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Mpeaucnosue

Lienv v npuHumnel ctanaapTusaummn B Poccuiickoii @eagepaummn yctaHosneHsl PeaepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-d3 «O TexHU4EeCKOM perynuposaHuny, a npasuna npUMeHeHns HauuoHanbHblX
ctaHgaptoB Poccuiickoint degepaumm — FOCT P 1.0—2004 «CtaHaapTusaumsa B Poccuitckon depepauuu.
OCHOBHble NONOXEHUA»

CBepaeHus o cTaHaapTe

1 NOArOTOBNEH JabopaTtopueit npobnem knuHuko-nabopaTopHoi anarHocTukn HayvHo-uccnego-
BaTenbckoro ueHtpa FOY BMO «MMA um. U. M. CeueHoBa» Ha OCHOBe COBCTBEHHOIO ayTEHTUYHOIO Nepesoaa
cTaHgapTa, yKkasaHHoro B nyHKTe 4

2 BHECEH TexHu4yeckuM komuteToM no ctaHaaptusaunm TK 466 «MeauumMHekne TeXHONOrMm»

3 YTBEP>XOEH WU BBEAEH B AEWCTBWE Mpukasom deaepannHOro areHTcTa no TeXHU4eCKoMy
perynupoBaHuio U meTposnorum ot 9 aekabpa 2009 r. Ne 617-ct

4 HacToswui ctaHaapT naeHTudeH mexayHapogHoMy ctaHaapty MCO 22870:2006 «MccnepnosaHus
no mecty nevexus (MMI1). Tpe6oBaHuUA kkavecTBY U KoMNeTeHTHocTU» (ISO 22870:2006 «Point-of-care testing
(POCT)— Requirements for quality and competencey).

HavnmeHoBaHWe HacToAwero ctaHaapTa U3MEeHEeHO OTHOCUTENbHO HAMMEHOBAHWUA YKasaHHOTo Mexay-
HapoAHoro ctaHgapTa Ans npmueeaeHus B cooteetcTeue ¢ FOCT P 1.5—2004 (noapasnen 3.5).

Mpy NprMeHeHUN HacTosALLEero cTaHAapTa PeKoOMeHAYEeTCA UCNONb30BaTb BMECTO CCbINTOYHBLIX MEXAyHa-
pPOAHBIX CTaHAAPTOB COOTBETCTBYIOWME UM HaUMoHanbHble cTaHaapTel Poccuitckon deaepauuu, ceegeHust o
KOTOPbIX NpUBeAeHbI B AONOMHUTENBHOM NpunoxeHun A

5 BBEAEH BMEPBbIE

UHpopmayus 06 uUsMeHeHUsIX K HacmosileMy cmaHOapmy rybriukyemcsi 8 exe200Ho uszdasaeMom
UHGbopMayUOHHOM yKka3amerie «HauuoHabHble cmaH0apmei», @ mekem usMeHeHul U flonpasoK — 8 exeMe-
CAYHO u3lasaeMbix UHGhOPMaUUOHHbIX yKasamensix « HayuoHanbHbeie cmaH®apmei». B cny4dae nepecmompa
(3aMeHnbl) unu ommeHbi Hacmosiwezo cmaHdapma coomeemcemsyroujee ygedommeHue bydem onybrnukogaHo
8 eXXeMECSIYHO U30asaeMoM UHGhOpMaUUCHHOM yKkasamere «HayuoHanbHble cmaHOapmbl». Coomeememey-
owas uHgopmauus, yeedoMreHuUe U meKkemai pasMellaromcesi makxe 8 UHgopmMalUuoHHoU cucmeme obuie2o
ronb308aHust — Ha oghuyuansHoM calime @edeparibHO20 azeHMCmMea 110 MEXHUYECKOMY peaynuposaHuilo u
Mempoiioauu 8 cemu IHmepHem

© CraHpapTtuHdopm, 2010

HacToawuit ctaHgapT He MOXeT BbITb MOMHOCTLIO UMK YaCTUYHO BOCMPOU3BEAEH, TUPaXKMPOBaH U pac-
NpocTpaHeH B kauecTse ouULManNbLHOro U3aaHnsa 6e3 paspelleHis deaepanbHoOro areHTCTBa No TeXHUYecKo-
MYy perynmpoBsaHuio U METPOMOrMM
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BBeageHue

TpaavuuoHHble uccneaoBaHns BUOXKUAKOCTEN, 3KCKPETOB U TKaHe! naumeHTa BbINONHAT 06bIYHO B
KOHTPONMPYEMBbIX 1 peryrimpyeMbiX YCIoBUsIX NPU3HaHHOW MeanLMHCKoi nabopartopuu. BeegeHue cuctemsl
MeHeKMeHTa KayecTBa U akkpeauTaLuum B 3TUX NabopaTopusx NOBLICUNO 3aUHTEPECOBaHHOCTb B UX UCNOSb-
30BaHuM.

Ycnexv B pasBUTUA TEXHOMOTMIA NPUBENA K CO3AaHUI0 KOMNAKTHBIX, NPOCTLIX B MPUMEHEHUN MeanLINH-
CKUX U3AeNnin ANA ANarHOCTUKN in vitro, KoTopble AenatoT BO3MOXHbIM BbINMOMHEHUE HEKOTOPbIX UCCNeAoBaHNA
HernocpeACTBEHHO BO3Me MecTa pa3MeLleHnst naumeHTa unum nobnnsoctu ot Hero. MiccneaosaHusa No mMecty
nevyeHns/No6NU30CTM OT NaUMeHTa MOTyT MPUHECTU NOMb3Y Kak NauueHTam, Tak U yupexaeHnsm 3apaBooxpa-
HeHus!.

Puck ansa nauveHTa v ANS yypexaeHus 3apaBoOXpaHeHUs MoXeT ObiTb NocTaBneH Noa KOHTPOnb ¢
NMOMOLLbIO TWaTenbHo pa3paboTaHHOW, MOMHOCTLIO BHEAPEHHOW CUCTeMbl MEHEAXKMEHTa KavecTBa, koTopasi
obrnervaert:

- OUEHKY HOBbIX UK anbTepHATUBHBIX UHCTPYMEHTOB U CUCTEM AN UCCNeA0BaHUI N0 MECTY NeYeHus;
oueHKy 1 anpobauuio NpeaIoXKeHU U NPOTOKONOB ANA KOHEYHBIX NONb3oBaTenen;
nocTaBKy U YCTaHOBKY 060pyaoBaHus;
coxpaHeHue NOCTaBNsAEMbIX PACXOAHbIX MaTEPUanoB U peareHTos.;
oby4eHne, cepTucuKaLmio U NOBTOPHYIO cepTudUKaLmio onepaTtopos CUCTEM ANA UccnegosBaHuin no
MeCTy neveHus;

- KOHTpOnb 1 obecneveHne kavecTsa.

OpraHbl, KOTOPbIE YNONMHOMOYEHbI OLIEeHUBATL KOMNETEHTHOCTb YYPEXAEHUA ANA BLINOMIHEHUA UCCNeao-
BaHWIA NO MECTY fMeYeHnsi, MOryT UCNONb30BaTh HACTOALWMIN CTaHAAPT B KA4ECTBE OCHOBbI ANA CBOEN AeATEeNb-
HOCTW. YupexaeHue 3apaBooxpaHeHuns npu akkpeauTtauumn') Bcei cBoein AeATeNbHOCTU UK ee YacTu JOMMKHO
n3bupatb TOT opraH akkpeaAuTaLuun, KOTOPbIA NPUHUMAET BO BHUMaHWe TpeB6oBaHNS K BbINONIHEHUIO UCCNeao-
BaHWI No MecTy neveHus.

"' B Poccuiickoii depepauun geicteyeT PefepanbHblii 3aKOH, KOTOPbIV NpegycMaTpuBaeT NMLEH3NPOBaHVE Meamn-
LIMHCKOMN AesiTENbHOCTY C Y4eTOM NPoBeAeHNs paboT 1 OKasaHWs yCnyr No KOHKPETHbIM CrneLmanbHOCTSAM, OJHON N3 KOTO-
pbIX ABMAETCS CNeuunansHOCTb «KIMHuYeckas nabopatopHas amarHocTukay (aHrmuickmii aHanor — «in vitro diagnostics»)
(npvmeydanune paspaboTymka).

\Y
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HAUUWOHANBbHBIA CTAHOAPT POCCUUCKOW SGENEPALUMU

UccneposaHusa No MecTy neyeHus
TPEBOBAHUA K KAYECTBY U KOMINETEHTHOCTU

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

DaTta BBeaeHna — 2010—09—01

1 O6nacTb NpUMeHeHun

Hacrosawuii ctaHgapT ycTaHaBnuBaeT cneuunarnbsHble TpeboBaHWs K poBeaeHNo UCCneoBaHUn no Mec-
Ty neveHua u npegHasHadyeH Ans npuMeHeHus B codetaHnm ¢ MCO 15189:2003. TpeboBaHus HacTosAWwero
cTaHgapTa NPUMEHSIIOT NPU BbINOMHEHUN UCCIIe40BaHUA MO MeCTy neyeHus B 60nbHULE UNK B OpraHnsaumu
3ApaBoOXpaHeHus, NpeJocTasnsiolwein ambynaTopHyto nomoulb. Hactosiumin ctaHaapT MoxXeT 6biTb NpuMe-
HEH NpW BbINONTHEHUN YPE3KOXKHBIX USMEPEHUA, aHaNU3e BblAbIXaeMOro Bo3ayxa U npu MOHUTOPUHre huanono-
rMYecknx napameTpos in vivo.

BelnonHeHue nccnegosBaHuin No MecTy NieYeHUs Ha AOMY UCKIOUYEHO 13 cdhepbl MPUMEHEHUS HACToALLe-
ro cTaHgapTa, XOTs HEKOTOPbIE ero 3rieMeHTbl MOryT 6biTb MPUMEHEHbI 1 B TaKUX Crydasix.

MpwumeyaHune—MoryT 6bITb NPUHATE BO BHUMAHME MECTHBIE U pervoHanbHble Npaeuna.

2 HopmaTuBHbIe CCbINKKU

B HacTosiLleM cTaHaapTe Ucnonb3oBaHa HopMaTUBHAs Cceblflka Ha creayoLmMil MeXayHapoaHbIi CTaH-
AapT:
NCO 15189:2003* MabopaTopun MeanumHckue. YacTHble TpeGoBaHMs K KauecTBY U KOMNETEHTHOCTH

3 TepMuHbI 1 onpeaeneHns

B HacTosWeM cTaHAapTe NPUMeHeH cneayoLlmii TEPMUH C COOTBETCTBYHOLLIMM OnpeaeneHnem:

3.1 uccneposaHue no mecty nevenus (UMI) [point-of-care testing (POCT), near-patient testing]:
WccnenosaHue, koTOpoe BbIMOMHSOT NOGNM3OCTM OT NaLMeHTa UK HenocpeacTBeHHO B MECTe ero pacrnono-
XEHWS U pe3ynbTaT KOTOPOro BeAeT K BOIMOXHOMY U3MEHEHMIO NeYeHNsa naumeHTa.

4 Tpe6GoBaHUA K MEHEOKMEHTY

4.1 OpraHusauusi ¥ MeHeKMeHT

4.1.1 MNpumeHstoT TpebosaHust UCO 15189 (nyHkT 4.1.1), a Tarke TpeboBaHNA, yKazaHHbIe HUXKeE.

PykoBoacTtso nabopaTtopHoi cnyxBbl AOIKHO MnaHupoBaTth M paspabaTbiBaTh npolecckl, Heobxoau-
Mble A5 BLINOJIHEHUA UCCEeAoBaHWA N0 MECTY NeveHus!.

Heobxoammo ocyLlecTBNSATL CleayoLne NpoLecehl:

a) ycTaHoBUTb Lienu 1 TpeboBaHns K Ka4yecTBY UCCNe4oBaHWNiA No MECTY NIeYeHNs;

* 3ameHeH Ha MICO 15189:2007.

W3nanne ocpmumnansHoe
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b) yTBepanTb He0bXx0ANMbIE NPOLIECCH N AOKYMEHTHI M NPeaoCTaBUTL Pecypchl ANs NpoBeAeHUs uccne-
O0BaHWIA MO MECTY NleYeHus;

c) nposecTu Tpebyemoe noaTBepxaeHUe (OCYLLeCTBUTL BepuduKkaumio U Banuaauuio) 1 MOHUTOPUHT
OesTenbHOCTU NO BbINOMHEHWIO UCCed0BaHUA N0 MECTY NEYEHUS;

d) sapernctpupoBaTb NpefocTaBieHMe AokasaTenbCTB TOro, YTO NPOLECChl U METOAMKM BbIMOSIHEHUS
uccregoBaHUA No MecTy NeYeHnsi COOTBETCTBYIOT TpeboBaHUAM.

PykoBoaswwuii opraH opraHMsauuny JomkeH HeCTU OTBETCTBEHHOCTb 3a o6ecneyeHne NPUHATUASA COOTBET-
CTBYIOLLMX MEP MO0 MOHUTOPUHIY TOHHOCTU U Ka4eCcTBa UCCNEA0BaHNA NO MECTY fle4eHUs], BbINONHAEMbIX B pam-
Kax aHHOW opraHusaLum 34paBooXpaHeHusl.

4.1.2 TMpumensioT TpeboaHusa UCO 15189 (nyHkT 4.1.2, noanyHkTbl 4.1.2.1—4.1.2.5).

4.1.2.1 PykoBoACTBO OpraHu3auun AOMMKHO YMONHOMOYNTL PYNNy MEeAULMHCKAX ChneunanucTos
(Hanpumep, MEAULIMHCKUA KOHCYNbTAaTUBHBIN KOMUTET) onpeaenuTb cdepy NpUMeHeHUs1 uccrneaoBaHui no
MECTY NeveHnsi C y4eTOM KITMHUYECKON NOTPeBHOCTU B UCCNeoBaHUAX NO MECTY NeYeHus], (hUHaAHCOBLIX pac-
XO[10B, TEXHUYECKOM BLINOSTHUMOCTMU U CNOCOBGHOCTU OpraHu3auny yaoBneTBOpUTb NoTpe6GHOCTH.

4.1.2.2 3aseaytolm nabopaTtopuei Unn ynosTHOMOYEHHbIM NLOM A0SDKHA 6bITb HasHaYeHa MynbTu-
AucuMnnMHapHas rpyrnna oTBETCTBEHHbIX COTPYAHWUKOB, COCTOALWAA U3 NpeactasuTernein oT nabopatopum un
agMUHUCTPpaLMK, a Takke KIMMHUYECKUX CNeuuanncToB, BKYas MeanuunHCKUX cecTep, Anst HabnoaeHus 3a
BbIMOSIHEHNEM UCCIIEA0BaHUA NO MECTY NeYeHNs.

4.1.2.3 MynsTuancumnnuMHapHaa rpynna oTBeTCTBEHHbIX COTPYAHWUKOB AOMKHA rapaHTUpoBaTb, UTo
MOITHOMOUMS U OTBETCTBEHHOCTb 3a BbIMNONHEHWe NCCNeAoBaHWN NO MECTY feyeHusl onpegerieHbl U coobLLeHbI
BHYTPU OpraHvsaumu.

4.1.2.4 MynstugncuunnuHapHas rpynnaoTBeTCTBEHHbIX COTPYAHUKOB AOKHA y4aCTBOBATb B OLIEHKE U
BbIGOpe n3genuiiucnuctem 4na UccneaoBaHni no Mecty neveHua. Kpurepunn pabounx xapakTepucTuk U3genui
Ans uccnefoBaHWi Mo MecTy NeYeHns AOMKHLI BKoYaTh B ce65 NpaBUNbHOCTb, MPELU3NOHHOCTb, Npeaesbl
obHapyxeHus1, npeaenbl IpUMeHeHNs U nHTepdepeHunu. flomkHa 6bITb NPUHATA BO BHUMaHWE NPaKTU4HOCTb.

4.1.2.5 I'pynna OTBETCTBEHHBLIX COTPYAHWUKOB AO/MKHA YYWUTBIBATb BCE NPESIOKEHUs MO BBEAEHUIO
ntoboro npoAdykra, U3aenusa Unu cUcTeMbl 4NA UCCNeaoBaHUA NO MECTY NEYEHUS.

4.1.3 MpumenstioT TpebosanHna UCO 15189 (nyHkT 4.1.3).

4.2 Cuctema MeHe)KMeHTa KayecTBa

4.2.1 TMNpumensioT Tpebosanusa UCO 15189 (noapasaen 4.2, nyHkTol 4.2.2—4.2.5).

4.2.2 PykoopacTso nabopatopHoi cnyx6bl 4oMmKHO paspaboTtaTtb, AOKYMEHTUPOBaTb, BHEAPUTL 1 NOA-
AepXuBaTb CUCTEMY MEHEXKMeHTa KayecTBa U NOCTOSAHHO NOBLIWATL ee 3(hPEKTUBHOCTb.

4.2.2.1 PykoBoacTeo nabopaTopHoit cry>k0bl OMKHO:

a) ngeHTUULMPOBaTL NpoLecchl, HeobXxoAUMbIE A4NA CUCTeMbl MeHeKMEHTa KavecTBa Ans uccneao-
BaHWIA MO MECTY Nle4eHNs BO BCE opraHnu3aumu;

b) onpegenuts nocnegoBaTenbHOCTE U B3aMMOAENCTBME AaHHBIX NPOLECCOB;

C) ornpeaennTb KPUTEPUU N METOAbI, HeOBXoANMBIE OIS rapaHTMPOBaHUSA TOro, YTO Kak onepauuun, Tak n
KOHTPOMb 32 3TUMMK NpoLieccamn appeKTUBHbI;

d) rapaHTMpoBaTb JOCTYMHOCTbL PeCcypcoB U HdOPMaL MK, HeoBXoaAUMbIX A MoAAep KK onepauuin u
MOHUTOPWHIa AaHHbIX MPOLLECCOB;

e) oTCrnexusaTtb, U3MepsITb U aHanM3MpPoBaThb 3TW NPOLeCcChl;

f) BHeApuTL Mepbl, Heobxoaumble ANA AOCTMKEHWUSA 3annaHUPOBaHHbIX Pe3yrbTaToB U HENPEPLIBHOMO
COBEepLUEHCTBOBAHNS AaHHbIX NPOL,ECcCcoB;

g) HasHauUTb NMLO C COOTBETCTBYIOLLEN NMOATOTOBKOW W OMBITOM Kak OTBETCTBEHHOrO 3a Ka4yecTBO
ncecneaoBaHnin Mo MeCTy NeYeHns], BKNoYas paccMoTpeHue TpeboBaHNi, CBA3aHHBIX C BbINOMHEHUEM 1ccre-
O0BaHNIA MO MECTY NEeYeHuUsI.

YnpasneHune gaHHbIMU NpoLieccamMu B opraH1saLmMm A0MKHO OCYLLECTBMAATLCS B COOTBETCTBUN € Tpebo-
BaHWAMMW HacTosiero cTaHaapTa.

Mpouecckl, HeobxoANMbIE Ansl CUCTEMbI MEHEDKMEHTA KAYeCTBa, YKasaHHbIe Bbllle, AOMKHbI BKNoYaTh
B cebsi NpefocTaBneHne pecypcos, 06CnyXUBaHUs 1 U3MePeHU.

4.2.2.2 PykoBoacTBO nabopaTopHbIX CNyX6 AOMKHO NMaHUpoBaTh U BHEAPSATb MOHUTOPUHS, U3Mepe-
HWe, aHanu3 1 coBepLIEHCTBOBaHME NPOLECcCoB, He0BXoaNMbIX A TOro, YTo6bl MPOAEMOHCTPUPOBATL COOT-
BETCTBWE UCCreJoBaHNiA NO MeCTy NeYeHUsi cCMcTeMe KavecTsa.

4.2.3 [lokymeHTauusa cUCTeMbl MEHEXXMEHTa KauecTBa AOMKHa BKIoYaTh B cebs:

a) AOKYMeHTUpPOBaHHOE 3asBMeHNe O MOUTUKE 1 LeNsX KavecTsa;

b) pykoBodcTBO Mo KavecTBy;

C) AOKYMEHTMpOBaHHbIE METOAMKU B COOTBETCTBUN C TPeBOBaHWSAMU HACTOSILLErO CTaHaapTa;
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d) OokymeHTbl, HeobxoauMble opraHusauuu ansa obecneveHua acpdpeKTUBHOro NMaHUPOBaHMUS, BLIMNOS-
HEeHWA 1N KOHTPOMS ee NPOLLECCOoB;
e) sanucu, Tpebyemble HacTOALMM cTaHAAPTOM.

MpuMeyaHue— B paMkax HAaCTOSWEro CTaHAAPTa TEPMUH «AOKYMEHTMPOBAHHAS METOAMKA» O3HAYAET, YTO
MeToauKa YTBEPXKAEeHa, U3NoxXeHa B hopMe AOKyMEHTa, BHEAPEHA U NOAAECPKMNBAETCS.

O6beMgoKyMeHTaLuum crucTeMbl MEHEXKMeHTa KavecTBa MOXeT BapbUpoBaTh OT OpraHU3aLMm KopraHu-
3aLMM B 3aBUCUMOCTU OT criedytowmx akTopos:

- pasmepa opraHusauum u Tuna ee AeATENbHOCTY;

- CIIOXHOCTU NPOLLECCOB U UX B3aMMOAENCTBUSA;

- KOMMeTEHTHOCTW NepcoHana.

JokymeHTaums MoXeT 6biTh B Nlo6oit hopme 1 Ha niobom Hocutene, nMoxeT BbiTb cOXpaHeHa U HalaeHa
B TeYeHue onpeaeneHHoro BpeMeHu, AnMTeNbHOCTb KOTOPOIo 3aBUCUT OT MECTHbIX, perMoHanbHbIX U Hauuo-
HanbHbIX TPeboBaHWA.

4.2.4 TpumenstoT TpebosaHua MCO 15189 (nyHkT 4.2.3), a Tacke cneaytolume TpeGoBaHus.

3aBeayroLwnin nabopaTopuneit nny Apyroe ynosiHoMoYeHHOe MU0 A0SMKHLI rapaHTUpPoBaTh, YTO:

a) ycTaHOBMEHHbIe Lienn KauecTBa UCCNea0BaHUA N0 MeCTY NeYeHUs U3MepPUMbIE;

b) nnaHvpoBaHMe cucTeMbl MeHedXXMeHTa kadecTBa npegycMaTtpuBaeT cooTBeTCTBUE TpeboBaHuaM
cnyx6bl, a TaKKe Lensm Ka4yecTBa;

C) npwv NNaHNMpoBaHUM 1N BHEAPEHUM U3MEHEHWNIA CUCTEMbI MeHeDKMEHTa KauecTBa NoaaepKuBaeTcsa ee
LienoCTHOCTb.

4.2.5 MpumeHnsioT TpebosaHnsa UCO 15189 (nyHkT 4.2.4), a Takke cneayowwme TpeboBaHus.

OpraHusauusa gomkHa paspaboTaTh U NoaaepXK1BaTh PyKOBOACTBO NO KAYECTBY, KOTOPOE AOIKHO BKIIO-
yaTb B cebs:

a) obnacTb NpUMEHeHUs CUCTEMbl MEHE)KMEHTA KayecTBa,

b) AokyMeHTMpoBaHHbIE MeTOANKM, pa3paboTaHHbIe Ansi CUCTEMbl MEHEAXKMEHTa KauecTBa, Ui ccbisi-
KN Ha HUX;

C) onucaHve B3anMOAENCTBNS MexXay NpoLeccamy CUCTEMbI MEHEAXKMEHTa KauecTBa.

4.3 KoHTponb BOKYMEHTOB

MpumeHsioT TpebosaHua MCO 15189 (nogpasnen 4.3, nyHkTb 4.3.1,4.3.214.3.3).

4.4 PaccMmoTpeHUe KOHTPaKToB

MpumensioT TpebosaHusa MCO 15189 (noapazaen4.4).

4.5 UccnepoBaHusi B CyGKOHTpPaKTHbIX NabopaTopusx

TpeboBaHusi K uccriefoBaHUAM B CyBKOHTPaKTHBIX 1abopaTopusax HENPUMEHNMBI 451 HACTOALLIErO CTaH-
AapTa.

4.6 BHelwwHee obcnyxuBaHue U NOCTaBKU

MpumeHsioT TpebosaHus MCO 15189 (noapasaen 4.6).

4.7 KoHcynbTaTUBHbIE yCIyru

MpumeHstoT TpebosaHus MCO 15189 (noapasaen4.7).

4.8 PaspelleHue xano6

MpumeHsoT TpebosaHusa MCO 15189 (noapasaen 4.8).

4.9 UpeHTUdUKaLNA U KOHTPOSIb HECOOTBETCTBUN

4.9.1 NpumensioT TpebosaHna UCO 15189 (nogpasgen 4.9 nnyHkTol 4.9.2—4.9.4).

4.9.2 OpraHusauus go/KHa rapaHTUpOBaTh, YTO UCCNeAoBaHUA NO MECTY NeYeHUs], KOTOpPLIe He cooT-
BETCTBYHOT TpeboBaHWAM, MAeHTUDULMPOBaHBI M HAXOAATCA No4 KOHTPONEM As NpeaynpeXaeHns nx Hexe-
naTenibHOro UcMonb3oBaHus. KOHTpOsb 1 CBA3AHHbIE C HUM OTBETCTBEHHOCTb U MONHOMOYNS AN paboThl ¢
HeCcCoOTBETCTBYIOLMMN TpeboBaHUSAM NCCeqoBaHUAMN MO MeCTy feYyeHust AoMkHbl BbiTh onpeaeneHsl B
AOKYMEHTNPOBAHHON MeToaMKe.

OpraHusauus AofxHa 3aHUMaTbCA HeCOOTBETCTBYOLWMMU TpeBoBaHMAM uccneoBaHUAMU No MeCTy
neveHns O4HNUM U HeCKObKUMIK cnocobamu:

a) npeanpuHUMas Mepbl Anst ycTpaHeHust 06HapyXeHHOTro HECOOTBETCTBUS,

b) nopyyas ux ucrnonb3oBath, BbiMyCcKkaTb U NPUHUMATD;

C) npeanpuHUMas Mepbl Mo NpedoTBpaLLeHUI0 NX NepBoHaYanbHO NPeayCMOTPEHHOTO UCMONb30BaHUs
NN NPUMEHEHMS.

CrefyeT BECTW M COXpaHATL 3aMMCK O XapakTepe HECOOTBETCTBUIA U NoBbIX NocneayoWwmx AencTBIsIX.

4.9.3 OpraHusauus gomnxHa onpeaensaTtb, cobupaTs 1 aHanM3npoBaTbh COOTBETCTBYIOLME AaHHbIE ANS
OLEHKU TOro, Kakne Mepbl MOCTOAHHOINO COBEPLUEHCTBOBaHUA 3((EKTUBHOCTU CUCTEMbI MeHeKMeHTa

3



rocT P UCO 22870—2009

KayecTBa MoryT OblTb MpeAnpuHATLHI. Takue AaHHble JOSDKHBI BKMOYaTh B ce6a ceefieHus], NonydYeHHbe B
pesyrnbTaTte MOHUTOPUHIa U U3MEepPEHNs, a TaKKe U3 APYrnX CBA3aHHBIX C HUMU UCTOYHMKOB.

4.9.4 B peaynbTaTte aHanusa AaHHbIX 4OMKHa ObITb Nony4veHa nHdopmaL s OTHOCUTENBHO:

a) yAoBMeTBOPEHHOCTU CNeLManncToB 3apaBooxpaHeHust/naLmeHToB/kinMeHToB (cM. 4.12);

b) cooTBeTCcTBUA TPEBOBAHWUAM K UCCrIEAOBAHUSIM MO MECTY NleYeHust (cM. 4.2);

C) XapakTepucTWK 1 TeHAeHLUMIA B UCCredoBaHUsIX No MECTY NeYeHns, BkoYas B cebsl BO3MOXHOCTb
npeaynpeanTenbHbIX Mep;

d) nocTaBLLMKOB.

4.10 KoppekTupyoliue neicTBUA

4.10.1 MpumensioT TpebosaHua MCO 15189 (nogpasznen 4.10, nyHkTbi 4.10.2114.10.3).

4.10.2 OpraHusauus gosmkHa npeanpuHsaTe AeACTBUA ANA UCKIIOHYEHUst TPUYMHBI HECOOTBETCTBUI, YTO-
6bl NpegoTBPaTUTL X NOBTOpeHue. KoppekTupytowne AeicTBUS AOMKHbBI COOTBETCTBORATL paccyYUTaHHbIM
BMUAHNSAM HECOOTBETCTBUN.

4.10.3 [domkHbl 6bITb paspaboTaHbl U AOKYMEHTUPOBaHLI METOAUKN OnpeaeneHns TpeboBaHN o OTHO-
LLEHUIO K:

a) paccMOTPEHUI0 HEeCOOTBETCTBUA (BKMOYasl kanobbl crneuuanucToB 34paBooXpaHeHus/naumeH-
TOB/KITUEHTOB);

b) onpeaeneHuWo NpUYMH HECOOTBETCTBUIA;

C) oueHkenoTpebHOCTW B AeCTBUAX AN 06ecrneyeHuns Toro, YTo HECOOTBETCTBUS He BOSHUKHYT BHOBb;
d) onpeaeneHuto n BHeapeHMo HEOBX0ANUMBIX Mep;

e) 3anucsiM o pesynbTaTax NpUHATLIX Mep;

f) paccMoTpeHwWIo NpeanpUHATBLIX KOPPEKTUPYIOWMX OEACTBUN.

4.11 MNpepynpeauTenbHble AeACTBUA

4.11.1 MpumeHnstoT TpebosaHua UCO 15189 (nogpasoen 4.11, nyHkTbi 4.11.214.11.3).

4.11.2 OpraHunsaLua gornxkHa onpeaenutb 4eACTBUA AN yCTpaHeHUsi NPUYNH NOTeHLMAanNbHBIX HECOOT-
BETCTBWIA C TeM, YToObI NpeaoTBpaTuTb UX nosisneHune. NMpeaynpeavTenbHble AeACTBUA AOMKHBI COOTBETCTBO-
BaTb BNMSIHUAM NOTeHLManbHbIX pobnem.

4.11.3 HomkHbl ObITb pazpaboTaHbl U AOKYMEHTUPOBaHbI METOAUKN onpeaeneHus Tpe6GoBaHUn Mo OTHO-
LLIEHNIO K:

a) onpegeneHuto NoTeHUNanbHbIX HECOOTBETCTBUIA U UX NPUYUH;

b) oueHke HeOBXx0AMMOCTU B AEUCTBUSIX ANS NPpeAoTBpaLLeHusl NOABNIEHUA HECOOTBETCTBUNA;

C) onpeaeneHuio U BHeAPEHWNIO He0BX0AMMbBIX AENCTBUIA;

d) 3anucsam o pesynbTaTax NPUHATLIX Mep;

€) paccMOTpEeHUIo NPEeANPUHATLIX NpeaynpeanTenbHbIX AeNCTBUIA.

4.12 lMNocTosiHHOE COBEpPLIEHCTBOBaHUEe

4.12.1 MpumeHsiioT TpebosaHna NCO 15189 (nogpasnen 4.12 unyHkT 4.12.2).

4.12.2 Mporpamma obecneveHna ka4ecTBa JOMMKHA Nepuoauyeckn nepecMaTpuBaTb OTHOCUTENbHBIE
BbIFOAbI UCCIefOBaHUI MO MECTY NeYeHUS, OTCNEeXMUBaTb NepeyHU HasHaYaeMbIX TECTOB, OCYLUECTBAATL ayau-
Tl NS NOATBEPKAESHUSI XpaHEeHUA 3annucen U paccMaTpuBaTh COOBLLIEHNS O KPUTUYECKUX 3HAYEHUSIX.

4.13 Perucrpauus AaHHbIX NO Ka4eCTBY U TEXHONOTUAM

4.13.1 MpumeHsiioT TpebosaHua NCO 15189 (nogpasnen 4.13 unyHkT 4.13.2).

4.13.2 [OomkHbl 6bITh pa3paboTaHbl U XpaHUTLCA 3anucK, NoATBepXKaaloLme AoKasaTelbCTBa COOTBET-
cTBUs TpeboBaHuAM U a3 eKTUBHOCTL (PYHKLIMOHUPOBAHMS CUCTEMBI MEHEPKMEHTA KayecTBa. 3anvcu Jomk-
Hbl coflepXaTbCsl B UnTabenbLHOM Buae, 6biTb Nerko naeHTUULMpYEMbIMA U BbICTPO HaxoAMMbIMU. [lormkHa
6bITb paspaboTaHa U AOKYMEHTUPOBaHa METOAUKA KOHTPONS uaeHTUdMUKaLMm, XpaHeHus, 3aLumTbl, noucka,
BPEMEeHU XpaHeHUs U pasMeLLeHNUA 3anucei.

4.14 BHyTpeHHUe ayaAUThbI

MpumeHsioT TpebosaHua UCO 15189 (noapasaen 4.14), a Taike cnegyowme TpeboBaHus:

a) 3aeegyowmin nabopaTopuen UMM yNnonHOMOYEHHOe KOMMNETEHTHOE NULO U rpynna MeHemKepoB
nccneaoBaHWiA MO MeCTY NedeHns A0MKHBI NoNyYaTb U paccMaTpuBaTe OTYeThl MporpaMmbl obecneveHns
KavecTBa.

b) MNpeanonaraemsie moauduUkaunn, BelTeKaloWwne U3 Takoro paccMoTpeHust, ecriu HeobxoanMo, AOMK-
Hbl GbITb BKIOYEHbBI B MOMUTUKY, NPOLECCHI 1 METOAWKW UCCNEeA0BaHUIA NO MECTY NedeHus!.

4.15 PaccmoTpeHue pyKoBOACTBOM

4.15.1 MpumeHsitoT TpebosaHua NCO 15189 (nogpasaen 4.15 nnyHkTbl 4.15.2—4.15.4).

4.15.2 3aBeaytowuii nabopatopueinn UNU YNONHOMOYEHHOE KOMMETEHTHOE JIMLO AOSMKHbI Ocylle-
CTBNATL Mepuoanyeckoe paccMoTpeHne pesynbTaToB ¢ NO3UUUA YNPaBNeHUA B OTHOLIEHUN:

- 3KOHOMWUYECKOro aHanmsa v oLEeHKN KNMHUYeCckon NnoTpebHoCTu;
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- KIMUHWUYECKON 1 3KOHOMMNYECKON 3athbdpeKTUBHOCTU UCCNefoBaHNiA No MecCTy NeYeHust;
- YCTaHOBEHNS BOSMOXHOCTW COBEPLLEHCTBOBAHNS.

Mpumevanne—Cm.[1].

4.15.3 TMpun paccMoTPEHUN PYKOBOACTBOM A0MKHa ObITb NpeAcTaBneHa crnegyowasi uHdopmMaums:
a) pesynbTaTtbl ay4uUTOB;
) oBbpaTHas CBsi3b CO CrielManMcTaMmu 3gpaBooxpaHeHns/naumMeHTaMmm KneHTamu;
) COOTBETCTBWE XapakTepuUCTUK NPOLECCOB 1 06CyXMBaHNS;
) cTaTtyc npeaynpeanTenbHbIX U KOPPEKTUPYIOLLMX AEACTBUNA;
) OelcTBuMSA, BbITEKaoLWMe 13 NPpeiLecTBYOLWUX PaCCMOTPEHNIN PYKOBOACTBOM;
f) nameHeHus, koTopble MOrnn Bbl NOBUATEL HA CUCTEMY MEHeXXMEeHTa Ka4yecTBa,;
g) pekomeHaaL K Mo COBEPLUEHCTBOBAHMIO.
4.15.4 3aBepyrowuin nabopatopuein Um ynonHOMOYEHHOE KOMMNEeTEHTHOe NNLO AOMKHbLI NMPOU3BECTU
N3MEHeHUs B NONUTUKe, MpoLeccax U MeToankax, BoITEKAOLWME U3 PACCMOTPEHUS Pe3ynbTaToB ¢ No3ULMiA
ynpasneHus.

b
c
d
e

5 TexHun4yeckue Tpeb6oBaHUSs

5.1 NMepcoHan

MpumensioT TpebosaHna MCO 15189 (noapasgen 5.1 u nyHkTbl 5.1.1—5.1.5).

5.1.1 OpraHunsauunsa AomkHa onpeaenuTb U NpeaocTaBUTb YeroBeYeckUe pecypchl, Heobxoaumble Ans:

a) BHeApeHWs 1 NnoaaepXaHus CUCTEMbl MEHEAXMEeHTa KauecTBa uccnefoBaHuUi no MeCTY fie4eHus;

b) obecneuveHus Tpebyemoro obyveHunsa nepcoHana, BbINOSHAOLLErO UCCIeA0BaHMUSA N0 MECTY NleyeHus,
BO BCeX cnyxbax v nogpasaeneHusx;

C) NOBbIWEHNS YAOBIETBOPEHHOCTY CreunanucToB 3apaBooxXpaHeHnst /naumeHToB/KIMeHTOB COOTBET-
cTBUeM ¢ TpeboBaHNAMY NoTpebuTenei.

5.1.2 MNMpumeHnsitoT TpebosaHua NCO 15189 (nyHkT 5.1.3), a Taicke criegyowme TpeboBaHUS.

3aseaytowmii nabopaTopuen UM ynoriHoOMOUYEHHOE KOMNETEHTHOE JINLLO AOSPKHbI BbITh OTBETCTBEHHbI-
MW 3a:

a) obecneyveHue, oLeHKY 1 BLIBOP YCTPONCTB, peareHToB U CUCTeM ANA UCCNeaoBaHUiA Mo MecTy reve-
HUS, BKMtOYasa MaTepuanbl Ans KOHTPOSA Ka4ecTsa;

b) paspaboTky 1 A0KyMeHTanbHoe ohopMNeH/e NOMUTUKM Ka4eCTBa U NPOTOKOMNOB ASA SKCMyaTaLoH-
HbIX XapaKTepuCcTUK BCEX UCCNEAOBaHNIA N0 MECTY NIeYeHUs1 U OTHOCALLMXCA K HUM KOHTPOSIO U obecneyveHunio
KavecTBa.

Ob6Lwasn 0TBETCTBEHHOCTb 32 BbINOSIHEHWE 1ccrie40BaHMI MO MECTY NeYeHUA MOXET ObITb BO3NoXeHa Ha
onpegeneHHoro nNabopatopHoro cneynanncTa.

5.1.3 MNpumeHsitoT TpebosaHua NCO 15189 (nyHkT 5.1.4).

5.1.4 MpumeHsioT TpebosaHna MCO 15189 (nyHkT 5.1.7), a Takke cneaytowime TpeboBaHUA:

a) pynna meHenXepos A0MKHA pacnpeaennTb OTBETCTBEHHOCTb U YONHOMOYUTL NepcoHan BbINos-
HATb NCCNeAOBaHNA MO MECTY NeYeHuUs.

b) PacnpepeneHue o6s3aHHOCTEN M OTBETCTBEHHOCTN Pa3fIMYHbLIX rPYynn nepcoHana AOMKHO BbiTb
onpeeneHo B onepaTuUBHbIX NpoLeaypax.

5.1.5 MpumensioT TpebosaHua MCO 15189 (nyHkThl 5.1.4, 5.1.9, 5.1.11, 5.1.12), a Takke cneayowme
TpeboBaHwus.

3aseaylolnii nabopatopueit Unm ynorHoOMoYeHHoe KOMNETEHTHOE NULO MOTYT Ha3Ha4YUTb COTPYAHKKa,
obnapgatoLlero HeobXoAMMO MOATOTOBKOW M OMbITOM, A5 PyKOBOACTBa 06y4YeHNEM U OLIEHKOA KOMMETEHTHOC-
TW NnepcoHana.

a) OTBeTCTBEHHbIN 3a 0byYeHne AoMmKeH pa3paboTaTh, BHEAPUTb U NogaepxkusaTth NporpamMmmy CooT-
BETCTBYHOLLEro TEOPETUHECKOro U NMPpakTUYeckoro oby4eHus BCero nepcoHana, BbINonHA0LLLEro nccriefosanHuns
Mo mecTy neveHuns. OTBETCTBEHHbIN 3a 0BYYeHME MOXET NOPYUYnTL OTBETCTBEHHOCTL 3@ 0ByYeHWe npuMeHe-
HUSA crieumanbHBIX UHCTPYMEHTOB/CUCTEM AN UCCcreoBaHMs Mo MECTY NeYeHns onpeaeneHHoMY TeXHUuYec-
KOMY CneLunanucTy Ui TexXHosnory.

b) BbINonHATL UCCIEA0BaHNS NO MECTY NEYEHNSt MOXKET TOMbKO TOT NepcoHarn, KoTopbli npoluen obyye-
HUe 1 NPOAEMOHCTPUPOBAS CBOKO KOMNETEHTHOCTD.

c) CopepxaHue nporpammbl 06y4eHNA 1 NPOLECC OLIEHKU YPOBHS 3HAHNA/YMEHNIA AOIKHBI BbITh AOKY-
MeHTUpoBaHbl. TpeBoBaHWUs K 3HaHUSIM U YMEHUsIM OXBaTbIBalOT CNOCOBHOCTb COTPYAHMKA MPOAEMOHCTPUPO-
BaTb NMOHNMaHWe Npasunn NPUMeHeHUs1 yCTPOMUCTB, TEOPUN N3MEPUTENTbHON CUCTEMBI (XUMUYECKUI NMPoLece 1
[eTeKTop) U OLLeHKY NpeaHanuTUYeckuX acreKkToB aHanusa, BKnoyas, B TOM Yicne:
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- B3ATWe NPOobbl;

- ee KNWHNYeckoe 3HaYeHne U orpaHnveHns;

- 3KCNepTM3Yy aHaNNTUYECKON MeTOAUKY;

- XpaHeHuWe peareHToB;

- KOHTPO&b 1 obecneyeHne Ka4yecTsa;

- TeXHUYecKue orpaHn4YeHus yCTponcTaa;

- peakuuto Ha pesyfbTaThl, KOTOPbIE BEIXOAAT 32 onpederieHHble rpaHunLbl;

- npakTuky Buonoruveckoi 6esonacHoCcTy;

- npasunbHOE JOKYMEHTUPOBaHWE Y COXpaHeHWe pesynbTaToB.

d) WHTepBansl Mexay NOBTOPHBIMW LMKNaMu obydyeHus 1 nporpaMmMa HenpepbiBHOro oGpasoBaHus
AOIMKHbI BbITb paszpaboTaHbl rpynnoi MeHeKepos.

e) PabBouune xapaKTepuCTWKM onepaTopa UcCrnefoBaHuin no MecTy fieYeHnUs oMKHbI OTCIeXMBATLCS Kak
YacTb NporpamMmmel obecneveHns kavecTsa.

5.2 Pa3MellieHue U YCNOBUA OKpyXaloLlei cpeabl

5.2.1 MpumeHsitoT TpebosaHna NCO 15189 (noapasgen 5.2, nyHkTbl 5.2.2 15.2.3).

5.2.2 lNMomelleHuUs, B KOTOPLIX BLINOMHAOT UCCNEAOBAHUS N0 MECTY 1e4eHust M cnonb3yoT obopyaoBsa-
HWe, AOSKHBI COOTBETCTBOBATL NMPUMEHUMOMY K 3TUM LieNsIM HaLMOHaNbHOMY 3aKOHOA4ATENLCTBY UMW Peruo-
HanbHbLIM UM MECTHBIM TPEBOBaHUSAM.

5.2.3 OpraHusauus gomxkHa onpeaennTb U NpoBecTn paboThl No GopMUPOBaHMIO OKpY>KatoLwel cpeabl
Ana co3faHus XopoLMX MPOU3BOACTBEHHBIX YCNOBUIN, COOTBETCTBYHOLMX TpeboBaHUSM UCCMEAOBaHMIA MO
MeCTY flevyeHus N pekomeHgaunaM nponssoguTenei nsgenui.

5.3 Ila6opaTopHoe o6opyaoBaHue

5.3.1 lMpumeHstoT TpebosaHna NCO 15189 (noapasgen 5.3 nnyHkT 5.3.2).

5.3.2 3asegyrowuii nabopaTopmnein N yNnonHOMOYEHHOE KOMNETEHTHOE JIMLO AOMKHbI ObITb OTBET-
CTBEHHbI 3a KpuTepumn Belibopa 1 npuobpeTeHne ob6opyaoBaHWs, MaTepuanos U peareHToB.

a) CneayeT BeCTU MHBEHTaPHYO ONUCH BCero 060opyaoBaHus AN UCCNEA0BaHUIA Mo MECTY JfieUYeHus,
BKIIOMas HOMepa Cepuii 1 YHUKanbHyo naeHT1bMKaumio, AaHHbIE O NPOU3BOAUTENSIX U MNOCTaBLUUKAX, AATbl
nocTaBsku, ceefeHus 06 o0bcrnyxmusaHnn, BKNoYas nepuoabl HEUCNPaBHOCTH.

b) PearenTbl, Habopbl peakTnBos 1 060pyaoBaHUE AOMXKHLI GbITh MPOBEPEHLI Nepea UX UCNONb3oBa-
HUeM.

¢) AormkHbl UMETLCSA B HANUYMU MUCbMEHHbIE METOAUKU MO yxoay U NpuMeHeHUio 06opyaoBaHUs AnAa
ncecneaoBaHWin No MECTy NeYeHus.

d) Mpynna meHegkepoB AOIMKHA pekoMeHAoBaTb U3bATME M3 ynoTpebnexusa nioboro usgenus ans
ncecnenoBaHns No MECTY NeYeHUs B CnyYae ero HeCOOTBETCTBUS KPUTUHECKUM TpeGoBaHUSM UMW HapyLLEHUS!
ycnosuii 6esonacHocTu.

e) JonkHbl XpaHWUTLCSA 3anMcKk 0 MaTepuanax U peareHTax, NoCTaBfeHHbIX 4SS UCCNEeA0BaHMWA MO MecTy
neveHwusi, Ans obecnevyeHUs BOSMOXHOCTU MPOBECTU ayaUT B OTHOLLEHUN NMo6oro oTAenbHOro TecTa.

f) Mepuoandeckoe unv anusogunyeckoe obenyxveaHue 060pyaoBaHUsA AOMKHO OTCIIEXMBATLCS U JOKY-
MEHTMPOBAaTLCS.

5.4 MpepaHanuTuyeckue npoueaypbl

5.4.1 MpumeHsitoT TpebosaHna NCO 15189 (noapasaen 5.4, nyHkTbl 5.4.2 1 5.4.3).

5.4.2 OpraHusauusa gofkHa rapaHTupoBaTbh uMaeHTUdUKauuio npob U KUX npocnexuBaemocTtb A0
nauueHTa.

5.4.3 OpraHusauus QomKkHa ocyllecTBNATL 3ab0Ty 0 npobax AN UccnegoBaHWin No MecTy feveHus,
MONyYeHHbIX OT ee NaLUEeHTOB, NOCKOMbKY AaHHbIE MPOBLI HAXOAATCS NOA €€ KOHTPONEM UMW UCNONb3YTCA
opraHusauvein. OpraHusauusi AomkHa uaeHTUMUMpoBaTh U coxpaHaTb Npobbl Ana anamusa. Ecnu
Kakasi-nmbo npoba noTepsiHa UMW NOBPeXAeHa, U KakM-To 0bpasoM NpU3HaHa HerogHoOW ANA UCNONb3oBa-
HWSA, 06 3TOM AOSKHO BbITb COOBLLIEHO OTBETCTBEHHOMY MeAULMHCKOMY CneLnanncTy 1 3anucm o6 3Tom Aomk-
Hbl BbITb COXpaHEHbI.

5.5 AHanuTu4eckue npoueaypbl

5.5.1 TMpumeHstoT TpebosaHna NCO 15189 (noapasgen 5.5 nnyHkTbl 5.5.2—5.5.4).

5.5.2 BceM nonb3oBaTensiM A0MKHEI GbiTb 4OCTYMHBI METOAUYECKUE PYKOBOACTBA MO KaXaon cucteme
Ans uccnegosaHuii o MecTy NeveHus.

5.5.3 PexomeHgauuu NponssoanTENen 0THOCUTENBHO MUHUMAbLHOMO KOHTPOMSA Ka4ecTBa ANs cneLu-
anbHbIX CUCTEM UHCTPYMEHTOB MOTYT BbIThb NPUHATLI NOCE AOKYMEHTUPOBAHHOMO paccMOTPEHUS.

5.5.4 BcTpoeHHbI# B Npnbop KOHTPOMb kKavecTsa NpuemneM, ecii yNnornHOMOYEeHHbIe Ha TO OpraHbl Npu-
HANW ero.

6
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5.6 O6ecneyeHune kayecTBa MeTOAMK UCCNEA0BaHUA

5.6.1 MpumeHsitoT TpeboaHua MCO 15189 (nogpasaen 5.6 n nyHkTbl 5.6.2—5.6.8).

5.6.2 OTBeTCTBEHHbIN NO KAYECTBY OTBETCTBEHEH 3a pa3paboTky, BHegpeHUe U NpoBeaieHUe KOHTPONS
KavyecTBa, KOTOpPbIV rapaHTUPYeT, YTO UcCcre40BaHMSA MO MECTY NIEYEHUsl COOTBETCTBYIOT CTaHAapTaM kKayecTea
LeHTpaneHol nabopatopmun. OTHOLIEHUS MeXay 3HaYEeHUSIMN, NONyYEeHHBIMW B NabopaTopuu 1 Npuy Uccneao-
BaHUSIX MO MECTY fIeYeHUsi, OMMKHbI BbiTb YCTaHOBMEHbI U ONY6NIMKOBaHbI MW AOCTYMNHbI MO 3anpocy.

5.6.3 OTBETCTBEHHbIA MO KAYECTBY MOXET BO3MOXWUTb OTBETCTBEHHOCTb 3a MPOBEAEHUE KOHTPOonsa
KayecTBa Ha creunanbHbIX UHCTPYMeHTax/cucTemax anst uccrnefoBaHuin o MecTy fieyeHust onpegeneHHomMy
KBanuULMpoBaHHOMY COTPYAHUKY. Mpn 3TOM MeHeaKep No KAaYecTBY OCTaeTCcA OTBETCTBEHHBIM Nepe/ 3ase-
Aytowmm nabopatopuein Unm ynonHOMOYEHHBIM KOMNETEHTHBIM JIULIOM 3@ Ka4eCcTBO BCEX UCCNEeA0BaHWUiA No
MECTY feYeHus.

5.6.4 MpumensiioT TpebosaHua NCO 15189 (nyHkT 5.6.4).

5.6.5 lNpu BO3MOXHOCTU MOXeT noTpeboBaTbCs yyacTue BO BHeLUHeln oueHke kadecTsa (cM. [1]). B
OTCYTCTBME CXEMbl BHELUHEN OLIeHKM kayecTBa 3aBedyolwumi nabopaTtopueit UM ynosHOMOYEHHOe Komne-
TEHTHOE NULIO A0MKHBI OPraHn3oBaTh LIMPKYaLUMie Npob nnu aybnukatoB TeCToB BHYTPU NabopaTtopun.

5.6.6 3aeeaytowmi nabopaTtopuein U ynosIHOMOYEHHOE KOMMETEHTHOE NMULO U MYTbTUAUCLIMMIUHAP-
Has rpynna oTBETCTBEHHbLIX COTPYAHUKOB MO UCCNEAOBAHUSIM MO MECTY NeYEHUs AOMKHBI MOSyYaThb U paccmarT-
puBaTb [JaHHble BHELHeA WM BHYTPEHHel oueHkn kadvecTBa. [peanonaraemble Moaudukauuu,
BO3HUKatoLWMe B pesyrbTaTe Takoro pacCMOTPEHUSA, AOMKHbI ObITb BKIIOYEHbI B NOSIATUKY, NPOLECCHI U MeTo-
AVKU NccreoBaHWii NO MECTY NeYeHust.

5.6.7 MpumeHsioT TpebosaHuna NCO 15189 (nyHkT 5.6.6).

5.6.8 MpumeHsitoT TpeboBaHua MCO 15189 (nyHkT 5.6.7), a Takke cneaytolume TpeGoBaHus.

3aseayowmii nabopaTopuen AormkeH NoATBEPAUTb CrieayoLLve NpoLecebl s IPeaocTaBeHns YCnyr.

a) MpaBuNbHOCTL U NMPELIN3NOHHOCTb, @ TakKe, MPY BO3MOXHOCTM, IMHEAHOCTb NoKa3aHU MHCTpYMeHTa
AOMKHbI BbITb NOATBEPXKAEHBI MPOrpaMMON KOHTPONS KayecTsa.

b) PasgeneHHble Npobbl NauMeHTOB UMK ApYrue NpueMeMble MaTepuarbl KOHTPOIS KadecTsa AOMKHbI
MPUMEHATLCA AMA NOATBEPXKAEHUSA XapaKTepucTUK CMCTEM UCCieAOBAHWUIA MO MECTY fleYeHUst, UCNONb3yeMblX
B pside noapasaeneHnii opraHusaumn.

¢) YacTotanpoBegeHus BHyTpMnabopaTopHOro KOHTPOMSA KauecTBa A0IPKHA BbITb yTOUHEeHa AN KaXao-
ro ycTpoucTBa.

d) Koppektupymowme AeAcTBus, npeanpuHMMaemMble B OTHOLEHUA Pe3ynbTaToB, BbilUeAWwmnx Us-nog
KOHTPONS, AOSDKHEI ObITb AOKYMEHTMPOBAHDI.

e) OelicTBuA, npeanpvHUMaemMble B OTHOLIEHUW HECOOTBETCTBYHOLWNX TpeboBaHUAM pesynbTaToB
nccnegoBaHnii Mo MeCTy NeveHns, AOMKHbI ObiTb 4OKYMEHTUPOBAHBI.

f) PesynbTaTtel KOHTPOMS KayecTBa AOMKHbBI PEryfsIPHO PErncTpnpoBaThCs MEHEIKEPOM MO KayecTBy
NN YNOMHOMOYEHHBIM ALOM.,

g) lMpouecc KOHTPOSA NOCTaBKN PACXOAHBIX MaTepUaros U peareHTOB A0SKEH ObITb AOKYMEHTUPOBaH U
OTCNEXeH.

h) PesynbTaTtbl nccnegoBaHuii, BeINOMHEHHBIX NALMEHTAMK B CTalMoHape B NopsaKe CamoTeCTUPOBa-
HUSA C NPUMEHeHeM N3aen1i ANst UCCnegoBaHuin No MecTy NeYeHns], DOMKHBI OTCMEXNBaTLCA A5 NOATBEPX-
AEHNSI X TOYHOCTM 1 CONOCTaBUMOCTH C pe3ynbTaTaMu, Nony4YeHHbIMU B LieHTpanbHol nabopaTtopuu.

5.7 NocTaHanuTu4yeckue npoueaypbl

5.7.1 MpumeHsioT TpebosaHna NCO 15189 (noapasnen 5.7), a Takke crnegyrowne TpeboBaHus.

OpraHnzauns gornxHa 6esonacHo nepepabaTtbiBaTth U yaansaTb Bce Npobbl, peareHTbl U HAGopbI peakTu-
BOB COMNACHO MECTHbIM, PerMoHasibHbIM U HaLUOHarnbHbIM Npasuiam.

5.7.2 Mpn KNUHWYEcKkoNn HeoBXoANMMOCTN NOBTOPHLIX UCCIEAOBaHUA OpuUrMHanbHasa npoba AomkHa
COXPaHSATLCA, eCrv 3TO BO3MOXHO. B MPoTMBHOM criyyae AosmkHa bbITe NonyyYeHa HoBas npoba.

5.8 CooblueHue pe3ynbTaToB

5.8.1 MNpumeHsitoT TpebosaHus NCO 15189 (noapasznen 5.8, nyHkTbl 5.8.2—5.8.4).

5.8.2 PesynbTaTbl MCcCregoBaHUiA N0 MECTY NleveHns AOMKHbI GbiTb COOBLLEHbI ¢ HeoBXxoaUMbIMN AeTa-
namu.

5.8.3 PesynbTaThl UCCNEeAOBaHUIA NO MECTY NeYEeHNs AOMMKHbI MOCTOAHHO PErMcTpnupoBaTbCcs B Meau-
LMHCKMX UCTOPUSIX 6ONEe3HN NaLMeHTOB.

MaeHTHYHOCTb N1La, BEINOMHSABLUErO UCCNedoBaHme, AoikHa ObITb 3aperncTpmupoBsaHa.

5.8.4 3anucu pesynbTaToB UCCIEA0BAHWIA NO MeCTY fleveHUs AOMKHbI OTNINYaTbCS OT 3anucen pesynb-
TaToB, NOMYYEHHLIX B LIeHTpanbHOoN nabopaTopun Unn ee catennntax.
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MpunoxeHnne OA
(cnpaBoyvHoOe)

CBefieHUA 0 COOTBETCTBUU CCbITOYHbIX MEXAYHapoAHbIX CTaHAAPTOB
CCbIJTIOYHbIM HauuoOHanbHbIM cTaHgapTam Poccuinckon ®egepaumm

Ta6nuua OAA

0O603HaYEeHUe CCbINTOYHOro CteneHb

O60o3HaveHue u HaMMmeHoBaHve COOTBETCTBYIOLEro HaUMOHaNLHOrO CTaHaapTa
MeXOyHapoaHoro craHgapTa COOTBETCTBUA

MCO 15189:2003 IDT MOCT P MCO 15189—2006 JlabopaTtopumn meguumHckme. YacTtHole
TpeboBaHus K Ka4eCTBY U KOMNETEHTHOCTU

MpumeyaHne— B HacToswWwel Tabnuue NCNoNb30BaHO creaytolee ycropHoe 0603HaYeHe CTeneHn cooT-
BETCTBUA CTaHOapTy:
- IDT — naeHTU4YHbIN CTaHAapT.
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