GOENEPAJIBHOE ArEHTCTBO

NOo TEXHUWHECKOMY PEINYJIIMPOBAHUIKO U METPOJIOIHA

HALUWOHANBbHBLINA FTOCTPUCO/TO
poccuickon  22869—

PEOEPALMUMN 2009

JIABOPATOPUN MEOUMUMWNHCKHUE

PyKkoBoACTBO NO BHeAPEHUIO
NMCO 15189:2003

ISO/TR 22869:2005
Medical laboratories — Guidance on laboratory
implementation of ISO 15189:2003
(IDT)

U3aaHve opmumanbHoe

b3 5—2009/225

MockBa
CtangapTuHdgopm
2011


http://www.stroyinf.ru/test.html
http://www.stroyinf.ru/test.html
http://www.stroyinf.ru/test.html
http://www.stroyinf.ru/test.html

FTOCT P UCO/TO 22869—2009

[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOAIrOTOBIIEH JTabopaTtopuen npodbnem KNUHUKO-nabopaTtopHoOM AnarHOCTUKKM HayuHo-nccneno-
BaTENbCKOro LeHTpa 'ocyaapcTBeHHOro obpasoBaTenbHOro y4peaeHus BoiclUero npogpeccnoHansHoro 0o-
paszoBaHua «MockoBckasa MmeguumHekasa akagemua um. . M. CeveHoBa PocsapaBa» Ha OCHOBE ayTEeHTUYHOrO
lepeBoga ctaHaapTa, ykasaHHoro B nyHKTe 4, nogrotosneHHoro O Y[ «Poccuncknn HaydyHo-TexXHUYe CKUA
1eHTp nHdpopMaLunm No ctaHaapTusaLUum, MeTponorum 1 oUeHKe CoOOTBEeTCTBUA» PocTexperynmpoBaHug

2 BHECEH TexHun4yeckum komuteToM no ctaHaaptusaunm TK 466 «MeanumMHcKMe TEXHONMOTUN»

3 YTBEPXXAEH W BBEAEH B AEWNCTBWE [MMpukasom ®eaepansHOro areHTcTBa no TeXHNYecKomy
perynmpoBaHuntio U metponorinm ot 9 aekadps 2009 r. Ne 633-cT

4 HacTtosawun ctaHaapT naeHTudeH mexagyHapogHomy ctaHgapty MCO/TO 22869:2005 JTabopaTopun
MeauunHckme. PykoBoactBo nNo  BHeapeHuo WMCO  15189:2003 (ISO/TR 22869:2005 «Medical
laboratories — Guidance on laboratory implementation of ISO 15189:2003»).

HanmeHoBaHMe HacTosAWero ctaHgapTa MUSMeHeHO OTHOCUTENbHO HAUMMEHOBaHUSA YKa3aHHOIo MeXxay-
HapoaHoro ctaHgapTa ansa npuseaeHnd B cooteeTcTBMe ¢ [OCT P 1.5—2004 (nyHKT 3.5).

[Tpy NpUMeHeHNN HacToALLEro cTaHaapTa peKkoMeHayeTCA UCNONb30BaTb BMECTO CChINTIOYHBIX MeXayHa-
POAHLIX (PermoHanbHbIX) CTaHAAPTOB COOTBETCTBYOLWME UM HaLMoHanbHble cTaHaapTel Poccunckon Pegepa-
M, CBeAEHNS O KOTOPLIX NpuBeaeHbl B ACNONMHUTENBHOM NpUNoXXeHun B

5 BBEOEH BI'NEPBbIE

ViHcbopmayust 06 UMEeHeHUSIX K HacmosilweMy cmaHoapmy rybnukyemcs 8 eXke200H0 u30asaeMoM UH-
opMallUOHHOM yKa3zamene «HalyuoHanbHbie cmaHOapmbi», a meKkcm U3MeHeHUU U rornpasok — 8 exxeMe-
CSYHO U30asaeMbixX UHPOPpMaUUOHHBIX yKazamernsx «HauuoHalnbHbie cmaHoapmbi». B criydyae riepecmompa
(3aMeHbl) Ui OMMEHbLI Hacmosuwje2o0 cmaHoapma coomeemcemeyruiee yeeoomMmreHue byoem ornybriukoeaHo
8 eXXeMeCs4YHO u3dasaeMoM UHpOpMaUUOHHOM YKalamerne «HauuoHaneHbie cmaHOapmbi». Coomeemcemay-
rouast UHgbopmMmauus, yeeooMiieHuUe U meKkcmal pasMeljaromces makxe 8 UHgbopmMayluoHHoOU cucmeme obujez20o
rofb308aHUss — Ha ocbuyuansHoM calime ®edepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Memporsioauu 8 cemu VIHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

HacToawun cTaHaapT coaepXUT PYKOBOACTBO ANA AOCTUMXKEHUSI COOTBETCTBUSA TpeboBaHUSAM K KOMMNe-
TEHTHOCTU U KavecCTBY, ycTaHoBNeHHbIM cTaHaapTom NCO 15189 ana megununHckmux nadopatopuin. OnucaHsl
OCHOBHbIE NPUHUMNBI NOLWIAroBoroe npoLlecca co3gaHus M BeaeHUst CUCTEM MeHe)XMeHTa Ka4vyecTBa B Meu-
LUHCKMX nabopaTtopusax. CTaHaapT 0AMHAKOBO NPUMEHUM KaK K BHOBb CO34aBaeMbIM, Tak U K AEUCTBYIOLLIUM
nabopatopusam. B HeM oxBadeHbl 1 ynpaBneH4yeckne, n tTexHndeckune tpebosaHua NCO 15189.

[TpU3HaHO, YTO CTpaHa MOXET UMETh CBOW CODCTBEHHLIE CrieynarnbHble npasuna Unm TpeboBaHus, npu-
MEeHUMBIE K NpodeccnoHanbHOMY NepcoHany, ero AesTenbHOCTN N 0BA3aHHOCTAM B AaHHOW obnacTu. B cTpa-
Hax, rae akkpegutauusa TpebyeT cobnioaeHnst KOHKPEeTHOro Komnnekca TpeboBaHun, nabopaTtopus,
peTeHAyLWaa Ha Takoe Npu3HaHue, OO0JMKHa MonydYuTb OT opraHa no akkpeduTauunm AononHUTeNbHbIe
MHCTPYKLKMK, KacarolWnecqa oLeHKM COOTBETCTBUA. B HacTodweM cTaHOapTe Takke NpusHaeTcd, YTO Kaxaad
nabopatopua dyaeTt HaxoOuUTbCs B PasHbIX CTAPTOBLIX YCITOBUSAX BbINOMHEHUSI 3TUX TpeboBaHUN.

Takum obpas3om, Kaxgon nadbopaTtopun noTpebyeTtca onpeaennTs cTeneHb CBOEW NoTOBHOCTU K CO3a-
HAUKO CUCTEMBI MEHEKMEHTA KauyecTBa, OXBaThbiBatoLWeEN pasfiniHble TpeboBaHUA K MeaULUMHCKUM nabopaTto-
puaM. PykoBOACTBY nadbopaTtopun Haao caenath NepBbiA LWar K Co34aHnIo CUCTEMBI MEHEPKMEHTA Ka4eCTBa,
Beaywunn K cooteetcteuio MCO 15189, nytem yCcTaHOBNEHUNA NMPUOPUTETOB HA OCHOBE MOTPEebHOCTEN CBOUX
nauneHTOB U KIMTMEHTOB, CBOUX PECYPCOB, a TakKe MECTHLIX, perMmoHarnbHbIX U HaUuMOHaNbHLIX MOpy4YeHUNA.

Ycnyru MmeanumMHCKUX nabopaTtopui BaXkKHbl AN yxo4da 3a naunueHTaMmm U oxXpaHbl 340p0BbSA HACENEHUS U
MO3TOMY AOJKHBI ObITh AOCTYMNHbLI NaUUEHTaM U NepcoHany KNUHUK, OTBETCTBEHHOMY 3a yX04 3a 3TUMU nauum-
eHTaMW. Takune ycnyru BknovaroT B cebsl cozgaHne HeobxoanMbIX YCNoBUIA, NOArOTOBKY NaLMeHTa U ero naeH-
Tupnkauuno, cbop obpasuoeB, TpaHCNOPTUPOBaHUE, XpaHeHne, obpaboTKy 1M nccneaoBaHUe KNMHUYECKUX
obpasLoeB, a TakkKe rnocneayoLlme npoBepKy, UHTEpPNpeTauunto, NPOTOKONUPOBaHNE N KOHCYNbTALUIO B ACMNOJ-
HeHne K obecneveHUo Be3onacHoOCTU U cobNoaeHUIo 3TUKKA B paboTe MeauLMHCKON nabopaTopun. Ecnum no-
3BOMMIEHO HaLUOHalbHbLIMKA pernameHTammn, TO KenaTenbHO BKMWYAThE B abopaTopHbIE YCNYrM OCMOTP
TaUMEeHTOB B Cliydae KOHCYMbTauMid M akTUBHOE UCNOMb30OBaHME 3TUX YCIYT NP npeaynpexaeHumn 3adbonesa-
HUKA, MOMUMO MOCTAHOBKM AMarHosa 1 obcnyXnBaHus nauneHTa. Kaxkgas ycnyra takke aomkHa obecnevnsaTh
COOTBETCTBYIOLLME BO3IMOXHOCTU ANs1 00y4YeHUs1 U Hay4vHOW paboTbl nepcoHana.

HecmMoTp4da Ha To, UTO cTaHdapT npeaHasHavyeH ans UCrnosib3oBaHUA Npu okasaHMmM NPU3HaHHbIX 4eNCTBY-
FOLLMX YCNyT MeauLMHCKMX nabopaTopuid, Ntoan, 3aHATble B Apyrnx obnactax obecnevyeHnsa NnaumMeHToB, TOXE
HanayT ero nonesHbIM 1 NpUMeHUMbIM. K TOMY e, opraHbl No akkpeauTauuny, KoTopble NMpU3HaT KOMMNeTeH-
THOCTb MeAULMHCKUX NadbopaTopuini, CMOTyT UCNOMBb30BATh CTAHAAPT Kak OCHOBY AN COAeNCTBUA nabopaTo-
PUAM B WX CTPEMIEHUN COOTBETCTBOBATb TpebOoBaHUSM AONS YCTAHOBMEHUA CUCTEMbI MEHEeIKMEHTA
KayecTBa.

PykoBoaswne mexagyHapoaHble, HauuoHanbHble U perMoHanbHble AOKYMEHThI TakKe MOryT NoMoYb Nna-
bopaTopun B AOCTUXKEHUN COOTBETCTBUSA KaK MECTHbIM, Tak U mexayHapoaHelM (MCO 15189) TpeboBaHmsMm.

Hactoawun ctaHgapTt obecnevmBaeT pykoBOACTBO No BHeapeHuto TpebosaHun NCO 15189 B cuctemy
MEHeMKMEHTa KavyecTBa MeaULIMHCKOW NadbopaTopum 1 ycTaHaBNMBaET B3aMMOCBSI3U MeXay pasnnvHbiMn 4O-
kymeHTamun UCQO, kacarowmmmnca cosgaHnusa cuctemMbl MeHemkMeHTa kadectsa, 1 MCO 15189.

[ToapobHocTu Toro, kKak anemeHtbl NCO 15189 nomoratoT onnucatb CUCTEMY MEHeKMEHTa KayvecTBa,
puBeaeHbl B nNpunoXXeHnn A. CcbliNNKKM Ha AONONHUTENbHbIE UCTOYHUKN MHGPOPMaLIMK, BKOYaa MexayHapoa-
Hble U HaUMoHanbHble cTaHaapThl, NpuBeaeHbl B bnbnuorpadgpun.

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

NABOPATOPUN MEOULIMHCKMUE

PykoBoACTBO NO BHeOPeHUKo
MCO 15189:2003

Medical laboratories.
Guidance on laboratory implementation of ISO 15189:2003

Ilata BBegeHna — 2010—11—01

1 O6nacTb NpUMeHeHunn

HacTodawunn ctaHaapT npeacrtaBnsdeT pyKOBOACTBO AN MeaUUMHCKUX nabopaTtopun. B Hem coaepuT-
CHl ONMUcaHne TOoro, Kakum obpasom nabopaTtopust MOXeT BHEAPUTb CUCTEMY KayvecTBa, UTODbl COOTBETCTBO-
BaTb KOHKPETHBbIM TEXHUYECKUM WU YyrnpaBleHYeCKMM TpeboBaHUAM K KavyecTBY M KOMMETEHTHOCTH,
ycTaHoBNeHHbIM B NCO 15189:2003. OpraHel, 3aHMaroLwjmecd npusHaHMemM KoOMNeTeHTHOCTU MeaNLMHCKNX
nadopartopuin, MOryT TakKe MCNONMb30BaTh HACTOSILLMA CTAHAAPT Kak OCHOBY ANsl cOAENCTBUS NabopaTopu-
M B YCTAHOBIIEHUN CUCTEMBbI KQ4YeCcTBa C LeNbio COOTBETCTBUA HALMOHANbHBIM TPebOoBaHUAM U, B TO XKe
BpeMs, TpebOoBaHUAM MeXAyHapoaHbIX CTaHOapTOB. 3TO PYKOBOACTBO NMPUMEHUMO KaK K BHOBb OpraHuso-
BaHHbIM, TaKk U K Y>Ke AeUCTBYOLWMM NabopaTopusiM 1 OXBaTbIBAET KaK ynpaBneH4yeckme, Tak n TeXHU4YecKme
TpeboBaHua NCO 15189:2003.

2 HopMaTuBHbIE CCbINKN

B HacTosLeMm CTarngdapre UCNOJ1Ib30BadHaA HOPMaTUBHAA CCbIJ1IKa Ha cneﬂyrommﬁ MG)K,EI,yHapOﬂ,HbIIz CTaH-

aapT:
NCO 15189:2003 MeaunumHckme nadbopatopun. HactHble TpeboBaHUA K Ka4eCTBY M KOMMNETEHTHOCTH

3 OO6paweHuve 3a KOHCynbTauMen no BONpPoOCy akkpeautaumm Ha COOTBETCTBME
UMCO 15189:2003

Ecnn akkpeantauuma Ha cooTBeTcTBUE MCO 15189 saBngeTcs KOHEYHOU Lenbto, obpalleHne 3a COBeTOM
K cneunanncTamMm MOXeT NoModb nabopatopun nsbexaTtb MHOMMX TPYAHOCTEWN HeaaekBaTHOM NOArOTOBKU UM
HanpacHbIX ycunui. lNpeapaputensHasi NpoBepKa TOro, Ha Kakom aTtane co3gaHusa cUCcTeMbl MEHEXKMEHTa Ka-
YecTBa U rOTOBHOCTU K akKkpeanuTaunm HaxoanTca nabopatopusi, MOXeT ObITb Ypes3Bbl4anHo nonesHoun. Jlabo-
PATOPUN, YXKe MUCMONb3YIOLWEN HauUnydllne TeXHUYecKne Mn ynpaBneH4yeckne mMetodbl paboTbl, BO3SMOXHO,
noTpebyeTca TONbLKO AOKYMEHTUPOBATL CBOM METObI, TOraa Kak nabopatopusi, Haxoaslwasacs Ha HavarnbHOM
aTane co3gaHus CUCTEMbI MEHEeMKMEHTa KavyecTBa, A0MmKHa onpeaennTb CPOKM U pecypchl, Heobxoanmeble
0N OOCTUXKEHUSA Lenn akkpeauTauun.

Llenb HacTosIlero ctaHgapTa 3akno4vaeTcsd B TOM, UTODOLI MoMoYb nabopatopun paspadboTaTb Takyto
CUCTEMY MEHEIXKMEHTA, KOTOpas HanpasneHa Ha COOTBETCTBUE yNpaBNeHYeCKUM U TEXHUYECKUM TPebOBaHM-
am MCO 15189. Tak kak pyKoBoACTBO NabopaTtopun BHEAPSIET CUCTEMY MEHEPKMEHTa KavecTBa, eMy HEODXO-
OUMO PACCMOTPETL Cnocobbl COOTBETCTBUS TEXHUYECKUM TPpebOoBaHUSAM, KacalolMMCsl NepcoHana, yCcnoBui
oKpyXarwoLwen cpeabl, ocbopyaoBaHusa, npoueayp npeasaputensHOU NPOoBEPKMA, OKOHYATENBHOW NMPOBEPKA U
cneaylolWmx nocne npoBepkn npoueayp, onicaHHeblX B MCO 15189,

U3pgaHne odbvumanbHoe
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4 OnpepneneHue pecypcoB, KOTOpPbIe NOMOryT nabopaTtopmmn COOTBETCTBOBATL
Tpeb6oBaHuam UCO 15189:2003

BeposiTHO, Kaxkaasi nabopatopusi UMeeT YHUKarbHbIM Habop pecypcoB AN AOCTMKEHUS COOTBETCTBUS
TpeboBaHUsM. PykoBoaCTBO nabopaTtopmein MOXeT NMoNyvYnTb NOMOLLb OT APYrMX MECTHBLIX NabopaTtopuii, KOTO-
pble yXXe OOCTUrNK COOTBETCTBUA TpeboBaHUAM, UMK OT npodeccunoHanbHbIX NMadbopaTopHbIX opraHusauuin
(MECTHbIX, perMoHanbHbIX, HaLUMoHarnbHbIX U MeXXayHapoaHbIX), UM OT NpaBUTENbLCTBA, OpraHoOB Mo akkpeauTa-
Lnn (rae ato AONyCTUMO UMK OBYCNOBMNEHO), UM MeXAyHapOAHbIX OpraHM3aunid, npeanararolx NnoaaepKKy
MeanUUHCKUM nabopaTopusiM B Bonpocax obecnevyeHns KavyecTBa, UM OT KOHCYNbTaHTa C COOTBETCTBYOLLNM
YPOBHEM KBanugukaLmn.

Ecnu B nabopaTtopun OTCYTCTBYET YBEPEHHOCTb B TOM, C Yero ny4ylle HadaTb, TO Hanbonee ontumarb-
HbIM OyaeT obpalleHne B MUHUCTEPCTBO 34paBOOXPaHeHNsa U Apyromn paBHo3Ha4vYHbIM HaUWMOHaNbHbIW OpraH
ONs1 KOHCYNbTauUMA OTHOCUTENBHO HaYvarnbHbIX WaroB. CM. Takke bubnunorpadguio no NoBoay ACNONMHUTENBHBIX
MaTepuanoB No pecypcam.

5 OO6paweHue 3a nogaepXKOU AnNA co3gaHuUA CUCTEeMbl MeHeO)KMEeHTa KayecTBa
ona coorBetcTBuA TpeboBaHuam UCO 15189:2003

PykoBoacTBy nabopatopun cnegyeT NpusHaTh, YTO CYLLEeCTBYET nepapXust NOHATUN, UCNOSb3yeMblX 4Ns
ONMUCaHUA CUCTEMbl MEHEDKMEHTa KayecTBa yCnyr B 00nacTy sapaBooxXpaHeHUs. OTU NOHATUSA, BbICTPOEHHbIE
C TOUKU 3peHUs ynpaBneHns, Ha4MHaKTCA ¢ obwen punocoun MeHeaKMeHTa KavyecTBa, B KOTOPON Bblpaxe-
HO CTpeMneHne O0CTUYb KadeCTBeHHbIX (De3onacHbIX, 3pdekKTUBHbLIX, CBOEBPEMEHHbIX U OPUEHTUPOBAHHbIX
Ha NauMeHTa) yCcnyr B CUCTeMe 34paBooXpaHeHus. OTa punocodpuda obblYHO OXBaThbiBAET MEHEe)KMEHT Kavec-
TBa, KOTOPbLIA HanpasneH Ha noaaepXXaHne CKOOPAUHUPOBAHHLIX U BCEODBLEMITIOLLNX YCUITMA COOTBETCTBO-
BaTb LensM CUCTeMbl 34paBoOXpaHeHUd B obnacTu KadecTBa. OTU YCUNUS U3BECTHbI Kak «CcuUcTema
KayecTBa», KoTopas BKNoYaeT B cebs BCe BUAbI AeATeNbLHOCTU B 0bnactn obecneyeHns kayecTsa (HacTb Me-
HePKMeHTa KavecTBa, cpoKycupoBaHHAadA Ha AOCTMXKEHNN YBEPEHHOCTU B TOM, UTO TpeboBaHMA K Ka4ecCTBY Dy-
OyT BbINoNHeHbl) [1], a Takke BCe BUALI AeATENLHOCTU MO KOHTPO0 KadecTBa (YacTb MeHepKMeHTa Ka4yecTRa,
cpokycnupoBaHHasa Ha BbINONTHEHUU TpeboBaHU K KadecTBY) [1] (CM. pUcyHOK 1).

MeHeaKMEeHT
KayecTBa

Cucrema KayecrBa
ObecneyeHne kayecrtBea

KOHTpOsnb KayecTBa

PucyHoK 1 — lNupammnga kavecTtea

Ecnu Takasa nepapxmdeckass cxema MeHeKMeHTa KadecTBa (MMpamMuaa KadecTBa) oTCyTCTBYeT, nabo-
paTopuUsa MOXET MOJTYYNTb BbICOKOTOYHbIE N HadeXHble pe3ynbTaTbl UCCNeAoBaHWK, oTBeYaloLne aHanmTn-
YecKnMm LenssM, HO He pe3ynbTaTthbl, Heobxogumble ANA yxoda 3a naLuMeHTOM, W3-3a HEeCOOTBETCTBUSA
nabopaTopHbIX YCNyr UX KIMHUYECKOMY npeaHasHadeHnto B cMcTeMe 3apaBooxXpaHeHusa. Hanpumep, ecnu
caenaH HenpaBWUNbHbIA TECT Ha NpaBUNbLHOM obpa3sLe oT nauuMeHTa Unru HaobopoT, NpaBUSIbHBIN TECT Ha He-

npaBubHOM obpa3sLe, nabopaTtopHoe UccnegoBaHWe MOXeT HaHecTu ywepb yxody 3a nauueHToM, JaXe
ecnu pesynbTaTbl aHANMUTUYECKUA TOYHBI U HAOEXHbI.

[Mockonbky HeobxoanMmo, YToObI cMcCTEMaA KadecTBa OoTBeYana NnocTosAHHO U3MEHSOLLIMMCSH YCIOBUSAM B 0D-
racTu 3gpaBooxpaHeHus, pykoBoACTBY nabopaTopun HeobxogmMmo paspadoTaTh NnaH NOCTOAHHOMO Yy4dLLEeHUS
MEeTOA0B MeHepKMeHTa (BKNtovas oby4veHne nepcoHana), a Takke MeTobl No obecnevyeHunto U KOHTPOSO Kadec-

2
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TBa, YTODbI NoAAEPKNBATb BbICOKUA YPOBEHL MOTOBHOCTU COOTBETCTBOBATL MEAULMHCKAM TpeboBaHUAM. BbIro-
Obl BHEOPEHWS1 CUCTEMbl MEHEMKMEHTa KavecTBa MOryT BKMovaTb B cedsl ynydlleHWe pacnpeaeneHus
PECYPCOB U COKpalleHWe onepaTUBHbIX pacxodoB.

Akkpeantaums Ha cootBeTcTBME NCO 15189 BKNtovaeT B cedst U onpeaensieT CyeCTBEHHbIE SNEMEHTHI
CUCTEMBI MEHEPKMEHTA KavecTBa ANs MeanUnHcKnx nadbopatopud. Ecnn nabopatopua CTpeMUTCH BbITh NpuU-
3HAaHHOW KaK opraHmsaluus, COOTBETCTBYIOLWAsA MUPOBLIM CTaHAAapTaM KayecTBa, e HeobxoauMmMo COOTBET-
CTBOBaTb NPUBEAEHHOMY B HaCTOALIEM cCTaHAapTe Komnnekcy TpeboBaHun. [JOCTMXKEHUEe COOTBETCTBUS B
paMKax CUCTEMbl Ka4ecTBa MO3BONLAET Liar 3a warom npudnmxkaTtbcs K LEenn COOTBETCTBUS TpeboBaHUAM
NCO 15189 6e3 HeonpaBaaHHbLIX 3aTpaT PECypPCoB.

NTabopaTtopun cneayeT yTOMHUTL AN OpraH13aunm, KOTOPOW oHa noaoTyeTHa, UTo ee Lefnb — obecne-
YeHMne ageKkBaTHbIX NabopaTopHLIX YCNYr B COOTBETCTBUM C TpeDOBaHNAMU 3apaBooXpaHeHUs. [JJoCcTMKeHMe
cooTBeTCTBUA NCO 15189 B pamMmkax cUCTeMbl KadecTBa no3BondeT 3dpdPeKTUBHO COOTBETCTBOBATL LIENsaAMm
oKasaHUa MeOULIMHCKMX YCNyT U NevyeHna naumeHToB. BHeapeHneM CUCTeMbl MEHEPKMEHTA KayvecTBa MOXHO
obecneynTb Ka4eCTBO BCEro LMKna npegoctaBneHnsa nabopaTopHbIX yCenyr (CM. pUCYHOK 2).

HeobxoanMmMo NOCTOAHHO NPOBEPATL 3TOT UMK ANSA BLIABNEHUS BOSMOXHOCTU ynyJdlleHUda nabopartop-
HbIX YCNYT, HANPUMEP, NyTeM CoKpalleHust Yicna obpasLoB, He NpUrogHbIX Ans nccnegoBaHun, KoTopble No-
nyvyaet nabopartopusi.

NALMEHT N CEMbBA

[eihcTBUE %
NOCTABLUMK YCNYT ﬁ NOCTABLLUK YCIYT

3anpoc

NHTepnpeTtauns
[locTaHannTU4YecKas %
4yacTb LMKNa
PeweHne 06 nccnenosaHmm

[lpoTOoKONUpoBaHue
[peaHannTUyeckas
A YacTb UMKNa

3akas

AHanuTuyeckas
JTIABOPATOPNA AHanus
% NaeHTndukauus

[1pyroToBneHue C60p

: TpaHcnopTMpoBaHue C?

PUCYHOK 2 — MeaunuunHcekasi nabopatopus. [MonHbIn UKMKN nccnegoBaHns

6 BHeapeHue cuctemMbl MeHeOXXKMeHTa KadyectBa Ha ocHoBe UCO 15189:2003

6.1 CocTaBHble YacTU cUCTeMbl MeHeP)KMeHTa KaJdecTBa

NcTopnveckn OCHOBEI CUCTEMBI Ka4ecTBa, onpegeneHHble B [2], cnoXunuct Ha base KoHLUenuun, paspa-
boTaHHbIX B 1930-e rogbl Yontepom LLyxaptom (Walter Shewhart), nposoamsLinm ctatuctudeckne padoTthl B
komnaHun Bell Laboratories B CLUA. Ero vetkipe ctagnn peweHuns npodnem (INnadupyn, enan, MNposepsin u
[dencTByn) N3BECTHBI KaK «UuKn LyxapTa». 3Ta KOHUEeNUUa akTUBHO nponaraHanpoBanacs Y. 3asapacom [e-
MuHrom (W. Edwards Deming) B natugecaTtbix rogax 1 ctana MHCTPYMEeHTOM MeHe)KMeHTa KadecTBa, U3BEeC-
THBIM KaK «koneco [emMuHra». OTOT UHCTPYMEHT BecbMa ycnewHO NPUMEeHANCca BO MHOMMX oTpacnax ans
NOBbILLEHNA pPe3ynbTaTUBHOCTU N 3P PEKTUBHOCTU NPOUIBOACTBA U OOCTWKEHNA YOOBMNETBOPEHHOCTU NOKY-
nateneu npoaykunen. Belroga ot npUMeHeHUa NpMHUMNOB MeHeXKMeHTa KadecTBa Npy NnocTaBkax MeguumH-
CKUX NTabopaTopHbIX YCIyr Npu3HaHa cenyac BO MHOTUX CTpaHax.
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[TprMeHeHne NPUHLUUNOB CUCTEMBI Ka4eCcTBa B MeAULMHCKOW NnadbopaTopu HaxoauTca B LEHTpe Tpebo-
BaHUN NCO 15189. B Hem onuncaHa cnctema MmeHe)KMeHTa KavyecTBa, KoTopas oXBaThiBaeT NONMUTUKY, CTPYK-
TYpY, Npouecckl, npoLeaypbl U pecypchl. Koraa cTtpykTypa opraHmsauum n gpyrue npoLecchl HanpasleHbl Ha
OOCTMXKEHNEe COOTBETCTBUA TPeOOBaHUAM NOMNb30BaTENS, CUCTEMA MEHEPKMEHTA KavyecTBa MOXET CUUTATLCH
paspadboTaHHoW. CneagyeT OTMETUTb, YTO B TEPMUHOMOTNNKU, OTHOCALLENCHA K LenM NOocTaBOK (MOCTaB-
LLIMK — opraHmnsauma — notpedburtens), ncnonbsyemon B UCO 9001 [2], TepMUH «MeauLMHCKaa nabopaTopusi»
MOXET OTHOCUTBLCS K MOCTaBLUUKY U3OENNA, TaKUX KaK peaKTUBbI, KOMMNMEKTbl UM Npudopbl, NPUMEHAEMbIE B
MeauLMHCKoW nadopaTtopun, N K MeauumnMHCKOU nadbopaToprn Kak NocTaBLUMKY UCCNeaoBaTeNbCKUX YCnyr
anga MeguunHCKUX paboTHUKOB U X NaLUeHTOB.

TepMUH «opraHnsaumst» MOXeT OblTb UCMOMb30BaH Kak Mo OTHOLUEHUIO K caMon nadbopaTopun, Tak U K
BbILUECTOSALLEN CTPYKTYPE, B paMKax KOTOpOW Haxoautca nabopatopus. TepMnH «noTpedbuTtenb» 4acTto UC-
NONMb3yeTCs NO OTHOLWIEHUIO K OTAeNbHbLIM NULUAaM, KOTOpble 3akasblBaloT UccregoBaHUe, HO KOTopble MOTyT
CUNTaTLCH U NaLUEeHTaMMN.

CyllecTBeHHbIe PaKTOpbl CUCTEMBI MEHE)KMEHTA KavyecTBa BKMOYatoT B cebs: opraHMsaLuo, Nnepco-
Han, obopyaoBaHue, 3aKynki U MHBEHTapuaaLuo, ynpasneHue npoueccamm, A0OKYMEHTHI U 3anucu, ynpasne-
HMe WHpopMauunen, ynpaBneHne coObLITUAMU, BHYTPEHHUE WU BHELUWHWE OLEHKW, yNnydlleHWe Npoueccos,
obcnyXxuBaHue 1 yaoBneTBopeHue notpedbutens, nomMelleHUsa n 6esonacHoCcTb. KayecTBO MeaULIMHCKOW Na-
bopaTopun MOXET onpeaensiTbCs Kak COCTOAHUE, CO3OaHHOE KOMMIEKCOM MpaBUbHO onpeaeneHHbIX U Bbl-
MONMHEHHBLIX NPOUECCOB. OTW npouecchl co3galT cuctemy cbopa n nccnegoBaHua obpasuoB MaTepuana,
B3AATOrO y YenoBeka, 1 cooblleHUs pe3ynbTaToB UCCNeaoBaHUA, KOTOpas:

- NoAAepXNUBaAET AMarHo3, NpeaoTBpallaeT U KOHTPONMpYET 3aboneBaHne, a Takke yrnpaBnisieT COCTOS-
HAAMMW NPpK 3aboneBaHnNm;

- TeHepupyeT MHpoPMaLUIO, MPUHOCALLYIO KITMHUYECKYIO NONb3y U MMEeoLLYo onTUMalnbHoe BIIMAHME Ha
300POBbE;

- OTBeYaeT paHee onpeaeneHHbIM Lenam ang NoaATBepXaeHNs COOTBETCTBUS;

- CTPEMUTCA K 6e30LNOBOYHOCTMU;

- CTPEMUTCS K CBOEBPEMEHHOCTU, BE30MaCHOCTN, PE3yNbTaTUBHOCTA, 3PPEKTUBHOCTU OTHOCUTENBHO
CTOMMOCTU U

- CMOCODOCTBYET YAOBMNETBOPEHHOCTU KNUEHTA U MOCTOSIHHOMY YIYULLIEHUIO KaYeCTBa YCNyr.

[TepBON 0BA3AHHOCTLIO PYKOBOACTBA ABNAETCS onpeaeneHne nonnuTmuKAU, CornacHo KoTopon dyaeTt pyHK-
LUoHUpoOBaTh nabopartopus. 3aTteM criegyeTt onpeaeneHne npoLeccoB, ONUChIBaloLLEe, YTO AOITKHO ObITh
caenaHo Anga peanusauun NoNUTUKA. [lanee npouecchl onpeaensaloTcs npouegypamMmun, B KOTOPLIX ONUCaHbI
OeUCTBUA, NpeanpuUHMaemMble NS BbIMONHEHUSA NOMUTUKA U MPOLECCOB. OTU ASUCTBUSA onpeaensoT CUCTe-
MYy MeHepKMeHTa KauyecTBa, KoTopad ycTaHaBNMUMBaeT, KOHTPONMUPYeT, nepecMaTpuBaeT M yrnydllaeT BeCh
LIMKN nccnegoBaHuin BO BpeMeHU. BaanmMocBsisb U Koppensauna mexay TpedosaHuamm MCO 15189 n cucre-
MO MEeHeKMeHTa KavyecTBa B nNabopaTopum nokasaHbl Ha pUCYHKe 3.
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KOHTPOIJIb
Hag CUCTeMOWU MeHeDKMEeHTa

KayecTBa C
* YNpaBneHMeEM JOKYMEHTaMM

N OaHHbIMA
* KoHTponem Hag obopyaoBaHuem
* YnpaeneHneM HeCOOTBETCTBUSAMU
* YnpaeneHneM obpasLamn
N Marepuvanamm
* YnpaBneH1MeM 3aKyrnkamu
* KoHTpONeM Hapg
TPaHCMOPTUPOBKOW/AOCTABKOM
 KoOHTponeM Hag o6paboTKon

* YnpaBrneHneMm 3anucsimu,
OTHOCALLMMUNCH K Ka4ECTBY

PucyHok 3 — B3anmocBs3b mexay BHegpeHnem uukna cuncrtemol kadvectea n NCO 15189

6.2 OueHka. UgeHTUDUKaALUA HEAOCTAaTKOB CUCTEeMbl MeHe)KMeHTa KavyecTBa

KpUTn4eckum warom B niiaHMpoBaHMN COOTBETCTBUSA TpebOBaHUSM cTaHOdapTa SABMAETCH BbINOTHEHNE
nabopaTtopnen camooLeHKN. [OTOBbIM MHCTPYMEHTOM TakKoW NpegakkpeauTaLuoHHON OLEHKU SIBNAETCS KOH-
TPONbHLIN NepeveHb. CneayeTt ydoeanTbCcH, YTO OH OXBaThIBAET BCe BMUAbLI AeATENbHOCTU NabopaTtopun. Ecnn
akKkpeaguTaumm godbuBaeTcsa crnevumanbHbliA opraH no akkpeautauun, To npeaoueHOYHbIN KOHTPONbHBbIN Nepe-
YeHb, UCNOMb3YEMbIN OpraHoM No akKpeauTaLun, N NnepedeHb, NoNyvYeHHbIN Y KOHCYNbTaHTa, KOTOPbIA MMe-
eT ONbIT coaenucTBuUsa nadbopaTopusaM, COOTBETCTBYIOLUMM TpPeOOBaHUAM opraHa no akkpeauTauun, MOXET
ObITb 4pe3BbIMANHO MNoNe3eH. Takask npoBepKka MOMOXeT nabopaTopun MAEHTUPULMPOBATL COCTOSIHUE
rOTOBHOCTU cooTBeTCcTBOBaTL MNCO 15189.

[MockonbKy Kakaas nabopaTopuns HaxoQUTCA Ha CBOEN CTAapTOBOWM TOUYKe, Yy Kaxagon nabopatopunm Oy-
[eT CBOW NfiaH AOCTMXKEHUA COOTBETCTBNA cTaHaapTy. Hanpumep, ecnn nabopaTtopus onpegenuna, YTto oHa
oTBeYaeT DOMbLUMHCTBY TEXHUYECKUX TpeboBaHW cTaHdapTa K NPoM3BOACTBEHHbLIM cpedcTBaM (MepcoHa-
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ny, obopyaoBaHuto, npeaBaputensHbIM UCCrnegoBaHUAM, UCCNeQoBaHUAM U NpoLeaypam nocrne nceneao-
BaHMK), onucaHHbiM B UCO 15189, paszaen 5, To 9Ta nabopaTtopust MOXET cocpeaoTavmBaTh CBOU YCUMNA HA
OOCTMXKEHUN COOTBETCTBMUSA yrnpaBrneHyeckum TpebosaHnam NCO 15189, pasaen 4.

Opyrum nytem AOCTUXKEHUS COOTBETCTBUS OyaAeT BbISIBNEHUE TOr0, Kakne 4acT CUCTEMbl MEHEXKMEHTA
KayecTBa OTCYTCTBYIOT. [1pn gonyweHnm, Yto Balln NoOMeLLeHns, nepcoHan n obopyaoBaHUe COOTBETCTBYIOT
TpeboBaHUSIM, NEPBOE, YTO cneayeT BbISICHUTL, €CTb TN Yy NabopaTopun AeNCTBEHHAas cCUCTeMa KadecTBa As
MeToauK uccnenoBaHnd. ECNM HET, 3TO AOIMKHO CTaTb OTNPAaBHOM TOUKOWU, TaK Kak NpaBUNbHOCTb U3MEPEHNN B
nabopaTtopun MOXHO NOABEPrHYTb COMHEHUI0. ECnun Ball KOHTPOMNb Ka4yecTBa afekBaTeH, Torga Hago pac-
CMOTPETb KOMMOHEHTHI, COCTaBNAOLLME BCEODBLEMMIOLLYIC CUCTEMY 0DecneveHuns kavyecTBa. [1OCKOMNbKY oLe-
HMBAETCHA Kaxkgasli YacTb obLlero MeHeaKMeHTa U TEXHUYECKUX BO3MOXKHOCTEWU nabopaTtopun, To byayT
MaeHTUPULUPOBaHbI Teé HeJOCTaTKM CUCTEeMbI KavyecTBa, KOTopble AOITKHbI ObITb U3MeHeHbl, YTODbI COOTBET-
cTBoBaTb TpedboBaHnsam MCO 15189,

6.3 nnaHMPOBaHMe. yCTpaHeHMe HeO4OCTaTKOB CUCTEMbBI MEHEOAXMEHTa Ka4vdeCTBa

[Mocne Toro, kak nabopaTopusa oLEHUT HeagoCTaTKU CUCTEMbI MeHepKMeHTa KadyecTBa, OHa [A0JKHa COo-
CTaBWUTb N1aH KOPPEKTUPYIOLLNX AeNCTBUIA. B nnaHe gomkHbl ObiTb paccMoTpeHbl pecypcbl ((bMHAaHChI, Nepco-
Han, obopyaoBaHMe U CPOKK), Heobxoaumble ONA COOTBETCTBUSA TpeboBaHWAM cTaHaapTa. B HekoTopbIX
crydasix MOryT noHagobutbea nsMeHeHns unu mogudnkans.

KoppekTupoBka MoXeT notpeboBaTbh ACMCNHEHNA UMM N3MEHEHWUI, KOTOPbIE CMOCOBHO OCYLLECTBUTL
TONbKO PYKOBOACTBO NabopaTtopum BMECTe ¢ ee KnueHTamMmmn, nHaHCUpyoLen opraHmsasgmein, rocyaapCcrBeH-
HbIM areHTCTBOM, MUHUCTEPCTBOM 3apaBooxXpaHeHua 1 T.4. [JononHNTENbHO K AOCTUXKEHUIO COOTBETCTBUS Na-
bopaTopuK cneayeT TakKe HAaUTU NYyTU YCTPpaHeHNs NN YMEHbLUEHUSI PUCKOB W YIyYLLIEHNS pe3ynbTaTUBHOCTI
nabopaTtopHbIX ycnyr. Takmm obpasom, KoHeYHbIM DeHenLMapoM COOTBETCTBUS SABNAETCS nauneHT. Koppek-
TUPOBKA NAEHTUDULMPOBAHHBIX HEAOCTATKOB UrpaeT CYLECTBEHHYIO POrb ANsl rapaHTUM COOTBETCTBUSA Lie-
NAM YCNyr 34paBoOXpaHEeHUs .

6.4 YcTaHOBNeHue NpMopuUTeToB

MpuoputeTbl ANa ycnyr nabopartopun, HanpuMmep npeanaraemMble nccneaoBaHUsa (TecTbl), 0OBbEKThI U
BpPEMSA UX OKasaHWus, YacTo ycTaHaBnnBatTca n3sHe. OgHako npu paspaboTke CUCTEMBI MEHEXKMEHTa Kadec-
TBa C Lenbto obecnevyeHnsa TOUYHbIX U HAOEXHbIX NccneaoBaHuin (TECTOB) AN COOTBETCTBUA TpeboBaHMAM K
ycrnyram OKOHYaTelbHYH OTBETCTBEHHOCTb HECET pyKoBoACTBO NabopaTtopun. OHO ACIKHO onNpeaeniuTb He-
COOTBETCTBME TpeboBaHMAM cTaHgapTa U cpeacTBa AOCTUXKEHNSA COOTBETCTBUA.

Kaxxaon nabopaTtopun cneayeT yCTaHOBUTbL HAbop NMpUOpUTETOB B CO3aHUN CBOEN CUCTEMBI Ka4ecTRa.
[propuTeThl ACIMKHBI ObITb OCHOBAaHLI HA OLUEHKE TOro, Kakue pakTopbl BEpOSATHEE BCEro MOBMUSIIOT Ha pe3yib-
TAaTUBHOCTb U 3hEKTUBHOCTL NTabopaTopHbIX yenyr. Ansa nadbopaTtopuin, orpaHUYeHHbIX Mo pecypcam, Hanbo-
nee KPUTUYHBIM (PakTopoOM MOXKET CTaTb HaNMMYMe KOMMEeTEHTHOro NepcoHana U1 npruobpeTeHne 3KoNMorm4eckn
KOHTPONMMPYEMOro NoMeLLeHUs Ang nccnegoBaHui (tTecto). Bece nabopaTopum MMeroT orpaHUYeHHbIE Pecypchl,
N OYeHb BaXKHO OLEHUTb, KyAa B NEPBYIO ovepeab CrneayeT HanpaBnTb pecypcehl, YTODObI 0DecnevnTb Ka4ecTBEeH-
Hble YCIyr No nccnegoBaHnam Ans yaoBneTBopeHnst NoTpedbHoCcTen KIMEHTOB U NauUeHTOB.

YcTaHOBNEeHWe NpUopUTETOB Ha OCHOBE npedynpeXxgeHusa BeposTHOCTU NMoNyvYeHUs HECOOTBETCTBYIO-
LLIMX pe3ynbTaToB UccneaoBaHUA (TECTOB) MOXET CcTaTb MONe3HbIM NMpu onpeaeneHnun Toro, Ha Yto MMeHHOo
cnegyeTt HanpaBUTb YCUNMUA NPU HexBaTke pecypcoB. C y4yeToM akkpeautTauum Ha cootseTcTBMe MCO 15189
BCE ero TpedboBaHUA O0TKHbI ObITh BLINONHEHBI A0 akKpeanTaummn, XoTS NopsiaoK, B KOTOPOM BHEAPSAOTCS UM
paccMaTpuBalOTCs YacTu cTaHadapTa, MOXET MEeHSITbCA B 3aBUCUMOCTU OT PECYPCOB U NNAaHOB NnabopaTopun.

6.5 BHepgpeHue. [locTpoeHne cucteMbl MeHeQ)KMeHTa KavyecTBa

B npunoxeHun A npueegeHo onucaHne NonMTUKA, NPoLEeCCOB 1 Npoueayp, KoTopble AoMmMKHa pa3pado-
TaTb NabopaTopna AN COOTBETCTBUSA ynpaBneHYeCcKUM U TexHudecknm TpeboBaHnam NCO 15189 B pamkax
CUCTEMBI MEHEKMEHTa KavyecTBa. Ha KOHKpeTHbIe 3neMeHThl CTaHdapTa AaHbl NepeKpecTHbIe CChINKN, YTOObI
nokKasaTb, Kak NPpUMeHAeTCs KaXXablA 3MeMEHT.

[Tpn NOCTPOEHUN CUCTEMBI MEHEKMEHTA Ka4yecTBa PYKOBOACTBY nabopaTtopun crieayeTt onpeaenmnTb,
KaKkmne nonuUTUKKU e HyXXHbl, YTODLI NoaaepXKMBaTh Npouecchl U npoueaypbl Ans BbINONHEHUSA KOHKPETHOMO Tpe-
boBaHUS. [0 Mepe BHeApEeHUS KaXKAoro N3 YeTbipex KpaeyrofibHbIX KaMHEN CUCTEMBI MEHE)KMEHTA Ka4eCcTBa
[ycTaHOBNeHMe, ynpaBrieHne, paccMmoTpeHne (nepecmoTp) U ynydweHue] nadbopatopun cneayeT oLeHUThL CTe-
MeHb COOTBETCTBUA TpeboBaHMAM cTaHAapTa U U3bICKaTb pPecypcbl ANt AOCTMKEHUS MOMHOMO COOTBETCTBUS.
BHYTpPEHHWUA ayauT LWAaroB K 3TOM Uenn noneseH Ans rapaHTum TOro, YTo pecypchkl HanpasneHbl Ha yCTpaHeHue
Hanbosee cyleCTBEHHbIX HEAOCTAaTKOB.
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6.6 OueHuBaHue, ynyJvweHne U BegeHue cUCTeMbl MeHeQ)KMeHTa KavyecTBa

He3aBUCUMO OT UCXOQHOrC COCTOSIHUSI nabopaTtopui, NpoBeaeHNE Nepnoanvyecknx BHyTPEHHUX ayan-
TOB CUCTEMbI KA4YeCcTBa NOMOXET nabopaTtopum yoeanTbCca B TOM, YTO OHA NPoAcKaeT COOTBETCTBOBATL Tpe-
OoBaHMAM cTaHaapTa, UK B TOM, YTO OHa HEYKITOHHO NPUBNMXKaeTCs K 3TON Lenn. Ecnn BHYTPEHHWE ayauThl,
BEPOATHO, MAEHTUPULMPYIOT MHOMO YHACTKOB, HYKOAOLWNXCS B YNYYLLUEHUN, LEHHBIMU TakXKe byayT U nepmo-
On4ecKn NpoBoAUMEIE BHELUHWE ayauThil.

BHelHUM ayanT MmoxXeT ObITb NpoBeAeH B HECKONbKUX popMax, BKIMOYas:

a) OLEeHKYy opraHoOM Mo akkpeauTaLuu;

b) oueHMBaAHWE HA MecTe, NPOBOANMOE 3KCMEPTOM UMM TPYNMNON SKCNepTOB U3 MECTHON, YXKe akKpeanuTo-
BaHHOW NnabopaTtopuu;

C) cComnocTaBfeHue pe3ynbTaToB uUccneaoBaHWsl (TecTa) ¢ pesynbTaTaMmu Apyrux nadopartopun and
onpeaeneHns NpaBUNbLHOCTU BbINMONHEHUNA nccneaoBaHusa gaHHon nabopartopuen (MCO 15189 onpeaensieT
3TO KaK NMpoOBepPKY KOMNETEHTHOCTW);

d) cxemy nepenpoBepkn obOpas3LOB CpaBHEHUEM pe3ynbTaToB OAHOM NabopaTopun ¢ pesynbTaTamu
apyron nadbopartopun Ha obLKMX MaTepuanax nnu npobdax, B3ATbIX Y NaLUeHTa;

e) ydacTue B HalMoHanNbHLIX UMW pernoHarnbHbIX NporpamMmmax oLeHKU NPoU3BoAUTENbHOCTUA CUCTEMBI
Ons onpeaenexHnst Toro, Kak Metodbl 1 npoLeaypsl B nabopatopum conoctaBUMMbl C aHaNOrMYHbIMU UHCTRY-
MEHTaMMW.

Kaxaada ns atux gpopm obnagaeTt HEKOTOPOWN CNOCODHOCTLIO MASHTUPNLMPOBATL yNpaBrieHYecKne nnu
TeXHn4eckme TpedboBaHUS, KOTOPLIM He yaoBneTBopdeT nabopartopust. Hem 6onee NONHbIMU ABMSIKOTCHA NPO-
LileCCbl BHYTPEHHMX N BHELLIHMX ayAnUTOB B NabopaTtopui, TEM BbiLLE BEPOSITHOCTb MAEHTUUKALUN B HEW yYacC-
TKOB, HY>XXAAOLWKUXCA B yNydLLEHUN.

LOpyrne BO3MOXHOCTU YNydLUEHUA N BEAEHUSI CUCTEMBI MEHEKMEHTa KadvecTBa B nabopatopun MoryT
NOSABUTLCS KaK CNeACTBUE KOHTPOMA Haa ooLWnUMK pesynbTatamMn yenyr 1 OLL.EHUBAHUS CO CTOPOHBLI NOTpebuTe-
na (nepcoHan cnyXkobl 3apaBooXpaHeHns U nauneHTbl). BxogHble gaHHbIE OT 3TUX UCTOYHMKOB MOBLICAT CMNO-
cOOHOCTb NabopaTtopun naeHTMULMPOBAaTb NPUYMHBI HECOOTBETCTBUN. Kak TONbLKO nabopaTtopus npumeT U
BHEAPUT CUCTEMY MEHEPKMEHTA KAYeCTBa, B ee pacnopsi>KeHnn dyaeT AeUCTBYOW WA npoLecc Anst NOCTOSAH-
HOroC pasBUTUA N pocTa. Beca cnuctema KavectBa CMOXET oTpearMpoBaTb Ha npobnemsl, MAEHTUDULIMPOBAH-
Hble MoTpedbuTenammn, nporpaMmmamMm BHELUHEW OLEHKM KavecTBa WNMA BHYTPEHHUMWU MO0 BHELUHUMU
ayguTamu, COOTBETCTBYHOLLMMU U3MEHEHUSIMU B TEXHUYECKNX UK yNpaBneHYecKUx Mmetoaax, NnoaroToBKOU U
oby4eHnem. Korga Bce 310 OyaeT AOCTUTHYTO, BeAeHUE U ynydlleHUe CUCTEMbI MEHEeKMEHTA KaYecTBa CTa-
HET LeNbio yrpaBneHYeCcKUX U TEXHUYECKMX onepaLunn B nabopatopun.
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[MpnnoxeHve A
(cnpaBo4HoOe)

InemeHTbl UCO 15189:2003 ana onucaHua cucteMbl MeHeDKMeHTa KayecTBa

A.1 O6wme nonoxeHuns

MeanumHcknm nabopatopusim, BHEAPSIOWNM CUCTEMY MEHEPKMEHTA KaYvecTBa, HEODXOANMO YETKOE NOHUMaHUe
CBOEro COCTOSIHMMU Ha NyTU BHEAPEHUS, a TaKXKe MONUTUKKU, NPOLECCOB U Npoueayp, TpebyembiX AN NONHOro BHeAPEHUS.
Tabnuua A.1 npegHa3sHaveHa Kak gns obecneveHus paspabotkm obwero nnaHa BHegpeHus, Tak n Ans onpegeneHns KOH-
KPETHBLIX 3TanoB Ha 3TOM NyTU. 13-3a 6onblIMX pasnnyummn opraHn3aunoHHbIX CTPYKTYP MeANLNHCKUX NadbopaTopumn U LLK-
POKOro gnanasoHa npeanaraemMbiX yenyr nadboparopmm, BO3MOXHO, NOTpebyeTcs 06paTtuTbCs K UCTOYHMKAM, COAEPXKaLLUM
bonee nogpobHble TEXHUHYECKNE MHCTPYKLUMN, KOTOPbIE NPUBEAEHbI B bubnunorpadun.

KOHKpEeTHbIE YyNpaBNeHYECKUE N TEXHUYECKME BOMPOCHI paccmaTpuBatoTes B Tabnuue A.1 nog HoMepamm, KOTopble
OTHOCATCSH K pazgenam v npunoxeHnsam NCO 15189. CnegyeT 06patmte BHUMAHUE HA TO, YTO NOMEYEHHbIE NYHKTbI B TAb-
nmue MOryT CNYXXNUTb NMPOBEPOYUHBIM NEPEYHEM ANSA nNadbopaTopun, NCNoNb3yeMbiM A5 OTCNEXNBAHUA NPOWAEHHbIX LLATOB
Ha NYTU BHEAPEHUSA CUCTEMbI MEHEKMEHTA Ka4eCTBa.

abnnua A1—

PYKOBOACTBO Mo BHeApeHuto B nabopatopumn NCO 15189:2003.
abnuua 3TanoB nepexoaa K TpeboBaHusaM ctaHgapTa

[Tonutuka
3asBNeHne 0 HaMepeHUn 1
HanpaBneHUK

[Tpouecc
Buabl aeatensHoCcTH, npeobpasyiouine
HamepeHue B AeUCTBUeE

Npouenypa
[HOKyMEHTUPOBaAHHAA UHCTPYKLUA

PykoBOACTBO U NpeaocTaBne-
HWe vycnyr nabopartopuen Ha
OCHOBe OOWKUX NPUHUUNOB Me-
HeQKMeHTa KavecTBa (4.1, 4.2)

M3 nepedHs, NpuBEAEHHOIo HUXE,
onpeaennuTe OCHOBHbIE (PyHKUMKM Nabo-
paTopuun, KOTOpble OMUCBLIBAOT Npeano-
naraemble ycnyru:

- NpegoTBpalleHne
KOHTPONb U HAabnoaeHue;

- YNPaBreHne  UHTErPUPOBaHHbIMU
AaHHbIMW;

- pedhepeHTHblE U cneunanmn3npoBaH-
Hbl€ NCCNEea0BaHUS;

- 3J0POBbIE  YCNOBUA OKPYXaloLLLEW
cpeabl;

- YIyulWEHNs B nadbopaTtopum n cooT-
BETCTBUE pEernameHTam;

- pa3paboTka NONNTUKWY;

- pearnpoBaHue Ha aBapumMHoOE Mono-
XEeHue;

- UccneaoBaHus 300POBbS;

- 0b6y4veHne n obpasoBaHue;

- MAPTHEPCTBO U CBSA3b

3aboneBaHus,

Llenn cncrembl MEHEOXKMEHTA Ka4ec-
TBa U NPUBEPKEHHOCTb NabopaTtopun 3a-
ABMEHHOW €10 MONUTUKE B 0BNacTu Kavec-
TBa [4.2.3, nepeuncnenus c), f)]

Obnactb NpUMMEHeHUs1 N NOCTaBKa Na-
bopaTopHbIX ycnyr (KOHCynbTaumsi C
OpraHoMm no akkpeautauun) [4.2, nepe-
yncneHue a)

BoamoxHble noTpebutenn n cnocobbl
nx obcnyxmBanus (CtangapTt o6cnyXxmea-
HUA) [4.1.2, 4.2.3, nepeuncnenune b)]
PYKOBOACTBO MO KAYeCTBY, KOTOPOE
ONUCbIBaeT AeATENbHOCTb Naboparopun
B 0bnactm KadecTtBa, BKOYasl, HO He
OrpaHUYMBasCb 3TUM, NONIMTUKY B obnac-
TW BHYTPEHHEro KOHTPONSA Ka4decTBa W
yyacTue B NporpamMmme BHELUHEW OLEHKW
Ka4vecTBa (B COOTBETCTBUU C COAEPKAHU-
em un cTpyktypon WNCO 15189:2003)
(4.2.2—4.2.4)

CooTBeTCcTBME  0DA3aTENb-
HbIM TpeboBaHusM (4.1)

Onpepennte obsizatenbHble TPebo-
BaHUS, MPUMEHUMBbIE K PACMONOXEHUIO U
dyHKUMOHMPOBaHUIO NabopaTopun

ObszatenbHble TpeboBaHMA U Kak
OHWN OOIMKHbI BbITb YAOBNETBOPEHbI

[[apaHTUs BO3MOXHOCTU 3aKOHHOW
naeHtTndmkaymm nadopartopum (4.1.1)

PNHAHCOBLIN aHann3 pecyp-
COB, HEODX0OMMbIX ANA obecne-
YeHUs KadecTBa nabopatopumn
[4.1,4.2,4.4.1, nepeuncnenne b),
4.6.1]

PaccmoTpute n onpegenuTte pacxo-
Obl Ha:

- NOMELLEHWUS: TUIM, YNCNO N MECTO;

- 060pYyAOBAaHNE;

- NMIOACKNE PECYpPCh;

- NOCTaBKU (3aKYyNKNn U MHBEHTapPU3a-
LMs);

- TEXHUYECKOE OOCNyXMBaAHME, Ka-
NMMBPOBKY, KOHTPOIb Ka4ecTBa, BHELL-
HIOKO OLUEHKY Ka4eCcTBa;

- KOHCYNbTaUWUKX, NPU HEODXOANMOCTH

PacnpeaeneHme HeobxoaumbiX pac-
X0O00B KN obuwero obbema AeHEeXHbIX
cpeacTB (rogoBouv Broaxer)

[Tpoueaypbl AN 3aKYMkKM 3anacHbIX
yacten, obopyaoBaHus N yCnyr, Hanpw-
Mep:

- 06BbEM 3aKYIMOK;

- UCTOYHUKA U T.4.
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Nonutuka [pouecc
3asiBNeHne 0 HamepeHun n Buabl geatensHOCTH, npeobpasyioume 'Ipoenypa
y [OKYMEHTUPOBAHHAA UHCTPYKLKUA
HarpaerieHu1n HaMepeHne B Aencreme
CTpyKTypa MEHEMKMEHTA OnpeaeneHne wnepapxmm  MeHel- ObsizatenbctBo  nabopartopum  no
(4.1.4,4.1.5) XMEHTA BHEAPEHNIO  MEHeXKMEHTa - KadecT-
OnpepeneHne obszaHHocTen M OT-| Ba (4.1.3)
BETCTBEHHOCTU PYKOBOACTBA TexHun4veckue TpeboBaHus n TpeboBa-
OnpepeneHne CcBA3EW €  ApPYyrMmu | HUS no obydenuto nepcorHana [4.1.5, ne-
opranmnsaunsamm [4.1.5, nepevuncnenne e)] | peuncnenmne g)]
OnpeaeneHne BO3MOXHbIX KOHMNMUK- PacnpeaeneHHble OTBETCTBEHHOCTMN,
TOB MHTEpPecoB (4.1.4) NONMHOMOYUNA N B3aUMOCBA3N BCEro nep-
Paspabotka nonutukn u npoueayp, | conana [4.1.5, nepeuncnenus a), c) e), f),
obecneunBaloWnMX BCEMY nepcoHany na- | h), j)j
bopaTopumn ceoboay OT NPOTUBO3AKOHHO- [TonHOMO4YME nepcoHana nadoparto-
o OaBNEHUsl, KOTOpoe MOXEeT OoTpuua-| pyn BbINOMNHATH CBOU 0DS3aHHOCTU B CO-
TENnbHO CKA3aTbCs HA KAYEeCTBE NN A0Be- | OTBETCTBUMU CO CBOEU KOMMETEHUUEN U
pun notpedbutena [4.1.5, nepeuncne- | pecypcamn [4.1.4, 4.1.5, nepeuncne-
Hue b)] HMe a)]
CaMOCTOATENBHOCTL  PYKOBOACTBA
nabopatopumn [4.1.4, 4.1.5, nepeuncne-
Hue €e)]
MexaHn3m HasHa4veHus MeHemxepa
no kadvectBy nabopartopuun [4.1.5, nepe-
yncnenus i, j)j
YnpaerneHne OOKYMEHTaMWu OnncaHne nonMTUKM W Mnpoueayp CocTaBneHne QOKYMEHTOB C UCMOJb-

(4.3)

ynpasneHuns gokymeHtamm (4.3.1—4.3.3,
5.4.4)

YcTaHOBeHUe npouecca nepecmor-
pa Ans BCexX 4OKYMEHTOB [4.3.2, nepeync-
nexHuvs a), d)j

Pa3paboTka npouecca COXpaHEHUA
OOKYMEHTOB

30BaHMEM Tpebyembix anemeHToB (4.3.1,
4.3.3,5.4.4)

KypHan ynpaBneHnsi OOKYMEHTaMW
[4.3.2, nepeuncnenns b), c)j

[lepecmoTp, N3AMEHEHNE, aKTyanunaa-
LS OOKYMEHTOB

[lepcoHan — TeXHU4YecKue
TpeboBanus (5.1)

[Tlporpamma Habopa un yaep-
XUBAHUSA KBanndOUUMPOBAHHOIO
nepcoHana Kak coctaBHas YacTb
obecnevyeHns KayecTBa

Pa3paboTka NONUTUKKU, KacaloLLEencs
nepcoHana, u CTaHgapToB Ha ONUcaHue
paboTbl B nabopatopun, BKITH0HaA Nepco-
Han, KOTOpble OTBEYalT 3aKoHaMm, perna-
MEeHTaMm u TpeboBaHUSAM OPraHoB MNo cep-
TndoukKaumnm

PaspaboTtka TpeboBaHMW K Nepco-
HanbHbIM 3aMUCAM

OnpepeneHne obnactm OTBETCTBEH-
HOCTU AupekTopa nabopaTtopun UNM Ha-
3Ha4YaeMbIX JOJBKHOCTHbLIX nny (5.1.4)

Pa3paboTka COOTBETCTBYHOWMNX 3AKO-
HY NPaBOBbLIX HOPM AN Nogdopa n Hanma
nepcoHana

Co3pgaHne nporpammbl npodreccno-
HaANbHOW OPUEHTALUN

PaspaboTtka nporpamMmmbl MOCTOAHHOIO

obyueHnss Bcero nepcoHana (5.1.9,
5.1.12)

Pa3paboTka MeToauk ncnonb30BaHUS
nepcoHanom KOMMBbIOTEPHbIX CUC-
Tem (5.1.8)

PaspaboTka nporpammbl be3onacHoc-
™ 1 0by4veHus nepcoHana NoBeAeHnIo B
aBapuUnHbIX cutyaumsx (5.1.10)

Paspabotka nporpammbl Mepnoam-
YEeCKOW OLEHKM KOMNEeTEeHTHOCTH (5.1.11)

Onucanunsa pabor,
npeanaraemMmbim ycnyram
5.1.3—5.1.6)

3anucu, BKMOYas onucanus pabor,
CCbINKN, cepTudmKaTbl, 3anucm O MnocTo-
AHHOM ODYy4YeHUN N COCTOSHUN 340POBbLS
nepconana (5.2.1)

HokymeHTnpoBaHue pabot

3anucy, Kacawwmnecs
kn (5.1.11)

ObpasoBanne n onbIT (5.1.12)

[TogroToBka No obecnevyeHno Kadec-
TBa (5.1.6)

Obecne4yeHne COOTBETCTBUS 3aKOHaM
N pernameHTam

Dopmbl
Kn (5.1.6)

3anucu O NONy4YeHHbIX Npu obyvyeHnn
oueHkax/bannax

KoHdbmaeHUManbHOCTb N 3TUYECKUE
HOpMbl noBegeHns (5.1.13, npunoxe-
HUA B n C)

Popmbl eXErogHou NoAroToBKU Nno be-
30MAaCHOCTN U coobWweHns 00 MHUMAEH-
Tax

[logrotoBka K aBapumnHbIM CUTyauun-
am (5.1.10)

OTHOCHAWNXCA K
(5.1.1,

NnoAroToOB-

opueHTaunn/noaroToBs-
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[lpodomxernue mabnuusr A. 1

[Tonutuka
3adaBNeHne 0 HaMepeHUn
HanpaBneHUu

[1pouecc
Buabl geatenbHOCTU, Npeobpasytouine
HaMepeHne B AeUCTBUE

Mpouenypa
[JOokyMEeHTUpoOBaHHAA UHCTPYKLIKUA

Pa3paboTka nporpammbl  CO34aHUSA
CUCTEMBI OLUEHKN paboTbl, CTUMYNNPOBA-
HUSA U NOOLPEHNIA

PaspaboTka npoueayp Ans OUEHKW
HECYACTHbIX CIly4YaeB, aBapuun U NosiBre-
HUA NPOMECCUOHANBbHON OMAacHOCTU (KO-
OpAVHUPOBAHHAA NONMUTUKA NMIOOCKUX pe-
CypCcoB)

Pa3paboTka NONMUMTUKN pearmpoBaHuns
Ha Xanoobl

3anucn 06 oOueHKe KOMMNETEHTHOCTMN,
pe3ynbTataXx U KOPPEKTUPYIOWUNX Oeu-
cTBusix (5.1.11)

CoxpaHeHune 3anuncen 06 MMMyHU3a-
LMW, HECHACTHbIX CNy4asXx, NMoBPeXaeHW-
AX U MHUMAEHTaX C NepcoHanom

3anncmn 060 Bcex xanobax un pesynb-
Tatax UX paccMoTpPeEHUA

[lpeaHanuTn4yeckue npoueny-
pbl (5.4)

YcTanHoBneHne TpeboBaHnn K popme
3anpoca Ha wuccneagoBaHusl, KOTopble
obecneunBaloT COOTBETCTBYIOWYIO WUH-
dopmaumio 1 yaoBneTBOPsOT 0bs3a-
TeNbHbIM TPeboBaHUAM UK TPEOOBAHU-
AM K akkpeguTaumm (5.4.1)

Pa3paboTka pykoBogcTtBa no cbopy
nepsuyHON Npobel (4.2.4,4.3.1, 5.4.1)

YcTtaHoBneHne kKputepueB cbopa,
YNAKOBKWU, OTCINEXMBAHUSA TPAHCMOPTUPO-
BAHUA U COXPaHEeHUs! NEepPBUYHON NpPO-
bl (5.4.5)

YcTaHOBNEeHUe npouecca KOHTPOMS
TpaHcnopTnpoBanusi Npob (5.4.6)

YcTaHOBNEeHNne NpoLeccoB aHanmaa
zanpocoB, opm, npoueayp cbopa npob
n metoaoB nccnegoeanus (5.4.9, 5.4.10)

3anonHenne opmbl 3anpoca Tpebdy-
eMmon nHopmaumen [5.4.1, 5.4.3, nepe-
yncnenue cj

Coop npod w
HUMK (5.4.2, 5.4.3):

- obwan nHdhopmaums NoNb3OBaHUS;

- MIHCTPYKLUMU MO MapKNPOBKE N He30-
NAacHOCTU;

- NPUEMKA, OTKA3 B NMPpUemMe, OTCIEXW-
BaHWe, NOMONTHEHNE N XPaHEHNE NEPBUY-
HbIX NPob (5.4.5, 5.4.12);

- MIHCTPYKUUW MO NMoAroToBKe nauneH-
TOB ANs1 0BCNyXUBAIOLWErO UX NepcoHa-
na;

obpaweHne ¢

- cpo4HbIN 0TBOP NPob (5.4.13);

- 0bpaboTKa YCTHBLIX WU 3NEKTPOH-
HbiX 3arMpoOCOB Ha MNPOBEAEeHNEe Tec-
TOB (5.4.13);

AHann3 CPOKOB TPaHCMOPTUPOBAHUS,
YCNOBUW XPaHEHUS U COOTBETCTBUS MNpPa-
BUnam 6e3onacHoCcTu

MeToankm nccnegoBaHus
(5.5)

Obecne4veHne nNpurogHocTn U AEnCT-
BUTENbHOCTU METOOUK  UCCNeaoBa-
HUA (5.5.1, 5.5.2)

YcTaHOBNeHne MeToauK sl BCEX UC-

crnegoBanmm (5.5.3)
Pa3paboTka nepeyHs ncecnegoBaHun,
TpeboBaHMM K npobam n PyHKUNOHATb-
HbIX XapaKTepUCTUK METOAUK NCCIEea0Ba-
HUX AN MHAPOPMUPOBAHUSA NONb30BaTE-
newn ycnyr nabopartopum (5.5.6, 5.5.7)

[lepBUYHbIE N NepnoagnecKkmne npoLe-
Oypbl NPOBEPOK NYTEM aHann3a co CTOpo-
Hbl pykoBoacTea (5.5.2, 5.5.5)
PYKOBOACTBA N0 MEeTogMKam n pede-
PEHTHBIM Martepuanam ansi oObICTporo
O3HakomIeHus (5.5.3, 5.5.6)

3anucu 0 BbINONTHEHUW KOHTPOIS Ka-
YeCTBa, KanNnMBbPOBOK N pe3ynbTaTtax CTaH-
napTusaumm

AHarnma KOHTPOIIA Ka4YecTBa u pe3yrb-
TaTOB BHELHNX OLLEHOK Ka4yeCcTBa

3arnucm 0 KOPPEKTUPYIOWUNX OENCTBU-
AX, NMPeanpUHATBLIX A5 MOBbILWEHUS Ka-
YyecTBa nccneagoBaHum

ObecnevyeHne KadvecTBa Me-
TOAUK nccrnegoBaHum (5.6)

10

YCTaHOBMNEHNE UEeNu MpocnexXunBae-

MOCTU Kaxagoro Buga wccrnegoBaHUS
CBOWUCTB (5.6.2)
PaspaboTka  NPOTOKONOB  CUCTEM
BHYTPUINAbOPaTOPHOro KOHTPOIMS Kadec-
TBa ANsl AOCTUXEHUST pe3ynbTaToB B 00-
nacTtu kavecrtsa (5.6.1)

BknioueHne B MexnabopaTtopHyto
nporpamMmmy oueHKku kavectea (5.6.4)

YCcTaHOBMNeHne, npm HeOBX0AUMOCTH,
cuctembl 0bMeHa npobamm ¢ gpyrmmu na-
bopaTtopusimm (5.6.6, 5.6.7)

MpeHTndunkaumsas WNCTOYHUKOB  MO-
rPEWHOCTEN (HEONPEAENEHHOCTN) B NPO-
BOAUMBIX N3MepeHunsix (5.6.2)

YCTaHOBNEHNE YPOBHA MOrMPELLHOC-
Ten (bogKeTa HeonpeaeneHHoCTU) Ans
Kax<goro BUAA ncenegyembix
CBOUCTB (5.6.2)

Onpepenenne n aHanma buonornyec-
KNX pepepeHTHbIX 3Ha4eHunn (5.5.5)

HeaTenbHOCTh N0 AOKYMEHTAUUU Ka-
NMBPOBKU 1 BEpUDUKaALMM CUCTEM UCCTIE-

nosaHus (4.2.5, 5.6.3)
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[Tonutuka
3aaBNEeHNe 0 HaMEpPEHUU U
HanpaBneHum

[lpouecc
Buabl aeatensHOCTU, Npeobpasyouiue
HaMmepeHne B AeUCTBUE

Npouenypa
[OKYMEHTUPOBAHHASA UHCTPYKLIUA

[ToaTBepXaeHne ob6sA3aTenbHbIX
M/MNn akkpeanTaunoHHbIX TpeboBaHMN

AHanNn3 co CTOPOHbI PYKOBOACTBA, Ka-
CalLWMNCS PEe3ynbTaTOB U AOKYMEHTOB

NO KOPPEKTUPYIOLLUMM OENCTBUSAM (5.6.4,
5.6.7, 5.8.10)

[TocTaHannTu4veckne npoue-
aypbl (5.7)

YcTaHoBNEHME NPOTOKOIOB PacCMOT-
PEHUA N COODLLEHNE Pe3yNIbTATOB UCCIE-
OOBaHUS

YcTaHOBNEHME  MPOTOKOMOB  AnNSA
YCIOBUA XPAHEHUSA, CPOKOB COXPaHEHUS
n BesonacHon ytunmaaumm npob nocne
CoObLWEHUA Pe3yNbTaToOB

ONEKTPOHHOE UIMN PYKOMUCHOE OOKY-
MEHTUPOBAHNE PACCMOTPEHUSA Pe3yIbTa-
TOB UCCneaoBaHus

CoxpaHeHune npod B OTBEAEHHbIX
MecTax nocne nccnegoBaHum

be3onacHas ytnnnsaums npob

CoobuieHne 0O pesyrbTa-
Tax (5.8, npunoxexHne B)

PaspaboTka opm AnNA OTYETOB B
SNEKTPOHHOM 1 BbymaxHom Buae (5.8.1,
5.8.3—5.8.5)

CosgaHne npouegypbl COXpaHeHus
a5 BCeX nadbopaTopHbIX OTYHETOB (5.8.6)

YcTaHOBNeHne CUCTEMbI Mepenayn
OTYETOB C UEeNbio obecneyveHns CBOEBpPE-
MEHHOIO CcoobWeHns O  pesynbra-
Tax (5.5.5, 5.8.2, 5.8.7, 5.8.9, 5.8.10,
5.8.16)

OnpeageneHne obwero pacxoaa spe-
MEHW ANA NpoBeAeHUs TECTOB/Mccneno-
BaHun (5.8.11)

OnpegeneHne KOPPEKTUPYIOLWLNX OAEN-
CTBUW, HEOBXOAUMBIX ANS BHECEHUS UC-
npasneHnn n oNnornHEHUN B OTHETHI

[TogpobHbIN  NepeveHb Tpebyemon
MHOPMaLMn AN OTHYETOB, KaK YKa3aHo B
CTaHOapTHbIX OnepaTuBHbLIX rnpoueaypax
OI15 OTAENbHbIX NCCNegoBaHUI

PykoBOACTBO NO COOBLEHNIO pe3yb-
TaTtoB (5.8.9, 5.8.13, 5.8.14)

CxeMbl 3MEeKTPOHHOWU Mnepeaaydmn, Kpu-
TUYECKNE 3HAYEHUSA, TPebylowmne cneuu-
allbHbIX MOSICHEHUN, CXEMbl OOCTABKW
NMMCbMEHHbLIX OTHYETOB U T.A.

[lepeveHb CPOKOB Al151 BCEX UCCIeao-
BaHWUW, pacnpocTpaHseMbin cpean no-
Nnb3oBaTenem W nepcoHana nadoparo-
pun (5.8.11)

3anucn 06 N3aMeHeHUsIX U1 Ucnpae-
NneHusx B otyertax (5.8.15)

CoobueHnst 0 pesynbrarax nccrnego-
BaHWW Mo TenegoHy, akcy nniv apyrmmu
cnocobamun, a TakKe KOHCynbTauum (41O

npumeHnmo) (5.8.12, 5.8.14)

TpeboBaHNA K MOMELLEHWIO,
BKItoYas 0653aTenbCTBO PYKOBO-
OCTBA K ageKkBaTHOCTW agu3aunHa
NoOMeLWeHns, 4YTobbl rapaHTUpo-
BaTb KAa4YeCTBEHHYID Cpeay WC-
cregoBaHuN
PacrnonoXeHne W yCnoBUA
OKpyXatoLwewn cpeabl (5.2)

YcTaHOBNEeHNe KPUTEPUEB ANSA adekK-
BATHOIO NMpocCTpaHcTBa M De30nacHOCTU
BO BCEX MecTax cbopa NnepBUYHbIX N BTO-
PUYHbLIX MPOD M pabovnx mectax ans nc-
cnepoBanum (5.2.1—5.2.4, 5.2.8, 5.2.9)

YA0OHbIM AOCTYN K MOMELLEHNSM AN
nccrneaoBaHuUM, peaktmBam M- MPo-
bam (5.2.6, 5.2.7)

TpeboBaHusa n rpaddunkn, Kacawuwme-
cs yoopkn paboyen 30HbI (5.2.10)

[Tocneayowas obpaboTka n yTunmsa-
uma BUONOrMYEecKM OnacHbIX MaTepua-
nos (5.2.10)

MOHUTOPWHTI, 3anUcn N KOPPEKTUPOB-
Ka OKpY>XalowWwmxX yCroBuUW, BNUSIIOLWLNX Ha
pe3ynbTaTbl TECTOB (5.2.5)

Ob6ecnevyeHne COOTBETCTBYIOLWMX NO-
MELeHNN Aans nauneHToB, NPOoXoasimnX
npoueayps! cbopa npob nnccnegoBaHum

NabopaTtopHble  cTaHaapThI
Ha 0bopyaoBaHWE Ans ero 3akyrn-
Kn, obcnyxmBaHusi, 6e30nacHon
akcnnyataumm wun obecnevenHus
3an4yacTaAMU C UENbio A0CTUNXKE-

HUS KadeCTBEHHbIX WUCCNeaoBa-
HUK (5.3)

PaspaboTka nporpaMmmMmbl NOArOTOBKA
CTaHAApPTOB Ha PYHKUNOHMpOBaHNE 060-
PYAOBaHUSA, LENOCTHOCTb AaHHbIX, BE30-
nacHyto obpabotky (4.2.5, 5.3.1, 5.3.6,
npunoxexHue B)

YcTaHoBneHne rpaukoB 0bBCnyXu-
BaHMUsA  000OpyAOBaHMS, MOHUTOPUHIA

PYHKUMOHMPOBaAHNA W MPOBEAEHUSA Pe-
MOHTa (5.3.2)

[loaTBepXageHne AOeNCTBUS 3arunceun
06 obopypoBaHum (5.3.2—5.3.5, 5.3.14)

[HokyMeHTauna TEXHNYECKOro 0bCny-
XUBaHus, OOHOBNEHUSA NPOrpPamMmMHOro
obecnevyeHnsl, NPoBeAEHNA KannbdbpoOBKU
n pemoHTOoB (4.2.5, 5.3.8—5.3.13)

TpeboBaHmusa 6e3onacHOCTU ANs BCe-
ro obopygosaHusa n nepconana (5.2.5,
5.3.6—5.3.8, 5.3.12)

ObpalleHne ¢ aeeKkTHbIM 06opyao-
BaHWeM (5.3.7)
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[lpodomxernue mabnuusr A. 1

[Tonntuka
3asBNeHne 0 HaMepeHUn
HanpaBneHUK

[lpouecc
Buabl geatensHocTU, npeobpasyioune
HamMmepeHue B AeUCTBUe

Mpouenypa
[HOKYMEHTUPOBAHHAA UHCTPYKLUA

HecooTBeTcTBUA TpeboBaHm-
am (4.9)

Paspabotka npoueayp OTBeTa Ha
npobnemsl N NX KOPPEKTUPOBKU (4.9.1)

PaspaboTtka nporpamMmmbl 4151 OLEHKA
3PPEKTUBHOCTU KOHTPONA npoueayp

Paspabotka npoueaypbl OTHYETHOCTW
N yTBEPXKOAEHUA OTKITOHEHUWN OT CTaHZap-
THbIX OMepaTuBHbLIX NMpoueayp

KTO HeceT OTBETCTBEHHOCTb 3a pas-
peweHne, BbIMNyCK OTYETOB, UCCNeaoBa-
HUA U T.A4.

OcCyLlecTBNeHNE  KOPPEKTUPYICLLNX
OENCTBUN, OOKYMEHTUPOBAHNE OTKIOHE-
HUW N OLEHKA X BITUSIHUSA HA pe3ynbTaThl
ncernegoBaHum

MaeHTndukaums, KoppekTupytowee
OEVCTBMNE, aHaNn3 1 BbINYCK pPe3ynbTaToB
UMM  MPU3HaHWE HEMNPaBUINbHOCTU pe-
3yNnbTaToOB NCCNnegoBaHun

[ pa®uK NpoBeaeHNSA aHann3a co CTo-
POHbI PYKOBOACTBA

Pabota ¢ xanobamun (4.8)
(nonyyeHue npeTeH3nnm n apyrux
MaTepmanoB obpaTHOM CBSA3U C
Bpadvamu, nauueHtamv v gpyru-
MU CTOPOHaMW, paspeLlleHne KOH-
doNMKTOB)

PazpaboTka mexaHmama cbopa WH-
dopmaummn o NpeTeH3unsix, xanobax n pe-
akumu rnonb3oBartenen Ha obcnyxmBaHme

OnpeageneHne nopsiaka n Popmbl pe-
arnpoBaHuns

3anucuy o0 Bcex xanobax, ux npoBepke
1 KOPPEKTUPYIOLLUX JENCTBUAX

3anucuy 0 Ka4YecTBe pesynbra-
TOB U TEXHUYecKne 3anmcm (4.13)

YcTaHoBNeHue n BHeApeHue npoue-
Oyp ynpaBneHus 3anucsimm 0 KQ4eCcTBE U
TEXHUYECKUMW 3anucsiMu, CAENaHHbIMW
nabopatopmen

[lpoBEepka COOTBETCTBUSA MECTHbIM
pernameHTam

IHaeKkcaumnsa 3anncen

HocTyn/koHOMAeHUManbHOCTh

[ pa®@uK coxpaHeHUs

XpaHeHue: nomMmelweHne ans apxmBu-
POBaHWUA, OKPYXaloLmne yCroBus n ynpas-
NneHne gocTyrnom

LUnTaemocTb 3anncemn

Boigava n ytmnmnsauus sanvucen

3anpocbl U KOHTPaKTbl (4.4)

PaszpaboTtka npouecca ans co3gaHus
N nepecmoTpa Ppopmbl 3anpoca Ha WUC-
cnegoBaHune

Onpeaenenne TpeboBaHUM K 4OMOBO-
Py Ha NpoBeAeHNE UCCrneaoBaHns

CopgepXaHne QOopmMbl HanpaselneHUs
Ha nccnegoBaHWe U MHTEPBAal MEXay €e
nepecmMmoTpamm

KOHTpaKkTbl HA nccneaoBaHUs Mnayu-
eHTa U UX NePecMoTP N BO3OOHOBMNEHUE

CybKoHTpakTHble naboparo-
pun (4.5)

PaspaboTka npouecca Bbibopa n aHa-
nn3a cybKOHTPaKTHLIX nadopaTtopun

YcTaHOBNEHUE NMONMUTUKKU 0DpaboTKun
n coobuweHns pesynbTaTtoB U3 CYOKOH-
TPaKTHbIX NabopaTopun

Kputepun Bbibopa

AHann3 n obHOBNEHNE CYDKOHTPAKT-
HbIX naboparopun

BeaeHne peectpa 4eUCTBYIOWMNX CYyO-
KOHTPaKTHbIX nabopatopun

O6paboTka OTYETOB M3 CyDKOHTPAK-
THbIX NabopaTopun

BHewHne ycnyrm m nocras-
Kn (4.6)

YCTaHOBNEHME 3aKyMO4YHbIX NpOoLe-
ayp ANS ycnyr u matepuanos

YCTaHOBNEHME CUCTEMbI YNPAaBNEHNUS
MHBEHTAPHbLIMK 3anacamu

Kputepun BbibOpa, OCHOBaHHbIE HA
6e3ycnoBHOM NPUOPUTETE KayecTBa W3-
OEnun N yCIyr, UeHbl 1 A0CTYNMHOCTY

3aKyrnoyHble KOHTPAaKTbl, MNPOBEPKA
MaTepuanoB, HanM4Me CUCTEMbl MeHea-
XXMEHTa KadecTBa Ha npegnpusitTum Mno-
CTaBLUMKA, OLEeHKa DYHKLMNOHAIMbHbIX Xa-
PaKTEPUCTUK MNOCTABNAEMbIX MaTepua-
NTOB W yCNyr

KOHCYINbTaAUWOHHbIE
(4.7)

YCNYIu

OnpegeneHne HeobXoAMMOCTU U Xa-
pakTepa HeobXoAUMbIX KOHCYNbTaLWNOH-
HbIX YCOyr

Kputepun Bbibopa
KoHTpakTHble TpeboBaHuA

BHyTpeHHne ayanTtbl (4.14)

[lnaHnpoBaHune, opraHu3aumsi u Bbl-
NONMHEHNE BHYTPEHHUX ayaUTOB

[lpeacrtaBneHne pes3ynbTaTtoB ayau-
TOB Ha pPacCMOTPEHUE PYKOBOACTBY Na-
bopatopumn

KTo ByaeT BbINONHATL ayanThbl

CoobuweHne pe3ynbTaToB

[TocneacTBUA NpeanpuUHATBIX KOPPEK-
TUPYIOLWNX OENCTBUN
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[Tonutuka [lpouecc
3aABNEeHNe 0 HaMEpPEHUU U Buabl aeatensHOCTU, Npeobpasyouiue
HanpaBneHUu HaMmepeHue B AeUCTBUE

Npouenypa
[OKYMEHTUPOBAHHAA UHCTPYKLIUA

AHann3 co CTOPOHBLI
Boactea (4.15)

PYKO- YCcTaHOBNEHUE MNONMUTUKU N CPOKOB
aHanu3a CUCTeEMbl MEHEKMEHTA Kadec-
TBa U BCEX yCnyr naboparopum co CToOpo-
Hbl ee pykoBoacTea (4.15.1)

[lepeyveHb Mnokasarenem KadecTtBa,
nognexawun paccMoTpeHnto (Bpemst
0bOpoOTa TECTOB M Xanobbl HA YCIyrK na-

boparopumn MOryT CTatb XOPOLWUM Ha4a-
nom) (4.15.2)

CobniwoaeHne NnnaHoB aHanuaa

[loarotoBka OTYETOB MO aHanuay co
CTOPOHbI PYKOBOACTBA

CoobweHne o BbiIBOgaxX N AEUCTBUSAX
Nno aHannay

NMHopmmpoBaHne nepcoHana nabdo-

paTopumn O BbIBOJAX M AENCTBUAX NO aHa-
nmay (4.15.4)

(4.12)

[TocTOosAAHHOE yny4weHue AHanm3 CcoO CTOPOHbI PYKOBOACTBA

BCEX pabounx npoueayp Hepes UHTEpBa-
nbl, onpegeneHHble B CUCTEME MEHEIX-
MEHTA Ka4yecTBa

MpeHTndmkayms BO3MOXXHOCTEWN
yIyYlLEeHNs, WCMONb30BaHUA MNoKasarTe-
nen KadvecrtBa ANs KOHTPONSA W OLEHKU
yXo4a 3a naymeHtamm

AyanpoBaHue y4acTKoB, Tpebyowmx
yIyYleHus

[TpegoctaBneHne nepcoHany nabo-
paTtopun BO3MOXHOCTU OBYYEHUS U CO-
BEPLUEHCTBOBAHUA NPOodPEeCCUOHaNbHON

Cxema (nnaH) KOHTPOIbHbIX MNPOBE-
POK CO CTOPOHbI PYKOBOACTBA

[lnaHbl genctBum NO  yny4wWeHUo
(Nnpouecchl U nNpoueaypbl Mo yny4eHno)

[MTpumevanune —MNCO 14971 [5],
Kacarwmnncsa MeHeIKMEHTA PUCKOB, MO-
XET NOMOYb CPOKYCUPOBaTb AAHHYIO Oe-
ATEeNbHOCTb, KOTOpas BKMNO4YaeT B cebs
NPUBIIEYEHNE W YCOBEPLIEHCTBOBAHNE
nepcoHana, cooencTBue COBMECTHOM pa-
boTe, NOAAEPXKKY CO CTOPOHbI PYKOBOA-
CTBa, MpPu3HaHwe 3acnyr nepcoHana wu
NPU3HaAHNE OOCTUXEHUI

NOAroTOBKU
Koppektupytowme gencTBus YcTaHoBneHWe npoueayp no wuccre- 3anucn pesynbTaTtoB uccnegoBaHumn
(4.10) aoBaHuto npobnem N KOPPEKTUPYIOLWNX N3MEHEHUI
BHeapeHne KOpPPEKTUPYHWUX U3Me- AHann3 pe3yrnbTaTOB KOPPEKTUPYIO-
HEHUW LLMX OENCTBUN U €ro npegcraBneHne py-
AyanTtbl NPOBGNEMHbIX YH4aCTKOB KOBOACTBY
MOHUTOPUHI Pe3yNbTaTOB KOPPEKTU-
PYIOLWNX N3MEHEHNY
[lpeaynpexgatowme OencT- MaeHTndunkaumsa HeobXoaNMbIX yITyu- MHnymnmnpoBaHue npeaynpexgaromx
Bus (4.11) WEHUA WU NOTEHUMAINbHLIX HECOOTBET- | AEUCTBUW U CPeaCcTBa ynpaBneHusl, obec-
CTBUN neYnBatoLme ynydleHns
[lepeyveHb OencTBUN, TAKNX KaK aHa-
N3 Pe3ynbTatoB BHELWHEN OUEHKU Ka-
4ecTBa
[MpunoxeHwve B
(cnpaBo4HoOe€)
CBG.D,GHI/IFI O COOTBETCTBUUN CCLINOYHDbBIX MEXAOAYVHapPOAOHbIX CTaHOAPTOB
HauMoHanbHbLIM cTaHgapTaM Poccunckou ®epgepauuum
Tadbnwuua B.1

OBo3HavYeHUe CChITOYHOro
MEXOYHApOOHOro craHaapTa

O60o3Ha4vYeHne 1 HAaMMEHOBaHKe CooTBEeTCTBYH oW ero HauMoHanbHOro CtTaHaapTa

MCO 15189:2003

HeCTBY U KOMINeTeHTHOCTH

[OCT P MNCO 15189—2006 JlabopaTtopumn megmumHckme. HacTHblie TpeboBaHUSA K Ka-
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1]
2]
3]

[4]

[3]

bubnuorpadua

NCO 9000:2000 Cwuctembl MeHemKMeHTa KavecTBa. OCHOBHbIE NONOXEHUA N CNOBAPb

MCO 9001:2000 Cwuctembl MeHEIKMEHTa KavecTBa. [ peboBaHus

BURNETT, D. A. Practical Guide to Accreditation in Laboratory Medicine. ACB Venture Publications, London, UK, 2002.
ISBN 0-902429-39-6

National Pathology Accreditation Advisory Council Guidelines for Quality Systems in Medical Laboratories,
Commonwealth of Australia. ISBN 0-642-73578-6

NCO 14971:2000 Napgennsa megnumHckmne. CuctemMbl MeHEMKMEHTA KadvecTBa. [lpyumeHeHne meHemKMeHTa pUCKa K
MeANLUMNHCKUM N3OaENNAM

[JononHuTenbHbIe MaTepuanbl NO pa3padboTKe CUCTEeMbl MEHeXKMEHTA
KavyecTBa B KIIMHN4YeCKOWn nabopaTtopun

HecmoTpst Ha TO, YTO HACTOSILLMW CTAHAAPT SBNSIETCH PYKOBOACTBOM Ansi nabopaTtopun, CTPEMSILLLENCH K COOTBET-

ctButo TpeboBanmsam NCO 15189, ns-3a HegoctaTka 06bema B HEM HENb3A PACCMOTPETb BCe NOAPOOHOCTU TEXHUYECKUX U
YNPaBleHYECKUX BONPOCOB, CBA3aHHbLIX C YNPaBNEeHNEM KAYECTBOM B MeanumHckon nabopartopun. ns nabopatopun, ans
KOTOPbIX KOHCYNbTaUUN TPYAHOA4OCTYIMHbI, HO KOTOPbIE HYXXOAKTCHA B MNOMOLLM NO TaKMM BOMpocam, Kak onpegeneHune He-
ONpeaeneHHOCTN Pe3yrnbTaToB NabopaTtopHbIX NCcnegoBaHnm n BNONOrMYeCcKuX pedepenTHbIX 3HAYEHUN, yrpaBleHne
OOKYMEHTaMM 1 apyrue cnocobbl ynpasneHust, NpUBEAEHHbIE HUXE NCTOYHUKK ByayT BECbMA NONE3HbI.

1 MCO 31 (Bce yacTtun) Benn4ynHel n egnHnubi
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PykoogcTBo MCO/M3K 43-1  TlpoBepka KOMMETEHTHOCTU NyTeM MexnabopaTopHbiX cpaBHeHMW. Yactb 1. Paspa-
BoTKa U NpUMEHEeHne nporpaMmm NPOBEPOK KOMNETEHTHOCTU nabopaTtopuin

OnpeneneHvne ononornvyecknx pedepeHTHbIX 3HAMEeHUN

Clinical and Laboratory Standards Institute (CLSI) website: http://www.clsi.org/

NCCLS C28-A2. Howto Define and Determine Reference Intervals in the Clinical Laboratory; Approved Guideline. 2nd
ed., NCCLS: Wayne, PA, 2000

SOLBERG H.E. Establishment and use of reference values, In: BURTIS, C.A. and ASHWOOD, E.R. (eds), Tietz
Textbook of Clinical Chemistry. 3rd ed., W.B. Saunders Co., Philadelphia, PA, 1999

OnpeneneHve HeonpegeneHHOCTU NabopaToOPHLIX NCCNeaoBaHNN

American Association for Clinical Chemistry website: http.//www.aacc.org/
International Federation of Clinical Chemistry and Laboratory Medicine website: http://www.ifcc.org/

NCO 5725 (all parts) To4HOCTL (NPaBUNBHOCTL U NPELUUN3NOHHOCTB) METOAOB U3MEPEHUS N pe3ynbTaToB (Accuracy
(trueness and precision) of measurement methods and results)

Guide to the expression of uncertainty in measurement (GUM), BIPM, IEC, IFCC, I1SO, IUPAC, IUPAP, OIML, 1993,
corrected and reprinted in 1995

NCCLS EP5-A, Evaluation of Precision Performance of Quantitative Measurement Methods; Approved Guideline.
NCCLS: Wayne, PA, 2nd ed., 2004

NCCLS EP15-A: User Demonstration of Performance for Precision and Accuracy; Approved Guideline. NCCLS:
Wayne, PA, 2001

NCCLS GP29-A: Assessment of Laboratory Tests When Proficiency Testing i1s Not Available; Approved Guideline.
NCCLS: Wayne, PA, 2002

YnpaBneHvne 4OKYMEeHTaMW

Clinical and Laboratory Standards Institute (CLSI) website: http://www.clsi.org/

NCCLS GP2-A4, Clinical Laboratory Technical Procedure Manuals; Approved Guideline. 4th ed. NCCLS: Wayne, PA,
2002

YnpaBneHve Ka4eCcTBOM B fnnabopaTtopun

DEMING, W.E. Out of the Crisis. Cambridge, MA. MIT Center for Advanced Engineering Study; 1986

DVEYRIN, Z., BEN-DAVID, H., MATES, A. Proficiency testing as a tool for ISO 17025 implementation in National Public
Health Laboratory. a means for improving efficiency. Accred. Qual. Assur., 6, 2001, pp. 190—194. Springer Verlag,
Germany

KALMIN, N.D., MYERS, L.K., FISK, M.B. ISO 9000 model ideally suited for quality plan for blood centers. Transfusion,
38, 1998, pp. 719—85

List of international external quality assessment programs http:// www.phppo.cdc.gov/milp/ega.aspx

EL-NAGEH, M., HEUCK, C., KALLNER, A. and MAYNARD, J. Quality Systems for Medical Laboratories: Guidelines for
Implementation and Monitoring. WHO Regional Publications, Eastern Mediterranean Series 14, WHO-EMRO:;

Alexandria, Egypt, 1995
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National Pathology Accreditation Advisory Council, Australia website: http://www.health.gov.au/npaac
Clinical and Laboratory Standards Institute (CLSI) website: http://www.clsi.org/

CnocoObl ynpaBneHns

CDC. Core Functions and Capabilities of State Public Health Laboratories. MMWR: September 20, 2002, 51 (RR14,
pp. 1—8)

JURAN, J.M. Juran On Leadership for Quality. New York, NY: The Free Press, 1989

MCCLOSKEY, L.A., COLLET, D.N. TQM: A Primer Guide to Total Quality Management. Methuen, MA: Goal/QPC, 1993

Clinical and Laboratory Standards Institute (CLSI) website: http://www.clsi.org/

UCcTOUYHMKM MeXayHapoaOHbIX M HALMOHANbHBLIX CTAHAAPTOB, a TAKXe CTaHAAPTOB Ha akKpeauTauuio

Canadian Standards Association website: http://www.csa.ca/
Clinical Pathology Accreditation (UK) Ltd website: www.cpa-uk,co.uk/
College of American Pathologists Laboratory Improvement Program website: http://www.cap.org/

European Committee for Standardization (CEN)
website: http://'www.cenorm.be/cenorm/index.htm

International Laboratory Accreditation Cooperation website: http://www.ilac.org/
International Organization for Standardization website: http:.//www.iso.org/

Israel Laboratory Accreditation Authority website: http://www.israc.gov.il/

National Association of Testing Authorities, Australia website: http://www.nata.asn.au/
Clinical and Laboratory Standards Institute (CLSI) website: http://www.clsi.org/

United Kingdom Accreditation Service website: http://www.ukas.com/

United States Clinical Laboratory Improvement Amendments 1988 at Centers for Medicare and Medicaid Services
website: http://www.cms.hhs.gov/

The Japan Accreditation Board for Conformity Assessment website: http.//www.jab.or.jp/
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