynstatoB BKK v 0ocTynHOW KNUMHUYECKOW MHPOpMaLMK, a Takke npefbiaywmx
pe3ynsTaToB UCCreqoBaHUin.

HomxHa ObiTe onpegeneHa OTBETCTBEHHOCTL M NPOUEeYpbl B OTHOLUEHWW BbiMyCcKa OTYETOB O pe3ynbTa-
Tax, BKMOYas To, KEM M KOMY OHW MOryT ObiTb BblgaHbl.

7.4.1.3 OnoBeLeHne 0 KPUTUYECKNX pesynbTaTax

Korga pesynesraTel nccriegoBaHuil nonagatT B YCTAHOBMEHHbIe Npefensl KpUTUYeCcKUX 3Ha4YeHWn:

a) nonb3oBaTens UMW APYroi YyNonHOMOYEHHbIW COTPYOHWK YBEAOMMNAETCS 00 3TOM Kak MOXHO cKopee
Ha OCHOBE MMEOLLIeNCS KMMHUYECKON MHAOpMaLMK;

b) npuHATbIE Mepbl LOKYMEHTUPYIOTCH, BKMYas AaTty, Bpemsi, OTBETCTBEHHOE NWULO, OMOBELLEHHOE
nuuo, nepedaHHble pesynbTaThl, NOATBEPXKAEHWE TOYHOCTU Nnepeaadyu coobLeHnin u nobble TPYAHOCTU, BO3-
HUKLLWE NPWU OMNOBELUEeHUMN;

c) nabopaTtopusa JomKHa UMeTk NMpouenypy 3ckanauvu onoBeLleHuit Ons naGopaTopHoOro nepcoHana,
Korga HeBO3MOXHO YCTAHOBUTb KOHTAKT C OTBETCTBEHHbLIM NULIOM.

7.4.1.4 Ocobble pekoMeHOaLMK OANS OTYeTa 0 pe3dynksrarax

a) Mo cornacoBaHuvio C Nonb3oBaTeem pesynsTaThl MOTYT NPeACcTaBnAaTLCH B YNPOLWeHHoW dopme. o-
Ban vHdopmauns, ykasaHHas B 7.4.1.6 n 7.4.1.7, koTopas He Oblna npeacTaBneHa nonb3oBaTento, LOMKHa
ObITE gOCTynHA No TpeboBaHMIo.

b) Ecnu pe3ynsTtaTthl NepefarwTcs B Ka4ecTBe NpedBapUTenbHOro oT4YeTa, Nocne 3Toro nonb30BaTento
BCcerga gomkeH bbiTe HanpaeneH huHanbHbIA OTYET.

c) Mo Bcem pesynsTatam, NpeacTaBneHHbIM B YCTHOW dopMe, BKMYasa NogpobHyH MHGOopMauUK o
npoBepke TOMHOCTW COOBLLEeHWI, Kak 3To npegycMoTpeHo B 7.4.1.3 b), OMmKHbI BECTUCEL COOTBETCTBYOLLME
3anucu. Nocne ycTHOW nepegadqn gaHHbIX Bcerga AOMKeH nepegaBatbcsa OTHET O pesynbratax.

d) PesynbTaTthbl ccregoBaHUi, MMEKLNE Cepbe3HbIe NOCNeaCTBUS ANA NauMeHTa (Hanpumep, no reHe-
TUYECKUM WM HEKOTOPLIM MHEKLUOHHBIM 3aboneBaHuamM), MoryT TpeboBaTb 4OMOMNHUTENBHbBIX KOHCYNbLTa-
umin. PykoBoacTBo nabGopatopuun JOMKHO obecneunTs, YTOBbI 3TW pe3ynsTaThl He AOBOAMMNCH OO0 CBeOeHUs
nauMeHToB A0 NoMyvYeHUs AOMONHUTENbHbIX KOHCYNLTaLMWNA.

e) Obeanu4yeHHble pe3ynbTaTbl N1abopaTopHbIX UCCNEeNOBaHWMIA MOTYT MCMONMb30BaTLCA ANs 3NMaeM1o-
norn4eckoro, geMorpaduMyeckoro U1 MHOro CTaTUCTUHECKOro aHanuaa npu ycnoBuu MUHUMKU3AUMKM PUCKOB
HapyLIeHUsa NPUBATHOCTWN W KOHPUAESHUMANBHOCTU MHPOPMAaLKMK O NaLKeHTaxX B COOTBETCTBUM CO BCEMU Mnpa-
BOBLIMUW /UM HOPMATUBHLIMK TpeboBaHUAMN.

7.4.1.5 AeTomaTtnyeckuin BbIbop, aHanus, Beigaya 1 coobuieHue o pesynsratax

Korga nabopatopusi NpUMEHAET CUCTEMY aBTOMaTUYeCcKoro Bbibopa, aHanna3a, BeiMycka v Bblgayu pe-
3yNbTaToB, OHA AOMKHA YCTAaHOBWTbL MpoUeaypy Ans obecneyeHns cnegyoLwero:

a) KpuTepur aBToMaTUHecKoro Beibopa, aHanv3a 1 Bbinycka onpegeneHbl, yTBePKOeHbl, Merko JocTyn-
Hbl M MOHATHBLI NEpPCcoHary, OTBETCTBEHHOMY 3a MOMHOMOYUSA MO BbIMYCKY Pe3yrbTaTos;

b) kpuTepum, KOTOpLIE MOTYT NOBMAKATL HA NPABUITBHOCTL (MYHKLIMOHMPOBAHUA 3TOW CUCTEMbI U CO30aTh
PUCKM ANSA naumeHTa npy oKkasaHum eMmy MedMLWHCKOM NOMOLW, BanuanpyroTcs U yTBepKaalTcs nepeq uc-
NnonbL30BaHWeM, perynsapHo nepecMmaTpuealTcs v BepudMUMpYOTCH Nocne BHEeCeHUS U3MEHEHWUN B CUCTEMY
OTYETHOCTH;

C) pesynetaThbl, BbiOpaHHble aBTOMaTMYeCcKoW CMCTEMOW OTYETHOCTW ANS PYyYHOro aHanwuaa, COOTBeT-
CTBYIOLLUMM 0Dpasom NAeHTUPULNPYIOTCS, U NPKM HeoDXOAKMMOCTM MOXHO NONy4YMTb MHAOPMaUWo 0 gaTe W
BpeMeHW BbIBOpa U OUEHKK, a TaKKe UOSHTUMMUKALWIO NULA, BbINOMHUBLUEro aHanus,;

d) npyn HeobxooMMOCTU aBTOMATUYECKUA BbIBOpP, aHanus, BbIMYCK U Bblgada MoryT BbiTe BeiCTpo npu-
OCTaHOBIEHbI.

7.4.1.6 TpeboBaHMa K oTYeTaMm

Kaxgblih oTHeT AOMKeH cogepkaTb creaylLwy nHpopmMauumio, ecnu y nabopaToprn HeT 3a40KyMeHTH-
POBaHHbIX MPUYMH HEe MPeaoCcTaBNATe MHDOPMAaLN0 U3 Kakoro-nubo [cnegytowero HKe] nyHkTa:

a) YHUKaNbHYK UAEHTUMUKALUID NauMeHTa, AaTy B3ATUA NepBUYHON Npobbl 1 OaTy BhIMyCcKa OTYeTa Ha
KaygoW cTpaHuue oT4yeTa;

b) noeHTudpmkaumno nabopatopum, BbINYCTUBLLEN OTHET;

C) HAMMEHOBaHWE N OPYTOW YHUMKANbHbIN MOeHTU(KUKaTOp Nosib3oBaTens;

d) TMn nepBMYHOM NPOBbLI 1 NOGYI0 OONOMHUTENBHYIO MHGIOPMAaUNKD B OTHOLEHUW Npobbl (Hanpumep,
NCTOYHMK, NTOKannsawums, MakpoCKONM4eckoe onucaHue);
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e) YeTKYH, OLHO3HAYHYI0 MAEHTUMUKALUIO BbINMOMHEHHLIX MCCNeaoBaHui;

f) npn HeoGxoAMMOCTH, MOeHTUDMKALMIO MCMONB30BAaHHOTO MeToda WCClefoBaHus, BKIoYas, rae ato
BO3MOXHO W HEOBXOOQUMO, rapMOHM3UPOBaHHYIO (3NEKTPOHHYID) MOEHTUMhUKALUID U3MEepPSeMOoi BEMUYMHBLI U
NpUHLMNE U3MEPEHUs.

MpumeyaHue — lNpuMepbl anNekTpoHHOW naeHTUpUKayuu: Logical Observation Identifiers Names and Code
(LOINC) n Nomenclature for Properties and Units (NPU, NGC) n SNOMED CT;

g) pesynsraTthl UCCMeaoBaHUi C yKasaHMeM, rae 310 YMECTHO, €AMHUL M3MEPEHNUS, NMPUBEOEHHLIX B €41-
Huuax CU, eguHnL, npocnexusaemsix 4o equHnl CU, unn gpyrux NpUMeHUMbIX eQuHULL M3MEPEHNS;

h) Buonoruyeckne pedepeHTHbIE MHTepBarbl, NOPOrM KMUHUYECKUX PELLeHWI, NpU HeoBXoauMOCTH OT-
HOLIEeHWA NpaBaonofo6usa N ouarpaMmMbl/HOMOrpaMMbl ANA 060CHOBaHUA KNMHWYECKUX MOPOTroB NPUHATUSA
peLleHui.

MpumeyaHue — lonb3oBaTenaM nabopaTopun MOTYyT NPeOCTaBNATLCHA NEPEYHU UNKn Tabnuubl ¢ Bruonornye-
CKMMU pedhepeHTHbIMW UHTEpBaNamu;

i) nAeHTUMKALMIO NCcCnedoBaHUM, BIMOMHEHHBIX KaK YacTb HayYHbIX MCCedoBaHWiA v pa3paboTok,
B OTHOLUEHWW KOTOPLIX OTCYTCTBYHIT KOHKpETHble TpeboBaHMA K XapaKTepUcTMKam M3MepeHui;

i) noeHTMdrkaumo nuua (niu), aHanMaMpoBaBLLEero(Mx) pes3ynbraTbl U YNOMNHOMOYEHHOro(biX) Ha Bbl-
nycK oT4eTa (ecrnuv aTv CBEAEHWUS HE COOEepXaTcH B OTYETE, TO UX AOIKHO BbiTh NErko nony4vMTs Npu Heobxo-
OVUMOCTH);

k) ngeHTndukaumio nodbix pe3ynsTaTtoB, KOTopble HeoBX0AMMO paccMmaTpyBaTh B Ka4ecTBe NpedBapu-
TernbHbIX;

I) ykazaHue nbbiX KPUTUHECKUX Pe3ynbTaTos;

M) YHUKaNbHY NAEHTUMUKALNID BCeX COCTaBNAKLWNMX YacTer obLLero oTyeTa ¢ YeTKON naeHTUumkaLm-
€l OKOH4YaHWs oT4eTa (T. e. ykaszaH1ue HoOMepa CTpaHuubl M3 0bLero YyvMena cTpaHuLl).

7.4.1.7 JononHuTenbHas nHdopmaumnsa 4ns oT4eToB

a) B Tex cny4yasx, Korga 310 HeoOXoAMMO NS OKaszaHusa NMoMOLUM NauueHTy, AOIMKHO BbiTh BKIIOYEHO
BpeMS B3ATUSA NEPBUYHON NPODBLI.

b) Bpems Beinycka oTyeTa, ecriv OHO He COOEepPXUTCS B OTYEeTe, AOMKHO OblTb OCTYMHO NO 3anpocy B
cnyyae HeobxoguMocCTH.

c) gpeHTudukaumsa Bcex MccreqoBaHUin UNn YacTu UCCNEeAoBaHWA, BbIMOMHEHHbIX BO BHELIHEN BCMO-
MoraternbHon nabopatopuu, BKNOYaA NpefoCTaBNEHHYK KOHCYNbTaHTaMn MHgopMauuo, 6e3 usMeHeHun, a
TaKxe HaMMeHOBaHWe nabopaTtopui, BLINMOMHUBLLER UCCNEeOBaHME.

d) Korga ato np¥MeHUMo, OTYeT AOMKEeH BKMYaTh MHTEpPNpeTaunio pe3ynsraTtoB U KOMMEHTapum B OT-
HOLLEHWU:

1) kayecTBa 1 NpUrogHOCTM NPOBkI, KOTOPbIE MOTYT NOCTABUTL NOA COMHEHWE KITMHNYECKYH LLEHHOCTb
pesynLTatoB MCCNeJoBaHNs;

2) pacxoxneHus, Korga uccrneoBaHusi NPOBOAATCS C MOMOLLLbI0 pasHbiX METOAO0B (Hanpumep, uccne-
AOBaHWS Ha MecTe OKasaHus MegULMHCKOW NOMOLLM) UMK B pasHbIX NogpasfeneHusx;

3) BO3MOXHBIW PUCK HEBEPHOW MHTEpPNpeTauun, KOraa Ha perMoHanbHoOM UMM HauWoHansHOM YPOBHE
MCNONb3YKTCH pasnuyHbie eAMHULBI M3MEepPEeHNS,

4) TpeH pesynsrara UM CyLecTBEHHbIE U3MEHEHWS BO BPEMEHM.

7.4.1.8 KOppeKTMpOBKK BblAaHHbIX OTHETOB

Mpouenypbl BbINyCKa U3MEHEHHbIX UMW NEPECMOTPEHHbBIX pe3ynsLTaToB OOMKHbI obecneynBaTth criegy-
oLlee:

a) MpUYMHBI TAKOTO M3MEHEeHUA (PUKCUPYIOTCA B 3aNUCcaX U Npu HeoBX0OUMOCTW BKIHOYAKOTCA B UCMpaB-
TNEHHbIN OTYeT.

b) M3ameHeHHble pe3ynbTaThl OMKHbLI NPEA0CTABNATLCH TOMLKO B BUAE [AOMOMHUTENBHOMO OOKYMEHTa
U OONOMHUTENBLHON OTNPABKW JAHHbIX, KOTOPLIE YETKO MAEHTUMOULNPYIOTCA KaK UCMpaBrneHHble, Npu 3TOM
LOMKHbI BbITh 0603Ha4YeHbl faTa U UOEHTUPUKALMOHHBIE AaHHble NauueHTa U3 NepBoHaYanbLHOro oT4yeTa.

c) Nonb3oeatena nabopatopun MHOPMUPYIOT O NEPEBLINYCKE OTYETA.

d) Mpwu BbIgaYe NOMHOCTLIO HOBOrO OTYETA O pe3ynbratax OH AOMKeH BbiTh YHUKANbHO UAEHTUULMPO-
BaH U JOMKEH COAEpPKaTb CChIMKY Ha NepBOHAaYarbHbIA OTYET O pe3ynbTarax, KOTOPbIA OH 3aMeHSIET.

e) B Tex cnyyasax, Korga cuctema oTYETHOCTM He MOXeT paboTaTb C BEPCUAMUW OTYETOBR, B OTHOLUEHWUM
nepeBbINycka A0MKHbI BECTUCh COOTBETCTRYIOLLME 3aMnCH.
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7.4.2 PaboTta ¢ npo6amMu nocne uccnegoBaHus

NabopaTtopus gomkHa onpegenTb Nepruof XxpaHeHnsa Npod nocne BbINOMHEHWA NCCNeqoBaHuA, a Takke
YCNOBUS UX XpaHeHWs.

Mocne nccnegoBaHua nabopaTopus AomkHa obecnevnTs credyroLlee:

a) coxpaHeHue WAeHTUUKaLUMM NauneHTa u UCTOMHMKA Npobbl;

b) BO3MOXHOCTL OnpeaeneHns NpUroaHocT Npobbl ANs 4ONONHUTENBHOIO NCCMNea0BaHWs;

c) obecnedyeHne onTMManbHbIX YCNOBUIA XpaHeHus npobbl ANs NOAAEPXKaHWsA ee NPUrogHOCTU K Aonon-
HUTENBEHOMY MCCIegoBaHuIo;

d) BOZMOXHOCTb HalTK W U3BMNeYbL Npoby;

e) yTunmaauuo npob CooTBETCTBYOLLMM 0Dpa3oMm.

7.5 PaboTa c HecoOTBeTCTBUAMMU

B naGopaTopuu OOMKeH CyLlecTBOBaTL NPOLECC, KOTOPLIH BLIMOMHAETCA B crydae, korga ntoboii acnekrt
AeaTtensHocTy naGopaTopun UMW pesynsTaThl UCCNEefoBaHWUiA HE COOTBETCTBYIOT ee COBCTBEHHLIM [3af0Ky-
MEHTMPOBAHHLIM] Npouedypam, cTaHgapTam kavyecTBa Unu TpeGoBaHUsSM nonb3oBaTenei (Hanpumep, obo-
PYLOBaHUe UMK YCIIOBUSI OKPY>KaloLel cpefbl He COOTBETCTBYIOT 3afaHHbLIM NapaMeTpam; peaynsTaTel MOHM-
TOPWHra He OTBEYalT YCTaHOBMNEHHbLIM KpMTepusaM). 3TOT NpoLecc JomKkeH obecneynsaTth cnegylollee:

a) onpefeneHve OTBETCTBEHHOCTM W NOMHOMOYMIA ANS yNpaBneHUs HEeCOOTBETCTBUAMMU;

b) onpegenexne HezamegnUTENbLHbLIX MEP U AONTOCPOYHbLIX AECTBUMA, OCHOBaHHLIX HA aHan1ae pUCKoB,
CyLLECTBYIOLLMX B NabopaTopuu;

C) OCTaHOBKY NPOBEAEeHUs UCCINefoBaHUiA U BblAady OTYETOR, NOKAa CYLLECTBYET PUCK NPUYKMHEHWA Bpeaa
nauyueHTam;

d) NnpoBeAeHMe OLEHKW B OTHOLIEHUW KNUHUYECKOW 3HAYMMOCTM HECOOTBETCTBUS, BKIOYaA aHanus ee
BO3[eNCTBMA Ha Npedblaylive pesynsTaThl MCCNeqoBaHui, KoTopble GbinM UM Morn 6biTh BblAaHbl 4O Bbi-
ABMEHUS HeCOOTBETCTBUS;

e) NPUHATHE peLleHnst 0 MPUeMIeMoCcTU HECOOTBETCTBHUS;

f) nepeBbINyCK pea3ynsTaToB UCCNedoBaHWi NPy HeoBX0OMMOCTH U YBELOMIeHe Nnonb3osaTens 06 aToMm;

g) onpefeneHne OTBETCTBEHHOCTU M MOMHOMOYMIA B OTHOLIEHWW NPUHATUS pelleHus 0 BO30BHOBNEHWU
OeATENbHOCTH.

Na6GopaTopua OOMKHa OCYLLECTBNATL KOPPEKTMpYLWUe OefCTBUS COPa3MepHO C PUCKOM MOBTOPEHMS
OeATenLHOCTW, He COOTBETCTBYIOLW e TpeboBaHusam (cm. 8.7).

NaGopaTopua JorkHa XpaHUTb 3anucKk O AedATenbHOCTM, HECOOTBETCTBYIoWEeN TpeboBaHuam 1 npea-
NPUHATLIX Mepax, B COOTBETCTBUN ¢ 7.5, a)—g).

7.6 YnpaBneHue gaHHbLIMKU U UH(bopMaL e

7.6.1 O6wme cBegeHus
NaGopaTtopusi [OMKHa MMETb OCTYN K AaHHLIM M MHDOpMaL MK, KOTopble HeoBX04WMbIl ANsA OCYLLEecT-
BNEeHWA ee OeATeNbHOCTH.

MpumMmeuvaHue 1—B HacToAWeM cTaHAapTe TEPMYH «NabopaTopHble MHDOPMALIMOHHBLIE CUCTEMBIY» BKITHOYaET
B cebqa ynpaeneHve gaHHbIMU U MHOpPMaLUVe, COAEpXKaLLUMNCH KaK B KOMMNbLIOTEPAX, TaK U B HEKOMIMBHTEPU30OBAHHBIX
cuctemax. Hekotopble us atux TpeboBaHuii MOryT BbiTe Gonee NpUMEHNMBI K KOMMbIOTEPU3OBAHHLIM CUCTEMaM, YeM K
HEKOMMbIOTEPU30BAHHBLIM.

MpumMeyaHue 2— PuUcku, cBA3aHHbIE C KOMMBIOTEPU3OBAHHBIMU NabopaTopHbLIMU MHOPMALMOHHBIMA CUCTE-
Mamu, paccmatpueatotca B MCO 22367:2020, A.13.

Mpumeuanue 3 — Mepbl obecneveHna MHPOpPMaLMOHHOW Be3zonacHOCTK, CTpaTerun 1 NepeaoBble NPakTUKK
obecnevyeHna KOH(PUAEHUMANbHOCTU, LENOCTHOCTU M AOCTYNHOCTU MHdopmauum npueedeHsl B ICO/M3K 27001:2022,
npunoxexHve A «PekomeHgauum no obecnedeHno MHHOPMaLMOHHON He30NacHOCTMY.

7.6.2 NMonHOMO4YMA U OTBETCTBEHHOCTb B 06NacTy ynpaBneHus nHdopmaumen

NaBopaTtopusa gomKHa onpeaennTe NONMHOMOYNS M OTBETCTBEHHOCTL B 0bnacTu ynpaeneHusa nHgopma-
LWOHHBIMUW CUCTEMaMM, BKIoYas obenyxueaHue 1 mogudukauno MHHOOpMaLNOHHBIX CUCTEM, KOTOPbIE MOTYT
MOBMWSITL HA OKAa3aHWe MeJULMHCKOW NOMOLLM nauueHTam. JllabopaTtopusi HECET NOMHYH OTBETCTBEHHOCTL 3a
ncnonb3yemble nabopaTopHbie MHPOPMALIMOHHBLIE CUCTEMBI.

7.6.3 YnpaBneHue nHQOPMaLMNOHHbLIMW CUCTEMAMM

Cuctema(bl), ucnonssyemas(blie) ana cbopa, 0bpaboTkn, 3anMcK, OTYETHOCTU, XPaHEHUS UMK MOUCKa
OaHHbIX U MHbopmaLMK 06 uccrneqoBaHUAX, 4OMKHA(bI) BbITh:
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a) BanMOoMpoBaHHOW(bIMW) MOCTaBLIMKOM W BepudUUMpPOBaHHLIMK B nabopatopuy B OTHOLIEHUM ee
(OYHKLMOHANLHOCTY [0 BBedeHus B paboty. Jiobble M3aMeHeHna B cucTeme, BKMYash HacTpPoWKy Mnu ob-
HOBMNEHUE CTOPOHHEro MPOrpaMMHOro o6ecnedYeHus, JOMKHbLI BbiTb aBTOPU3MPOBaHbI, JOKYMEHTMPOBAaHLI U
BanuaMpOBaHkI Nepen Ux NnpUMeHeHUem B paboTe.

MpumeyaHue 1— Banugauma v BeprduKaLMA BKIOYAKOT, r4e 3TO NPUMEHUMO, Hagnexallee dyHKUMOHUpO-
BaHWe WHTepdercoB Mexay nabopaTopHoi MHHOPMAaLMOHHOW CUCTEMOW U APYrMMK CUCTEMaMK, TakMMK kak nabopatop-
Hoe obopynoeaHue, BonbHWYHAs cUcTEMa aiMUHUCTPUPOBAHUS NAaUMEHTOB W CUCTEMbI B cdepe NeEpPBUYHON MenuuWH-
CKOM NOMOLLIX.

MpumeyaHue 2 — [JoCTyMHOE Ha pblHKE KOMMEpYecKoe nporpaMMHoe obecnevyeHue npu 0BbIMHOM ero uc-
none3oBaHWK B obnacTu, ANs KOTOPOIN OHO NpefHa3Ha4YeHo, MOXeT CHUTaTbCs B 4OCTATOMHOM CTENEHW BanMaVpPOBaHHbIM
(HanpwmMep, nporpaMMHoe obecnedeHne Ansa 06paboTku TEKCTOB M 3MeKTPOHHbLIX Tabnuu 1 nporpaMMHoe obecneyeHue
ANs ynpaBneHns Ka4ecTBOM);

b) DokymeHTUpOBaHHOW(bIMK), MPW 3TOM AOKYMEHTaUUsa OOIMKHA BbiTh NEerkogocTyNHOW ANs aBTOpM30-
BaHHbIX MNONb30BaTENEW, BKMOYasa AOKYMEHTaUMIo No NoBcegHEBHOMY YHKLUMOHANY CUCTEMbI;

c) npuMeHsieMoli(biMK) ¢ y4eToMm TpeboBaHM knbepbe3zonacHOCTU AN 3aWUTbl CUCTEMbI OT HECaHKLUK-
OHMPOBAHHOIO AOCTYNa W 3aLnTbl AAHHbLIX OT banbcudmKkaLMn Unu NoTepwu;

d) byHKUMOHMpPYIOLEN (UMW) B YCITOBUSIX, KOTOPbIE COOTBETCTBYKT crieunduKauny nocTaBLymKa, unm, B
cly4Yae HeKOMMbHTEPM3OBAHHbBIX CUCTEM, NMPeAyCMaTpUBaILLER YCNOBUSA, KOTOPbIE rapaHTUPYT TOYHOCTb
BHECEHUA W NMepeHoca AaHHbIX, BbIMOMHEHHBIX BPYYHYIO;

e) obcnyxneaeMoi(biMu) Takmum obpazom, 4Tobbl obecneynBaTe LENOCTHOCTb AaHHBLIX U MHAOPMaLnK,
a TaKxe BKMYaTk PErMcTpauuio CMCTEMHbBIX COOEB 1M COOTBETCTBYIOLLMX HEOTNOXHbBIX MEP U KOPPEKTUPYIo-
LWKMX AeNCTBUNA.

PacueTbl n nepefaya gaHHbIX OIMKHBI MOABEPraThbCcH HaAanexalluMM cucTemMaTuyieckuM NpoBepKam.

7.6.4 NnaHupoBaHue NMpu NPoOCTOAX

NaGopaTtopusi OOMKHaA MMETb 3anfaHupoBaHHbie NPOLEcchkl ANs nodgepXaHve onepauvoHHoW Aes-
TeNnbHOCTU B CNy4ae HEUCNpPaBHOCTW MMM Ha BpeMs OTKaza MHOPMAaLMOHHBLIX CUCTEM, KOTOPLIE BIIMAIOT Ha
AesTensHOCTh NabopaTopun. 3TO TaKKe OTHOCUTCH K aBTOMaTUYecKoMy oTbopy 1 BblAave pe3ynbTaTos.

7.6.5 BHewHee ynpaBneHune

Korgpa nabopartopHaa uHcopmaunoHHas cuctema(bl) ynpaensaetca(loTcea) 1 obenyxueaeTca(oTcs) 3a
npegenamu obbekTa Wny Yepes BHeLLHero npoeakgepa, nabopatopus gomkHa obecneuuBaTe cobniogeHve
npoBangepoM Wy onepaTopoM CUCTEMbI BCEX MPUMEHUMbIX TpeDoBaHWIn HAcTosALWero ctaHgapTa.

7.7 XXanobsl

7.7.1 Npouecc

B nabopaTopun JOMKEH CyLLEeCTBOBaTbL NPOLECC PACCMOTPEHUSA Kanob, KOTOpbIA AOMKEH BKKOYATL, MO
KpawnHel Mmepe, criefytoLlee:

a) onucaHwue npouecca Nony4YeHus, NpoBepkn 0OOCHOBaHUA U pacCMOTPEHUS Xanob, a Takke NpUHATUSA
peLleHuns, Kakme OTBEeTHbIe eNCTBUSA OOMKHbI ObiTe NpegnpuHATHI.

MpumevyaHune — PaspelweHne xanob MOXeT NPUBECTU K NPOBEOEHWNIO KOPPEKTUPYIOLWMX OAeAcTBUiA (cM. 8.7)
WK UCMOML30BaTLCA Kak BXOOHLIE AaHHbIE 4N npouecca ynydweHns (cum. 8.6);

b) otcnexusaHue 1 perncTpaums xanob, Bkrovas Mepbl, NPEANPUHATBLIE ANS UX pa3peLueHns;

C) rapaHTUIO BbIMONHEHWS BCEX HEOBX0anMbIX Mep.

OnucaHne npouecca paccMoTpeHus *anob OormkHO 6biTe NyBANYHO JOCTYMHO.

7.7.2 NMony4eHue xanob

a) Mo nonyyeHun xanobsl nabopatopus AOMKHA ONpeaennTb, OTHOCUTCA N xanoba Kk AeATenbsHOCTH
nabopaTopum, 3a KOTOPYK OHa HeCceT OTBETCTBEHHOCThL, W, eCn 3TO Tak, NPUHATE Mepbl ONs pa3spelleHus
aTon xanobbl (cm. 8.7.11).

b) Mpu nonyyeHun xanobbl nabopaTtopust gomkHa cobpaTtb BCO Heobxogumyto nHpopmaunto, YToobl
onpenenuTb, SBNAeTcs N xanoba 060CHOBaHHOMN.

c) Mo mMepe BO3MOXHOCTM NabopaTopust 4oMmKHa NOATBEPAWTE NonyYyeHue *anobel U NpeaocTaBnTb 3a-
ABUTEN MHMOPMAaLUIO NO pesynkTaTtam ee pasbopa u, ecrnv 3To NPUMEHUMMO, OTUYETEI O Xoae pasbopa.

7.7.3 PazpelweHue xanob

PaccmoTtpeHne v paspelueHne Xanob He JoMmKHbI NMPUBOAUTL K KAKON-NMMB0O OMCKPUMUHALMN.

28

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 34 /58
Crpanuua nokymeHTa - https://GostExpert.ru/gost/gost-15189-2024



https://gostexpert.ru?utm_source=pdf&utm_medium=69626
https://gostexpert.ru/gost/gost-15189-2024?utm_source=pdf&utm_medium=69626&utm_term=page

rOCT P UCO 15189—2024

PaZBDELUSHME xanob OOJKHO OCYLUeCTBNATbCA, aHanmManpoBaTbCd W YTBEPXKOATbCA NUALaMK, He TNpuU-
HYaCTHbIMW K paCCManMBaEMOﬁ xanobe. B Tex crniy4dasx, Korga pecypcbl 3TOro He no3BOIIART, nobon anbtep-
HaTWUBHbLIN NOAX04 HEe OOITKEH CTaBUTL NO4 COMHEHUE GECI'IDVICTpaCTHOCTb.

7.8 NMnaHupoBaHue BecnepeBboinHOro hyHKLUMOHWPOBAHUA B Ype3BblYaWHbLIX CUTYaLMAX

Na6opaTtopua gomkHa obecneunts MAEHTUUKALMIO PUCKOB, CBSA3AHHLIX C YpeaBblHaiiHLIMKM CUTYyaLM-
AMW UK OPYIMMK 06CTOATENLCTBAMM, KOTAA AeATenbHOCTL natopaTopun orpaHuyYyeHa UM HeBO3MOXHA, M
pa3paboTaTh cornacoBaHHy CTpaTervio, Kotopas BKioYaeT B cebs nnaHbl, Npouenypbl U TeXHUYeckue Me-
poNpUATKSA, NO3BOMNSALINE NPOACMXaTk AeATENLHOCTb Nocne cbos.

MnaHbl AOMXHbI MEPUOOUYECKN NPOBEPSATLCS, TAKXE AOMKHO MPOBEPATLCS 3annaHUpoBaHHOe pearupo-
BaHMWe, KOT4a 3TO BO3MOXHO Ha NpakTUKe.

NaGopaTtopus aomkHa:

a) paspaboTaTk NMaH pearnpoBaHWs NpK Ype3BbiYaiiHbIX CUTYaUMsaX C y4eToM noTpeGHoCTen 1 BO3MOX-
HOCTei COOTBETCTBYIOLLEro NnepcoHana natopaTopuu;

b) NnpepocTaBnATe MHOPMALUID U NPOBOAUTL TPEHWHIA ANA COOTBETCTBYIOLLEro nepcoHana naGopa-
TOpUK;

C) pearvpoBaTb Ha BO3HUKAKLINE Ype3BblYaliHble cUTyaumnu;

d) npuHMMaTL Mepbl N0 NPeAOTBPALLEHMI0 UMK CMAMYEHUI0 NOCNeACTBUIA Ype3BblYaHbIX CMTyaUui co-
pasmMepHo macluTabam YpesBblYalHOW CUTyaLUumM 1 ee BO3MOXKHLIM NOCNeacTBUAM.

MpumevyaHune — bonee nogpobHaa nHdopmauna cogepxuntca B CLSI GP36-A [35].
8 TpeboBaHNA K cUCTEME MEHEAKMEHTA

8.1 OGwune TpebGoBaHun

8.1.1 O6wme nonoxeHun

NaGopaTtopus JOMKHA YCTAaHOBWUTbL, 3a40KyMEHTUPOBaTh, BHEAPWUTL M MOOAEPKMBaTL CUCTEMY MeHen-
XMEHTa C Lenbi noaaepXku M AeMOHCTpaLMM NocnenoBaTensHoro BuINONHeHMa TpeboBaHWii HACTOALLero
cTaHgapTa. CucTeMa MeHeg KMeHTa Kak MUHUMYM OOSDKHa BKIoYaTh criegylollee:

- OTBETCTBEHHOCTL (8.1);

- uenu 1 nonuTKkm (8.2);

- DOKYMEHTUPOBaHHYH MHopmauuio (8.2, 8.3 n 8.4);

- OeWCTBWSA N0 YCTPaHEeHWIO PUCKOB M onpeneneHns BO3SMOKHOCTEN ANs ynyyweHus (8.5);

- NOCTOSIHHOE ynydleHne (8.6);

- KOppeKTupyroLwne gencteunsd (8.7);

- OLEHKM W BHYTpeHHWe ayguThl (8.8);

- aHanu3 co CTOpPOHLI pykoBogcTea (8.9).

8.1.2 BoinonHeHne TpeboBaHUA CUCTEMbI MEHEXKMEHTA

NaGopaTtopusi MOXeT COOTBETCTBOBATL [TpeboBaHusaM] 8.1.1 nyTemM co3gaHusi, BHeApeHUs U Nogaepxa-
HWUS CUCTEMbl MEHEXXMeEHTa KayecTBa (Hanpumep, B cooTBeTCcTBMKM C TpeGosaHuamu MCO 9001) (cm. npuno-
XeHve B.1). 3Ta cuctemMa MeHeMKMeHTa KadecTBa AOMKHa NogdepxnBaTbh U 4eMOHCTPUpOoBaTh NocreaoBa-
TernbHOE BhbINONHeHne TpeboBaHnin pazgenos 4—7 v TpeboBaHWiA, ykazaHHbIx B 8.2—8.9.

8.1.3 OcBegoMneHHOCTb O CUCTEME MeHedXMeHTa

Nabopatopusa gomkHa obecneunTs, 4TobbI NKMUA, BeINONHAKLLKE paboTy nof KoHTponem nabopaTtopuu,
nMenu nHdopMaLmio U 0Co3Hasanu cnegyllee:

a) COOTBETCTBYIOLLME LENW WU MOMAUTUKY;

b) ux Bknag B apheKTMBHOCTL CUCTEMbI MEHEMXKMEHTA, BKoYas NpenMyLLecTBa MOBbILEHWS MPOU3-
BOOUTENBLHOCTH;

c) nocnencTens HecobniogeHnsa TpeboBaHUIA CUCTEMbI MEHEDXKMEHTA.

8.2 ﬂOKYMeHTaLIMﬂ CUCTeMbl MEHeOXMeHTa KavyecTBa

8.2.1 O6wuMe nonoxeHus

PykosoacTteo naGopatopum ycTaHaBNMBAET, AOKYMEHTMPYET U NOAAEPXKMBAET Lenu U NoNMTUKY 4N Bbl-
MonMHeHWs 3a4ad, NOCTaBMNEeHHbLIX B HACTOSLWEM cTaHaapTe, U oGecnedynBaeT NpUMaHaHue U peanuaaunio aTUX
3a4adq Ha BCex ypoBHsIX nabopaTopHO opraHM3auum.
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M pmmevYyaHune — ﬂ,OKyMEHTbI CUCTEMBI MEeHE)KMEeHTa KayeCTBa MOTyT, HO He 06s3aHkl, coaepXaTbCA B PYKO-
BOOCTBE NO Ka4ecTBY.

8.2.2 KomneTteHUMn U Ka4yecTBO

Llenvn n nonuTtuka QOMKHbI KacaTbCsl BONPOCOB KOMMETEHTHOCTU, KavyecTBa M eauHoobpasHoin paboThbl
nabopaTtopun.

8.2.3 [JokaszaTenbcTBa BbINOMHEHUA 06A3aTenbLCTE

PykoBogcTBo nabopatopuv SOMKHO NpefocTaBuThL JOKa3aTenbCTBa BhINOMHeHWs 06a3aTenseTs no pas-
paboTke 1 BHEAPEHWIO CUCTEMEI Ka4Y€CTBa Y NOCTOSHHOMY NOBLIWEHWK ee 3P EKTUBHOCTH.

8.2.4 [lokymeHTaumA

Bcs gokymeHTauus, Npoueccehl, CUCTEMbI M 3aMyMcK, OTHOCALLIMECH K BbINOMTHEHUIO TpeboBaHWA HACTOA-
Lero ctaHgapTa, AOMKHbI BbiTh BKMIOYEHbI B CUCTEMY MEHEOKMEHTa KadecTBa, Ha HUX JOMMKHbI ObITb CCbINKK
WM OHW OOMKHbI ObITh CBA3aHbI C CUCTEMONM KadecTea.

8.2.5 [locTtyn Aonga nepcoHana

Becb nepcoHan, BOBNEYEHHbIA B AeATensLHOCTE NabopaTtopuu, 4OMKeH MMeTk AOCTYN K pasgenam Ao-
KyMeHTaLWW CUCTEMbI KA4eCcTBa M COOTBETCTBYHOLLEN NH(pbopMaL MK, KOTOpas NPUMEHMMA K UX (DYHKLNSM.

8.3 KOHTpOJ‘Ib AOKYMEHTOB CUCTEeMbl MeHeXMeHTa

8.3.1 O6wuKe nonoxeHuns
NaGopaTopusa O0OMKHa KOHTPOMNMPOBATL AOKYMEHTHI (BHYTPEHHWE U BHELUHWE), KOTOpble OTHOCATCH K
BbINOMHEHWIO JAHHOro cTaHdapTa.

MpumMeyaHue — B gaHHOM KOHTEKCTE «OOKYMEHT» MOXET OblTb LOKYMEHTOM, COOEPKaLLUMM MONUTUKY nabo-
paTopuu, Npoueaypy M NamaTKy no BbIMOMHEHWMIO onepauuii, Brnok-cxembl, MHCTPYKUUKA MO NPUMEHEHUIO, cneuuguKaumm,
WHCTPYKLMM NPOU3BOAUTENS, KAanNMOpPoBOYHLIE Tabnuukl, Buonoruyeckne pepepeHTHLIE MHTEPBAarbI 1 UX UCTOYHWKK, Ava-
rpaMMbl, Nnakarbl, yBeAOMNEHUA, MEMOPaHOYMbI, MPOrpaMMHYH0 OKYMEHTALMI0, YEPTEXW, NNaHbl, COrnalleHns U OoKy-
MEHTbI BHELLHETO MPOUCXOXAEHUSA, TAKME KAk HOPMATUBHbLIE NPABOBLIE aKTbl, 3aKOHbI, CTAHOAPThI U Y4eOHUKY, U3 KOTOPbIX
B3ATbl METOAbI MCCNEAOBaHMS, LOKYMEHTbI, ONUCHIBAOLLME AEATENbHOCTL NEepcoHana, MeToAbl, JOKYMEHThI, ONMUChIBat0-
e Keanudukaumio nepcoHana (Hanpumep, OOMMKHOCTHbIE MHCTPYKUMK) U T. 4. OHK MoryT 6biTh B Moboin hopme 1 Ha
nobom HocuTene, HanprMep Ha ByMakKHOM 1N LpoBOM.

8.3.2 KoHTponb aokymMeHTauum

INabopaTopusa gomkHa obecneqnTsb:

a) OAHO3HaYHY MAEHTUdWKALMIO JOKYMEHTOB;

b) yTBEp#AEHNE OOKYMEHTOB YNONHOMOYEHHbLIM NEPCOHANOM, KOTOPLIN 06nagaeTt onbITOM U KOMMIeTeH-
LUMAMK ansl onpeaenedHunst UX COOTBETCTBUSA Ha NMpedMeT HaAlexallero kadecTsa, nepe Ux Bblaaven;

C) NepvognyecKkMin nepecmoTp 1 0BHOBNEHWE JOKYMEHTOB N0 Mepe HeobxoanMOCTH;

d) 4OCTYMHOCTL COOTBETCTBYHOLLMX BEPCUIA MPUMEHAEMbIX AOKYMEHTOB B MECTAX MCMONbL30BaHWA W, NpK
HeobxoouMOCTK, KOHTPOMbE WX pacnpefeneHus;

€) naeHTUMMKaLMI0 M3MEHEHWIA 1 TEKYLLIEro cTatyca pegakumm 4OKYMEHTOB;

f) 3aWKTY 4OKYMEHTOB OT HECAHKLUMOHWPOBAHHBLIX 3MEHEHWIA, @ TalkKe OT Nuboro yaaneHnsa Unmn yHu4-
TOXEHNS;

g) 3almnTy AOKYMEHTOB 0T HecaHKUMOHMPOBAHHOIo 40CTYNa;

h) npegoTEpalleHne Crny4anHoro MCNonMb30BaHWA yCTapeBLIMX JOKYMEHTOB, MPUMEHEHNE K HUM COOT-
BETCTBYHOLLEW MaeHTUdMKaUmmM, ECnn OHW COXPaHAKTCa AN Kakmx-nnbo uenen;

i) HanMM4Yue No KparlHer mepe O4HOW ByMalKHOW UMK 3NEKTPOHHOW KOMWW Ka)Xoro yCTapeBLUEero y4TeH-
HOro AIOKYMEHTa, KOTopasa coXpaHsieTca B TevYeHne onpeaeneHHoro nepuoga BpeMeHn Unn B COOTBETCTBUW C
NPUMEHUMbIMK YCTAHOBMNEHHLIMN TpeboBaHNAMM.

8.4 KoHTponb 3a 3anucaAmMu

8.4.1 Co3paHue 3anucen

YT06blI NPOAEMOHCTPMpPOBaThE BhiNoNHeHue TpeboBaHWiA HacTosALero cTaHaapTa, nabopaTopus OomkHa
COCTaBMATb U XpaHUTb pa3zbopyuMBbIe 3anucu.

3anuncK JomkHbl Co3aaBaThCs BO BpeMs BbIMOMHEHUA Kax/0ro AeicTBUSA, BNUAKLETO Ha Ka4ecTBO UC-
crnenoBaHus.

MpumeyaHue — 3anmcu MoryT BeITb caenadsl B Nobor chopmMe 1 Ha niobom HocuTene.
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8.4.2 BHeceHMe U3MeHEeHUW B 3aMnUcK

Nabopatopusa gomxkHa obecnedynTb, 4TOBLI MONPaBKKM K 3anNnCsaM MOXXHO Bbino oTcrneguTb 40 Npenbiay-
LWKX BEPCUIA UMK OO0 NepBOHavanbHbix HabnwogeHun. Kak ucxogHele, Tak U U3MEHEHHble JaHHble U dainsl
[OMKHbI ObITE COXpaHeHbI, BKNKOYAas AaTy U, NpU HeoOX04MMOCTU, BPEMS] UBMEHEHNS, yKazaHWe U3MEHEHHbIX
acnekToB [cOAepXaHWs] U NepcoHan, BHECLUUIA U3MEHEHWS.

8.4.3 XpaHeHue 3anncen

a) NabopaTtopus 4Ns CBOMX 3anucein JOMKHA BHEAPWTb Npouenypbl, Heobxogumble ANsS UX WOEHTU-
brKaLMn, XpaHeHUs, 3aLlLUTbl OT HECaHKLMOHUPOBAHHOIO OOCTYNAa U M3MEHEHWUIA, Pe3epPBHOI0 KONUPOBaHWS,
apXMBMPOBaHUSA, MOKUCKA, BPEMEHW XPAHEHUS] N YHUUTOXEHUWS.

b) JomkHbl BbITE YKa3aHbl CPOKM XpaHEHUA 3anucen.

MpumeyaHue 1 — B gononHeHue K TpeboBaHWAM CPOKW XpaHeHUs MOryT BblTb BblIBpaHbl Ha OCHOBE BbIsSiB-
NEHHbBIX PUCKOB.

c) 3aperucTpypoBaHHLIe pe3ynsTaThl UCCNef0BaHWUsA OOMKHbI ObiTb JOCTYMHBI CTONBKO BPEMEHU, CKOIMb-
KO HeOBXO4MMO UMK COTNacHO YCTaHOBMEHHbIM TpeboBaHNAM.

d) Bce 3anucy fomkHbl BbiTe OOCTYMNHLI B T@HEHUE BCEro nepuona XpaHeHus, 0OMKHbl BbiTh pa3topyu-
Bbl Ha NM0GOM HOCKTENE, Ha KOTOPOM XPaHATCA 3anvcK B NabopaTopuu, U OOCTYNHbI ANS NPOBEPKM PYKOBOL-
cTBom nabopatopun (cm. 8.9).

Mpumevanue 2— [NpobnemMbl LPUONYECKON OTBETCTBEHHOCTH B OTHOLLEHW ONpedeneHHbIX TUMoB npoueayp
(HanpyMep, rMCTONOrMYECKNX UCCMNea0BaHNi, reHETUYECKUX MCCNeqoBaHui, neamaTpuyecknx UccnegoBaHnii) MoryT no-
TpeboBaTbh XpaHeHus onpeaeneHHbIX 3anncen B Te4eHne ropasgo Gonee ANUTENLHOMO BPEMEHM, YeM OPYTriX 3anvcei.

8.5 ﬂeﬁCTBHﬂ AnA YCTPpaHeHUA PUCKOB U BO3MOXHOCTEWN AnAa coBeplweHCTBOBaHUA

8.5.1 BbifiBNneHne PUCKOB M BO3MOXHOCTEN OANA COBEPLEHCTBOBaHUA

INabopaTopua gormKkHa onpegennTb PUCKM U BO3MOXHOCTM ANA COBEPLIEHCTBOBAHWSA, CBA3AHHLIE C ee
AEeATENbHOCTLIO C LEeNbHo:

a) NnpenoTBPaTUTb UMK YMEHbLLINTL HEXenaTenbHbie ABMEHUA U NOTEHLManbHbIE HAPYLUEHUA B AEATENb-
HocTu nabopatopuu;

b) gocTuyb ynyylweHus, 4edcTByA B COOTBETCTBMM C BnaronpusaTHEIMKY BO3MOXHOCTAMMU;

C) rapaHTMpoBaThk, YTO CMCTEMA MeHeKMeHTa KadecTBa obecneynBaeT JOCTIKEHNE HAMEYEHHbIX pe-
3ynbTaToB;

d) yMeHbLUaTb PUCKKM A5 NeYeHnst NaLMeHToB;

e) cnocobcTBOBaTHL JOCTUXEHNIO Lenu 1 3agady nabopatopun.

8.5.2 [lecTBMA B OTHOLIEHMU PUCKOB U BO3MOXHOCTEN ANA COBEpPLIEHCTBOBaHUA

NabopaTopura AOLKHA onpenenuTs NPUOPUTETLI M MPUHATE MEpbl B CBA3M C BbIABMNEHHLIMW PUCKAMMU.
OencTBua, npegnpyHuMaemelie ans yCTpaHeHUsl pPUCKOB, AOMMKHbBI ObITe COpa3mMepHbl MOTeHUMansHOMY BMWs-
HWIO Ha pe3ynbTaThl NabopaTopHbIX UCCNeAoBaHUN, a Takke Ha Be3onacHOCTb NAaLWEHTOB M NepcoHana.

INaGopaTopua AomkHa HUKCMPOBATL NPUHATLIE PeLleHWss U Mepbl B OTHOLLEHWW PUCKOB M BO3MOXHO-
cTen.

NabopaTopua goMXHa BCTpanBaTb W BHEAPATb AEACTBUSA MO BLISBMNEHHbLIM pUCKaM WU BO3MOXHOCTAM
ONs COBEPLUEHCTBOBAHWS B CBOIO CMCTEMY Ka4yecTBa U oueHUBaThk MX 3heKTUBHOCTb.

MpumMmeuyaHue 1— BapuaHTbl ycTpaHeEHWU PUCKOB MOTYT BKIIOYATL BhIABMEHME U M3beraHne MCTOYHUKOB yrpo3
1 PUCKOB, CHIKEHME BEPOATHOCTI UNK NOCNEACTBUIA pUCKa, NepepacnpeieneHe puckoB, MPUHSTAE pyUcKa Ans Toro, 4YTo-
©bl peanu3oBaTb BO3MOXHOCTb ANA YYYLIEHUS UMK NPUHATME PUCKA NYTEM B3BELUEHHbBIX PELLEHWIA.

MpumeuvaHnne 2 — XoTa HacToAwmi ctangapt Tpebyet, 4tobwl nabopaTopua BbISBNANA W yCTpaHana pycky,
B HEM HE COAEPHUTCH HUKakux TpeboeaHWi K kakomy-nnbo KOHKPETHOMY MeTony ynpaeneHus puckamu. Jlabopatopuu
MoryT ucnone3soaTtb MCO 22367 n MCO 35001 ons MeHeKMeHTa pyUcKa.

MpumMevyaHue 3 — Bo3MOXHOCTM ANA COBEPLUEHCTBOBaHUA MOMYT MPUBECTU K PacLUMPeHuo cdepbl AeATeNb-
HOCTK nabopaTtopun, BHEAPEHWIO HOBLIX TEXHOMOIMMIA UMW CO3OaHWI0 APYrMX BO3MOXHOCTEW AN YOOBNETBOPEHUS 3anpo-
COB NauUWeHTOB W NONb30BaTenen.

8.6 YnyyweHue

8.6.1 NMocToAHHOE yny4lleHue
a) NabopaTtopus, Kak ykasaHo B LENSX U NONUTUKE, LOMKHA NOCTOSHHO NOBbIWATL 3 (PEKTUBHOCTL CU-
CTeMbl MEHEDKMEHTA, BKIOYAs NPOLECCHI 40 UCCNEAOBaHWUS, UCCNELOBAHUS U NOCNE UCCNELOBaHUS.
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b) Nabopartopus gomxHa onpenensTs W BbiGUpaTh BO3MOXHOCTW ANS YNydlleHus, a Takke paspaba-
TbiBaTb, OCYLLECTBNATb U OOKYMEHTMpoBaTh Niobble Heobxoaumble AerdcTBMA. MeponpusaTs No ynyylleHuto
OOMKHbl BbITb HanpaeneHbl Ha 06NacT HAWBLICLLETO NPUOPUTETA HA OCHOBE OLIEHKWM PUCKOB U BbISIBMEHHbIX
BO3MOXHOCTe (cMm. 8.5).

MpumeyaHue — BO3MOXHOCTU ANS YNyylleHUss MOryT BbiTb MAEHTU(ULMPOBAHLI NOCPEACTBOM OLEHKU pU-
CKOB, MCMOMNb30BaHUA NOMUTUK, 0630pa onepaLMoHHbIX npoueayp, 0606LLEHHbIX Lieneit, OTYETOB O BHELLHEN OLEHKe, Bbl-
BOLOB BHYTPEHHETO ayauTa, Xanob, KOppeKTUPYOLWUX AeACTBUIA, 0630p0OB CO CTOPOHBI PYKOBOACTBA, NPENoMeHui nep-
coHana, npeanoKeHWin Ny OT3LIBOB NaLMEHTOB ¥ NONb30BaTeNeil, aHanusa gaHHbIX 1 pesynstatos BOK.

c) NaGopaTtopua gomkHa OUEHWTb 3thHEeKTUBHOCTL NPEANPUHATLIX OENCTBUN.

d) PykoeoacTBo nabopatopvu OOMKHO obecneuynTs yyacTue nabopaTtopun B MeponpusTUaX no nocTo-
AHHOMY YIYYLIEHWIO, KOTOPbIE OXBaTbIBAKOT COOTBETCTBYIOLME 0BnacTu [AeATEeNbHOCTA] M pe3ynbTaThl nede-
HWUA NaUneHToB.

e) PykoBoacteo nabopatopuu omKHO coobliaTh NepcoHany o CBOMX MnaHax yny4yleHns 1 CBA3aHHbIX
C HUMMW LIENSIX.

8.6.2 O6paTHan cBA3b C NayueHTamu nabopaTopuu, NoNbL30BaTeNAMK U NEPCOHaNoOM

NaGopaTopwa OomkHa 3anpallnBaTb 06paTHYHO CBA3b OT CBOWMX NaLWEHTOB, NoMb3oBaTene U NepcoHa-
na. OBpaTtHan CBA3b AOMKHA aHanNM3MPOBaTLCHA M UCMNOMb30BATLCH ANA YIYYLIEHUs] CUCTEMbI MEHEIKMEHTA,
aeatenbHocTW nabopaTtopwu v YCnyr Ans nonb3oBartenei.

HonxHbl BECTUCE 3anucy 06 oBpaTHOM CBA3KM, BKM4Yas nNpeanpuHaTeie AencTeus. MNepcoHany agomkHa
NpenocTaBnATbCA MHpopMaUKa O AeNCTBUAX, NPEANPUHATLIX Ha OCHOBE WX OT3bLIBOB.

8.7 HecooTBeTCTBMA M KOPPEKTUPYIOLWMUE AeUCTBUA

8.7.1 leicTBMA NpU BO3HUKHOBEHUWN HECOOTBETCTBUN
INpun BO3HMKHOBEHUW OTKIIOHEHUS] OT YCTAHOBMEHHLIX TpeboBaHWi nabopaTopus LOMKHA:
a) OTpearmpoBaTb HAa HECOOTBETCTBME W, B 3aBUCMMOCTU OT CUTYaLUK:
1) NpeanpuHATE HemeaneHHble OelCTBMA A8 KOHTPOMSt U UCNpaBeHWst HECOOTBETCTBUS;
2) ycTpaHuTb nocnegcTeus, yoensast ocoboe BHMMaHue 6e3onacHOCTM NaumeHTa, BKIoYas ackana-
UMK [0 OTBETCTBEHHOMO NULa.
b) Onpenenutb Npu{KMHY(bl) HECOOTBETCTBHUSA.
c) OueHUTb HEOBXOOMMOCTL KOPPEKTUPYHOLWNX OeACTBUA ANS YCTPAHEHWUS NPUYMHBI (MPUYKH) HECOOT-
BETCTBUSA, YTOBbI CHU3UTL BEPOATHOCTL MOBTOPEHUS UMW BO3HUKHOBEHUWS B OPYTUX CUTyaLUAX, NyTeM:
1) paccmMoTpeHus 1 aHanmsa HeCOOTBETCTBMS,
2) BbISIBNEHWSA TOrO, CYLLECTBYHOT I NogobHble HECOOTBETCTBMA MU MOrYT NOTEHUManbHO BO3HUK-
HYTb;
3) aHanu3a noTeHuMansHoro pucka (PUCKoB) U NOCNEeACTBUIA (NOCNEACTBUNA) B clydae NOBTOPEHUS
HECOOTBETCTBUA.
d) BuinonHutb nobele HeobxoguMeble OENCTBUIS.
e) MpoeecTn/npoBognTE aHanM3 U OLEeHKY atheKTUBHOCTN NPEANPUHATLIX KOPPEKTUPYHLWLNX EACTBUIA.
f) NMepecMoTPETb PUCKK 1 BO3MOXKHOCTM AN YNYYLIEHUS, €CNK 3TO HEOBX0AMMO.
g) BHECTW/BHOCHTL N3MEHEHUA B CMCTEMY MEHEIKMEHTa KavyecTBa, eCnu 3T0 He0bXoAMMO.
8.7.2 Pe3ynbTaTMBHOCTbL KOPPEKTUPYHOLLUX AeACTBUNA
KoppekTupylowime OelcTBUA OOMKHbI COOTBETCTBOBATb BIWAHWIO BbISBMNEHHLIX HECOOTBETCTBUA W
YCTPaHATL BbISBMEHHY MPUYUHY(bI).
8.7.3 3anncKn o0 HECOOTBETCTBUAX U KOPPEKTUPYIOLWKNX OeACTBUAX
NaGopaTtopus omKHa COXpPaHsaTL 3anncK, NOATBEPKAAOLWMNE:
a) XapakTep HeCOOTBETCTBUMA, MPUYMHBI (MPWYMH) M NoOble NpeanpuMHUMaeMble nocnegyrwne gen-
CTBUS;
b) oueHky adpdekTnBHOCTH NOBOro KOPPEKTUPYIOLLEro AeNCTBUS.

8.8 OueHuBaHue

8.8.1 O6wme nonoxeHusA

NaGopaTtopwua OomkHa NPoBOAUTL NNAHOBbLIE NPOBEPKM, YTOObLI NPOAEMOHCTPUPOBATL, YTO YNpaBeHuMe,
BcrnomoraTtenksHble cny6bl, a Talke NpoLeccsl, NpealwecTBYOLMe UCCNea0BaHWIg, NPOLECCh! UCCNeaoBaHus
1 MPOLECChl NOCMNe WCCneaoBaHns 0TBEYaloT 3anpocam 1 NoTpeGHOCTAM NauMeHToB W nonk3osaTtensmM na6o-
patopuu, a Takke obecnedynBaloT COOTBETCTBME TpeGoBaHMAM HacToALLero cTaHaapTa.
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8.8.2 MngukaTopkl KavecTBa

lMpouecc MOHUTOPWHIa MHAWKATOPOB kadyecTBa [cM. 5.5 d)] gomkeH BbITh cnnaHupoBaH TakuM obpasom,
YTOObI BKMOYAThL B cebsi YCTAHOBKY Lienei, MeTooonoruy, TONMKOBaHWiA, Npedenos, NnaHa OedCTBUA U Npo-
OOMKUTENBHOCTU MOHUTOPUHTA.

MokazaTenu OOMKHbI NEPUOOUYECKM NepecMaTpuBaThes, YTOObl 06ecneunTs UX NOCTOAHHYID aJeKBaT-
HOCTb.

8.8.3 BHyTpeHHMe ayauThbl

8.8.3.1 NNabopaTtopma gorkHa NpPOBOAWTL BHYTPEHHWE ayauTbl Yepes 3annaHupoBaHHble WHTepBanbl
BPEMeHWN Ans nonydYyeHus nHopmauum o TOM, YTO CUCTEMAa MeHedXKMEeHTa KayecTea:

a) COOTBETCTBYET COOCTBEHHBIM TpeboBaHUsaM nabopatopuu, BKMOYas [pasnuuHsbie BUAbLI] eATenbHO-
cTu nabopaTtopuu;

b) cootBeTCcTBYET TPEbOBaHUSAM HACTOALLEro CTaH4apTa,;

c) athcheKTMBHO BHEAPEHA M NoAOEepKUBAETCS.

8.8.3.2 labopaTopumna [omKHa NNaHWpoBaTh, YCTaHaBNUBaThb, BHEAPATL M NOAAEPKMBATL MpOrpammy
BHYTPEHHEro ayauTa, KoTopas BKITKYaEeT:

a) NpuopuTeT, oTAaBaeMbI bakTopam pycka Ana NauMeHTOB B pe3ynkTaTe AeATensHocTu naboparto-
puu;

b) kKaneHgapHbIA NNaH, YYUTLIBAKLWMIA BbIIBNEHHbIE PUCKW; pe3ynbTaThl Kak BHELWHWMX NMPOBEPOK, Tak
M NpenbigylmnX BHYTPEHHWX ayauTOB; BO3HMKHOBEHWE HECOOTBETCTBUMI M HECOOTBETCTBWUIA M MpenblayLnx
BHYTPEHHWUX ayaWTOB; Cry4an HECOOTBETCTBUI, MHUWOEHTOB W XKanob; u u3MeHeHus, BNUsiolne Ha AeaTenb-
HOCTb Naboparopuu,

C) onpefeneHHbIe Lenu, KpUTepun 1 maclutab Kaxgoro ayguTa;

d) Beibop ayaouTopoB, KoTopble 0By4YeHbl, KBanMULMPOBaHbLI U YMOMHOMOYEHb! OLEHWBATL pe3ynkTa-
TUBHOCTb CUCTEMBbI KadecTBa NabopaTopvu 1, ecrnv No3BonsoT Pecypckbl, HE3aBUCKUMbl OT BWAa AEATENbHO-
CTW, NOANexallen ayanuTy;

e) obecneyeHne oOGbEKTUBHOCTU U BECMPUCTPACTHOCTM NpoLecca ayanTa;

f) obecneyeHue TOro, YTOGLI pe3ynsTaThl ayaAUTOR ObINKW fOBEAEHb! 40 CBEAEHUS COTPYOHWKOB COOTRET-
CTBYHOLNX NOAPa3AeneHu;

g) OCYLLECTBMNEHME COOTBETCTRYIOLLMX Mep Mo UCMpPAaBNEHUI0 U KOPPeKTUpOBKe Be3 HeonpaegaHHON 3a-
OEPXKKK;

h) coxpaHeHune 3anucer B Ka4ecTBe AOKa3aTenbCTBa BbINOMHEHWS MPOTPaMMbl ayguTa U pesynsTaToB
ayoura.

Mpumeyanune — MCO 19011 cogep1T pyKOBOACTBO NO ayauTy CUCTEM MEHEMKMEeHTa KayecTBa.

8.9 AHanu3 co CTOPOHbI PYKOBOACTBA

8.9.1 O6wKMe nonoxeHun

PykoBoacTteo nabopaTopyu AOMKHO NepecMaTpuBaTbh CBOK CUCTEMY MEHeMKMEHTa Yepes 3annaHupo-
BaHHbIE NMPOMEXYTKN BpeMeHH, 4Tobbl 06ecnednTs ee NOCTOSIHHYI0 akTyanbHOCTb, afeKBaTHOCTb U adhdek-
TUBHOCTb, BKMKOYasA 3asgBMNeHHble NONUTUKK U Lenn, CBA3aHHble C BbINONMHEHWEeM HacTosdLWero ctaHaapTa.

8.9.2 BxogHblie gaHHbIe

McxoaHble gaHHble 4nsa cocTaBneHus 0b3opa cUcTEMbl MEHE)KMEHTA AOMKHbI BbITh 3anucaHbl U 4OIK-
Hbl BKITOYATE OLEHKW Kak MUHUMYM CreqyoLLero:

a) ctaTyc AeWCTBUIA MO NpeabigyLiMM 0630pam CO CTOPOHbLI PYKOBOACTBA, BHYTPEHHUE U BHEeLLHWe name-
HEeHUs B CUCTEME MeHeIXMeHTa, U3MeHeHns B obbeMe 1 Tune NabopaTopHon OeATeNbHOCTU U aAeKBaTHOCTH
pecypcos;

b) BeINONHEHME Lienel 1 akTyanbHOCTb NONUTUK U MPOLEaYP;

C) pe3yneTaTthl NOCMEAHWMX OLEHOK, MOHUTOPWHT NPOLECCOR C UCMONL30BAHUEM MHAWKATOPOB Ka4yecTea,
BHYTPEHHWE ayOuTbl, aHANM3 HECOOTBETCTBUN, KOPPEKTUPYOLME OEWCTBUA, OLEHKA BHELWIHWMU OpraHamu
[akkpeguTaumna w/unu ayonT];

d) oT3bIBbI M Xanobbl NaLMeHTOoB, NONb30BaTenen U NepcoHana;

e) obecneyeHne Ka4yecTBa 4OCTOBEPHOCTU pPesysiLTaToB;

f) apcpekTBHOCTL MOBLIX pEanM30BaHHLIX YNydlIEHWA U OEeACTBUA, NPeanpUHSATLIX ANA YCTPaHEHWS
PUCKOB W ONpPeAEneHns BOIMOXHOCTEN AN YNy4YLLIEHWS;

g) XxapakTepUCTUKN BHELLHUX NOCTABLLMKOB [TOBAPOB W YCNyr];

h) pesynbraThl y4acTusi B MporpamMmmax MexnabopaTopHbIX CIIMYEHWIA;
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i) OLleHKa OLUEHKM UCCcrnegoBaHUi Ha MecTe OKasaHWs MegULMHCKOM NOMOLLK;

i) Apyrve cooTBeTcTBYOWME [NonuTukam] pakTopbl, Takne Kak AesTernbHOCTb B 06nacTM MOHUTOPUHIa
1 obyyeHue.

8.9.3 BbiXxogHble AaHHble

PesynbTaT aHanuaa co CTOPOHbI PYKOBOLCTBA OOSMKEH NpeacTaBnaTe coBoi oTYeT 0 pelleHusx 1 gen-
CTBUSAX, KACAKOLWMXCH Kak MUHUMYM:

a) ahHeKTUBHOCTN CUCTEMbBI MEHEPKMEHTa 1 €& NpOLEecCcoB;

b) coBeplueHcTBOBaHUS OeATenbHOCTM nabopaTopum, CBA3AHHON C BbiNonHeHnem TpeboBaHuin HacTo-
ALEero cTaHgapTa;

C) NpegocTaBrneHle HeoBXOOUMbLIX PECYPCOB;

d) ynyuyweHwe obcnyKMBaHUS NALWEHTOB WM Nonb3oBaTenei;

e) noboit noTpebHOCTU B NepeMeHax.

PykoBogcteo nabopatopuu LOMKHO rapaHTMpoBaTh, YTO AENCTBUSA, BhiTEKalwLWmWe 13 aToro otyerta, by-
OYT BbINOMHEHbl B YCTAHOBMEHHbIE CPOKMK.

BbiBOAbI U OE€MCTBUSA, BbITEKAOLLME U3 3TOTO OTYEeTa, AOMKHbI OblTh 0OBEOeHbl A0 CBeAeHWs NnepcoHana
nabopaTopum.
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MpunoxeHune A
(o6sazaTensHoe)

OononHuTenbHbIe TpebOBaHUA K UCCNeAOBaHUAM NO MecCTy HaxoxaeHus naumeHTos (MMHM)

A.1 O6wue nonoxeHun

B HacTosLLEeM NPUNOKEHUM ONWCHIBAOTCS AONOMHUTENBHBIE TpeboBaHWUa, NpeabsBnseMble K nabopatopumn rno npo-
BefeHnio MMHI, koTopble OTAMYaloTCs UMK AONONHAKT Te, YTO M3NOKEHLI B OCHOBHOM TekcTe. 3Tu TpeboBaHua onpene-
nsaoT 06asaHHoCcTK Nabopatopuu nepes opraHU3aunsaMu, oTAenamn 1 Ux NepcoHanom B OTHOLLEeHUW BeIBopa YCTPONCTE,
oby4yeHns nepcoHana, obecnedyeHna KadecTBa W ynpasneHusa BceM npoueccoM UMHI.

CamoTecTVpoBaHWe nayneHTa 3geck He 06CyXKaaeTca, HO BNeMEHThI HAacTosLEero ctaHaapTa MoryT BeiTe Npume-
HEeHbl 1 K CAMOTECTUPOBaHUI.

Mpumeuvanue 1—WNCO/TC 22583 conepxunT pyKOBOACTBO ANA HeENabopaTOpHLIX BCNOMOTaTerNbHbIX CNYKG.
Mpumeuanune 2 — UCO 15190 n MCO 22367 copepxaTt pykoBoaCTBO Mo acrnektam He3onacHoCcTu U pucka
MMHI.

A.2 YnpaBneHnue UMHI

PykoBOACTBO OpraHW3alun HeceT OTBETCTBEHHOCTL 3@ 06ecnevyeHne HanM4mMsa coOTBETCTBYIOLMX NPOLECCOB KOH-
TPOMnSA 3a TOYHOCTLH W Ka4ecTBOM nposoaumblx MMHIT.

CornaweHus o6 okazaHuu yeryr Mmexgy nabopatopvei n BceMu nogpasaeneHnsamim, KOTopble UCNonb3yoT nogaep-
*uBaemble nabopatopuen MMHI, nomkHel oBecneunTs, YTobbl BHYTPU OpraHn3aLiMu COOTBETCTRYIOWME 06A3aHHOCTY U
nonHomouns BNy onpegeneHsl U AOBeOEHLI 40 CBEAEHWS UCTONHUTENEN.

3T cornalleHnsa JOMKHbI UMETh KMMHWYECKoe 1, rae aTo Heobxogmmo, dmHaHcoBoe ogobpeHwe.

3T cornaweHnsa o6 okasaHwun ycnyr JOMKHbI 3aKioyaTbea ¢ oTaenamu, Kotopble uenonbayT MMHI, n moryT
yNpaenATbLCA rPynMnon MeaMUMHCKMX PaBOTHUKOB (Hanpumep, MeAULIMHCKUM KOHCYNbTATMBHBIM KOMUTETOM).

A.3 lNporpamma obecnevyeHus KayecTBa

CoTtpyaHuk nabopaTopvy ¢ COOTBETCTBYHOLLE NOATOTOBKOM M OMNbITOM HazHa4YaeTcs OTBETCTBEHHbIM 3a KayecTBO
MMHTI. B otHoweHun MMHIT oH gomkeH oGecnevnTb cooTBETCTBUE TpeboBaHUAM HacTosLero cTaHgapTa.

A.4 MNporpaMmma o6yyeHus

CoTpyaHuk nabopaTtopun, 06nagatoLLmin COOTBETCTBYIOLLEN NOATOTOBKOW U OMbITOM, Ha3Ha4YaeTcsa ANs yrpaBneHns
oby4yeHHeM 1 OLIEHKOW KOMMETEHTHOCTU NepcoHana, BelinonHawwero MMHI.

OH pomxeH paspaboTaTtb, BHeAPWUTE W NMOAOEepKUBaTe COOTBETCTBYIOLLYIO TEOPETUYECKYH W NPaKTUYECKy Npo-
rpammy obyyeHns Ans Bcero nepcoHana, BeinonHawwero VMMHIT.
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MpunoxeHune B
(cnpaBouHoe)

CpaBHeHue mexay MCO 9001:2015 ¥ HAacTOALLMM CTaHAAPTOM

MCO 9001 sBnsieTca YacTblo CEMENCTBa CTaHAapTOB YNPaBieHus KauecTBOM.

MCO 9000 un yctaHaeBnueaeT TpeboBaHNA K CUCTEME MEHEPKMEHTA Ka4eCTBOM.

Tabnuua B.1 unniocTpupyeT KOHLENTyanbHYy B3aMMOCBSA3b MEXOY HacTosAWwuM cTaHgapTom U ctaHgaptom MCO
9001:2015.

dopmaT 3Toro M3gaHWsa HacTosiwero ctaHgapTa bonee 6nusok k hopmaty ctaHgapta MCO/M3BK 17025:2017, ko-
TOPbLIJ MCMONBL3YETCA B KAYECTBE MOAENU ANS CTPYKTYPbl HACTOALWENO cTaHaapTa ¢ onpeaeneHHbIMA U3MEHEHWAMMW ANg
MeguuuHCKux nabopartopuii.

B Tabnuue B.2 nokasaHo cpaBHeHWe MeXay cTaHdapTaMu.

Tabnuua B.1— CpaBHeHne mexagy NCO 9001:2015 1 HacToAWMM CTaHAApPTOM

MCO 9001:2015

HacTtoswwmin ctaHgapt

1 OBnacTb NpUMEHeHWs

1 OBnacTtb NpMMeHeHus

2 HopmaTtuBHbIe CChINKK

2 HopmatuBHbIE CCINKN

3 TepMuHbI M onpedeneHus

3 TepMmuHEl 1 onpegeneHns

4 Cpepa opraHusauum

4.1 lNoHnmaHWe opraHusaunn 1 ee cpegbl

4.2 MNoHumaHve notpebHoCTEN U OXWAAHUMW 3auHTepeco-
BaHHbIX CTOPOH

4.3 OnpepeneHve obnacTn NpUMeHeHUs CUCTEMbl MeHe[-
XMEHTa Ka4ecTBa

4.4 CucTema MeHeKMeHTa Ka4yecTBa 1 ee npoLecchl

4 O6wuwe TpeboBaHuna

4.1 becnpucTpacTHOCTb

4.2 KonduaeHunansHoCTb

4.2.1 YnpasneHve nHdopMauuen

4.2.2 PaarnaweHue UHopmaumm

4.2.3 OTBETCTBEHHOCTL NepcoHana

4.3 TpeboBaHus, KacarLurecs naluneHToB
5.1 Opuandeckoe nuuo

8 TpeboBaHWs K cUCTEME MEeHeOXKMeHTa
8.1 O6wue TpeboBaHuA

8.1.1 Obwure nonoxeHnn

5 INnpoepcTtBO

5.1 JlngepcTBo U NPUBEPXKEHHOCTL

5.1.1 O6Wwue nonoXxeHus

5.1.2 OpueHTauma Ha notpebutene

5.2 MNonuTtuka

5.2.1 PaspaboTka nonuTukK B 06nactu KayecTea

5.2.2 loBeaeHWe NonuTMKA B 0bnacTy KayecTsa

5.3 ®yHKUMKW, OTBETCTBEHHOCTL W NOSMTHOMOYUSA B OpraHu-
3auum

5 TpeboBaHusa K CTPYKTYPE W YNpaBrneHuo

5.2 PykoBoauTens nabopatopun

5.2.1 KomneTteHTHOCTL pykoBoauTena nabopartopun
5.2.2 OTBETCTBEHHOCTL pyKoBoAMTENs nabopatopun
5.2.3 enervpoBaHve NonHOMOYNIA

5.3 NNabopaTopHana oeATenbHOCTb

5.3.1 Obwue ceegeHUa

5.3.2 CooTeetcTBue TpeboBaHuaM

5.3.3 KoHcynbraumoHHaa AesaTensHOCTb

5.4 CTpyKkTypa 1 NornHOMO4YMA

5.4.1 Obwue ceegeHUsa

5.4.2 MeHeKMEHT KavecTBa

6 MnaHupoBaHue

6.1 [JlencTBMs B OTHOLLUEHWM PUCKOB 1 BO3MOMXKHOCTEN

6.2 Llenu B 0BnacTtu ka4ecTBa 1 NrnaHupoBaHue ux 4oCTu-
KeHus

6.3 lNnaHupoBaHue N3mMeHeHWI

8.5 [eictBua Ana ycTpaHeHUss pUCKOB U BO3MOXHOCTEN
[AnNs COBEPLUEHCTBOBAHWSA

8.5.1 BbigBneHWe pUCKOB U BO3MOXHOCTEW ANA COBeEp-
LUEeHCTBOBAHMSA

8.5.2 [lencTBUS B OTHOLUEHUWM PWUCKOB W BO3MOXHOCTEMN
[nsi COBEPLUEHCTBOBAHWSA

5.5 Llenu 1 nonutuka

5.6 YnpasneHue pvckamu

7.8 MnaHupoeaHue becnepeboiHoro yHKLUMOHMPOBAHMA
B YpE3BbIYAMHbLIX CUTYaLMUAX
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lpodomkeHue mabnuuye! B.1

rOCT P UCO 15189—2024

CO 9001:2015

HacTosiwmin ctaHgapt

7 Cpenctea obecneyeHus

7.1 Pecypcel

7.1.1 OBwme nonoxeHus

7.1.2 Yenoseueckue pecypcol

7.1.3 MHdbpacTpykTypa

7.1.4 Cpega onsa yHKLMOHWUPOBaHUA NPoLECcCcoB
7.1.5 Pecypcbl 4nsg MOHWTOPWHIa U M3MEPEHUA
7.1.6 3HaHWs opraHMsauum

6 TpeboBaHuMA K pecypcam

6.1 OBbwue ceengeHusa

6.2 lNepcoHan

6.2.1 OBbwue ceeneHUa

6.2.2 TpeboBaHWsA K KOMMNETEHTHOCTH

6.2.3 MNMonHomo4ua

6.2.4 HenpepblBHOe 0OpazoBaHne M MOBbIUEHWE KBanuv-
hukaumum

6.2.5 [JokymeHTbl KaQpPOBOro y4eTa

6.3 MNomeLLeHns 1 YCIOBUS OKPYXKatoLlen cpeasl
6.3.1 O6wue cregeHUa

6.3.2 KoHTponb 3a nomMelLeHUsaMn

6.3.3 Cxnagckue nomeLleHms

6.3.4 lNomeweHns gns nepcoHana

6.3.5 MNMomelleHns ons B3aTUA 0bpasuoB

7.2 KOMNeTeHTHOCTb

6.2.2 TpeboBaHUA K KOMNETEHTHOCTK

7.3 OcBegoOMNEHHOCTb

8.1.3 OcBegOMMNEHHOCTb O CUCTEME MEHEOXKMEHTa

7.4 OBbmeH uHcopmaumen

7.6 YnpasneHue gaHHeIMWU N MHopMaLmen

7.6.1 Obwue ceegeHusa

7.6.2 lNonHoMounAa n OTBETCTBEHHOCTL B obnactu ynpas-
neHns Hhopmaunen

7.6.3 YnpasneHwe MHPOPMaUUOHHBIMWU cUCTEMaMU

7.6.4 lNnaHvpoBaHWe Npy NPOCTOAX

7.6.5 BHeluHee ynpaBneHve

7.5 JokymeHTHpoBaHHas uHgopmMmaumsa

7.5.1 OBbLwme nonoxeHus

7.5.2 Co3gaHue 1 akTyanusaums

7.5.3 YnpaBneHne AOKYMEHTMPOBaHHON MHopMaUmnen

8.2 [lokyMeHTauus CUCTEMbI MEHEKMEHTA KadyecTea
8.2.1 Obwume TpeboraHuA

8.2.2 KomneTeHUUn 1N Ka4ecTBO

8.2.3 [lokasatenbcTBa BbiNONHEHWs 06s3aTenbeTB
8.2.4 JokymeHTaums

8.2.5 [loctyn ons nepcoHana

8.3 KOHTpOnb QOKYMEHTOB CUCTEMbI MEHEIKMEHTA
8.3.1 Obwume nonoxeHns

8.3.2 KoHTpomnb OOKyMeHTauum

8.4 KoHTponb 3a 3anucamu

8.4.1 CospaHue 3anucen

8.4.2 BHeceHue aMeHeHWI B 3arucu

8.4.3 XpaHeHne 3anucen

8 [leAaTenbHOCTb HA CTaAUAX XU3HEHHOTO LMKNa NpoaykK-
uuu 1 yenyr

8.1 lNnaHupoBaHWe W ynpaBneHWe AeATEeNbHOCTbID Ha
CTafMWAX XM3HEHHOTO LMKNa NPoayKUUK 1 ycnyr

6.4 O6opygoBaHue

6.4.1 Obwure nonoxeHns

6.4.2 TpeboBaHua k obopygoBaHuio

6.4.3 MNMopagok npuemkn obopygoeaHua

6.4.4 VHcTpyKuwa no akennyaTtauumn obopyaosBaHus

6.4.5 TexHuyeckoe obcnyxmeaHne 1 peMoHT obopynoea-
HUS

6.4.6 VsBelwweHune o HebnaronpuaTtHom cobbiTun

6.4.7 3anuncu no obopynoBaHUio

6.5 Kanubposka obopynoBaHva U MeTponoruyeckas npo-
CrexvMBaeMocTb

6.5.1 Obwume nonoxeHns

6.5.2 Kannbpoeka obopynosaHus

6.5.3 MeTponorudeckaa nNpoCnNeXuBaeMocTe U3Mepse-
MbIX pe3ynbTaTtoB
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FOCT P UCO 15189—2024

lpodomkeHue mabnuuye! B.1

CO 9001:2015

HacTosiwmin ctaHgapt

8.2 TpeboBaHWA K NpOAyKUMK K yCryram

8.2.1 CeA3sb € nonb3oBaTensaMu

8.2.2 OnpepneneHne TpeboBaHWA, OTHOCALLMXCS K NPOAYK-
U1K 1 ycnyram

8.2.3 AHanua TpeboBaHWA K NPOAYKLMA 1 YCIyTam

8.2.4 NameHeHnsa TpeboBaHWI K NpoayKUWK U ycryram

6.6 PeareHTbl M pacxofHble Matepuansl

6.6.1 PeareHTbl 1 pacxogHble matepuansl. Obwue nono-
XeHUd

6.6.2 PeakTuBbl U pacxofHele MaTepuarnsl. [puem u xpa-
HeHue

6.6.3 PeareHThbl 1 pacxogHele MaTtepuansl. [1pUeModHkble
UCMbITaHUA

6.6.4 PeareHTbl M pacxofHble MaTtepuarnbl. YnpaeneHue
3anacamm

6.6.5 PeareHTbl 1 pacxofHble Matepuansl. MHCTpyKUuK no
NMPUMEHEHWID

6.6.6 PeareHTbl 1 pacxogHble MaTepuansl. M3seweHne o
HebnaronpuaTHOM coBbITUM

6.6.7 PeareHTbl 1 pacxogHble maTepuansl. 3anucu

6.8 Mpooykuma n ycnyru, NpegocTaBnAemble BHELLHUMU
nocTasLuKamMm

6.8.1 Obwure nonoxeHnn

6.8.2 BHewHue nabopaTopyu U KOHCYNETaHThI

6.8.3 lNpoeepka U 0gobpeHne BHELLUHWX NOCTaBLLMKOB U

ycnyr

8.3 lNpoekTupoeaHue 1 paspaboTka NpoayKuumn 1 ycnyr
8.3.1 O6wwme nonoxeHus

8.3.2 MNnaHupoBaHue NpoeKTUPOBaHNA U pa3paboTku
8.3.3 BxogHble gaHHble ONA NpoeKTMpOBaHWs W paspa-
60oTKK

8.3.4 CpepncTea ynpaBneHusi MpOeKTUPOBAHWEM U paspa-
6oTKON

8.3.5 BeixogHble gaHHbIE NPOEKTUPOBaHWSA 1 pa3paboTku
8.3.6 MameHeHnss NpoeKkTUpoBaHMA 1 paspaboTku

7 TpeboBaHKUs K npoLeccy

7.1 OBbwue cBegeHus

7.2 lNpoueccel, NpedLllecTBYOLWME UCCNEAoBaHUIO

7.2.1 Obwue ceeneHUs

7.2.2 NabopatopHasa nHgpopmaums ansa naumeHToB 1 no-
Tpebutenen

7.2.3 3asBKka Ha nabopaTopHbie UCCrneaoBaHus

7.2.3.1 Obwme cBegeHus

7.2.3.2 YcTHble 3asBKM

7.2.4 B3saTue nepBuYHbIX 0B6pa3LoB 1 obpalleHne ¢ HUMK
7.2.4.1 Obwue cBegeHus

7.2.4.2 Nndpopmauus no MeponpuaTuaM, npegllecTByo-
LWMx B3ATUIO 06pa3uoe

7.2.4.3 Cornacue naumeHTa

7.2.4.4 NHcTpyKumm no B3sTUIO 0BpasLoB

7.2.5 TpaHcnopTupoBka obpasuos

7.2.6 lMNMonyyeHune obpasuoB

7.2.6.1 MNpouenypa nony4yeHus obpasuoe

7.2.6.2 WcknoveHus npu npueme obpasuos

7.2.7 O6pabotka, nogrotoBka W xpaHeHuwe obpasua oo
BbLINOMHEHUS NCCMNea0BaHWNA

7.2.7.1 3awwmTa obpasua

7.2.7.2 Kputepuu 3anpoca Ha A0oNonHUTeNbHbIe Uccrneado-
BaHUSA

7.2.7.3 CtabuneHocTb obpasua

8.4 YnpaeneHue npoueccamuv, NPOAYKUWMER W yCnyramu,
NocTaBnAeMbIMU BHELLUHUMW MOCTaBLLMKaAMUN

8.4.1 O6wue nonoxeHus

8.4.2 Tvn n cTeneHb ynpaBneHs

8.4.3 Mndpopmauun, npegocTaBnaemMas BHELLHUM NOCTaB-
LuKam

6.7 CepBUCHbIE cornalleHms

6.8 Mpooykuma 1 ycryru, NnpegocTaBnaemble BHELLHUMU
nocTaBLUKamMm

6.8.1 Obwure nonoxeHns

6.8.2 BHelwHue nabopaTopyu U KOHCYNETaHThI

6.8.3 NpoBepka U ogobpeHne BHELUHWX MOCTaBLUMKOB W

ycnyr
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OkoH4aHue mabnuupsi B.1

rOCT P UCO 15189—2024

CO 9001:2015

HacTosiwmin ctaHgapt

8.5 lNMpowr3BoacTBO NPOAYKLUMA 1 NpedocTaBnexue yenyr
8.5.1 YnpaBneHve Npov3BOACTBOM MNpPOAYKUMW U Npeno-
CTaBneHwem ycnyr

8.5.2 MpeHTudukauma n npocnexmnsaeMocTb

8.5.3 CobcTBeHHOCTL NOTpebuTenerd UNM BHELLUHUX MNO-
CTaBLLMKOB

8.5.4 CoxpaHeHue

8.5.5 [leATenbHOCTb Nocne NocTaBku

8.5.6 YnpaBneHne naMeHeHUsMu

7.3 MNpoueccel nccnegoBaHns

7.3.1 OBbwme nonoxeHns

7.3.2 Bepudpukaumnsa MeTOOOB MCCNeaoBaHns

7.3.3 Banvgauumsa MeToaoB UCCneaoBaHUA

7.3.5 brnonoruyeckne pedepeHTHble MHTEPBanbl U YpPOB-
HU NPUHATUSA KNUHWUYECKWX PELLEHWIA

7.3.6 JokymeHTUpOBaHWe npoueadyp nccnegoBaHua

7.3.2 Bepudpukauuns MeTooB UCCNeaoBaHns

8.6 Bbinyck npodyKumum 1 ycnyr

7.4 Tpouecckl nocne uccnefoBaHusa

7.4.1 OT4eT o pesyneraTax

7.4.1.1 Obwme ceBegeHns

7.4.1.2 AHann3 u cooblleHre pe3ynsTaToB

7.4.1.3 OnoBeLLeHWe 0 KpUTUYECKUX pesyrbTaTax

7.4.1.4 Ocobble pekoMeHAaLMW ANA OTYETa O pesyneraTax
7.4.1.5 ABTOMaTU4ecknin BeIBOP, aHanus, Bbigadya W co-
o6LLeHUe 0 peayneraTax

7.4.1.6 TpeboBaHuA K oT4eTam

7.4.1.7 OJononHutensHasa UHopMaLns Ons OTYETOB
7.4.1.8 KoppeKTMpOBKK BblAAaHHbLIX OTHETOB

8.7 ¥YnpaBneHve HeCOOTBETCTBYWOLWMMU pesynsratamu
npoLEeCccoB

7.5 PaboTta ¢ HECOOTBETCTBUAMM

9 OueHka pesynbsTaToB AeATENbHOCTH

9.1 MOHWUTOPWHT, U3MEepeHKe, aHanua 1 oueHKa
9.1.1 O6Wwme NnonoxeHus

9.1.2 YooeneTBopeHHOCTb noTpebutenen

9.1.3 AHanua v oueHKa

7.3.4 OueHka HeonpeaeneHHOCTN U3MEPEHNI

7.3.7 ObBecneyeHne JOCTOBEPHOCTU Pe3ynbTaToB UCCe-
[OBaHWI

7.3.7.1 Obwme nonoxeHWs

7.3.7.2 BHyTpeHHUn kKoHTponbe kadecTtBa (BKK)

7.3.7.3 BHelwHsA oleHKa KavecTea (BOK)

7.3.7.4 ConoctaBUMOCTbL pe3ynsTaTtoB UCCneaoBaHui

9.2 BHyTpeHHUI ayauT

8.8 OueHuBaHne

8.8.1 Obwure nonoxeHnn
8.8.2 MiHoukaTopsbl kayecTBa
8.8.3 BHyTpeHHWe ayauTbl

9.3 AHanun3 co CTOPOHbI PYKOBOACTBA

9.3.1 Obwue nonoXxeHus

9.3.2 BxogHble gaHHble aHanu3a €O CTOPOHbI PYKOBOA-
cTBa

9.3.3 BrbixogHble OaHHble aHanu3a co CTOPOHbI PYKOBOA-
cTBa

8.9 AHanu3a co CTOpPOHbI pyKOBOACTBA
8.9.1 Obwure nonoxeHns

8.9.2 BxogHble gaHHble

8.9.3 BbixoaHble OaHHbIe

10 ¥Yny4yweHve
10.1 OBLwme nonoxeHusa

8.6 YnydweHune
8.6.2 Ob6patHaa cBfA3b C nauveHTamu nabopaTopum,
NoneL30BaTENSMW U NEPCOHANOM

10.2 HecooTBeTCTBUA M KOPPEKTUPYIOLLME AENCTBUA

7.5 Pabota ¢ HECOOTBETCTBUSAMM

7.7 Xanobsb!

7.7.1 lMNpouecc

7.7.2 MNMonyyeHwue xanob

7.7.3 PaspeweHune xanob

8.7 HecooTBeTCTBUA M KOPPEKTMPYIOLLME OENCTBMA

8.7.1 OencTtBmsa Nnpy BO3HUKHOBEHUW HECOOTBETCTBUIA
8.7.2 Pe3ynbTaTMBHOCTb KOPPEKTUPYIOLWNX OENCTBUIA
8.7.3 3anucu 0 HECOOTBETCTBMAX W KOPPEKTUPRYHOLLMX
[EencTBUSX

10.3 MNocTosiHHOE ynydlleHVe

8.6.1 lNocToaHHOE ynyylueHve
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FOCT P UCO 15189—2024

Tabnuua B.2 — CpaeHeHne mexagy MCO/MIK 17025:2017 1 HacToAWMM CTaH4apTOM

MCO/M3K 17025:2017

Hactoswwni ctangapT

1 ObnacTtb NpMMeHeHus

1 ObnacTe NpUMeHeHKUA

2 HopmatuBHbIE CChIKA

2 HopmaTuBHbBIE CChINKX

3 TepMuHbI M oNpeaeneHns

3 TepMWHbI U onpeaeneHns

4 Obuwme TpeboBaHusa

4 Obwue TpeboBaHUA

4.1 becnpucTpacTHOCTL

4.1 becnpucTpacTHOCTb

4.2 KoHthuaeHUMansHOCTb

4.2 KoHdmaeHUManbHoCTb

4.2.1 ¥YnpasneHue uHcopmMaLmen

4.2.2 PazrnaweHne nHpopmaumm

4.2.3 OTBETCTBEHHOCTL NepcoHana

4.3 TpeboeaHua, kacawwmneca NnaumeHToB

5 TpeboBaHWg K CTPYKTYpe

5 TpeboBaHus K CTPYKTYpe W ynpaBneHuto

5.1 KKpuanyeckoe nNuuo

5.2 PykoBoguTtens nabopartopuu

5.2.1 KomneTteHTHOCTL pykoBoguTensa nabopatopuu
5.2.2 OTBETCTBEHHOCTbL pyKoBOAMTENS nabopaTtopum
5.2.3 [lenervpoBaHue NONMHOMOUYMIA

5.3 llTabopatopHas OeaTensHOCTb

5.3.1 O6wue ceegeHUs

5.3.2 CooteeTcTBME TpeboBaHMAM

5.3.3 KoHcyneTauMoHHaa AeAaTenbHOCTb

5.4 CTpyKkTypa 1 NONHOMOYUS

5.4.1 Obwue ceegeHUs

5.4.2 MeHegMeHT kadyecTBa

5.5 Llenu 1 nonutuka

5.6 YnpaBneHwne pyuckaMmun

6 TpeboBaHmga k pecypcam
6.1 Obwwe ceeneHUA

6 TpeboBaHuA K pecypcam
6.1 Obwme ceegeHmns

6.2 MNepcoHan

6.2.1 OBwme ceegeHus

6.2.2 TpeboBaHWsi K KOMNETEHTHOCTU

6.2.3 MNonHomo4us

6.2.4 HenpepbiBHOEe 06pazoBaHMe WU NOBLILLEHWE KBanuduka-
umu

6.2.5 [JokyMeHTbl KagpOoBOro yyeTa

6.3 MNomeLleHns 1 ycnoBWs OKpyKatoLen cpebl

6.3 MNomelleHna 1 yCcnoBUA OKpy»KatoLlen cpeabl
6.3.1 ObLime cBegeHus

6.3.2 KoHTpone 3a noMeLeHusiMu

6.3.3 Cknaackme nomMeLLeHus

6.3.4 MNomelLeHna Ana nepcoHana

6.3.5 MNomelweHna ana B3aTua obpasuos

6.4 ObopygoBaHne

6.4 ObopynoeaHue

6.4.1 ObLime nonoxeHnsa

6.4.2 TpeboaHuns k 06opyaoBaHWIO

6.4.3 MNopsgok npyeMkn 06opyaoBaHNS

6.4.4 VIHCcTpyKumMsa no akcnnyatauum obopynoBaHus

6.4.5 TexHU4eckoe obBCcnyxMBaHWE U PEMOHT 000pyaOBaHUA
6.4.6 UaBelleHne o HebBnaronpuaTHOM COBBITAN

6.4.7 3anncun no obopygoBaHUo

6.5 MeTponoruyeckan npocnexvBaemocTb

6.5 Kannbposka obopygoBaHna M MeTponorudeckas npocne-
*MBaAEMOCTb

6.5.1 O6Lime nonoxeHus

6.5.2 Kannbpoeka obopygoBaHua

6.5.3 MeTponoruyeckas nNpoOCneXMBaeMocTe U3MepseMbIX
pe3yneTaToB
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rOCT P UCO 15189—2024

[MpodomkeHue mabnuusi B.2

NCO/M3K 17025:2017 Hactoswui ctakgapT

6.6 MMpoaykuna W ycryri, npegocraenaeMele BHELWHK- | 6.6 PeareHTbl 1 pacxogHble MaTepuansl

MW NOCTaBLLUNKAMM 6.6.1 PeareHThl M pacxogHble matepuansl. Obuime nonoxeHus
6.6.2 PeakTuBbl U pacxodHble MaTepuanel. [1puem 1 xpaHeHne
6.6.3 PeareHTel W pacxogHble MaTtepuansl. [MpuemMoyHble

WCMbITaHWA

6.6.4 PeareHTel W pacxogHble MaTtepuansl. YnpaBneHue
3anacamu

6.6.5 PeareHTbl U pacxogHble matepuansl. VMHCTPYKUMK No
NMPYMEHEHMIO

6.6.6 PeareHTbl M pacxofHble maTtepuansl. M3pelwieHve o
HebnaronpuaTHOM coBbITUM

6.6.7 PeareHThbl 1 pacxogHble MaTepuansl. 3anvcu

6.8 lMpoaykuma 1 ycnyru, NpegocTaensgeMsle BHELHUMUN No-
CTaBLLMKaMM

6.8.1 Obwime nonoxeHnsa

6.8.2 BHewHwe nabopaTtopun 1 KOHCYNETAHThI

6.8.3 MNpoeepka 1 ogobpeHne BHeLHWUX NOCTaBLUMKOB 1 YCNyr
6.7 CepBucHbIE cornalleHna

6.7.1 CornalueHuns ¢ nonb3oBarensaMu nabopatopumn

6.7.2 Cornawenwsa c ucnonHutenamv UMHTI

6.8 lNMpogykumsa 1 ycnyru, NnpefocTaenseMble BHELHWMW MO-
CTaBLLMKAMMN

6.8.1 O6Lme nonoxeHus

6.8.2 BHelwwHWe nabopaTopun 1 KOHCYNLTaHThI

6.8.3 MNpoBepka u ogobpeHne BHELHWX NOCTABLUMKOB WU YCNyr

7 TpeboBaHus K npoLeccy 7 TpeboBaHus K npoueccy

7.1 OBbwue ceeneHus 7.1 O6bwme ceegeHns

7.2 Mpouecchl, NpealuecTByoLne NccnesoBaHuio

7.2.1 O6wue ceegeHus

7.2.2 INNabopatopHasa MHdopMauna ansa nauMeHToB U notpe-
butenen

7.2.3 3asaBka Ha nabopaTopHble NCcrneqoBaHus

7.2.3.1 Obwume cBegeHus

7.2.3.2 YcTHbIE 3asBKK

7.2.4 BasaTue nepBuYHbLIX obpasLos v obpalleHne ¢ HUMK
7.2.4.1 Obwue ceegeHus

7.2.4.2 Vindopmauuns no MeponpuaTUsaM, NpeallecTBYLWMX
B3ATUIO 0Opa3yos

7.2.4.3 Cornacue nauyueHta

7.2.4.4 NHcTpykumw no B3aTuio obpasuos

7.2.5 TpaHcnopTupoBka 0bpasuos

7.2.6 MNMony4yeHue obpasuos

7.2.6.1 lNpoueaypa nonyyeHna obpasuos

7.2.6.2 NcknoveHus npu npueme obpasuor

7.2.7 ObpaboTka, nogroToBKka M XpaHeHue obpasua 4o Bbl-
MOMHEHWA UCCINEenoBaHNUIA

7.2.7.1 3awmTa obpasua

7.2.7.2 Kputepuun 3anpoca Ha 4ononHUTernbHble CCnenoBaHns
7.2.7.3 CtabunbHocTb obpasua

7.2 Bbibop, Bepudukauma U Bannoaunsa MeTogos 7.3 MNpouecchl uccnegoBaHua

7.2.1 Beibop v Beputhmkauma MeToaos 7.3.1 Obwme nonoxeHns
7.3.2 Bepudurkaumnss MeTooB UcCnefoBaHus

7.2.2 Banvpauusa mMeTonoB 7.3.3 Banvpauusa meTtoaos UccrenoBaHus

7.3.5 buonornyeckue pedepeHTHble MHTEpPBanbl U YPOBHM
MPUHATUA KMUHUYECKX peLLeHuid
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7.3 OT60op obpa3suos Cm. 7.2

7.4 ObpaweHve ¢ obbekTaMyu ncnelTaHui unu kanu- | 7.4.2 Pabota c npo6amu nocne vccnegoBaHus
Bpoekon

7.5 TexHn4eckre 3anucu 7.2.4.4 e) NHcTpyKuuK no B3ATMIO obpa3suos
7.3.1 d) Mpoueccel uccnegoeanua. Obume nonoxeHus
7.4.1.8 KOppeKkTUPOBKKN BbiJaHHLIX OTYETOB

7.6 OueHunBaHne HeonpedeneHHOCTU N3MEPEHWIA 7.3.4 OueHvBaHWe HeonpeaeneHHOCTU U3MEPEHUIA
7.7 ObecneyeHve OOCTOBEPHOCTM PE3YNbLTATOB 7.3.7 ObecneyeHre OOCTOBEPHOCTI PE3YNLTATOB MCCNeaoBa-
HWiA

7.3.7.1 OBbuwme nonoxeHus

7.3.7.2 BHYTpeHHUIn KOHTpOnb KadecTea (BKK)
7.3.7.3 BHewHss oueHka kavecTtsa (BOK)

7.3.7.4 ConocTaBMMOCTL pPe3ynbTaToB McCcneaoBaHuia

7.8 MNpepncTaBneHve OTYETOB O pesynbTarax 7.4 lNpoueccel Nocne uccnenoBaHns

7.4.1 OT4eT 0 pesynesTatax

7.4.1.1 OBbwume cBegeHnn

7.4.1.2 AHanu3 1 cooblieHMe pe3ynsTaToB

7.4.1.3 OnoBeLLeHWe 0 KpUTUYECKUX peaynsratax

7.4.1.4 Ocobble pekomMeHgauun ansa oT4eTa 0 pesyneratax
7.4.1.5 AeTomaTu4yecknin Belbop, aHanus, Bblgadya v cooblue-
HWE 0 peaynkTaTax

7.8.1 Obuwume nonoxeHus 7.4.1.1 Obwume cBegeHus

7.8.2 Obuwume TpeboBaHua K oTyeTaMm (06 ucnbiTaHusx, | 7.4.1.6 TpeboBaHna K oTYeTaM

kanubpoeke nnu otbope 0bpasLoB) 7.4.1.7 JononHutenbHas MHOpMauus Ans 0T4ETOB

7.8.3 CneuuarnbHble TpeboBaHWsA K oT4yeTam 06 ucnbl- | 7.4.1.3 OnoBelleHre 0 KPUTUYECKUX pesyneTaTax

TaHUAX 7.4.1.4 Ocobble pekomMeHaauun Ona oT4eTa 0 peaynbratax

7.8.4 CneumaneHble TpeboBaHWA K cBupeTenbcTBam | 7.4.1.8 KoppeKTUpOBKU BblAaHHbLIX OTHETOB
(cepTudbukartam) o kanubpoBke

7.8.5 lMNpegctaeneHne pesynsratoB no otbopy obpas-
uoe. CneunaneHble TpeboBaHua

7.8.6 MNpenctaeneHne 3aknYeHUA 0 COOTBETCTBUM
7.8.7 lNpencraBneHne MHEHWA U MHTEpNpeTauuin

7.8.8 MIameHeHuA k oT4eTam

7.9 Xanobel (npeTeH3nmn) 7.7 XXanobebl

7.7.1 MNpouecc

7.7.2 Mony4yeHwne xanob
7.7.3 PaspewweHue xanob

7.10 YnpaeneHne HeCOOTBETCTBYHOLWER paboTon 7.5 PaboTa c HeCOOTBETCTBUSAMMA

7.11 YnpaBneHue gaHHbIMW U MHpopMaLumWen 7.6 YnpaBneHwe gaHHbIMU U MHOpMaLMen

7.6.1 O6wwme ceeneHnA

7.6.2 MNonHoMouns 1 OTBETCTBEHHOCTL B obnactu ynpasne-
HUA MHOPMaLnen

7.6.3 YnpaBneHne MHPOpMaLMOHHBIMU cUCTEMaMU

7.6.4 NnaHvpoBaHue Npu NpPoOCcToax

7.6.5 BHelwHee ynpaeneHve

7.8 MnannpoBaHve GecnepebonHoro yHKUMOHUPOBAHUA B
Ype3BblYalHbIX CUTYaLMsX

8 TpeboBaHUA Kk CUCTEME MEHeKMeHTa 8 TpeboBaHus K cucTeEMe MeHeKMeHTa
8.1 BapuaHTt 8.1 Obwme TpeboBaHusA
8.1.1 Obwure nonoxeHnsa 8.1.1 O6wue nonoxeHua
8.1.2 BapuaHnt A 8.1.2 BeinonHeHve TpeboBaHUi cMCTEMbI MEHEOXKMEHTA
8.1.3 BapunaHTt B 8.1.3 OcBegOMNEHHOCTb O CUCTEME MEHEeKMEeHTa
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HacTtoswmin ctargapTt

8.2 [JlokymeHTaumsa CUCTEMbI MEHEPKMEHTA
(BapuaHT A)

8.2 [lokymeHTauus CUCTEMbI MEHEKMEHTA KadecTea
8.2.1 Obwme TpeboBaHus

8.2.2 KoMneTeHUuM 1 Ka4ecTBO

8.2.3 [lokazaTenbCcTBa BbINOMHEHWsS 0683aTenbLCTB
8.2.4 JokymeHTauus

8.2.5 [loctyn ona nepcoHana

8.3 YnpaBneHue JOKyMEHTaMW CUCTEMbI MEHEeOKMEHTa
(BapuaHT A)

8.3 KoHTponb AOKYMEHTOB CUCTEMbBI MEHEKMEHTA
8.3.1 Obwime nonoxeHnsa
8.3.2 KoHTpone goKyMeHTauum

8.4 YnpasneHue 3anucamMu (BapuaHt A)

8.4 KoHTponb 3a 3anucamu

8.4.1 CoapaHue 3anucen

8.4.2 BHeceHWe 3aMeHeHMI B 3arucu
8.4.3 XpaHeHune 3anucen

8.5 [encTteusi, cBA3aHHbIE C PUCKaMW U BO3MOXHOCTA-
MU (BapuaHT A)

8.5 [ercTeus AnNa yCTpaHeHUs1 PUCKOB W BO3MOXHOCTEW Ans
COBEpLUEHCTBOBAHMWSA

8.5.1 BbifiBNeHWe pUCKOB WU BO3MOXHOCTEW ANs COBepLUeH-
CTBOBaHWS

8.5.2 [1elcTBMSA B OTHOLIEHUW PMCKOB W BO3MOXHOCTEW AN
COBEpLUEHCTBOBAHMWSA

8.6 YnyyweHus (BapuaHT A)

8.6 Ynyuywenne

8.6.1 lNocTosHHOE yny4lleHne

8.6.2 OBpaTHas cBa3b ¢ nauveHTamu nabopaTtopuu, NONb3o-
BaTeNnsiMW1 1 MepcoHanom

8.7 KoppekTupyowve gencTteua (BapuaHT A)

8.7 HecooTBeTCTBUS U KOPPEKTUPYIOLLME AENCTBUA

8.7.1 [eAcTBUA NpU BO3HUKHOBEHWM HECOOTBETCTBMUIA

8.7.2 Pe3ynbTraTBHOCTL KOPPEKTUPYIOLMX OENCTBUIA

8.7.3 3anvMcn 0 HEeCOOTBETCTBUAX U KOPPEKTUPYIOLWMX Oen-
CTBUSAX

8.8 BHyTpeHHue ayauTel (BapuaHT A)

8.8 OueHvBaHue

8.8.1 OBLme nonoxeHus
8.8.2 MngmkaTtope! kayecTBa
8.8.3 BHyTpeHHMe ayauThl

8.9 AHanua co CTOpOHbI pyKOBOACTBA (BapuaHT A)

8.9 AHanua co CTOPOHbLI PYKOBOACTBA
8.9.1 O6wme nonoxeHus

8.9.2 BxogHble faHHble

8.9.3 BeixogHble gaHHbIE
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FOCT P UCO 15189—2024

MpunoxeHune C
(cnpaBouHoe)

CpaBHeHue mexay MCO 15189:2012 v HacTOAWMM CTaHAAPTOM

Ta6nuua C.1— CpaBHeHnue mexagy MCO 15189:2012 n HacToAWMM CTaHAAPTOM

MCO 15189:2012

HacToswmi ctakgapt

Mpegucnosue

Mpegucnosue

BeeneHne

BeeneHne

1 OBnacTb NPUMEHEHWSA

1 OBnacTb NpMMeHeHuA

2 HopmaTtumBHbIe CChINKKU

2 HopmaTtuvBHbIE CCbINKX

3 TepmuHbl M onpegeneHus

3 TepMuHBI U oNpegeneHns

4 Obwue TpebosaHua

4.1 OpraHu3auus 1 OTBETCTBEHHOCTL MeHeIXKMeHTa
4.1.1 OpraHnsauus

4.1.1.1 OBwme nonoxeHua

4.1.1.3 3Tmyeckoe noeegeHue

[BKNKOYAET KOHUAEHLMANBLHOCTE B (€)]

4 Obwme TpeboBaHus

4.1 becnpucTpacTHOCTb

4.2 KoHdhngeHumaneHOCTb

4.2.1 YnpasneHue nHhopmauuen
4.2.2 Pasrnawexve nHpopmMmauummn
4.2.3 OTBETCTBEHHOCTL NepcoHana

4.1.1.2 KOpuaunyeckoe nuuo

4.1.1.4 3apenyowunin nabopatopmnen
4.1.2 OTBETCTBEHHOCTL PYKOBOACTBA
4.1.2.1 Oba3aHHOCTN pyKOBOACTBA

5. TpeboBaHUa K CTRYKTYpe U ynpaBneHuo

5.1 Opugnyeckoe nnuo

5.2 Pykoeogutens nabopatopuu

5.2.1 KomneTeHTHOCTL pykoBoauTena nabopaTtopum
5.2.2 OTBeTCTBEHHOCTL pyKoBOAUTENs nabopaTtopun
5.2.3 enervpoBaHue nornHOMO4YUIA

5.3 JlabopaTopHas 4eaTensHOCTb

5.3.1 OBwume ceegeHns

5.3.2 CootBeTcTBME TPEbOBaAHUAM

5.3.3 KoHcynbsTaumnoHHana AeaTensHocTb

5.4 CTpykTypa 1 NOnHOMO4YNS

5.4.1 Obwune ceegeHnsa

5.4.2 MeHeOKMeEHT Ka4yecTea

8.2.3 [okaszaTenbCcTBa BbiNONHEHWA 00A3aTenLCTB

4.1.2.2 MNMotpebHocTn nonb3oeaTenemn

4.3 TpeboeaHus, kacarLWwmnecs nauneHToB
5.3.3 KoHcynbTauMoHHas OeaTenbHOCTb

4.1.2.3 MNonuTKKa KadyecTea

5.5 Llenn u nonuturka

4.1.2.4 Llenu ka4yecTBa 1 NnaHMpoBaHue

5.5 LUenn v nonutuka

4.1.2.5 OTBETCTBEHHOCTL, NpaBa 1 B3aMMOOTHOLLEHUSA

5.4 CTpyKkTypa U NONHOMOYUS

4.1.2.6 KoMMyHMKaLMK

5.4.1 O6wue ceegeHms

4.1.2.7 OTBETCTBEHHbLIA MO Ka4yecTBy

5.4.2 YnpaBneHne Ka4ecTBOM

4.2 Cuctema MeHeAXXMeHTa Ka4ecTea

8 TpeboBaHUA K CUCTEME MEHeMKMeHTa

4.2.1 Obwune TpeboBaHua

8.1 O6wme TpeboraHus

8.1.1 O6wue nonoXxeHua

8.1.1 Obwue nonoxeHns

8.1.3 OcBeOMMNEHHOCTb O CUCTEME MEHEMKMEHTA

4.2.2 TpeboBaHUA K QOKYMEHTaLMK

8.2 [lokymeHTauusa cMcTeMbl MEHEPKMEHTA KadecTBa
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4.2.2.1 Obwure nonoxeHns

8.2.1 O6wwme TpebopaHus

4.2.2.2 PyKoBOACTBO MO KayecTBy

[HeobsazamenbHO, 6onbwe He sendemcs o06s3aTenbHbIM
mpebosaHueM, cm. 8.2.1, npumedyaHue]

4.3 KoHTpOmnb OOKYMEHTOB

8.3 KoHTponb AOKYMEHTOB CUCTEMbI MEHEKMEHTA
8.3.1 O6wme nonoxeHus
8.3.2 KoHTponbe JokyMeHTauun

4.4 CornaweHuve 06 ycnyrax
4.4.1 YcraHoBneHue cornatleHunsa ob ycnyrax
4.4 .2 NepecMoTp cornaweHns ob ycnyrax

6.7 CepBuMCHbIE cornalleHns

4.5 ViccnegoeaHve BO BeromoraTensHoi nabopatopuun
4.5.1 Beibop 1 oueHMBaHWe BCcnomMoraTernbHbix nabopa-
TOPWIA U KOHCYNETAHTOB

4.5.2 MNpepocTaBneHve pesynsTaTtoB MCCNeaoBaHni

6.8.2 BHelwHWe nabopaTtopun 1 KOHCYNETAHThI

4.6 BHelLHWe ycryri U NnocTaBKu

6.8 MNpoaykuus 1 ycryri, NpeaocTaBnseMble BHELUHUMUW No-
cTaBLMKaMmn
6.8.3 Npoeepka 1 ogobpeHne BHELWHWX NOCTaBLUMKOB U YCNyr

4.7 KoHCcynbTaTUBHLIE YCNYTU

5.3.3 KoHcyneTauMoHHaa AeaTenbHOCTb

4.8 PaspeweHnne xanob

7.7 XXanobel

7.7.1 MNpouecc

7.7.2 Mony4exne xanob
7.7.3 PaspelwleHune xanob

4.9 VipeHTuduKaums 1 KOHTPOINb HECOOTBETCTBUMN

7.5 PaboTa ¢ HECOOTBETCTBUSAMU

4.10 KoppekTupyowme OeicTBUA

8.7 HecooTBeTCTBUA U KOPPEKTUPYIOLLME OEACTBUA

8.7.1 deincTBrA npy BO3HUKHOBEHUU HECOOTBETCTBUMN

8.7.2 Pe3yneTaTUBHOCTL KOPPEKTUPYIOLNX OeACTBUIA

8.7.3 3anncK 0 HECOOTBETCTBUAX W KOPPEKTUPYHOLUMX Oen-
CTBUAX

411 MpenynpexgawLyve 0encTeng

8.5 [ewcTBua ANg ycTpaHeHWs pUCKOB U BO3MOXHOCTEN ANg
COBEpLLEHCTBOBAHMUSA

8.5.1 BbIABNeHUs PUCKOB M BO3MOXHOCTEN ONA coBepLueH-
CTBOBaHWA

8.5.2 [lelicTBUA B OTHOLLUEHWW PUCKOB W BO3MOXHOCTEW ANs
COBEpLUEHCTBOBAHMWSA

4.12 lMNMocTosHHOE ynyylleHue AeATenbHOCTH

8.6 YnyuweHune

8.6.1 lNocTosHHOE yny4lweHne

8.6.2 ObpaTtHana cea3b ¢ naumneHTamun nabopatopuin, Nonb3o-
BaTenAMWU 1 NEPCOHANoMm

4.13 KoHTponb 3anucen

8.4 KoHTponb 3a 3anucamu

8.4.1 CospgaHue 3anvcen

8.4.2 BHeceHne naMeHeHUA B 3anucu
8.4.3 XpaHeHwue 3anvcen

4.14 OueHuBaHWe v ayauThl
4.14.1 OBuwme NonoXeHun

8.8 OueHuBaHune

8.8.1 Obuwue nonoxeHus
8.8.2 MngukaTtope! KayecTsa
8.8.3 BHyTpeHHMe ayauThl

4.14.2 lNepnognyeckin nepecmoTp 3anpocoB 1 npuroa-
HocTu TpeboBaHWI K npouegypam u npobam

7.2.3 3asaeka Ha nabopaTopHble NCCreaoBaHms
7.2.3.1 Obwume ceegeHusn

7.3 lMpouecckl UccnenoeaHms

7.3.1 O6wue nonoXxeHua

4.14.3 OueHkKa OT3bIBOB NONb3oBaTenemn
4.14 .4 MNpepnoxeHns nepcoHana

8.6.2 ObpaTtHana cea3b C naumeHTamun nabopaTtopum, NoNL3o-
BaTeNAMW 1 NMEPCOHATNOM
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4.14.5 BHyTpeHHWIA ayanT

8.8.3 BHyTpeHH1e ayguThl

4.14.6 MeHemxMeHT pucka

5.6 YnpaBneHne pyuckaMmn

8.5 [ewcTBuA OANg ycTpaHeHWs pUCKOB W BO3MOXHOCTEN AN
COBEpLUEHCTBOBAHMA

8.5.1 BblfiBNeHWe pPUCKOB M BO3MOXHOCTEN OIS cOoBepLueH-
CTBOBaHWSA

8.5.2 [lelicTBMSA B OTHOLLUEHMW PWUCKOB M BO3MOXHOCTEW ANs
COBEpLUEHCTBOBAHMWSA

4.14.7 WHoukaTopbl KayecTBa

5.5 Uenu v nonutuka
8.8.2 MHgmkaTopbl KayecTBa

4.14.8 NpoBepKn BHELIHWMW OpraHM3aunsamm

8.7 HecooTBeTCTBUS U KOPPEKTUPYIOLLME AENCTBUA

4.15 PaccmoTpeHue pyKkoBOACTBOM

8.9 AHanua co CTOpPOHbI PYKOBOACTBA

4.15.1 OBLKe NonoxeHus

8.9.1 O6wwme nonoxeHus

4.15.2 Bxon B paccMoTpeHue

8.9.2 BxogHble gaHHble

4.15.3 [lesaTensHOCTL MO PACCMOTPEHUIO

[He ykazaHo]

4.15.4 Bbixod 13 paccMOTpeHKns

8.9.3 BbixogHble gaHHble

5 TexHu4yeckune TpeboBaHuA

6 TpeboBaHusA K pecypcam

Mepcoxan

ObLwme nonoxeHus

Keanudukauma nepcoHana

OnucaHue paboTbl

Beegenue nepcoHana B cpefly opraHu3auum
ObyyeHne

.6 OueHka KOMNETEHTHOCTH

5.1.7 lNpoBepka BbINONHEHUA 00A3aHHOCTEN MepcoHa-
nom

5.1.8 lMNocToaHHoe obpasoBaHue U npodeccruoHansHoe
COBEpLLUEHCTBOBAHUE

5.1.9 [lokyMeHTaLms O nepcoHane

5.1
5.1.1
51.2
5:1.3
5.1.4
5:.4.5
5.1

6.2 MNepcoHan

6.2.1 ObLime ceBeaeHns

6.2.2 TpeboBaHWs K KOMNETEHTHOCTU

6.2.3 NonHomounsa

6.2.4 HenpepbiBHOe 0Bpa3zoBaHue 1 NOBLILLEHWE KBanugmKa-
uuu

6.2.5 [lokyMeHTbl KaApoBOro y4yeTa

5.2 MNomeLeHna 1 ycnoBus OKpyKatowwen cpeapl
5.2.1 ObwKre nonoXxeHns

5.2.2 MNomeweHus nabopatopuun u odmca

5.2.3 lNomeLLeHWs ansa XxpaHeHua

5.2.4 MNomeleHns ans nepcoHana

5.2.5 MNMomeweHuns aons BaaTua Npod nauneHToB

6.3 MNomeLueHra 1 yCNOBUA OKpY:KaloLen cpeabl
6.3.1 OBLime ceegeHus

6.3.2 KoHTponke 3a noMeLeHUsiMu

6.3.3 Cknaackme nomeLleHns

6.3.4 MNomelweHna ana nepcoHana

6.3.5 MNomeleHnsa ansa B3aTua obpasuos

5.3 NlabopatopHoe 0bopynoBaHune, peareHTsl M pacxog-
Hble Matepuansl

6.4 O6opynoeaHue 1 6.6 PeareHTbl U pacxogHble matepuarnbi

5.3.1 ObopygoBaHne

5.3.1.1 Obwure nonoKeHns

5.3.1.2 NcnblTaHne npuemnemMocTi obopygoBaHus
5.3.1.3 WMHcTpykums no npymeHeHvio obopyaoBaHus
5.3.1.4 Kanvbpoeka obopynoBaHMsi W MeTponornye-
CKasa NpoCnNexXMBaemMocTb

5.3.1.5 MNoggepxaHve 1 BoccTaHOBNeHWe obopynosa-
HUA

5.3.1.6 CoobuieHra o HebnaronpuaATHLIX MHUMOEHTAX C
obopygoBaHMem

6.4 O6opynoBaHue

6.4.1 O6Lime nonoxeHusa

6.4.2 TpeboraHus kK 060pyaoBaHMIO

6.4.3 MNopsgok npvemMkn obopyaoBaHng

6.4.4 VIHCTpyKUMA No akcnnyatauun obopynosaHust

6.4.5 TexHu4yeckoe obcnyxuMBaHne U peMoHT obopyaoBaHUs
6.4.6 MaBelueHme o HebnaronpuaTHOM COBBITAM

6.4.7 3anvcu no obopygoBaHUo
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5.3.1.7 JokymeHTaumnsa o6 obopyaoBaHUK

6.2 MNMepcoHan

6.2.1 ObLime ceBeaeHus

6.2.2 TpeboBaHWs K KOMNETEHTHOCTU

6.2.3 MNonHoMoung

6.2.4 HenpepbiBHOe 0Bbpa3zoBaHue 1 NOBbILUEHWE KBANWUKa-
uum

6.2.5 [lokyMeHTbl KaApoBOro y4yeTa

5.3.2 PeareHThl 1 pacxofHble Matepuansl

5.3.2.1 OBbwume nonoxeHms

5.3.2.2 PeareHTbl 1 pacxodHble MaTepuansl. [Mpuem n
XpaHeHue

5.3.2.3 PeareHTbl M pacxogHble maTepuarsl. MicneiTaHue

NpUrogHoOCTU
53.24 PeareHTbl W pacxogHble  Martepuansl.
MeHempKMeHTa MHBEHTapU3aLMK
5325 PeareHTbl W pacxogHble  Marepuansbl.
VIHCTPYKLMK MO NPUMEHEHWIO
5.3.26 PeareHTel 1 pacxogHble — Martepuansl.

CoobLieHns o HeBnaronpUATHLIX MHUMOEHTaxX
53.27 PeareHTbl UM pacxogHele — Martepuansl.
[okymeHTaumus

6.6 PeareHTbl M pacxogHble MaTepuansl

6.6.1 PeareHTbl M pacxogHble MaTepuankl. ObLwme nonoxeHms
6.6.2 PeakTuBbl U pacxodHble MaTepuansl. [1puem n xpaHeHue
6.6.3 PeareHTel W pacxogHble Matepuansl. [lpyuemoyHble
vCMbITaHWs

6.6.4 PeareHTbl M pacxodHble MaTtepuansl. YnpaBneHue
3anacamu

6.6.5 PeareHTel U pacxofHble maTtepuanel. VIHCTpyKUMM No
NPUMEHEHWNIO

6.6.6 PeareHTbl W pacxofHble MaTepwansl. 3BeljeHue o
HebnaronpuaTHOM coBblTuM

6.6.7 PeareHTbl M pacxofHble MaTepuansl. 3anvcu

5.4 MNpeaHanuTuyeckue nNpoLecchl

5.4.1 Obwme NnonoXxeHns

5.4.2 MHdhopMauma ons nauMeHToB W Nonb3oBaTenem
5.4.3 VHdopmauns o chopme 3anpoca (HasHaveHus)
5.4.4 Basatve nepeuyHOK NpoObl 1 obpalleHne ¢ Hel
5.4.4 1 Obwme nonoxeHWs

5.4.4.2 WHCTpPyKUMM MO aKTMBHOCTW Neped B3ATMEM
npo6

5.4.4.3 NHCTpyKUMA No OeATENbHOCTM B3ATUA

5.4.5 TpaHcnopTupoBKa npobbl

7.2 lNMpoueccel, NpealecTByOLWE UCCNeN0BaHUIO

7.2.1 O6wue ceegeHus

7.2.2 JlabopatopHasa uHdopMauna ans nauvMeHToB W notpe-
butenen

7.2.3 3asaBKka Ha nabopaTopHble UccrneqoBaHus

7.2.3.1 Obwume ceegeHnn

7.2.3.2 YcTHbIe 3asBKK

7.2.4 B3aTue nepBUYHbLIX 0Bpa3sLoB 1 obpalleHne ¢ HUMK
7.2.4.1 Obwue ceegeHun

7.2.4.2 NHopmauma no MeponpusaTuaM, npedecTByoLWmuM
B3ATUIO 0Opasyos

5.4.6 lNpuem npobbl
5.4.7 lNpeananutnyeckoe obpalleHve, nNoaroToBka U
XpaHeHue

7.2.4.3 Cornacue nauueHta

7.2.4.4 NucTpykumm ro B3aTuio obpasuos

7.2.5 TpaHcnopTupoBKa obpasLoB

7.2.6 MNMonyyeHne obpasuocs

7.2.6.1 MNpouenypa nonydeHuns obpasuos

7.2.6.2 NcknoveHua npu npueme obpasuyos

7.2.7 ObpaboTka, noaroToBKa M XpaHeHne obpasua OO Bbi-
NONHEeHWA UccrnenoBaHui

7.2.7.1 3awmTa obpazua

7.2.7.2 Kputepun 3anpoca Ha O0MNOMHUTEmNbHLIE UCCneaoBa-
HWA

7.2.7.3 CtabunbHocTb obpasua

5.5 AHanuTuyeckne npouecchl

7.3 lMNMpoueccel UccnenoBaHus

5.5.1 Buibop, Bepudmnkauma 1M Banugauus npoueccoB
vccrnenoBaHus

7.3.1 O6wue nonoxeHus

5.5.1.2 Bepudukauus MeToauK UccrnenoBaHus

7.3.2 Bepudhukaumust METOA0B UCCNefoBaHWs

5.5.1.3 Banupgauua MeToamk UCCrnenoBaHus

7.3.3 Banupauus meTonos vccrnenoBaHus

5.5.1.4 HeonpegeneHHOCTb M3MEPEHUA 3HAYEHWUA U3-
MepPEHHOW BEMWUYMHBI

7.3.4 OueHvBaHVe HeonpeaeneHHOCTU U3MEPEHUIA

5.5.2 buonoruyeckue pedepeHTHbIe MHTEpBans! W/Mnm
3HaYeHUS KIMHUYECKOTO peLleHns

7.3.5 Buonorudeckue pedepeHTHblE WHTEpPBanbl U YPOBHU
MPUHATWA KMUHUYECKUX PeLLeHid
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MCO 15189:2012

Hactoswui ctakgapT

5.5.3 [lokymeHTaLmsa METOOUK UCCNeQoBaHMA

7.3.6 [JokymeHTMpOBaHKe npoLenyp nccnegoBaHus

5.6 ObecnevyeHue KadecTBa pe3yneTaToOB MCcnenosa-
HKiA

5.6.1 OBLKe nonoxeHns

7.3.7 ObecneyeHne OOCTOBEPHOCTW Pe3ynsLTaToB MCcCcneaoBa-
HWiA
7.3.7.1 O6wue nonoxeHus

5.6.2 KoHTponb kavecTBa

5.6.2.1 O6bLme nonoxeHms

5.6.2.2 MaTepuanbl KOHTPONs KayecTea
5.6.2.3 [laHHble KOHTPONA Ka4YecTBa

7.3.7.2 BHYTpeHHWA KOHTpOnb KadvecTBa (BKK)

5.6.3 MexnabopaTopHble Crnu4eHus

5.6.3.1 Yuactue

5.6.3.2 AnbTepHaTUBHbIE NOOX0AbI

5.6.3.4 OueHka xapaKkTepuUCTUK BbIMOMHEHWA UCCneno-
BaHWi B nabopaTtopumn

7.3.7.3 BHewHss oueHka kavecTtsa (BOK)

5.6.4 CpaBHMMOCTE pe3ynsTaToB UccneaoBaHvi

7.3.7.4 ConocTaBuMOCTbL pPe3ynbTaToB UCCneaoBaHuit

5.7 MNocTaHanuTu4eckKne nNpouecchl

7.4 Tpouecchl Nocne UccrnegoraHma

5.7.1 PaccmoTpeHune pesynsraTtoB

7.4.1.2 AHann3 u cooblieHue pe3ynsTaToB
7.4.1.3 OnoBeLLeHWe 0 KpUTUYECKUX pesynsratax

5.7.2 XpaHeHue, cogepxaHue W yaaneHwe KIuHuye-
CKMX npob

7.4.2 Pabora ¢ npobamu nocne nccneqoBaHns

5.8 OT4yeTbl 0 pesynsratax
5.8.1 OBLyne nonoxeHus
5.8.2 ATpubByThbl 0T4eTa
5.8.3 CopgepxaHue oTyeTa

7.4.1 OTuet 0 pesynsTatax

7.4.1.1 OBbwue ceegeHus

7.4.1.4 Ocobble pekoMeHOauumn Ona oT4eTa 0 pesynerarax
7.4.1.5 AeTomaTu4yeckuin Belbop, aHanus, Bblgada v coobue-
HWe 0 peaynsrartax

7.4.1.6 TpeboBaHuA K oT4eTam

7.4.1.7 JononHutenbHas MHpopMauus Ans 0T4ETOB

5.9 Brlgaya pesyneratos

7.4.1.2 AHanva v Bblda4ya pe3ynsTaToB

5.9.1 OBbLwKre nonoXeHns

7.4.1.1 Obwume cBegeHnn

5.9.2 AsToMaTtuyeckuii Bbibop 1 cooblueHue pesynera-
TOB

7.4.1.5 AsTomaTu4eckuin Belbop, aHanus, Bblgada v coobLue-
HWe 0 peaynsTaTtax

5.9.3 lNepecmoTp OTYETOB

7.4.1.8 KOppeKTUPOBKK BbIJaHHbIX OTYETOB

5.10 MeHempxkmeHT nabopatopHoit nHdopMaLum
5.10.1 OBLKe NonoXeHun

5.10.2 lNpaBa 1 OTBETCTBEHHOCTb

5.10.3 MeHemKMeHT NMHPOPMaUMOHHOM CUCTEMBI

7.6 YnpasneHwe gaHHbIMU U UHOpMaLMen

7.6.1 O6wwme ceeneHus

7.6.2 MNonHoOMo4YNsa 1 OTBETCTBEHHOCTE B 0bractu ynpasene-
HWA MHOpMaLnen

7.6.3 YnpaeneHne MHPOpPMaLMOHHBIMK cUCTEMaMKN

7.6.4 NnaHvpoBaHue Npu NpPocTosax

7.6.5 BHewHee ynpaBneHue

7.8 MnannpoBanve GecnepebonHoro yHKUMOHMPOBAHUA B
Ype3BblYalHbIX CUTYaUMsX

He ykasaH

Mpunoxexue A. JononHutensHele TpeboBaHMA K uccneaosa-
HWAM MO MecTy HaxoxaeHuna naumeHtTos MMHI

[MpunoxeHue A. Tabnuua A1. CpaBHeHKe
MCO 9001:2008 n MICO/M3K 17025:2005
MpunoxeHue A. Tabnvua A.2. CpaBHeHWe Mexay
MCO/M3K 17025:2005 » HacToAWMM CTaHOApTOM

MNpunoxexue B. Tabnuua B1. CpaBHeHWe mexay
MCO 9001:2015 n HacToAWMM CTAHAAPTOM
Mpunoxenune B. Tabnuua B.2 CpaBHeHWe mexay
MCO/M3K 17025:2017 n HacToalwmMM CTaHOAPTOM

[MpunoxeHune B. Tabnuua B.1. CpaBHeHKe
MC0O15189:2007 n UCO 15189:2012

MNpunoxeHue C. Tabnuua C.1 CpaBHeHMe mexay
MCO 15189:2012 n HacToAWMM CTAHAApPTOM
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ISO 9000:2015
ISO 9001:2015
ISO 15190

ISO 15194

SO 15198:2004
ISO/IEC 17011

ISO/IEC 17021-1:2015

ISO 17034
ISO/IEC 17043:2010
SO 17511:2020

ISO 18113-1:2022

ISO 19011
ISO 20658

ISO TS 20914:2019

ISO 22367:2020
ISO TS 22583:2019
ISO 228702)
ISO/IEC 27001:2022

SO 35001
ISO 5725-1:1994

ISO 20186-1:2019

ISO 20186-2:2019

ISO 20186-3:2019

ISO 20166-1:2018

ISO 20166-2:2018

rOCT P UCO 15189—2024

Bubnuorpadun

Quality management systems — Fundamentals and vocabulary
Quality management systems — Requirements
Medical laboratories — Requirements for safety

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

Clinical laboratory medicine — In vitro diagnostic medical devices — Validation of
user quality control procedures by the manufacturer

Conformity assessment — Requirements for accreditation bodies accrediting
conformity assessment bodies

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

General requirements for the competence of reference material producers
Conformity assessment — General requirements for proficiency testing

In vitro diagnostic medical devices — Requirements for establishing metrological
traceability of values assigned to calibrators, trueness control materials and human
samples

In vitro diagnostic medical devices — Information supplied by the manufacturer
(labelling) — Part 1: Terms, definitions and general requirements

Guidelines for auditing management systems

Requirements for the collection and transport of samples for medical laboratory
examinations

Medical laboratories — Practical guide for the estimation of measurement
uncertainty

Medical laboratories — Application of risk management to medical laboratories
Guidance for supervisors and operators of point-of-care testing equipment
Point-of-care testing (POCT) — Requirements for quality and competence

Information security, cybersecurity and privacy protection — Information security
management systems — Requirements

Biorisk management for laboratories and other related organisations

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

Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for venous whaole blood — Part 1: Isolated cellular RNA

Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for venous whole blood — Part 2: Isolated genomic DNA

Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for venous whole blood — Part 3: Isolated circulating cell free DNA from
plasma

Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 1:
Isolated RNA

Molecular in vitro diagnostic examinations — Specifications for preexaminations
processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 2:
Isolated proteins

1) [MepBoOe W3naHve HaXoAUTCH B CTaOMM NOArOTOBKM (Mpedbiayllee usgaHue 0bino TeXxHUYeckon cneundukaumen).

Cragua Ha momeHT nybnukauun: MCO/DIS 20658:2022.

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru

2) BygeT oToaBaHo nocne NybnukaLuMm HacToSALero cTaHaapTa.
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[26] ISO 20166-3:2018 Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 3:
Isolated DNA

[27] ISO 20166-4:2021 Molecular in vitro diagnostic examinations — Specifications for preexamination

processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 4: In
situ detection techniques

[28] ISO 20184-1:2018 Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for frozen tissue — Part 1: Isolated RNA
[29] ISO 20184-2:2018 Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for frozen tissue — Part 2: Isolated proteins
[30] ISO 20184-3:2021 Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for frozen tissue — Part 3: Isolated DNA
[31] ISO 4307 Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes for saliva — Isolated human DNA
[32] ISO 23118 Molecular in vitro diagnostic examinations — Specifications for pre-examination
processes in metabolomics in urine, venous blood serum and plasma
[33] Sl Brochure, The International System of Units (SI), BIPM (http://www.bipm.org/en/publications/si-brochure/)
[34] CASCO QS-CAS-PROC/33, Common elements in ISO/CASCO Standards 2020
[35] CLSI Planning for Laboratory Operations During a Disaster; Approved Guideline, CLSI document GP36-A.
Wayne, PA: Clinical and Laboratory Standards Institute; 2014
[36] Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 (http://www.bipm.org/utils/
common/pdf/BIPM-OIML-ILAC-ISO_joint_declaration_2011.pdf)
[37] Joint Commission for Guides in Metrology (JCGM) International vocabulary of metrology — Basic and general
concepts and associated terms (VIM) 3rd edition
[38] International Laboratory Accreditation Cooperation (ILAC). https://ilac.org/
[39] Logical Observation Identifiers Names and Codes (LOINC and Nomenclature for Properties and Units (NPU,

NGC) and SNOMED CT (https://loinc.org)
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