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[OCT P UCO 22870—2009

[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-03 «O TexHUYeCcKOM perynmupoBaHiun», a npaBuna npMMmeHeHuns HauMoHanbHbIX
ctaHgapToB Poccunckon ®epepaummm — OCT P 1.0—2004 «CTtaHaapTtusaumsa B Poccumnckon ®epgepanmn.
OCHOBHbIE MNONOXEHUAY

CBepgeHUA o cTaHaapTe

1 NMOArOTOBJIEH JTabopaTtopuen npobnem KNMHUKO-NnabopaTtopHOU ANarHoCTUKKM Hay4yHo-Uccneao-
BaTenbckoro ueHTpa QY BlNO « MMA nm. 1. M. CeueHoBa» Ha 0CHOBe CODCTBEHHOIo ayTEHTUYHOMO NepeBoaa
cTaHaapTa, ykasaHHOTro B NyHKTe 4

2 BHECEH TexHnyeckum komutetom no ctaHgaptmusaun TK 466 « MegunumHckme TexHonormm»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE [MMpukasom PenepanbHOro areHTCTBa no TEXHNYECKOMY
perynmpoBaHnto n metponorin ot 9 aekabps 2009 r. Ne 617-ct

4 HacTtoawmn ctaHgapT naeHTudeH MmexagyHapoaHomy ctaHgapty NCO 22870:2006 «ccnegoBaHus
no mecty nedveHuns (MMIJ1). TpeboBaHUA KkadecTBY MKoMneTeHTHOCTU» (ISO 22870:2006 «Point-of-care testing
(POCT)— Requirements for quality and competence»).

HaunmeHoBaHMe HacTodALWero ctaHgapta M3AMeHeHo OTHOCUTENTbHO HAaUMMEeHOBaHUA YKa3aHHOro MeXxay-
HapoaHoro ctaHaapTta and npuseaeHna B cooteeTcTBUe cOCT P 1.5—2004 (nogpasgen 3.5).

[Tpy NnpMMeHeHUN HACTOALLEro ctaHaapTa pekoMeHayeTCs UCMNONb30BaTh BMECTO CChINTIOYHBIX MeXayHa-
POAHLIX CTAaHAAPTOB COOTBETCTBYIOLWME UM HalUMOoHanbHble cTaHgapTel Poccunckon @eaepaun, cBeaeHUa o
KOTOpPbIX NMpUBedeHbl B AONMONHUTENBHOM npunoXxeHun A

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUUOHHOM YKazamerne «HalyuoHanbHbie cmaHOapmbl», @ Mekcm U3MeHeHUU U r1oMnpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX YyKazamensx « HayuoHanbHbele cmaHOapmely. B criydyae nepecmompa
(3aMeHbl) Unu OmMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem onybnukosaHo
8 e)XXeMeCsIYHO U30asaeMoM UHGPOpMaUUOHHOM yKa3amerie « HayuoHarnbHbie cmaHOapmebil»y. Coomeemcemaey-
rowas UHopmMauus, yeeooMrieHuUe U meKcmsbi pa3Melwaromcs makxe 8 UH(popMayUoHHOU cucmeme oblyez2o
rofib308aHUsI — Ha ogbuyuansHoM caume PedepalibHo20 azeHmcemea o mexHU4ecKoMy peayrnupoeaHuro U
MempoJsiozauu e cemu MIHmepHem

© CTtaHgaptuHdopm, 2010

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UITU YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHma o6es paspeweHnsa PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

TpaguuMoHHbIE NccneaoBaHMst DUOXKNOKOCTEN, SKCKPETOB U TKAHEW nauMeHTa BbINOMHAKT 0ObIMYHO B
KOHTPONMUPYEMBIX U PErynupyemMbliX YCNOBUAX NPU3HAHHON MeauLMHCKOW nabopaTtopun. BBeaeHue cuctemel
MEeHeKMeHTa KavyecTBa N akkpeamTaLnm B 3TUX NabopaTopusix NOBbICKUIIO 3aUHTEPECOBAHHOCTL B UX UCTOSMb-
30BaHNN.

Ycnexu B pazBUTUMA TEXHOSOMMI NPUBENU K CO3aHNI0 KOMMNAKTHBLIX, NPOCTbIX B MPUMEHEHUN MeaULNH-
CKNX N34ennin Anga AnarHoCTUKK in vitro, KOTopble AenaroT BO3MOXHbIM BbINONTHEHWUE HEKOTOPLIX UCCNeaoBaHNN
HenocpeacTBEHHO BO3Me MecTa pasMelleHunst naymeHTa nnm nobnmsoctm ot Hero. iccnenoBaHnst No MecTy
nevyeHns/nobmM3ocTy OT NauueHTa MoryT NPUHECTU NONb3Y KaK NaunueHTam, Tak 1 ydpeXgeHnsm 3gpaBooxpa-
HEHWS.

PUck anst nauneHTa 1 ang ydpexaeHust 34paBooXpaHeHns MOXET ObITb NOCTaBMEH NoA KOHTPOMb C
MOMOLLbIO TWAaTENBHO pa3paboTaHHON, MONHOCTLIO BHEAPEHHOW CUCTEMBI MEHEXKMEHTA KauecTBa, KoTopast
obneryaer:

- OLEHKY HOBbIX UM anbTePHATUBHbLIX UHCTPYMEHTOB N CUCTEM A1 UCCNeaoBaHUK NO MECTY NeYeHUS;

- OLEHKY U anpobauuto NpeanoXXeHU U NPOTOKONOB AN KOHEYHbIX NoNb3oBaTeNeN;

- MOCTaBKY W YCTAaHOBKY 000pYyAOBaAHUSA;

- COXpaHeHue NocTaBnsieMblX pacXo4HbIX MaTepunanos 1 peareHToB;

- oby4eHune, cepTUdMKaLNIO 1N MOBTOPHYHO cepTudmnKaLnio onepaTopoB cUCTEM AN UccnegoBaHUn no
MECTY NevYeHUs;

- KOHTPOINb 1 obecneyeHme Ka4ecTra.

OpraHbl, KOTOPbIE YNONTHOMOYEHbI OLEHUBATL KOMNETEHTHOCTb YYpeXXaeHWA ANsl BbIMONHEHUS UCCcnego-
BaHWW NO MECTY NIEYEHUS, MOTYT UCMOMNb30BaTb HACTOALMA CTaHAaPT B KAYeCTBE OCHOBLI 41151 CBOEN AeATENb-
HOCTW. YupexaeHne 3apaBooxpaHeHusa npn akkpeanTaumn!) Bceld cBoen AeATeNbHOCTU MU ee YacTu JOIMKHO
n3dupaTtb TOT opraH akkpeauTauun, KOTopbIA NPUHUMAET BO BHUMaHWE TpeboBaHUS K BINMOMTHEHMIO UCCNeao-
BaHUW NO MECTY NeYeHNns.

) B Poceuiickor Pepepaumn gencrteyet PegeparnbHbiv 3aKOH, KOTOPbLIV NMpeaycmMmaTpuBaeT NUUEH3NPOBaHNE MeON-
LMHCKOW AEATENBHOCTU C YHETOM NMPOBeAeHUA paboT 1 OKaszaHus yCnyr No KOHKPETHLIM CreunanbHOCTAM, OOHOW U3 KOTO-
PbIX SBMNSAETCH CNeynanbHOCTb «KNMHUYEecKas nabopatopHas AnarHocTuka» (aHmuncknn aHanor — «in vitro diagnostics»)
(Npmevanune paspaboTymka).

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

UccnepgoBaHUA No MecTy NneveHus

TPEBOBAHUA K KAHECTBY U KOMIIETEHTHOCTW

Point-of-care testing.
Requirements for quality and competence

[laTta BBegeHna — 2010—09—01

1 Ob6nacTtb NpUMeHeHus

HacToswmnn cTaHaapT ycTaHaBnMBaeT cnelnansHble TpeboBaHMs KNpoBeAeHUIo MCCNeaoBaHMM NO MecC-
TY nevyeHuns 1 npeaHasHadveH ans npumeHeHms B codetannm ¢ NCO 15189:2003. TpeboBaHUA HACTOSALLEro
cTaHaapTa NPUMEHSALIOT NMPW BbIMNONTHEHUN UCCNeaoBaHMA NO MECTY NeveHns B 00NbHULE MNK B opraHnsaLnn
34paBoOXpaHeHUa, NpeaocTaBnsowen amoynaTopHyo NoMoLlb. HacTosawmnn ctaHaapT MOXKeT ObITb NpUmMe-
HeH Npu BbINOJTHEHUN YPEe3KOXKHBLIX U3MEPeHUN, aHannse BblablXaeMoro Bosayxa v np MOHUTOPUHIE PU3NONO-
rTMYecknx napameTpoB In VIVO.

BeinonHeHWe nccnegoBaHMi No MeCcTy NevyeHua Ha AOMY UCKITIoYeHO U3 cdpepbl MPUMEHEHUA HaCTogLL e-
ro cTaHgapTa, XOTA HEKOTOPbIE ero 3afiIeMeHTbl MOTYT ObITb NPUMEHEHBI U B TaKUX CIyYasiX.

[ PUMMEYaAaHWE— MOFyT ObITh NMPUHATBI BO BHUMaHWNE MECTHBIE N PErMOHAllbHbIE MNPaBUTIA.

2 HopMaTuBHbIE CCbINKN

B HacTosilwem cTaHaapTe UCNoNb3oBaHa HOpMaTUBHAA CCbhifka Ha cneayiowmnn MeXxXgyHapoaHbl CTaH-
napT:
MCO 15189:2003* JTabopaTopun meguunHcKkne. HacTHble TpeboBaHUA K KAYECTBY M KOMMNETEHTHOCTH

3 TepMUHbI N onpegeneHus

B HacTodlwemM cTaHgapTe NpUMeHeH cneayrowmnini TepMUH € COOTBETCTBYOLWMM onpegeneHneMm:

3.1 uccneposaHue no Mecty nedveHua (UMI) [point-of-care testing (POCT), near-patient testing]:
MccnegoBaHune, KOTOpOe BbIMOMHAKT NODNM3OCTM OT NauueHTa Unm HenocpeacTBEeHHO B MeCcTe ero pacrono-
XXEHUSA U pe3yNbTaT KOTOPOro BeaeT K BOSMOXXHOMY MSMEHEHUIO NeYeHns nauneHTa.

4 TpeboBaHUA K MEHEOXKMEHTY

4.1 OpraHusauuna v MeHeKMeHT

4.1.1 lNpumeHsoT TpedboBaHns MCO 15189 (nyHKT 4.1.1), a Takke TpeboBaHUS, YKasaHHbIE HUXKE.

PykoBoACTBO NabopaTopHOM cnyXXObl AOMKHO NNaHUpoBaTh U paspabaTbiBaTb NpoLLEecchl, HeobXoau-
Mble A4 BbINONHEHUA UccnegoBaHMNA Mo MecTy NevyeHus.

Heobxoanmo ocyLecTBNATL cneayowne npouecebl:

a) YCTaHOBWUTL Llenn U TpeboBaHUSA K Ka4ecTBY UCCNeaoBaHUMA NO MECTY NeYeHUs;

* 3ameHeH Ha NCO 15189:2007.

U3paHune odbmumanbHoe
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b) yTBEPANUTL HEOCDXOAMUMBIE NPOLIECCHI U AOKYMEHTHLI UMPeaoccTaBUTb PECYPChI ANS NPOBEAEHNS UCChe-
OOBaHWN NO MeCTY NNevyeHUs;

C) NpoBecTu Tpebyemoe noaTeepXaeHue (OCyLecTBUTbL Bepudmnkauno U sanmgauuio) 1 MOHUTOPUHT
0eAaATenbHOCTU Mo BbINONHEHUIO UCcneaoBaHUM Mo MeCTy NeYvYeHund;

d) 3apeructpupoBaThb NpeaocTaBieHne gokasaTenbCTB TOro, YTo npouecchl U MeTOAUKA BbINONHEHUS
nccneaoBaHUM NO MeCTY NeYeHUst COOTBETCTBYIOT TpeboBaHUAM.

PykoBoasiLnin opraH opraHusauimnm AomkeH HECTU OTBETCTBEHHOCTL 3a obecneveHne NpUHATUS COOTBET-
CTBYIOLLMX MEP MO MOHUTOPUHIY TOYHOCTU U KaYecTBa UccnegoBaHMN MO MECTY NNevyeHUd, BbINMONTHAEMbIX B paM-
Kax gaHHOW opraHusaunm 3gpaBooXpaHeHUs.

4.1.2 TlpumeHsoT TpedboBaHna NCO 15189 (nyHKT 4.1.2, noanyHkTbi 4.1.2.1—4.1.2.5).

4.1.2.1 PykoBOoACTBO opraHusaumMm AOJMKHO YNONMHOMOYUTL Tpynny mMeguuuHCKMX cneunannucToB
(Hanpumep, MegnMUMHCKUN KOHCYNbTaTUBHLIN KOMUTET) onpeaennTb cdpepy NpumMeHeHnsa uccnegoBaHu rno
MECTY NeYeHUst C y4eTOM KNMUHUYECKON NOTPEOHOCTU B UCCNea0BaAHUAX MO MeCTy NeYveHus, PUHaHCOBLIX pac-
XOA0B, TEXHNYECKOW BbINONMHUMOCTU U CNOCOOHOCTU OpraHmsaum yaoBNeTBOPUTL NOTPEDOHOCTN.

4.1.2.2 3aBeaywolnm nabopartopuen Unm yrnonHOMOYEHHBIM NMLOM A0MKHa ObITb HAa3HavYeHa MynbTr-
ancumnnuHapHas rpynna OTBETCTBEHHLIX COTPYAHUKOB, COCTOSALWLAA U3 NpeacTtaBuTenein ot nadbopatopun u
aAMUHNCTPALUN, a Takke KIMMHUYECKUX cneunanncToB, BKIIoYass MeguUUHCKNX cecTtep, Ang HabnoaeHuns 3a
BbINMOTHEHUEM UCccnegoBaHNN NO MeCTy NeuyeHus.

4.1.2.3 MynbTngucumnnmHapHaga rpynna oTBeTCTBEHHbLIX COTPYAHMKOB AOMMKHA rapaHTUpoBaThb, YTO
MONTHOMOYUS M OTBETCTBEHHOCTb 3a BLINOMHEHWE NCCNeaoBaHNA NO MeCcTy nevYeHns onpeaeneHsl  coodLLEHb!
BHYTPUW OpraHnsaumn.

4.1.2.4 MynbTuaucumnnninMHapHaga rpynna oTBETCTBEHHbIX COTPYAHUKOB AOIKHA y4aCTBOBAThL B OLleHKe U
BbIOOpE n3genMnimcucTem ana uccnegoBaHUmn no MecTty nedveHus. Kputepum paboumnx xapaktepucTuk usaennm
ONs nccneaoBaHUW NO MECTY NevYeHns A0MMKHbI BKNMoYaTh B ce0s NpaBUNbLHOCTb, NPEeLUU3NOHHOCTbL, Npeaensl
obHapyXeHus, npeaensl IpUMeHeHUs U nHTepdgepeHUnn. LomkHa bbITb NPUHATA BO BHUMaHWE NPakTUYHOCTb.

4.1.2.5 ['pynna OoTBeTCTBEHHbLIX COTPYAHMKOB AOIMDKHA YUYUTbIBATb BCe NpealioXeHus no BBedeHUo
noboro Npoaykra, usaenust Unnu CUCTeMbl Ang nccneaoBaHuUA No MECTY NeYeHUs.

4.1.3 lMpumensatoT TpeboaHus MCO 15189 (nyHkT 4.1.3).

4.2 CucrtemMa MeHeaA)XMeHTa KayecTBa

4.2.1 lMNpumeHatoT TpedoaHnsa MCO 15189 (nogpaszaend.2, nyHKTbl 4.2.2—4.2.5).

4.2.2 PykoBOACTBO NabopaTopHOU CNyX0bl AOMMKHO paspaboTaTth, AOKYMEHTUPOBAaTL, BHEAPUTL U NoA-
OepXunBaTb CUCTEMY MeHePKMeHTa KadecTBa M NOCTOAHHO NoBbIWAaTh ee 3P PEKTUBHOCTD.

4.2.2.1 PykoBoacTeo nabopaTopHOM CNy>KObl AOIMKHO:

a) naeHTudpnumMpoBaTh NPoLECChl, HeobXxoaumble AN CUCTEMblI MEHEKMEHTa KavyecTBa ANs uccrnego-
BaHWI NO MEeCTY NevyeHWd BO BCeW opraHusauuu;

b) onpegenutb nocneaoBaTeNnbHOCTbL U B3aUMOAEUCTBUE AaHHbIX MPOLLECCOB;

C) onpeaennTb KpUTepnn n MeToabl, HeobxoaMble AN rapaHTUPOBAHUA TOTO, YTO Kak onepaunun, Tak U
KOHTPONb 3a 3TUMUM NpoL.eccamMmn 3SPPEKTUBHBI;

d) rapaHTUpoBaTb AOCTYMNHOCTb PECYPCOB N UHOPMaLUK, HEODXoOAMMBIX AN NoAAEPXKKN onepaLnn 1
MOHUTOPUHIa AaHHbIX NPOLECCOB;

e) oTcnexmBaTtb, U3BMePATb U aHaNM3NpPoBaTb 3TU NMPOL,ECChI;

f) BHeApPWUTb Mephl, HeObXoamMmMble ANA AOCTUXKEHUSA 3anaHUPOBaHHbIX PE3YNbTAaTOB M HEMNPEPLIBHOIO
COBepPLUEHCTBOBAHUA AaHHBLIX NPOLLECCOB;

g) HasHaduTb NMUUOC C COOTBETCTBYIOLWEN NOATOTOBKOM N ONLITOM KakK OTBETCTBEHHOIO 3a Ka4vecTBO
nccneaoBaHUM No MeCTY NeYeHUs, BKNoYas paccMoTpeHne TpedboBaHU, CBA3AHHbLIX C BINMOMHEHNEM UCCTEe-
OOBaHUN NO MECTY NeYyeHuns.

YnpaBneHne gaHHbIMU NpoLeccamMmn B opraHusau i A0mMKHO OCYLLECTBNSITLCH B COOTBETCTBUN C TPeDO-
BaHUAMUW HACTOSILLEero ctaHgapTa.

[Tpouecchl, HeobxoanMble ANt CUCTEMbI MEHEMXKMEHTa Ka4eCTBa, YKaszaHHble Bbille, A0KHbI BKIHoYaTb
B cebs npeaocTaBneHne pecypcoB, 0bCnyXnMBaHust U UamepeHun.

4.2.2.2 PykoBOACTBO NabopaTopHbIX cNyX0 A0MKHO NNAaHMPOBAaTh U BHEAPATb MOHUTOPUHT, N3Mepe-
HUe, aHan1s3 U CoBepLIEHCTBOBaHWE NPOLEeCcCOB, HeObXoAUMbIX AN TOro, YTobbl NPOAEMOHCTPUPOBATL COOT-
BETCTBUE UCCNeaoBaHUN Mo MECTY NeYeHns CUCTeEME KavyecTBa.

4.2.3 [lokymMeHTaLUusa CUCTEMBI MEHEAXKMEHTA KauecTBa A0/MKHa BKIMoYaTh B ceb4:

a) OOKYMEHTUPOBaHHOe 3adBNeHne O NMoJIMTUKE N LeNdax KavecTBa;

b) pyKOBOACTBO MO KAYeCTBY;

C) AOKYMEHTUPOBAHHbIE METOAMNKN B COOTBETCTBUU C TPeDOBAHNAMKM HACTOSALLEro cTaHaapTa;
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d) AOOKYMeHThI, HeobXxoaumble opraHusaummn ang obecneveHus s ekTUBHOro NNaHUpPoOBaHUA, BbIMOI-
HEHWS N KOHTPOJSIA ee NPOoLeCCoB;
e) 3anucu, Tpebyembie HACTOALWMM CTaHOAPTOM.

[TpnmeyvaHwmne— B pamkax HaAcToOAWENO cTaHgapTa TEPMUH « AOKYMEHTUPOBAHHAsS METOAMKA» O3HAYAET, 4TO
METOAMKA YTBEPXKAEHA, N3noxeHa B hopmMme AOKYMEHTA, BHEAPEHAa N NOAAEPKUBAETCH.

Ob6beM A0KYMEHTaL MU CUCTEMbI MEHEKMEHTA KAYECTBA MOXET BapbUpOBaTh OTOpraHmnsaLum KopraHum-
3aLun B 3aBUCUMOCTU OT crneayroLwmnx gakTopos:

- pasMepa opraHusaunm n Tuna ee AeATerlbHOCTU;

- CNMOXHOCTU NPOLLECCOB U NX B3aUMOJEeNCTBUS;

- KOMMETEeHTHOCTU NepcoHana.

[JokyMeHTauusa MmoxeT ObITb B Ntobon popmMme nHa niobom HocuTene, MMoXeT ObITb CoOXpaHeHa MHanaeHa
B TeYeHMe onpeaeneHHoro BpeMeHm, AnNUMTeNbHOCTb KOTOPOTo 3aBUCUT OT MECTHBIX, perMoHarnbHbIX U HALNO-
HalbHbLIX TPeBOBaHUNA.

4.2.4 TpumensioT TpeboBaHuss MCO 15189 (nyHKT 4.2.3), a Takke cneayowme TpedboBaHuUS.

3aBeayoLnn nabopaTtopuen Unn gpyroe ynonHOMoOYeHHoe NMULO ACITPKHbI rapaHTUpoBaTh, YTO:

a) yCTaHOBMNEeHHbIe Llen KavyecTBa UccreaoBaHUA NO MECTY NevYeHUs nUsMepumMble;

b) nnaHnpoBaHWe CUCTEMbI MEHEePKMEHTA KadvecTBa npeaycMaTpuBaeT COOTBETCTBUE TpeDbOoBaHUAM
CNYyKObI, a TakKe Lienam KavyecTBa;

C) Npw NNaHUPOBaHUU U BHeAPEHUN N3MEHEHUIN CUCTEMbI MEHEKMEHTA KAaYeCcTBa NoAAEPKUBAETCS €€
LeTIOCTHOCTb.

4.2.5 lNpumeHsatoT TpedoBaHnsa NCO 15189 (nyHKT 4.2.4), a Takke cneayrowine TpeboBaHUA.

OpraHusauunst 4omKHa paspaboTaTh U NogaepKnBaTh PYKOBOACTRBO MO KAYECTBY, KOTOPOE AOIMKHO BKIHO-
YyaTb B cebs:

a) obnacTtb NPUMEHEHNSI CUCTEMBI MEHE)KMEHTA KA4YEeCTBa;

D) AOKYMEHTUPOBAHHLIE METOAUKN, paszpadboTaHHbIe ANSl CUCTEMbI MEHEPKMEHTA KA4uecTBa, UM CCbIf1-
KN Ha HUX;

C) onucaHwue B3aMMoaeUCcTBUA MeXay npoLeccaMmn CUCTEMbI MEHeKMeHTa KavyecTBa.

4.3 KOHTpONb AOKYMEHTOB

[MpumenstoT TpedboBaHua NCO 15189 (noapasaen4.3, nyHkTbl 4.3.1,4.3.214.3.3).

4.4 PaccMOTpeHUe KOHTPaKToOB

[MpumensatoT TpedboBanuns MCO 15189 (nogpasnen4.4).

4.5 UccneaoBaHuA B CYOKOHTPaKTHLIX nabopatopuax

TpeboBaHMs K UCCNneaoBaHUSAM B CYOKOHTPaKTHBIX NabopaTtopusix HeNnpUMeHUMBbI 4151 HACTOSALLIErO CTaH-
napra.

4.6 BHellHee o6cnyXuBaHue N NOCTaBKU

[MpumensatoT Tpedboranns MCO 15189 (nogpasnen4.6).

4.7 KoOHcynbTaTUBHbIE YCNYTI

MpumenstoT TpeboBaHna NCO 15189 (noagpasnen4.7).

4.8 PaspeweHue xanob

[MpumensitoT TpeboBaHns NCO 15189 (noagpasnen 4.8).

4.9 WpeHTudnkayuma u KOHTPOIb HECOOTBETCTBUN

4.9.1 lNpumeHatoT TpeboBaHua MCO 15189 (nogpasaen4.9 nunyHktol 4.9.2—4.9.4).

4.9.2 OpraHusauunsa OomKHa rapaHTUMpoBaTh, YTO UCCNeaoBaHUA NO MECTY NeYeHUs1, KOTopble HE COOT-
BETCTBYIOT TpeboBaHMAM, WOEHTUDULNPOBAHBLI M HAXOOATCA No4 KOHTPOMNEM ANs npeaynpeXxaeHus nx Hexxe-
natenbHoOro Ucnonb3oBaHus. KOHTpONb 1 CBA3aHHbIE C HUM OTBETCTBEHHOCTb U NOMTHOMOUYUS ANsl paboThl C
HECOOTBETCTBYICLMUMU TpeboBaHUAM UCCNeJOBaHUSIMKA NO MECTY NeveHust AOIMKHbl BbITb onpeaeneHsbl B
OOKYMEHTUPOBaAHHOW MeTO4UKe.

OpraHusaunsa AomkHa 3aHUMaTbC HECOOTBETCTBYOLWNMN TPeDOBaHUAM UCCNEeAOBaHUAMM MO MECTY
ne4vyeHns oAHUM U HECKONIbKUMW CNocobamMn:

a) npeanpuHUMas Mepbl Ans ycTpaHeHnst 0bHapyXeHHOro HECOOTBETCTBUS;

b) nopy4asi UX NCNOMb30BaTb, BbINMYCKaTb U MPUHUMATD;

C) npeanpuHUMast Mepsbl No NpeaoTBpalleHno UX NnepBoHa4YanbHO NpeayCcMOTPEHHOrC NCNOMb30BaHNUS
NN NPUMEHEHUA.

CneayeTt BECTU U COXPaHATb 3anucn 0 Xxapakrepe HeCOOTBETCTBMU U NOOLIX NocneayoLmX AeUCTBUSIX.

4.9.3 OpraHunsauust oTKHA onpeaensTb, cobupaTb M aHanM3nupoBaTbh COOTBETCTBYIOLWNE AaHHbIE AN
OUEHKN TOro, Kakme Mepbl NOCTOSIHHOrO COBEPLUEHCTBOBAHUA 3@PEKTUBHOCTU CUCTEMBbI MEHEIXMEHTA

3
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KadecTBa MOTYT ObITb NpeanpuHATHLI. Takne gaHHble OACMKHBbI BKMNOYaTh B cebs cBeaeHus, NoflyvYeHHble B
pesyrnbTaTe MOHUTOPUHIa U U3MePeHUs, a Takke U3 ApYyrux cBA3aHHbIX C HUM MCTOYHUKOB.

4.9.4 B pesynbTaTte aHanmsa gaHHbIX 40MKHa ObITh nNony4vyeHa MHopMaums OTHOCUTENBHO:

a) yOOBNETBOPEHHOCTU CNeuUnanmMcToB 3apaBooXpaHeHns/nauneHToB/KNMeHTOB (CM. 4.12);

b) cooTBeTCTBMA TPeboBaHNAM K UICCNeaoBaHNAM NO MeCTY NneveHund (cMm. 4.2);

C) XapaKTepUCTUK N TeHOEHLWUA B UCCNeaoBaHUAX MO MECTY NevyeHUst, BKNovasi B cebst BOSMOXKHOCTb
npeaynpeanTenbHbIX Mep;

d) NOCTaBLUUKOB.

4.10 KoppekTupyrwwme geucteus

4.10.1 TpumeHsaoT TpedboBaHna NCO 15189 (nogpasnen 4.10, nyHkTbl 4.10.214.10.3).

4.10.2 OpraHusauus gomkHa npeanpuHATL AeUCTBUA AN UCKMtoYeHUA NpUYAHbI HECOOTBETCTBUN, YTO-
Obl NpeaoTBpaTUTL UX NOBTOpeHUe. KoppeKTupyowmne AeUCTBUS AOMKHBI COOTBETCTBOBATb pacCUYUTaAHHbLIM
BMUAHNAM HECOOTBETCTBUIN.

4.10.3 [omkHbl ObITL pa3padboTaHbl U ACKYMEHTUPOBaHbLI METOAUKN onpeaeneHnsa TpedboBaHMN NO OTHO-
LLUEHWNIO K:

a) pacCMOTPEHUI0O HECOOTBETCTBUWU (BKMtOYAA Xanobbl cneuuanucTtoB 34paBooxpaHeHus/naunenH-
TOB/KNNEHTOB);

b) onpeaeneHuo NPUYNH HECOOTBETCTBUN;

C) OLEeHKenoTpebHOCTU B AeNCTBUAX AN obecnevyeHnsi TOro, YToO HECOOTBETCTBUA HE BO3SHUKHYT BHOBD;

d) onpeaeneHnio N BHeAPEHMNIO HEOOXOANMbBIX MEpP;

e) 3anucam o pesynbTaTtax NPUHATLIX Mep;

f) paccMOTpeHUo NPeanpPUHATBIX KOPPEKTUPYIOLW X AeUCTBUN.

4.11 lNpepynpepgutenbHble OEeUCTBUA

4.11.1 TpumensawoT TpeboBaHna NCO 15189 (nogpasaen 4.11, nyHkTi 4.11.214.11.3).

4.11.2 OpraHunsauma gomkHa onpegennTb AeUCTBUA AN yCTpaHeHUs NpUYnH NoTeHUManbHbIX HECOOT-
BETCTBUN C TEM, YTODBLI NpeaoTBpaTUTh UX NnosieneHune. lNpeaynpeantensHble 4ENCTBUSA AOMKHBI COOTBETCTBO-
BaTb BIUSAHUAM NOTEHLUMaNbHbIX Npobrem.

4.11.3 HomkHbl ObITh pa3paboTaHbl U AOKYMEHTUPOBaHLI METOANKN onpeaeneHnst TpedboBaHMM N0 OTHO-
LLUEHWNIO K:

) onpeaeneHunto noTeHUunanbHbIX HECOOTBETCTBUN U UX MPUYNH;

) OLEeHKe HeobXoaMMOCTU B AeUCTBUSIX ANS NpeaoTBpaLLleHNA NOABNEHNS HECOOTBETCTBUMN;
) onpeaeneHnto U BHeaApPEeHU HeOBXOAUMBIX AENCTBUIA;
) 3anucam o pesynbTaTax NPUHATLIX Mep;
) pacCcMOTpPEHUIo NpeanpUHATEIX NpeaynpeanTenbHbIX 4eUCTBUN.

4.12 llocTOAHHOE COBEpLUEHCTBOBaHUe

4.12.1 Tpumensitot TpeboBannsa MCO 15189 (noapasgen 4.12 nnyHkT 4.12.2).

4.12.2 lNporpamma obecnevyeHnsa KavecTBa A0/BKHA Nepnognyeckn nepecmMmaTpmBaTb OTHOCUTENbHLIE
BbIroAbl UCCNegoBaHUNU MO MECTY NevyeHnd, oTCneXnsaTb NepeyHn HasHavyaeMbIX TEeCTOB, OCYLLEeCTBNATbL ayau-
Tbl ANSA NOATBEPXKAEHUS XpaHEeHUS 3anncein U paccMmaTpuBaTbh COODLLEHUS O KPUTUYECKNX 3HAYEHUSAX.

4.13 Peruncrtpauua gaHHbIX NO Ka4eCTBY U TeXHONONUAM

4.13.1 MpumensoT TpeboBanmnsa NCO 15189 (noapasgen 4.13 nnyHkT 4.13.2).

4.13.2 [omkHbl ObITb paspaboTaHbl U XpaHUTLCSA 3anUcK, NoATBeEPKAatoLWmMe AoKasaTeNbCTBa COOTBET-
CTBUS TpeboBaHUAM U 3P PeKTUBHOCTb PYHKLIMOHUPOBAHUSA CUCTEMbI MEHEKMEHTA KavecTBa. 3annucu A0MnxK-
Hbl cogepXaTbCcsl B UnTabenbHOM BUAE, ObITb Nerko M AeHTU@ULUPpYEMbIMA 1 OLICTPO HaxoAUMbIMW. omkHa
ObITb paspaboTaHa U AOKYMEHTUPOBAHA MeToAMKa KOHTPONA MOASHTUMUKALKUA, XpaHEHUS, 3aLLUTbI, MOUCKa,
BpeMeHU XpaHeHUs U pasMeLleHnsa 3annucen.

4.14 BHyTpeHHUe ayguUThI

[MpumensitoT TpeboBaHns MCO 15189 (nogpasnen 4.14), a Takke cneayowme TpeboBaHUS:

a) 3aBeayrowinn nabopaTtopruen Unn ynonHOMOYEHHOE KOMMETEHTHOE NULO M rpynna mMeHeaXepoB
nccneaoBaHUM NO MECTY NeYeHUsa AOMKHbI NonyvaTtb U paccMaTpuBaTbh OTYETHI NporpaMmel obecrneveHus
KadecTBa.

b) MNpeanonaraemele MoandUKaLIMK, BbiTEKAKOLLNE U3 TAKOrO pacCMOTPEHUS, eCNM HeCDXOOAUMO, A0TXK-
Hbl ObITb BKMNHOYEHbI B MONTUTUKY, MPOLIECCHl U METOAUKN NCCNEeaOBaHNA MO MECTY NEeYeHUs.

4.15 PaccMoTpeHue pyKOBOACTBOM

4.15.1 TpumeHatoT TpedboBaHna NCO 15189 (nogpasnen 4.15 nnyHktol 4.15.2—4.15.4).

4.15.2 3aBeayrowinn nabopartopuen UM yrnonHOMOYEeHHOEe KOMMETEHTHOE NUUO AOMKHbI OCyLLe-
CTBNATL Nepunognyeckoe paccMoTpeHUe pe3ynbTaToB C No3ULUKA yripaBNeHnd B OTHOLLEHUA:

- 3KOHOMWYECKOIro aHanumsa n oLeHKU KNMHNYECKON NOTPEDHOCTN;
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- KNMMHUYECKOW N 3KOHOMUYeCKOU 3PP ekTUBHOCTU UCCNeaoBaHUN NO MECTY NevYeHns;
- YCTaHOBNEHUHA BOSMOXHOCTM COBEPLUEHCTBOBAHUA.

[MTpumevaHnne—Cm.[1].

4.15.3 [pn paccMoTpeHnn pyKoBOACTBOM A0MIKHA ObITh NpeAcTaBneHa cneaytowas MHpopmMaLums:
a) pesynbTaThl ayaUTOB;
) obpaTHasa CBA3b CO cnelnannucTamun sgpaBooxpaHeHumns/naymeHTamm KnmeHTamMmu;
) COOTBETCTBUE XapaKTePUCTUK NPOLIECCOB U 0DCNYXXUBAHUS;
) cTaTyc npeaynpeanTenbHbIX N KOPPEeKTUPYHOLUX AEUCTBUN;
) OeUCTBUSA, BbiTeKalolne U3 NpeallecTBYHOLWMX paCCMOTPEHNN PYKOBOACTBOM;
f) namMeHeHus1, KOTOpPbIE MOIMKX Obl NOBNUSATH HA CUCTEMY MEHEXKMEHTAa KauecTBa;
g) pekomMeHaauunn No COBEpPLUEHCTBOBAaHUIO.
4.15.4 3aBeayrolinn nabopartopuen Unn ynonHOMOYEHHOE KOMMNETEHTHOE NMULO AOIMKHBI NPOU3BECTH
N3IMeHeHWs B NONNUTUKe, NpoLeccax U MmetTogukax, BelTekarolme U3 paccMoTpeHUsa pe3ynbTaToB C NO3ULIUA
ynpaBneHus.

b
C
d
e

5 TexHun4yeckue TpedoBaHMA

5.1 lNepcoHan

[MpumensitoT TpedboBaHua NCO 15189 (noapasgen 5.1 nnyHktel 5.1.1—5.1.5).

5.1.1 OpraHuzauna gomkHa onpeaennTb M NpeaocTaBUTb YeNoBevecke pecypchl, Heobxogumble Ans:

a) BHeApeHWUs U noaaepXaHusa CUCTEMbI MEHEXKMEHTA KavuecTBa NCCNea0oBaAHMNN MO MECTY NEeYeHUS;

b) obecneveHna Tpedbyemoro obyvyeHuns nepcoHana, BbIMOMHAOLWEro UccrnegoBaHus No MECTY NeYeHus,
BO BCeX crnyxbax n nogpasgeneHusx;

C) MNOBbIWEHNA YOOBNETBOPEHHOCTU CNELUANUCTOB 34paBooXpaHeHUs /NauMeHTOB/KNMMEHTOB COOTBET-
CTBMEM C TpeboBaHUSIMKU NOTpedbutenen.

5.1.2 TpumeHsatoT TpeboBaHmna NCO 15189 (nyHkT 5.1.3), a Takke cneaytoume TpedboBaHUA.

3aBeayoLmmn nabopaTtopuen Mnn yrnonHOMoYeHHoe KOMNeTEeHTHOE NMNLO ACMKHLI ObITb OTBETCTBEHHbI-
MW 3a:

a) obecneyeHue, oLUEHKY U BbIDOP YCTPOWUCTB, peareHToB U cCUCTEM ANs UccnegoBaHUm rno MecTy neve-
HLSA, BKITloYas MaTtepuansl AN KOHTPOSA Ka4yecTBa;

b) paspaboTky MaAoKYMeHTanbHoe 0popMIeHUe NONMMTUKN KaueCcTBa U MPOTOKONOB ANA SKCNyaTaLNoH-
HbIX XapaKTePUCTUK BCEX UCCNEOOBAHNI MO MECTY NeYEeHUs1 U OTHOCALLIMUXCH K HUM KOHTPOIO 1 0becneveHunto
KayecTBa.

ObWas oTBETCTBEHHOCTL 3a BhINOIHEHNE UCCNea0OBaHUN MO MECTY NeYeHns MOXKET ObITb BO3M0XKeHa Ha
onpegeneHHoro NnabopaTtopHoro crneynanucra.

5.1.3 lMpumenHsitoT TpeboaHnst NCO 15189 (nyHKT 5.1.4).

5.1.4 TlpumeHatoT TpedboBaHmna NCO 15189 (nyHkT 5.1.7), a Takke cneaytoume TpedboBaHUA:

a) pynna meHemkepoB AOIMKHA pacnpenennTb OTBETCTBEHHOCTb U YIONTHOMOYNTL NEPCOHAan BhIMOI-
HATb UCCIEeAOBaHUSA Mo MECTY NeYeHUs.

b) PacnpegenerHne obaA3aHHOCTEN U OTBETCTBEHHOCTU Pa3NUYHbLIX TPYNN NepcoHana A0MMKHO ObITb
onpeaeneHo B onepaTMBHLIX NMpoLleaypax.

5.1.5 MNpumensitotT TpedboBaHua NCO 15189 (nyHkTel 5.1.4, 5.1.9, 5.1.11, 5.1.12), a Takke cneaywowme
TpeboBaHUS.

3aBeayroLnn nabopaTtopuen UM ynorIHOMOYEHHOE KOMMETEHTHOE NMULLO MOTYT Ha3HauYUTb COTPYAHMUKA,
obnagaroleroc HeobxoaMMON NOArOTOBKOW M OMNLITOM, ANS1 pYKOBOACTBA 0OYy4YEeHNEM U OLIEHKOW KOMMNETEHTHOC-
T NepcoHana.

a) OTBeTCTBEHHbINA 3a 0byYeHUe O0MKEH pa3paboTaTh, BHEAPUTL U NoaaepKMBaTh NPorpaMmmMmy cooT-
BETCTBYIOLLEro TEOPETUYECKOTO U NPpaKTUYECKOro oby4yeHnst BCero nepcoHana, BeINOMHALWEro uccnegoBaHus
no Mecty neveHus. OTBETCTBEHHbIN 3a 0DyYEHNE MOXKET NOPYUNUTb OTBETCTBEHHOCTL 3a 0DyYeHne NpumMeHe-
HUS crieuarnbHbIX UHCTPYMEHTOB/CUCTEM AN UCCNeaoBaHUA NO MECTY NevyeHunst onpeaesieHHoOMY TeXHUYecC-
KOMY cneunannucTy Unm TEXHONOTY.

b) BbINONHATL UCCNeaoBaHUSA Mo MECTY NeYeHUs MOXKET TOMbKO TOT NepcoHar, KoTopbl npolen obyye-
HAEe U NPOAEMOHCTPUPOBAN CBOK KOMMNETEHTHOCT.

c) CopepxaHue nporpamMmmsbl 00y4YeHUd 1 NPOLLECC OLUEHKN YPOBHSA 3HAHNMW/YMEHUW OOITKHBI ObITh AOKY-
MEHTUPOBaHLI. TpeboBaHUSA K 3HAHUAM U YMEHUSAM OXBaTbIBaOT CNOCODHOCTL COTPYAHMKA NPOAEMOHCTPUPO-
BaTb MOHUMAaHWE NpaBU NPUMEHEHUSA YCTPOUCTB, TECPUN USMEPUTENBHON CUCTEMBI (XUMMNYECKNA NpoLecc U
OeTeKTop) U OUEeHKY NpeaHannTU4eCcKnx acnekToB aHanmsa, BKoyas, B TOM YACTIE:
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- B34TWE NPOoOBbI;

- ee KNNH1UYecKoe 3HavYeHne 1 orpaHnvyeHud;

- 3KCNepTusy aHanuTnyeckon mMeTogunKki;

- XpaHeHWe peareHToB;

- KOHTPONb 1 obecne4vyeHmne Ka4ecTBa;

- TeXHUYeckue orpaHU4YeHna yCTpoOUCTBA;

- peaKkuuo Ha pe3ynbTaTthl, KOTOPbIE BLIXOOAT 3a onpeaefieHHble rpaHULLbI;

- NpakTuKy brnonornyeckon 6€30nacHoOCTu;

- NpaBUNbHOE OOKYMEHTUPOBaHUE U COXPaHeHMe pe3ynbTaToB.

d) WHTepBanbl mMexay NoBTOPHLIMU LUKNaMKU 0By4YeHUs 1 nporpamma HenpepbiBHOrO obpasoBaHUA
OOITKHBI ObITb paspaboTaHbl rPYyNnon MEHEIKEePOB.

e) Paboune xapaktepuUctukmoneparopa uccrnegoBaHum no MecTy nNevyeHunst A0MKHbI OTCNEXNBATLCH Kak
YacTb NporpamMmmel ocbecnevyeHust KavecTra.

5.2 Pa3MelleHne N ycnoBUA OKpyXalLeun cpeabl

5.2.1 TpumeHstoT TpedoaHnsa NCO 15189 (nogpasaen 5.2, nyHKTol 5.2.2 1 5.2.3).

5.2.2 lomelleHns, B KOTOPLIX BLINOMHAT UCCNeaoBaHUA N0 MECTY NeYeHUs N UCNoNb3yioT 0bopyaoBa-
HUe, OOJKHBI COOTBETCTBOBATL MPUMEHUMOMY K 3TUM LeNaM HauMoHanbHOMY 3akoHOoAaTeNMbCTBY UMK peruno-
HaNbHBLIM U MECTHLIM TPEbOBaAHUAM.

5.2.3 OpraHnsauns gonkHa onpeaennTb U NPoBecTM padboTel N0 GOPMUPOBAHUIO OKPYXKatoLen cpeabl
ONs co3gaHnUsA XOpPoLIMX NPOU3BOACTBEHHLIX YCNOBUNA, COOTBETCTBYOLWMX TpeboBaHUAM 1UccneaoBaHUA no
MeCTY NevyeHns U pekoMmeHgaunam nponssoanuTenei nsgenmn.

5.3 JlabopaTtopHoe obopyaoBaHue

5.3.1 lpumensaot TpedboBaHna NCO 15189 (noapasnen 5.3 M NyHKT 5.3.2).

5.3.2 3aBeayrowinn nadbopatopruen Unm ynoriHOMOYEHHOE KOMMNETEHTHOE NULO O0MKHbI OblTb OTBET-
CTBEHHbI 3a KpUTEPUN BbIDOPa N NpuodbpeTeHne cbopyaoBaHUs, MaTtepuanoB U peareHToB.

a) CneayeT BeCTU MHBEHTAPHYHO ONMUCb BCero obopyaoBaHnsa Ans nccneaoBaHni No MecTy neveHus,
BKIo4Yagd HoMepa cepuit U YHUKanNbHYO WaeHTUUKauuio, gaHHble 0 Npon3BoanTendax U nocTaBLlMKax, aaThl
NOCTaBKK, cBeAeHUA 00 0bCnyXXMBaHnmn, BKoYaa nepuoabl HeUMCNPaBHOCTH.

b) PeareHTbl, Habopbl peakTMBOB 1 0OOpyaoBaHWE O0MKHBLI ObITb NPOBEPEHLI Nepen NxX NCnonbL30oBa-
HUEM.

c) HOMmKHbI UMeTbCA B HANMU4YMN NUCbMEHHbIE METOAMKM NO yXoay U NpUMeHeHNo 0bopyaoBaHUA AN
nccneaoBaHnM no MecTy NevyeHus.

d) 'pynna meHemKepoB AOMMKHA pekoMeHOoBaTb M3bSATUE U3 yrnoTpebneHua nwobdoro nagenua Ans
nccneaoBaHUs No MECTyY NeYeHust B Cliyvae ero HECOOTBETCTBUSI KPUTUYECKUM TpeDbOoBaHUAM UM HapyLLIEHUS
YyCNoBUN 6e30MacHOCTM.

e) HOMKHBIXpaHUTLCA 3anncm o MaTepuranax n peareHTax, nocTaB/IieHHbIX 4Nda UccnegoBaHUU Mo MecTy
neveHus, ans obecneyveHnsa BO3SMOXKXHOCTU NPOBECTU ayanuT B OTHOLLIEHW NIOOOro oTAeNLHOro TecTa.

f) Mepunogunyeckoe Unun anmsognyeckoe obcnyxmsaHme odbopyaoBaHUA AOIMKHO OTCNEXKNBATLCS U JOKY-
MEHTUPOBATLCA.

5.4 lNpepaHanuTuvyeckue npoueaypbl

5.4.1 lMNpumeHstoT TpedboaHna NCO 15189 (nogpasaen 5.4, nyHKTol 5.4.2115.4.3).

5.4.2 OpraHusaums OofmKHa rapaHTupoBaTb WAeHTUUKaAUUIO NPod M MX NPOCNeXuBaemMocCcTb A0
nauueHTa.

5.4.3 OpraHusaunst 4omkHa OoCyLWEeCcTBNATL 3ab0Ty 0 Npobax aAng uccrnegoBaHUM No MecTy NevyeHus,
NONy4YeHHbIX OT €€ NauMeHTOB, NOCKONbKY AaHHbIE NPobbI HAXOAATCA NO4 €€ KOHTPONEM UM UCMONb3YHTCH
opraHusaunen. OpraHmsauma AomkKHa WUAeHTUdUUMPOBATL U coxXpaHsaATb Mnpodbl Ang aHanusa. Ecnu
Kakasa-nmbo npoda noTepsiHa N NoBPeXXaeHa, U Kakum-1o odpaszom npmsHaHa HerogHou Ang NCnofb3oBa-
HUA, 00 3TOM AOITKHO ObITb COO0LLIEHO OTBETCTBEHHOMY MeAULUMHCKOMY CneLannucTy 1 3anicn 0 3TOM J0MXK-

Hbl ObITb COXPAaHEHHI.

5.5 AHanuTu4veckue npoueaypbobl

5.5.1 lMNpumeHsioT TpedoaHna NCO 15189 (nogpasaoen 5.5 UNYHKTLI 5.5.2—5.5.4).

5.5.2 Bcem nonbaoBaTensam A0KHbI ObITb AOCTYMNHBbI METOAUYECKME PYKOBOACTBA MO KAXA0U CUCTEME
Ona nccrnegoBaHU No MecTy NevyeHus.

5.5.3 PekomMmeHaauumnponssoanTenen oTHoOCUTENbHO MUHUMANbHOIC KOHTPOMSA KaYecTBa ANd cnevum-
anbHbIX CUCTEM MHCTPYMEHTOB MOTYT ObITb MPUHATLI NOCNEe ACKYMEHTUPOBAHHOIO PACCMOTPEHUS.

5.5.4 BCTpOEHHbIN B NpUBOP KOHTPOb KavecTBa NpUemMrnem, ecrin ynofIHOMOYEHHbIE Ha TO OpraHbl NMpu-
HAN ero.

6
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5.6 ObecneyvyeHue KayecTBa MeTOAUK UCCNEefOBaHUA

5.6.1 lNpumeHsatoT TpeboBaHna NCO 15189 (nogpasaen 5.6 UNyHKTLI 5.6.2—5.6.8).

5.6.2 OTBETCTBEHHLIN MO KAYECTBY OTBETCTBEHEH 3a pa3paboTKy, BHeagpeHWe U NpoBeJeHNe KOHTPONMS
KayecTBa, KOTOPLIA rapaHTUpyeT, YTO UccneaoBaHUs No MecTy NeveHUs COOTBETCTBYIOT CTaHOapTaM KadecTBa
LeHTpanbHoW nadbopaTtopu. OTHOLLEHWNSI MEXOY 3HAYEeHUSAMU, NONTYyYEHHBIMW B NabopaTopun 1 Npu Uccneno-
BaHUAX NO MECTY NevYeHus1, A0MKHbI ObITb YCTAHOBMNEHBLI M ONYONMKOBaHLI UM ACCTYMHBbI MO 3anpocy.

5.6.3 OTBEeTCTBEHHbLIN MO KayeCTBY MOXeT BO3/OXUTb OTBETCTBEHHOCTb 3a MNMpoBedeHWe KOHTPONS
KavyecTBa Ha cneunanbHbIX MHCTPYMEeHTax/cucTemMax ansa nccneaoBaHmn no MecTy fieveHns onpegeneHHomy
KBaNMPULUPOBAHHOMY COTPYAHUKY. [1p1 3TOM MeHepKep Mo KAa4eCTBY OCTAEeTCH OTBETCTBEHHLIM Nepe 3aBe-
ayowum nadopartopuen Unn ynonHOMOYEHHBIM KOMNETEHTHBLIM NULIOM 3a Ka4ecTBO BCEX UCCeaoBaHUA no
MeCTy NnevyeHuns.

5.6.4 lNMpumensitoT TpeboaHmnst NCO 15189 (NyHKT 5.6.4).

5.6.5 [lpn BO3IMOXHOCTM MOXET noTpeboBaThbCs yvacTMe BO BHellHen oueHke kadvectBa (cMm. [1]). B
OTCYTCTBMUE CXEMbI BHELLUHEN OLIEHKN KavyecTBa 3aBeaylowni nabopatopmen Unnm ynonHoOMoYeHHoe Komne-
TeHTHOE MU0 AOIMKHBI OpraHU3oBaTh LMPKYNsaLUuo Nnpod nnn aybnnkaTtoB TECTOB BHYTPU NabopaTopun.

5.6.6 3aBeaytommn nabopaTtoprein NN yrnonHOMoYeHHoe KOMNeTEHTHOE NULO U MyNbTUAUCLUNNNHAP-
Hasirpynna oTBEeTCTBEHHLIX COTPYAHUKOB NO UCCNea0oBaHUAM Mo MeCTy NeYeHUs A0MKHbI MonydaTh U paccMaTt-
puBaTb pAdaHHbIEe BHelWHeW WM BHYTPeHHeW oueHKM kadecTtBa. [lpeanonaraemele moaudgpukauun,
BO3HUKaloLLME B pe3yfibTaTe Takoro pacCMOTPEHUS, A0MKHbI ObITb BKITHOYEHLI B NONUTUKY, NPOLECChl 1 MEeTO-
OVKN UccnegoBaHUM Mo MecTy neYvyeHns.

5.6.7 lMpumensitot Tpeboranmnsa NCO 15189 (nyHKT 5.6.6).

5.6.8 lNpumeHatoT TpedboBaHmna NCO 15189 (nyHKT 5.6.7), a Takke cneaytolme TpedoBaHUA.

3aBeayownn nadbopatopmen AomKeH NnoaTBepAnTL crneayrouwe npoLecchl ANS npeaoccTaBneHUs yCnyr.

a) [NpaBUNbLHOCTL UNPELU3NOHHOCTb, a TakXe, NP BO3SMOXHOCTHU, MMMHEUHOCTb NokKasaHUM MHCTPpYMeHTA
OOMKHBbI ObITh NOATBEPXKAEHBLI NPOrPaMMOoOnN KOHTPONA KavecTBa.

b) PasgeneHHble npobbl NAaUMEeHTOB UK Apyrie npuemMnemMsle MaTepuanbl KOHTPOMNA Ka4ecTBa A0MKHbI
NPUMEHATLCA ANA NOATBEPXAEHUA XapaKTepPUCTUK CUCTEM UccNeaoBaHUU NC MeCTy NevYeHUd, UCNofb3yeMblX
B pdae nogpasgeneHni opraHusaLu .

c) YacToTanpoBeaeHUs BHYTpMNabopaTopHOro KOHTPOMNSA KavuecTBa A0MKHA ObITb YTOUHEHa ANS KaXXa0-
o YCTPOWUCTBA.

d) KoppeKkTupyrouime AencTBUd, npeanpuHMMaemMble B OTHOLUEHUN pe3ynbTaToB, Bbilledlnx U3-noj
KOHTPONSA, AOIMKHbI ObITb AOKYMEHTUPOBAHDI.

e) Hencteus, npeanpuHUMaemble B OTHOLWIEHUW HECOOTBETCTBYHOLIMX TpebOBaHUSM pe3ynbTaToB
nccneaoBaHUM NO MECTY NeYeHUd, A0IMKHbI ObITb AOKYMEHTUPOBAHHDI.

f) PesynbTaTtbl KOHTPOMNA KavyecTBa AOIMKHBI PErynaApHO perncTpupoBaTbCad MeHepkepoM No KavyecTBY
M YNONHOMOYEHHBIM NTALOM.

g) lpouecc KOHTPOMNSI NOCTAaBKN pacxoHbIX MaTepmnanoB U peareHToB A0/MKeH ObITb AOKYMEHTUPOBAH U
OTCNeXeH.

h) PesynbTaThkl UCCneaoBaHUN, BbIMOMHEHHBIX NaUuMeHTaMn B cTaloHape B Nopsake caMmoTeCTUPOBa-
HUA C NPUMEeHeHUeM Usagennn Ansa nccneaoBaHU No MecTy NnevyeHnd, ACIKHBI OTCNeXMBaTbCA AN NOOTBE PX-
OEHNSI UX TOYHOCTU U CONOCTaBUMOCTU C pesynbTaTamMu, Nony4YeHHbIMU B LLIEHTpansHOW nabopaTtopun.

5.7 NMocTaHanuTU4YecKue npoueaypbl

5.7.1 lpumenstot TpedboBaHusa NCO 15189 (nogpasoen 5.7), a Takke cneayrowne TpeboBaHUS.

OpraHunsauus gomkHa 6esonacHo nepepabdbartbiBaTh M yaansiTb BCe Npobbl, peareHTbl M HADOPLI peaKkTn-
BOB COrMacHO MECTHbLIM, perMoHanbHbIM U HALLMOHaNbHLIM NPaBUNaMm.

5.7.2 Tlpn KNMHNYECKON HEeOoDBXOAMMOCTU MOBTOPHLIX UCCNeaoBaHUA opUrMHanbHas npodba AoKHAa
COXPaHATbLCA, €CMNM 3TO BO3MOXKHO. B NpOoTUBHOM crnyvae AonkHa ObITb nony4YeHa HoBasd npoba.

5.8 CooblweHMe pe3ynbTaToB

5.8.1 lNpumeHnsoT TpedboBaHna NCO 15189 (noapasnen 5.8, nyHKTbI 5.8.2—5.8.4).

5.8.2 PesynbTarthl UCCneaoBaHWU NO MECTY NEeYEHUS AOMKHbI ObITb COODLIEHBI C HEOOXOAMMBIMU AETa-
NSAMN.

5.8.3 Pes3ynbTaThl UICCNeaoBaHUA MO MeCTYy NevyeHUda A0MKHbI MOCTOSAHHO PerncTpupoBaThCd B Meaun-
LMHCKNX UCTOPUSIX ODONEe3HN NaLUeHTOB.

NOeHTUYHOCTb NLA, BLIMOMNHABLUEro UccneaoBaHue, AoMKHa ObITh 3aperncTprupoBaHa.

5.8.4 3anucu pesynbTaToB UCCNedoBaHMM NO MeCTYy NevyeHUda AOTKHBI OTNUYAaTLCA OT 3anmceun pesyib-
TATOB, MONYYEHHbIX B LLIeHTpanbLHOW NabopaTtopun Unn ee caTtennurax.




[OCT P UCO 22870—2009

Mpunoxenwne A
(cnpaBo4HoOe€)

CBefeHMA 0 COOTBETCTBUMU CCbINMOYHBLIX MeXAYHapPOAHbIX CTaAHOAapPTOB
CCbINTOYHbLIM HalUuoHanbHbIM cTaHgapTaM Poccunckou ®epgepauumm

Tabnwnua OA.1

OB6o3HavYeHne CCbINMOYHOro CTeneHb
OB03HAYEHUE U HAMMEHOBAHUE COOTBETCTBYKOLWLEro HaunoHasNIbHOIro CtTaHgapTa
MEXOYHaAPOOHOro ctaHgapra COOTBETCTBUSA
NCO 15189:2003 IDT [OCT P MCO 15189—2006 JlabopaTopun megnumHckue. HacTtHble

Tp66OBaHMFI K Ka4velTBY N KOMNEeTEHTHOCTH

[Tpnmedanune—B HacToswen Tabnuue Ncnonb3oBaHO criegytouiee ycnopHoe ob603HavYeHne CTeNeHn CooT-

BETCTBUHA CTaHAAPTY.

- IDT — »naeHTu4yHbIM cTaAHOApPT.




[OCT P UCO 22870—2009

bubnuorpadpua
[1] PykoBogcteo NCO/MOK 43-1 OueHka KadvecTBa WCCNeaoBaHUKW NyTeM MeXNabopaTOpHbIX CPaBHEHUMN.
Yactb 1. Pa3paboTka n gessTenbHOCTb CXEM BHELLHEW OLEHKN KavecTBa
[2] EN 376:2002 Information supplied by the manufacturers with in vitro diagnostics for self-testing
[3] EN 593:2002 Instructions for use for in vitro diagnostic instruments for self-testing

[4] Jansen R.T.P., Blaton V., Burnett D., Huisman W., Queralto J.M., Zerah S., Allman B. European Communities
Confederation of Clinical Chemistry, Essential criteria for quality systems of medical laboratories. European Journal

of Clinical Chemistry and Clinical Biochemistry, 35, 1997, pp. 123—132

[5] Jansen R.T.P., Blaton V., Burnett D., Huisman W., Queralto J.M., Zerah S., Allman B. European Communities
Confederation of Clinical Chemistry, Additional essential criteria for quality systems of medical laboratories. Clinical

Chemistry and Laboratory Medicine, 36, 1998, pp. 249—252

[6] Jacobs E. In: Kaplan and Pesce, eds. POCT in Clinical Chemistry. Theory, Analysis and Correlation. 4" ed. St.Louis,
Mosby and Co; 2003

[7] Pnce C.P., St. John and Hicks J.M. Point-of-Care Testing. 2" ed. Washington DC, AACC Press, 2004

[8] MDA DB 2002(03). Management and Use of IVD Point of Care Test Devices. Medical Devices Agency; UK, 2002
[9] MDA DB 2002(02). Management of in vitro Diagnostic Medical Devices. Medical Devices Agency; UK, 2002

[10] Burnett D. Accreditation and point-of-care testing. Ann. Clin. Biochem. 37, 2000, pp. 241—243

[11] Freedman D.B. Clinical governance: Implications for point-of-care testing. Ann. Clin. Biochem. 39, 2002,
pp. 421—423

[12] POCT Guidelines v.1.0. Jpn.J.Clin.Lab. Automation. 29, suppl. 3, 2004




[OCT P UCO 22870—2009

YOK 61:006.354 OKC 11.100 PO

KrtoueBble crnoBa: nccrnegoBaHmsa No MecTy NIeYeHUsl, CUCTEMAa MeHepKMeHTa KadecTBa, nabopaTopHoe 060-
pyaoBaHune, obecneveHne Ka4yecTBa MeTOAUK NCcneaoBaHNs

10



Penaktop H.O. lpay
TexHudeckmun pepnakrop B.H. lpycakosa
KoppekTtop M.B. byyras
KomnbloTepHasa sepctka Y. A. HaneuxkuHou

CoaHo B Habop 05.05.2010. TMognucaHo B nevatb 28.05.2010.  ®opmar 60 x 84%. bymara ogpcetHaa.  [apHuTypa Apuan.

[levaTtb opcetHan. Ycn.ned. n. 1,86.  Yu.-uzg. n. 1,20. Tupax 85 3Ka3. 3aK. 438.

OIryln « CTAHOAPTUUHPOPM», 123995 Mockea, ['paHaTtHbIU nep., 4.
www.gostinfo.ru info@gostinfo.ru
Habpano Bo PI'Y[ « CTAHOAPTAHPOPM» Ha MTOBM.
OtnevaraHo B dunuane OIyYlr « CTAHOAPTUH®OPM» — tun. «Mockoeeckun nevatHuk», 105062 Mockea, JlanuH nep., 6.




