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MpeaucnoBue

Llenu 1 npuHuunbl cTaHgapTusauumn B Poccuiickon deaepaumu ycTaHoBneHsl ®defepanbHbiM 3aKOHOM
oT 27 pekabps 2002 r. Ne 184-93 «O TexHMYECKOM perynupoBaHn1y, a npasuia NpUMMeHeHUs HauMoHarnbHbIX
ctangaptoB Poccuiickorn ®epepaummn — MNOCT P 1.0—2004 «CtaHgaptusaumsa B Poccuitickoin deagepauuu.
OCHOBHbIE NONOXEHUs»

CBefeHusi o ctaHgapTe

1 NOArOTOBIJIEH JlabopaTtopuei npobnem knuHUko-nabopaTopHol anarHocTMkn HayyHo-uccneno-
BaTeNbCKOro LieHTpa FocyaapcTBeHHOro obpasoBaTenbHOro yupexxaeHus Boicliero npodeccuoHansHoro 06-
pasoBaHusa «MockoBckasa MeguLmMHeckaa akagemust um. U. M. CeueHosa PocsapaBa» Ha OCHOBE ayTeHTUUYHOTO
nepesofa craHgapTa, ykasaHHoro B nyHkTe 4, nogrotosneHHoro ®Iyl «Poccuitickuin HayyHo-TexHu4Yeckun
LeHTp nHdopMaLmm no craHgapTM3aLmm, MeTporiorm 1 oLeHKe CooTBETCTBUSA» PocTexperynupoBaHus

2 BHECEH TexHuyeckum KoMnuTeToM no ctaHgaptusaumm TK 466 «MeguumnHcKne TeXHOMormm»

3 YTBEPXEH W BBEJEH B OENCTBUE [Mpukasom ®GeaepansHoro areHTCTBa No TeXHUYECKOMY
perynvpoBaHuio U metposiorum ot 9 aekabpst 2009 r. Ne 633-cT

4 HacTosumin ctaHgapT uaeHTUYIeH MexayHapogHomy ctaHgapty MCO/TO 22869:2005 JlabopaTopum
megnumHckne.  PykoBoactBo no  BHeapeHuto WCO  15189:2003 (ISO/TR  22869:2005 «Medical
laboratories — Guidance on laboratory implementation of ISO 15189:2003»).

HaumeHoBaHWe HacTosilero craHgapTa U3MeHeHO OTHOCUMTENbHO HauMEHOBaHUS YKa3aHHOTo MexXay-
HapoAHoro cTangapTta ans npuseaeHus B cootsetcTene ¢ FOCT P 1.5—2004 (nyHkT 3.5).

Mpu NpriMeHeHnn HacToALLero cTaHAapTa pekoMmeHayeTCA UCNOoMNb30BaTh BMECTO CChINIOYHbIX MeXayHa-
poAHbIX (perMoHanbHbIX) CTaHAAPTOB COOTBETCTBYOWME UM HaunoHanbHble cTaHgapTel Poccuiickon deaepa-
LN, CBEAEHUA O KOTOPLIX MNpuBeaeHbl B AONOMHUTENLHOM NpUoXxxeHun B

5 BBE[JEH BIMEPBbIE

Urpopmayust 06 USMEHeHUSX K HacmosiueMy cmaHOapmy riybriukyemcs 8 exe200H0 u30agaeMoM UH-
popMayuoHHOM ykazamerne «HayuoHanbHble crmaHdapmbl», @ MeKcm USMeHeHUl U rornpasoK — 8 exemMe-
CAYHO U3lasaeMbix UHGHOPMaUUOHHBIX yKazamensix «HauuoHanbHblie cmaHdapmei». B cnydyae nepecmompa
(3aMeHbl) unu ommeHbl Hacmoswe20 cmarOdapma coomeemcemeyroujee yeedomiieHue 6ydem orybrnuKkosaHo
8 exxeMecsiYHo uzdasaeMoM UHGhopMaUUOHHOM yKa3amere «HayuoHanbHble cmaHAapmel». Coomeemcmesy-
owast uHghopmauusi, yeedoMieHue U meKkcmal pa3MeLaromcesi makxke 8 UHghopMayUoHHoU cucmeme obuje2o
ro516308aHUs1 — Ha oghuyuanbHoM calime PedepalibHO20 a2eHMCeMmea 1o MexXHUYeCKoMy peaynuposaHuio U
mMemporsoauu e cemu ViHmepHem

© CraHgapTtuHdopmM, 2011

Hacroswuii cTaHaapT He MoXeT 6bITb NOSTHOCTLIO MITK YaCTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAH U pac-
npocTpaHeH B kayecTBe oduumansHoro usaaHns 6es paspelieHus defepanbHOro areHTCTBa No TEXHUYEeCKo-
MY perynmpoBaHuio U MeTposnorum
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BBegeHune

HacTroswuii ctaHaapT cogepXuT pyKOBOACTBO A1 AOCTWKEHMUSI COOTBETCTBUA TpeboBaHUAM K KoMne-
TEHTHOCTU N KayecTBY, ycTaHOBNEHHbIM cTaHgapTom MCO 15189 ana meanumHckux nabopatopuid. OnucaHbl
OCHOBHbIE MPUHLIMMNbI MOLWAroBOro npoLecca co3AaHus U BeeHUs1 CUCTEM MeHedXMeHTa kavecTBa B Meau-
unHcknx nabopatopusax. CtaHaapT 0AMHAKOBO NPUMEHUM Kak K BHOBb CO3[jaBaeMbIM, Tak U K AEUCTBYIOLLUM
nabopatopuam. B HeM oxBadeHbl U ynpaBneHyeckue, n TexHudeckue TpebosaHna MCO 15189.

Mpu3aHaHo, 4YTO CTpaHa MOXET UMeTb CBOM cOBCTBEHHbIE cneLuanbHbie NpaBunia unu TpebosaHns, Npu-
MeHuMble K NpodeccrMoHanbHOMy nNepcoHarny, ero AesitenbHOCTU U 06513aHHOCTAM B AaHHOW obnacTtu. B cTpa-
Hax, rae akkpeguTauus TpebyeT cobniogeHUsl KOHKpeTHoro komnnekca TtpebosaHui, nabopatopus,
npeTeHaylowWaa Ha Takoe NpusaHaHue, AOSDKHA MOSyYUMTb OT OpraHa no akkpeautTauun AONOSHUTENbHbIe
WHCTPYKLUMW, KacaroLmnecs oLeHKU COOTBETCTBUSA. B HacTosleM cTaHgapTe Takke NPU3HaeTCs, YTo Kaxaast
nabopatopua 6yaeT HaxoaNTLCS B PasHbIX CTApTOBbIX YCMOBUSIX BbIMONIHEHWUA 3TUX TpebosaHWiA.

Takum o6paszom, kaxgon nabopatopun notpebyeTcsa onpefenuTb cTeneHb CBOel roTOBHOCTU K co3fa-
HUIO CUCTEMBI MEHEXKMEHTA KauecTBa, OXBaTbiBaOLLENA pasnuyHble TpeboBaHua k MeauumnHckum naboparo-
pusim. PykoBoacTey nabopatopumn Hago caenatb NepBbiil War K CO34aHUI0 CUCTEMbI MEHEKMEHTa KayecTBa,
Beaywun k cootBetcTemio MICO 15189, nytem ycTaHOBNEHUs NPUOPUTETOB Ha OCHOBE NOTPeBHOCTEN CBOUX
MauneHToB U KITMEHTOB, CBOUX PECYPCOB, a Takke MECTHbIX, PErMOHarbHBIX U HAUMOHaMbHBIX MOPYYEHWIA.

Ycnyru MeamumHCKUX nabopaTtopuii BaxkHbl Ans yXo4a 3a naumMeHTaMy U oXpaHbl 300pOBbs HAcCENeHus U
MOSTOMY AOTKHbI ObITb 4OCTYMNHBI MauMeHTam U NepcoHasny KIMHUK, OTBETCTBEHHOMY 3a yXO4 3a 3TUMK nauu-
eHTamu. Takue ycnyry BkroyaloT B cebs cozaaHme HeobxoaUMbIX YCIIOBUIA, NOATOTOBKY NaLMEHTa U ero uaeH-
Tudmkaumio, cbop obpasLoB, TpaHcnopTUpoBaHUe, XpaHeHue, obpaboTky U uccneaoBaHne KIMUHUYECKUX
ob6pasuoB, a Takke nocneayoLne NPOBepKy, UHTepnpeTaLuio, NPOTOKONMUPOBaHWE U KOHCYNbTaLMIO B AOMOS-
HeHue k obecneveHuo 6esonacHOCTU 1 cobnogeHnio aTukK B paboTte MeanumMHckon nabopatopun. Ecnu no-
3BOMIEHO HaUMOHaNbHLIMU pernaMeHTamu, TO kenaTefbHO BKMOYUTb B nabopaTopHble ycnyrv ocMoTp
nauMeHTOB B Criydae KOHCYMbTauWiA 1 akTMBHOE UCNoNb3oBaHWe 3TUX YCIyr Npy npedynpexaeHun 3abonesa-
HUWs1, TOMMMO NOCTAHOBKY AnarHosa u obcnyxusaHus nauneHTa. Kaxaas ycnyra takke aomkHa obecneunsaTb
COOTBETCTBYIOLLME BO3MOXHOCTM A5 00y4YeHust U Hay4dHOW paboTkl nepcoHana.

HecmoTps Ha To, YTo CTaHdapT npeAHasHavYeH AN UCMOb30BaHWUA NPY OkasaHUW NPU3HAHHLIX AeUCTBY-
OLLIMX YCIYr MeAULIMHCKUX nabopaTopuia, niogu, 3aHATble B Apyrux obnacTax obecneveHns naumneHToB, Toxe
HangyT ero NonesHbiM U NpUMeHUMBbIM. K ToOMY e, opraHbl No akkpeanTaLuum, KoTopble NpU3HatT KOMMNeTeH-
THOCTb MeAULMHCKUX NabopaTopuii, CMOTYT UCMOMbL30BaTb CTaHAAPT Kak OCHOBY ANA coAencTemsa nabopato-
pUsM B WX CTpeMieHMM COOTBETCTBOBaTb TpebOoBaHUSAM ANIA YCTAHOBMEHUS CUCTEMBI MEHEeIKMeHTa
KayecTBa.

PykoBoasiLume mMexayHapoaHble, HalroHanbHble U permoHanbHble AOKYMEHThI Takke MOryT NOMOYb Na-
6opaTopun B AOCTMXEHUN COOTBETCTBUS Kak MECTHBIM, Tak 1 MexayHapoaHelm (MCO 15189) TpeboBaHnaM.

HacToswuii ctaHaapT obecnevnsaeT pykoBoACTBO Mo BHeapeHuto TpebosaHuin UCO 15189 B cuctemy
MeHekMeHTa Ka4yecTBa MeaULIMHCKON NabopaTopun U yCTaHaBNMBaET B3aMMOCBA3M MeXAY pasfnIHbIMKU 40-
kymeHTamn MCO, kacarowmmmcs co3aaHnsi cuctemel MeHeMkmeHTa kadecTtsa, u MCO 15189.

Moapo6HocTK Toro, kak anemeHTel MCO 15189 nomoratoT onucaTb CUCTEMY MeHegXKMeHTa KadecTBa,
npuseaeHsl B NpunoxeHun A. Ccbinku Ha A0NOMHUTENbHbIE UCTOYHUKA MHbOpMaLMK, BKItoYas MexayHapoa-
Hble 1 HauuoHanbHble cTaHAapThl, NpuBeaeHsl B Gubnuorpadun.
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HAUMWOHANbHBLIA CTAHOAPT POCCUUCKOWU ®EOEPALUHU

NABOPATOPUMN MEOULIMHCKUE

PykoBoacTBO No BHeapeHUIO
NCO 15189:2003

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

DaTa BBegenna — 2010—11—01

1 O6nacTb NnpUMeHeHunsA

HacToawuin ctaHgapT npeAcTaBnseT pykoBOACTBO AN MegnunHckux nabopatopuid. B Hem cogepxuT-
cs onucaHue Toro, kaknum obpasom nabopaTopusi MOXeT BHEAPUTb CUCTEMY kavyecTBa, YTobbl COOTBETCTBO-
BaTb KOHKPETHBbIM TEeXHUYECKMM W YnpaBrieH4YeckuM TpeboBaHWsSM K Ka4yecTBY W KOMMETEHTHOCTW,
yctarnoBneHHsiM B UCO 15189:2003. OpraHbl, 3aHnmaroLwmecs npuaHaHnem KOMneTeHTHOCTU MeANLIMHCKNX
nabopaTopuiA, MOTYT TakKe UCMOoMb30oBaTbh HACTOSILLNIA CTAaHA4APT Kak OCHOBY ANsl coaencTaus nabopartopu-
AIM B YCTAHOBMEHUMA CUCTEMBI KAYECTBA C LieNblo COOTBETCTBMSA HaLMOHaNbHbIM TpeboBaHUSM U1, B TO Xe
BpeMsi, TpeboBaHUsIM MexayHapoaHbIX cTaHAapToB. 3TO PyKOBOACTBO NPUMEHMMO Kak K BHOBb OpraHuso-
BaHHbIM, TaK 1 K y>Xe AeACTBYOLWUM nabopaTopunsiM 1 oxBaTbIBaeT Kak ynpaBfeH4Yeckne, Tak U TeXHUJeckue
TpebosaHma MCO 15189:2003.

2 HopmaTuBHbIE CCbINKK

B HacTosilem cTaHgapTe Ucnonb3oBaHa HopMaTUBHas CCbifka Ha criedyoLmii MexxayHapoaHbl cTaH-
aapT:
NCO 15189:2003 MegunumHckne nabopatopun. YacTHele TpeboBaHMS K KAYECTBY U KOMMNETEHTHOCTU

3 OO6palleHue 3a KOHCyNnbTaLMen No BONPOCY aKKkpeauTaumMm Ha COoTBETCTBUE
MCO 15189:2003

Ecnu akkpegutaumsa Ha cootBeTcTBME MCO 15189 aABnsieTcs KOHEUHON Lienbto, o6pallieHne 3a COBETOM
K cneuuanuctam MoxeT nomodb nabopatopun n3bexaTs MHOMUX TPYAHOCTEN HeafeKBaTHON NOArOTOBKA UM
HanpacHbIX ycunuin. MNpegsapuTensHas NpoBepKka TOro, Ha KakoM 3Tarne co3aaHns CUCTeMbl MEHeI)KMEHTa Ka-
YyecTBa M rOTOBHOCTU K akkpeauTaumum HaxoauTes nabopatopus, MOXeT ObITb Ype3BblvaiHo nonesHon. Jlabo-
paTopuM, YK€ WNCMOMb3YIOLWEA HaumyyliMe TeXHUYeckne 1 ynpapneHdeckne meTtoabl paboThbl, BO3SMOXHO,
noTpebyeTcs TONbKO 4OKYMEHTUPOBATL CBOW METOAbI, TOrAa Kak nabopatopusi, HaxoasLasacst Ha HauanbHOM
aTane co3gaHusl CUCTEMbI MEHEDKMEHTa KadecTBa, AOIPKHa OonpeaeniuTb CPOKU U pecypcebl, Heobxoaumble
AN QOCTVKEHNST Lienn akkpeguTauun.

Llenb HacTosilwero ctaHgapTa 3akntodaeTcs B TOM, 4Tobbl MoMoYb nlabopatopun paspaboTaTb Takyto
CUCTEMY MEeHeKMeHTa, KOTopasi HanpaBneHa Ha COOTBETCTBUE YNpaBeHYECKUM U TEXHUYECKUM TpeboBaHu-
am UCO 15189. Tak kak pykoBoACTBO NabopaTopuy BHeApAET CUCTEMY MEHe)KMEHTa KayecTBa, eMy Heobxo-
ONMO paccMOTpeTb cnocobbl COOTBETCTBUSI TEXHUYECKMM TpeboBaHUsAM, KacaloLwmuMes nepcoHana, ycrnoBuia
oKpyatoLlei cpefbl, 06opyaoBaHMA, Npoueayp npeaBapUTensHON NMPOBEpPKA, OKOHYaTENbHOW NPOBEPKA 1
cneayrowmx nocne npoBepku npoueayp, onucaHHelx 8 UCO 15189.

U3paHve odmumanbHoe
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4 OnpepeneHve pecypcoB, KOTOpble NOMOryT nabopatopum cOOTBETCTBOBAaTb
Tpe6oBaHmam NCO 15189:2003

BeposiTHO, kaxpaas na6opaTopusi UMEeT YHWKa/lbHbli Habop PecypcoB ANsi AOCTUXEHUS COOTBETCTBUS
Tpe6oBaHUAM. PyKoBOACTBO flabopatopueil MoXeT MoslyunTb NOMOLLb OT APYrMX MECTHbIX nabopaTopuii, KoTo-
pble YyXe AOCTUI/IN COOTBETCTBUS TPeGOBaHWsIM, WM OT MpPodeccroHasIbHbIX 1abopaTopHbIX OpraHusaluii
(MECTHbIX, PerMoHasbHbIX, HAUWOHA/BbHBIX U MEeXAYHAPOAHbIX), WU OT NPaBUTENLCTBA, OPraHoOB MO akkpeanTa-
ummn (rge aTo AONYyCTUMO WM 06YCNOBMIEHO), WM MEXAYHapPOAHbIX OpraHu3auuii, npegnararowmnx noanepxky
MeAMLVHCKAM N1abopaTopusiM B BOMPOCax 06eCneyeHnsl KauecTBa, WM OT KOHCY/IbTaHTa C COOTBETCTBYIOLLUM
YPOBHEM KBa/IMQUKALMN.

Ecnn B na6opatopuu OTCYTCTBYEeT YBEPEHHOCTb B TOM, C Yero /iyylle Hayatb, TO Hanbosiee onTuMasb-
HbIM 6yAeT obpallieHne B MUHUCTEPCTBO 34PaBOOXPAHEHNS UMK APYTOi paBHO3HAYHbIN HaLMOHANbHbIM opraH
[ONS KOHCYNbTauUWi OTHOCUTETbHO HaYaslbHbIX WaroB. CM. Takke 6MGanorpaduto no noBogy JOMN0SHUTENbHbIX
maTepuasioB no pecypcam.

5 O6paweHne 3a NOAAEPXKKON AR CO3[4aHNA CUMCTEMbI MeHef)XMeHTa KayecTBa
Ansa cooTBeTcTBUA TpeboBaHuam MCO 15189:2003

PykoBoacTBy nabopartopuu cnegyet NprM3HaTb, YTO CYLLECTBYET Mepapxus NOHATWIA, NCNONb3yeMbIX ANS
onucaHus cucTeMbl MEHEI)KMEHTA KayecTBa yC/yr B 06/1acTi 34paBooXpaHeHusi. Tu NOHATUS, BbICTPOEHHbIE
C TOYKM 3peHNs ynpasieHns, HaunHatTca ¢ obuiei hmnocopmn MeHegKMeHTa kayecTBa, B KOTOPOU Bbipaxe-
HO CTpeM/ieHne A0CTMUYb KayeCTBEeHHbIX (6e30macHbiX, 3 PeKTUBHbIX, CBOEBPEMEHHbLIX Y OPUEHTUPOBAHHbIX
Ha nawuueHTa) ycnyr B cMCTeMe 34paBooxpaHeHuns. 3ta hmunocodursa 06bIYHO OXBaTbIBAET MEHEI)KMEHT Kavec-
TBa, KOTOpPbIA HanpasfeH Ha noajepxaHue CKOOPAMHUPOBAHHbLIX U BCEOOBLEMIIOLMX YCUINI COOTBETCTBO-
BaTb UeNsAM CUCTEMbl 34paBOOXpaHeHUs B ob6nactu kavectBa. ITM YCUAMS U3BECTHbI Kak «cuctema
KauyecTBa», KOTopas Bk/IO4aeT B cebs BCe BUAbl AeATENbHOCTM B 06/1aCcTU 06ecneyeHuns kavecTBa (4acTb mMe-
HeKMeHTa KayecTBa, CpOKycupoBaHHas Ha 4OCTVXEHUN YBEPEHHOCTM B TOM, YTO TpeboBaHMUA K kayecTBy Oy-
OYT BbIMOJIHEHBI) [1], a Takke BCe BUAbI eATENbHOCTM N0 KOHTPOJII0 KayecTBa (YacTb MeHe[KMEeHTa KayecTBa,
chokycupoBaHHasa Ha BbINOIHEHUN TpeboBaHuii K kavyecTBy) [1] (cM. pucyHOK 1).

PncyHok 1 — lMupamunga Kkayectsa

Ecnn Takas mepapxuueckas cxemMa MeHeQKMeHTa kauyecTBa (MMpamujaa kauyecTBa) OTCyTCTByeT, na6o-
paTtopusi MOXeT MOJyYMTb BbICOKOTOUHbIE W HAfEXHble pe3ynbTaTbl UCCMeA0BaHWiA, oTBevalolMe aHanuTmu-
UeckUM LeNnsaM, HO He pe3ynbTaTtbl, HEOOXOAUMble ANA yXo4a 3a MauuMeHTOM, K3-3a HecOOTBETCTBUS
NabopaTopHbIX YCAYT UX KAUMHUYECKOMY MpejHa3HauyeHulo B cucTeMe 3[paBooxpaHeHus. Hanpumep, ecnu
cAenaH HenpaBW/bHbIV TECT HA NPaBUIbHOM 06paslie OT NnauueHTa UnK Hao60pOoT, NPaBUbHbLIA TECT Ha He-
npaBunbLHOM o6Gpasue, 1abopaTopHOE UCC/efoBaHWE MOXET HaHecTW ylep6 yxody 3a nauueHToM, Aaxe
€cnn pe3ynbTaTbl aHANIMTUUYECKN TOUYHbI U HAZEXHDI.

MockofbKy HEO6X0AMMO, UTOGbI CUCTEMA KayecTBa OTBeuYasia NoCTOSHHO U3MEHSILWMMCS YCNO0BUAM B 06-
nacTu 3paBoOXpaHeHuns, PyKoBOACTBY nabopatopum HeobxoanmMo paspaboTaTth NnaH NOCTOSIHHOIO Y/yYllEHNs!
MeTOL0B MEHeXXMeHTA (BKoUas 06yYeHne NepcoHana), a Takke MeTofbl Mo 06eCcneyeHnto U KOHTPOSII0 Kayec-

2
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TBa, YTOGbI NoAAEPXKMBaTb BbICOKUIA YPOBEHbL FTOTOBHOCTM COOTBETCTBOBATbL MEAMUUHCKMM TpeboBaHUsAM. Bbiro-
Obl BHEApeHVs CUCTEMbl MEHe[XMeHTa KayecTBa MOryT BK/IYaTb B CebA y/ydlleHue pacnpegesieHus
pecypcoB 1 COKpalleHue onepaTuBHbIX PacxooB.

AkkpeguTauusa Ha cootseTcTBre MCO 15189 BkntoyaeT B cebs nonpenenseT CyLwecTBEHHbIE 3/IeMEHTbI
CUCTEMbl MEHe)KMeHTa kayecTBa 4/19 MeauLmnHckux nabopatopuii. Ecnm na6opaTtopus ctpeMuTcsa 6biTb nNpu-
3HaHHOI Kak opraHusauumsl, COOTBETCTBYHOLLAS MUPOBLIM CTaHAapTaM kayecTBa, el Heo6X04UMMO COOTBET-
CTBOBaTb NPMBELEHHOMY B HacTOALWEM cTaHAapTe Komniekcy Tpeb6oBaHuii. [OCTUXEHWE COOTBETCTBUA B
pamMkax cuCTeMbl KadyecTBa MO3BOMSET wWar 3a waroMm npubnmxarbCsa K Lesim COOTBeTCTBMA TpeboBaHMAM
MCO 15189 6e3 HeonpaBAaHHbIX 3aTpaT pecypcos.

NabopaTopun cnegyeT yTOUYHWTL 415 OpraHn3auumn, KOTOpoi OHa NoAoTyYeTHa, YTo ee uenb — obecne-
YyeHne aflekBaTHbIX 1ab0paTopHbIX YCYr B COOTBETCTBUMU C TpeboBaHUAMU 34paBOOXpaHeHuns. [JocTmxeHne
cootBeTcTBMA MNCO 15189 B pamkax cucTeMbl KayecTBa Mo3BoseT 3(h(PeKTUBHO COOTBETCTBOBATb LENsM
oKaszaHusa MeAMLUHCKUX YCNYT U NevyeHnsa naumeHToB. BHegpeHnem cucTeMbl MeHe)KMEHTa KayecTBa MOXHO
ob6ecneynTb kauecTBO BCErO LuMKNa npefocTaBfieHnsa NabopaTopHbIX YCAyr (CM. PUCYHOK 2).

Heo6x04MMO NOCTOAHHO NPOBEPATb 3TOT UMK/ A8 BbIAB/IEHNSA BO3MOXHOCTU ynyyleHus nabopatop-
HbIX YCNyr, Hanpumep, NyTem cokpalleHus ymucna ob6pasLoB, He NPUrOAHbLIX ANS UCCneoBaHuii, KOTopbie no-
nyvaet nabopartopus.

MAUMNEHT N CEMbA

[fevictBne
NOCTABLW UK YCAYT NMOCTABLWMWK YCNYT
3anpoc
WHTepnpeTaymsa
MocTaHanuTnyeckas
YacTb UuKna
PeweHne 06 nccnegosaHumn
poTokonnpoBaHue
MpeaHanuTnyeckasn
A YyacTb UuKna
3aka3
AHanuTunyeckas
NABOPATOPUA  AHanns yacTb LKA
NaeHTndmkaums

MpuroToBnexHne

A

PucyHok 2 — MepguunHckasa nabopatopus. MonHbIA LUK nccnepoBaHus

TpaHcrnopTMpoBaHue

6 BHeppeHune cuctemMmbl MeHeAXXMeHTa kKadecTtBa Ha ocHoBe VCO 15189:2003

6.1 CocTaBHble 4acTu CUCTEMbl MeHeOXMeHTa KayecTBa

McTopmnyeckn 0CHOBbI CUCTEMbI KAYeCTBa, onpeAeneHHsle B [2], cnoxunnncek Ha 6a3e KoHuenuwii, paspa-
60TaHHbIX B 1930-e rogbl Yontepom Lyxaptom (Walter Shewhart), npoBoguBlINM cTaTucTMyeckne paboTbl B
komnaHumn Bell Laboratories B CLUA. Ero yeTbipe cTaguun pewenuns npobnem (Mnanupyii, Oenaii, Mposepsii u
[encTByli) n3BeCTHbI Kak «UmKkn LyxapTa». 3Ta KOHLUEeNUMa akTUBHO nponaraHauposanach Y. 3asapacom [e-
mMuHrom (W. Edwards Deming) B NATUAECATbLIX rofax u ctasia UHCTPYMEHTOM MeHe)KMeHTa KayecTBa, U3Bec-
THbIM Kak «Kofeco [leMuHra». 3TOT MHCTPYMEHT BeCbMa YCMEeLWHO MPUMEHSICS BO MHOMMX OTpacnsix ans
MOBbILIEHNA Pe3yNbTaTUBHOCTU U 3PEKTUBHOCTM MPOM3BOACTBA U AOCTVXEHUSA YAO0B/I€TBOPEHHOCTU MOKY-
narteneii npogykumeii. Boiroga oT NpUMEHEHNS NPUHLMNOB MEHEeXXMEHTa KayecTBa Npu noctaBkax MeanLUH-
CKMX NabopaTopHbIX YCyr NpU3HaHa celidyac BO MHOMMX CTpaHax.
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MpuMeHeHne NPUHLUMNOB CUCTEMBI KA4eCTBa B MEAMULMHCKON naGopaTopum HaxoauTces B LieHTpe Tpebo-
BaHuin UCO 15189. B HeM onncaHa cuctema MeHeXMeHTa Ka4uecTBa, KoTopasi oOXBaTbIBaeT MOMMTUKY, CTPYK-
Typy, Npoueccsl, Npoueaypbl U pecypchl. Korga cTpykTypa opraHusaumm 1 apyrue npoLecchl HanpasneHbl Ha
OOCTWKEeHWE cooTBETCTBUA TpeboBaHNAM NoNb30BaTeNA, CUCTEMa MEHEPKMEHTa KauecTBa MOXKET CUMTaTbesl
paspaboTaHHoi. CnegyeT OTMETUTb, YTO B TEPMMHOMOMMMW, OTHOCSLIENCA K Lenu MocTaBoK (Mocras-
LMK — opraHusauna — notpebutens), ucnonsayemoit 8 UCO 9001 [2], TepMUH «MeanUMHCKas nabopaTtopusi»
MOXET OTHOCUTLCS K MOCTaBLLMKY U3AENNIA, TAKUX KaK PeaKTUBbI, KOMNIEKTHI Ui Npubopbl, NPUMEHSIEMBIE B
MeanLMHCKON nadopaTtopun, nnnm K MeguuUHCKon nabopatopumn Kak nocTaBLUUKY UCCreaoBaTenbCKUX yenyr
Ans MeanLMHCKUX pabOoTHUKOB MW UX MaUNEHTOB.

TepMUH «opraHMsaLna» MoXeT GbiTb UCMONb30BaH KakK Mo OTHOLLEHWIO K caMoil nabopatopun, Tak U K
BbILIECTOSILLEN CTPYKTYpe, B paMKkax KOTOpoW Haxoautcs nabopaTtopus. TEpMUH «MoTpebuTenb» Yyacto uc-
nonb3yeTcsl N0 OTHOLUEHMIO K OTAeNbHbLIM JMLaM, KOTopble 3akasbiBaloT UCCrieoBaHWe, HO KOTopble MOryT
cunTaThCA U NaumeHTamu.

CylecTBeHHble hakTopbl CUCTEMBI MEHePKMEHTA KayecTBa BKOYaloT B cebs: opraHusaumio, nepco-
Han, obopyaoBaHue, 3aKynk1 1 MHBEHTapu3aLuio, ynpasneHue npoLeccamMmu, JOKYMEHThI U 3anucy, ynpasne-
HWe uHdopMaunenn, ynpasneHne cobbITUSIMA, BHYTPEHHUE U BHELLUHWE OLEHKW, YIydlleHUe NpOoLeccoB,
ob6cnyxnBaHue 1 yaoBneTBopeHue notpebuTens, nomelleHus u 6esonacHocTb. KauectBo MeauLmHekoit na-
GopaTopun MOXeT onpeaenaTbCs Kak COCTOSIHNE, CO3AaHHOE KOMIMIIEKCOM NPaBUIbHO onpeaeneHHbIX U Bbl-
MOMNHEHHBIX MPOLECCoB. JTW MpoLiecchl co3datoT cuctemy cbopa M uccrieoBaHus o6pasLoB MaTepuana,
B3ATOro y Yenoseka, 1 coobLueHnsa pe3ynbTaToB UCCNeAoBaHUs, KOTOpas:

- noadepXuBaeT aMarHo3, NpeaoTBpaLlaeT v KOHTponupyeT 3aboneBaHue, a Taikoke yNpaBnsaeT cocTos-
HUAMK Npu 3aboneBaHny;

- reHepupyeT NHOPMAaLMIO, MPUHOCALLYHO KITMHAYECKYIO NOSb3Y Y MMEIOLLYHO ONTUMaribHOe BNUSIHUE Ha
300pOBbE;

- OTBEYaeT paHee onpeaeneHHbIM LensiM Ans NoaTBepKaeHUs COOTBETCTBUS;

- cTpeMuTcs Kk 6e30WMBoYHOCTY;

- CTPEMUTCS K CBOEBPEMEHHOCTU, 6E30NacHOCTU, Pe3ynbTaTUBHOCTU, 3DMEKTUBHOCTU OTHOCUTENBHO
CTOMMOCTU U

- cnocobeTBYeT yAOBNETBOPEHHOCTU KIMEHTa U NOCTOAHHOMY YNy4LUEHUIO KavecTBa YCIyr.

MepBoi1 06513aHHOCTLIO PYKOBOACTBA ABNSAETCA onpeaeneHne NoMTUKK, CornacHo koTopoi 6yaeT dyHk-
LunoHpoBaTh Nabopatopusa. 3atem cnegyeT onpegefieHne NpoLeccos, onvchiBalollee, YTo AOIPKHO ObiTb
cAaenaHo gnsa peanusauuy noMTUKKU. [lanee npouecchl onpeaenanTca npoueaypaMu, B KOTOPbIX OnUcaHbl
AelCTBUA, NpeanpUHUMaemble A1 BbINONIHEHUA NOAUTUKX U NPoLLeccoB. TU AENCTBUA onpeaensiioT cucTe-
My MeHeKMeHTa Ka4yecTBa, KOTOpaa YCTaHaBNUBaeT, KOHTPONUPYeT, NnepecMaTpuBaeT U ynyyllaeT Becb
UMKN UccnegoBaHuin Bo BpemeHu. B3aumocBasb 1 koppenauvs mexay TpebosaHuamu MCO 15189 u cucte-
MOW MeHeKMeHTa KadyecTBa B nabopaTopumn nokasaHbl Ha pUCyHKe 3.
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YCTAHOBJIEHUE
CHUCTEeMbl MEHE[)KME@HTa KayecTsa
C onpepeneHvemM

* OTBETCTBEHHOCTU PyKOBOAUTENS

* Mpouenyp cucTembl KavdecTsa n NNaHOB
Ka4ecTBa

* NayueHus koHTpakTa

* KoHTpons Hag npoekTom

]
UCO 15189 : 2003,4.1,4.2un 5.1

YNYMLEHUE KOHTPOJb
CUCTeMbl Ka4ecTBa ¥ NNaHoB Haj] CUCTEMOI MEeHe[DKMeHTa
KayecTBa ¢ UCMONb3OBaHUEM v KayecTBa C
* YNpaeneHuem JOKyMeHTamm
* MpegynpexaaroLwmx uco uco U AaHHLIMK
1 KOPPEKTUPYIOLLIUX OAeACTBUIA 15189 : 2003 Liuxn 15189 : 2003,] | « KoHTponem Hap oGopyzioBaHUEeM
* OByveHus ™ - ’I{ cucrembl 43-49, [ ° YnpaBneHMeM HECOOTBETCTBUSIMM
* O6cnyxuBaHus (AopaboTkm) 4:04’ :211 Kavectsa /| 4.13 - 4.14 | | * YnpaBneHuem obpasLiamu
* CTaTMCTUYECKMX METOAOB . n52-58 ;ll marepuvanamm
* YnpaeneHuem 3aKyrikamm

* KoHTponem Han
TPaHCNOPTUPOBKO/A0CTaBKOM

» KoHTpornem Hag obpabotkoi

* YnpaeneHneMm 3anvucsiMm,
OTHOCHLLMMMUCS K Ka4yecTBy

NMPOBEPKA
CUCTOMbI MEHeDKMEHTa KavecTBa
C NOMOLIbLIO
* KoHTpOns v ucnbitaHuii
* BHYTPEHHUX ayIMTOB KayecTa
* BHewwHux ayguToB kavecTea

MCO 15189 : 2003,
44-45,49,410n4.14-4.15

MpumeyaHune—AgantmpoaHo n3 [3] u [4].

PucyHok 3 — B3aaumocBsi3b Mexay BHedpeHVeM umkna cuctemsl kadectea u MCO 15189

6.2 OueHka. MgeHTUdMKaLMa He[OCTATKOB CUCTEMbI MEHe)KMeHTa KavecTBa

Kputuyeckum warom B nnaHMpOBaHWN COOTBETCTBUS TpeOoBaHMAM cTaHaapTa SIBMAETCS BbiMNONHEeHWe
nabopaTopuer caMooLieHKN. [OTOBLIM MHCTPYMEHTOM Takoi NpeaakkpeaAMTaLMOHHON OLeHKU ABNAETCS KOH-
TPOnbHBIA NepeveHb. CnedyeT yoeanTbes, YTO OH OXBaTLIBAET BCe BiAbI AeATenbHOCT nabopaTtopun. Ecnn
akkpeguTaummn gobusaeTcs cneumanbHbIi OpraH No akkpeauTalum, To NpeaoLeHOUYHbIA KOHTPOIbHEIR Nnepe-
YeHb, NCMONb3yeMbliA OpraHoM No akkpeanTaLmun, U nepedeHs, NoMyYeHHbIN Y KOHCYNbTaHTa, KOTOPbIA Me-
eT OofbIT coaencTemsa nabopaTopusiM, COOTBETCTBYIOLWUM TpeboBaHUsIM opraHa no akkpeauTauuu, MoxeT
GbiTb 4YpesBblYaHO MonieseH. Takas npoBepka noMoxeT naGopaTopuv MAeHTUDULMPOBATL COCTOSHWE
roTOBHOCTU cooTBeTcTBOBaTL MCO 15189.

Mockonbky kaxaasa nabopaTopus HAXOAUTCA Ha CBOEN CTapTOBOW TOUKe, Y Kaxaon nabopaTtopun By-
AeT CBOW NNaH 4OCTUXEeHNst COOTBETCTBUSA cTaHaapTy. Hanpumep, ecnu naGopaTopus onpegenunna, 4to oHa
oTBevaeT BONbLIMHCTBY TEXHUYECKMX TpeboBaHWUi cTaHaapTa K NPoM3BOACTBEHHBIM cpeacTBaM (nepcoHa-
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ny, obopyaoBaHuio, NpeasapuTenbHbIM UCCNeaoBaHUsAM, UCCNeaoBaHMsAM U Npolieaypam rnocne uccneno-
BaHui), onncaHHeiM B UCO 15189, pasgen 5, To ata nabopaTopus MoXeT cocpeaoTavymBaTh CBOU YCUINNA Ha
OOCTUXEHUN COOTBETCTBUSA ynpasneHvyecknm TpebosaHuam NCO 15189, pasgen 4.

Apyrvm nyTem AOCTUXKEHUS COOTBETCTBUA ByAeT BhISIBNEHMWE TOr0, Kakune YacTu CUCTEMbI MeHeXKMeHTa
KavecTBa OTCYTCTBYIOT. [1pU AONYLLEHWUN, YTO BalLW NOMeELLEeHus, nepcoHan u obopyaoBaHne CoOOTBETCTBYHOT
TpeboBaHMAM, NepBoe, YTO credyeT BbIACHUTb, eCTb NN Y NabopaTopun AeNCcTBEHHas cucTemMa KavecTsa Ans
MeToANK nccnegoBaHust. Ecnn HeT, 3To AOMKHO CTaTb OTNPABHON TOUKOW, Tak Kak NpaBubHOCTb U3MEPEHWUI B
nabopatoprn MOXHO MOABEPrHYTb COMHeHW. Ecnun Bal KOHTpOrb KayecTBa ajekBaTeH, Toraa Haao pac-
CMOTpeTb KOMMNOHEHTbI, cocTaBnsAoLme BceobbeMmoLyro cuctemy obecneueHus kauecTtsa. Mockonbky oue-
HUBaeTCs Kaxdas 4acTb oOLlero MeHeMKMeHTa U TeXHUYeCKUX BO3MOXHocTed nabopartopun, To GyayTt
naeHTUPULUPOBaHbI Te HeJOCTaTKN CUCTEMbI Ka4eCTBa, KOTOPble AOIMKHBI ObiTb U3MEHeHbI, YToObl COOTBET-
cTBoBaThb TpeboraHuam UCO 15189.

6.3 MnanupoBaHue. YcTpaHeHUe HEAQOCTATKOB CUCTEMbI MEHEe)KMeHTa KayecTBa

Mocne Toro, kak nabopatopusa OLEHUT HeQOCTaTKN CUCTEMBbI MEHEXKMEHTA KayecTBa, OHa AOMKHa Co-
CTaBUTb MNaH KOPPEKTUPYIOLLMX AeCTBUIA. B nnaHe aomkHbI BbITb paccMOTpeHbI pecypcbl ((hUHaHChI, nepco-
Han, obopyanoBaHue U cpoku), HeoGxoaumble AN cooTBeTcTBUS TpebGoBaHUAM cTaHgapTa. B HekoTopbix
cryyasix MoryT noHagobutbcst UsmeHeHUA unu moaudukaums.

Koppektuposka MoxeT noTpebosaTtb AONOMHEHUA UNU U3MEHEHUI, KOTOpblE CNOCOBHO OCYLLECTBUTL
TOMbLKO PYKOBO/CTBO flabopaTopun BMeCTe ¢ ee KnueHTamu, huHaHcupyioLlein opraHusaumei, rocyaapcTBeH-
HbIM areHTCTBOM, MUHUCTEPCTBOM 3apaBooOXpaHeHns 1 T.4. JonoNHUTENbHO K AOCTUXKEHUIO COOTBETCTBUSA Na-
6opaTopuu criedyeT Takke HauTU NyTU YCTPaHeHUs UM YMEHbLUEHUA PUCKOB W YTyULLIEHUS pe3yNbTaTUBHOCTU
nabopaTtopHbIx ycnyr. Takum o6pa3om, koHeuHbIM 6eHedunumapom cooTBeTCTBUA ABNSAETCA NauneHT. Koppek-
TUPOBKA UAEHTU(PULMPOBAHHBLIX HEAOCTaTKOB UrpaeT CYLLeCTBEHHYIO POfb ANsl rapaHTUM COOTBETCTBUSA Lie-
NsIM ycnyr 34paBOOXpaHEeHUsI.

6.4 YcTtaHoBneHue NpUopuUTeToB

MpuoputeTbl Ana ycnyr nabopaTtopun, Hanpumep npeanaraemble UccreaoBaHus (TecTbl), 00bEKTbI U
BpPeMs 1NX OKasaHus, YacTo ycTaHaBnnBatoTca nssHe. OgHako npu paspaboTke cucTeMbl MEHeMKMEHTA Kadec-
TBa C Lenbio o6ecneyeHnst TOUHbIX U HaeXHbIX UccnefoBaHuiA (TECTOB) AN COOTBETCTBUA TpeGoBaHUAM K
ycryram okoH4aTenbHy OTBETCTBEHHOCTb HECET PYKOBOACTBO nabopatopun. OHO AOMKHO onpeaenuTb He-
cooTBeTCcTBME TpeboBaHNAM cTaHdapTa U cpeacTBa AOCTUXKEHUS COOTBETCTBUA.

Kaxgon nabopatopun cnegyeT yCTaHOBUTbL Habop MpropUTETOB B CO3AaHUN CBOEN CUCTEMDbI KadecTsa.
MpuopuTeTbl AOIKHBI BbITb OCHOBaHBI Ha OLIEHKE TOTO, Kakue (hakTopbl BeposiTHee BCEro NOBMUAIOT Ha peaynb-
TaTUBHOCTL U adbdbeKTBHOCTL NabopaTopHbIX yeryr. [ina nabopaTopuid, orpaHn4eHHbIX NO pecypcam, Haubo-
nee KpUTUYHBIM (hakTopOM MOXET CTaTb Hann4uMe KOMNETEHTHOTO NepcoHarna UM NpUoGpeTeHne 3KONorMyeckn
KOHTpONMpYeMoro noMeLLeHns Ans uccriefosaHuin (Tectos). Bce nabopartopun nMetoT orpaHnyeHHbIe pecypehbl,
1 OYeHb BaXKHO OLEHUTD, Kya B NepByto ovepedb creayeT HanpasuTb pecypchl, YToObl oGecnednTb KayecTBeH-
Hble YCnyri no uccneaoBaHusaM Ans yAoBNeTBOpeHUst NoTpeGHOCTEN KIIMEHTOB 1 NaLMEHTOB.

YcTaHoBMeHne NpMopuTeToB Ha OCHOBE NpeaynpexaeHns BepOosTHOCTI MOSlyYeHWUs1 HECOOTBETCTBYHO-
LMX pe3ynbTaToB UCCeaoBaHUiA (TECTOB) MOXET cTaTb NOMe3HbIM NP ONpeaerieHn TOro, Ha YTo UMeHHO
crnepgyeT HanpaBuUTb YCUnus npu Hexsatke pecypcoB. C y4eToM akkpeauTaumm Ha cooTeeTcTeue NCO 15189
BCe ero TpeboBaHWs AOMMKHEI ObITb BEIMOMHEHbI 40 aKKpeaUTaLMn, XoTS NopsacK, B KOTOPOM BHEAPATCA UMK
paccMaTpuBaloTCs YacTu cTaHaapTa, MOXeT MEHSTLCS B 3aBUCUMOCTIN OT PeCypcoB 1 NiaHoB NnabopaTopuu.

6.5 BHegpeHune. MNocTpoeHue cucTeMbl MEHEAKMEHTa KauecTBa

B npunoxeHun A npnseaeHo onucaHmne nonvMTuKX, NPoLECCOB U MpoLeayp, KoTopble AorkHa paspabo-
TaTb NabopaTtopus Ans COOTBETCTBUSA YNpaBreHYeckuM 1 TexHndeckum TpeGosarmsam MCO 15189 B pamkax
CUCTEMbl MeHeXXMeHTa kavyecTBa. Ha KOHKpeTHbIE 3MeMeHThI cTaHAapTa AaHbl NepeKpecTHbIE CCbIMKKU, YTODbI
noKasaTb, Kak NpUMeHSIeTCS KaxKablil arIeMeHT.

Mpun nocTpoeHUn cucTembl MeEHeKMEHTA KaYecTBa PYKOBOACTBY NabopaTtopuum criegyeT onpeaenuTs,
Kakue NOSIMTUKN el HY>KHbI, YTODbI NoaAepK1BaTh NPOLIECCH 1 NpoLeaypbl A1 BbIMONTHEHUS KOHKPETHOrO Tpe-
60BaHus. Mo Mepe BHeAPeHUs! KaXKO0To U3 YeTbIpex KpaeyrofbHbIX KaMHel CUCTeMbl MEHE)KMEHTa KavecTsa
[ycTaHoBNEHWe, ynpaBneHue, paccMoTpeHue (nepecMoTp) 1 ynydlieHne] nabopatopum crnegyeT OLEeHUTb CTe-
neHb cooTBeTCTBMA TpeboBaHUAM cTaHAapTa U U3biCKaTb Pecypcbl AN AOCTWKEHUS MOSTHOTO COOTBETCTBUS.
BHyTpeHHWI ayauT LIaroB K 3TOM LieNnu NnoreseH Ansi rapaHTuy Toro, YTO pecypchl HanpaesIieHbl Ha yCTpaHeHue
Haubonee cyllecTBeHHbIX HEAOCTaTKOB.
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6.6 OueHuBaHMe, ynyyllleHUe U BefleHUe CUCTEMbI MEHe)XMeHTa KayecTBa

HesaBncumo oT ncxogHoro coctosiHus nabopatopuun, NposeaeHNe NEPUOANYECKUX BHYTPEHHUX ayau-
TOB CUCTEMbI KaUecTBa NOMOoXeT nabopaTtopum ybeanTLCA B TOM, YTO OHa NPoAoIKaeT COOTBETCTBOBAThL Tpe-
6oBaHuAM cTaHAapTa, Uy B TOM, Y4TO OHa HEYKIMOHHO NpubnmkaeTcsa k 3Ton uenu. Ecnu BHyTpeHHWe ayauTl,
BEPOSATHO, UAEHTUMDULMPYIOT MHOFO YYACTKOB, HYXKAAOWNXCA B YNy4LIEeHUN, LeHHbIMK Tarcke 6yayT u nepno-
AMYEeCcKN NPOBOAUMbBIE BHELLHUE ayauThl.

BHeluHWiA ayauT moxeT BbITb NPOBeAEH B HECKOSbKUX hopMax, BKMOYas:

a) OLleHKy OpraHom Mo akkpeauTauuu;

b) oueHuBaHWe Ha MecTe, NPOBOANMOE 3KCNEPTOM UMW FPYNNOI 3KCMEPTOB U3 MECTHOMN, YXXe akkpeauTo-
BaHHoW nabopaTtopuu;

C) conocTaBneHue pesynbTaToB UCCNedoBaHUA (TecTa) ¢ pesynbTaTaMu Apyrux nabopatopuin and
onpefeneHys NPaBUbLHOCTM BbINOMHEHUA UccneaoBaHua aaHHown nabopartopuein (MCO 15189 onpepensiet
3TO Kak NMPOBEPKY KOMNETEHTHOCTH);

d) cxeMy nepenpoBepku 0GpasLOB CpaBHEHUEM pesynbTaToB OAHON naGopaTopuun ¢ pesynbTaTtamu
Apyroi nabopatopum Ha obLmMx MaTepuanax unu npobax, B3ATLIX Y NauMeHTa;

€) yyacTue B HaLMOHAIbHBIX UMK perroHasbHbIX NporpaMMax OLEeHKU NPou3BoAUTENbHOCTU CUCTEMDI
Ans onpefeneHnusl Toro, Kak MeToAbl U Npoueaypbl B nabopaTtopuy conocTtaBUMbl € aHaNOrMYHbLIMU UHCTPY-
MEHTaMMu.

Kaxxpas u3 atux chopm obnagaet HekoTopoi cnocoGHOCTbIO naeHTUMUMPOBaTL yNpasneHYeckue unm
TexHudeckme TpeboBaHus, KOTOPLIM He yaoBneTBopseT nabopartopus. Yem 6onee nonHeIMKU ABAAIOTCA NPO-
LiecCbl BHYyTPEHHUX U BHELLHUX ayauToB B nabopaTopun, TEM BhilLe BEPOATHOCTb MAeHTUdUKaLMKN B Her yyac-
TKOB, HYXXAAIOLLNXCA B YIYYLIEHUW.

Jpyrue BO3MOXHOCTU YIyyLIeHU U BeAeHUSA CUCTEMBbI MeHePKMeHTa KavecTBa B nfabopatopumn MoryT
MOSIBUTLCS KaK CrieJCTBUE KOHTPONS Had o6GLIMMI pe3yribTaTaMuy YCIyr U OLEHUBaHWUSA CO CTOPOHbLI NoTpebute-
nst (nepcoHan cnyx6bl 30paBooXpaHeHnsa 1 NauneHTbl). BxogHble AaHHBIE OT 9TUX UCTOYHUKOB MOBLICAT CMO-
cobHocTb NabopaTopun naeHTUGUUMPOBaTbL NPUYMHBE HECOOTBETCTBUIA. Kak Tonbko nabopaTtopus npumeT 1
BHeApUT CUCTEMY MeHe)KMeHTa kauecTBa, B ee pacrnopsbkeHun 6yaeT AeUCTBYIOWMIA NPoLLece Ans NOCTOsH-
HOro pPas3BuUTUA U pocTa. Bea cnucteMa kavecTBa CMOXET oTpearmposaTh Ha Npobnemsl, MaeHTUUUMpOBaH-
Hble MOTPeGUTensAMK, NpPorpaMmMaMu BHELUHe OUEeHKW KavecTBa WU BHYTPEHHUMW nn6o BHELWHUMU
ayamTamu, COOTBETCTBYIOLLMMU UBMEHEHWUAMU B TEXHUYECKUX UMW YNpaBleHYeCckuX MeToaax, noaroToBkon 1
oby4yernem. Koraga Bce a10 6yaeT AOCTUrHYTO, Be4eHUe U ynydlleHne CUCTeMbl MEHEeJKMeHTa KayecTBa cTa-
HeT Lenblo ynpaBneH4Yeckmx 1 TeXHUYECKNX onepauuii B nabopatopum.
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MpunoxeHnne A
(cnpaBoyHoe)

AnemeHnTl UCO 15189:2003 Ansi onucaHuA CUCTEMBbI MEHeA)XMeHTa KavyecTBa

A.1 O6wme nonoxeHunna

MeanumnHckum naGopatopusiM, BHEAPSIIOWMM CUCTEMY MEHEDKMEHTa KavecTBa, Heo6XoanMOo HeTKoe NoHMMaHue
CBOEro COCTOSIHMM Ha NyTW BHeAPeHWsl, a Takke NONUTUKK, NPOLLECCOB U Npoueayp, TpebyeMbix Ana NONHOro BHEAPEHUS.
Tabnuua A.1 npegHa3HaveHa Kak Ansi obecneveHuns paspaboTku obero nnaHa BHeAPEeHUs], Tak U ANs onpeaeneHnst KoH-
KPeTHbIX 3TanoB Ha 3TOM NyTu. M3-3a Bonblumnx pasnuumin opraHM3aumnoHHbIX CTPYKTYP MegULIMHCKMX nabopaTtopui v wu-
POKOro AnanasoHa npeanaraemMbix ycnyr nabopaTtopum, BO3MOXHO, NoTpebyeTcs 06paTtnTbest K UCTOUHMKAM, COAepKallym
6onee nogpoGHble TeXHMYECKNe MHCTPYKLUMN, KOTOpbIE NpuBeAeHbl B Gubnuorpadmm.

KoHKpeTHble ynpaBneH4Yeckue n TeXHUHECKne BONPOCH! paccMmarpueaioTcsi B Tabnuvue A.1 nog Homepamu, KoTopble
OTHOCSTCS K pasgenam u npunoxexnusim MCO 15189. CnegyeT ob6patMTs BHUMaHME Ha TO, YUTO NOMEYEHHbIE NMYHKTLI B Tab-
nvue MOryT CMY»XUTb NPOBEPOYHBIM NepevyHeM Ans nabopaTopumn, UCMoNb3yeMbIM Arsi OTCNEXMBAHWA NPOMAEHHLIX LLIAroB
Ha NyTU BHEAPEHUSI CUCTEMbl MEHEPKMEHTA KavecTBa.

Tabnwuya A.1— PykoBoacTBo no BHegpeHuio B nabopatopun NCO 15189:2003.
Tabnuua atanoe nepexoga k TpeboBaHusiM cTaHgapra

Monutuka
3asBneHne 0 HamepeHum un
HanpasrneHuu

Mpouecc
Buabl gesitensHocTH, Npeobpasylowue
HamepeHue B AencTBue

MNpoueaypa
[okymeHTupoBaHHaA UHCTPYKUUA

PykoBoacTBO M NpepocTaene-
HWe ycnyr nabopaTtopuen Ha
OCHOBE OOLMX MPUHLMMNOB Me-
HeXMeHTa kadecTBa (4.1, 4.2)

M3 nepeuvHs, NpMBEAEHHOIO HUXeE,
onpegenuTe OCHOBHble yHKUMK nabo-
partopum, KOTOpble ONMUCLIBAKT Npeano-
naraemble ycnyru:

- NpeaoTBpaLlLeHne
KOHTpOInb U HabnoaeHue;

- yNpaBrneHme  UHTEerpMpoBaHHbIMU
OaHHbIMU;

- pechepeHTHbIE U cneunanuanpoBaH-
Hble ccnenoBaHus;

- 340pOBbIE YCMOBWA OKPYXatoLLen
cpenpbl;

- ynydweHws B nabopaTtopum 1 cooT-
BETCTBME perfameHTam;

- pa3paboTka NonuTUKK;

- pearvpoBaH1e Ha aBapuiiHoe noro-
XKeHue;

- NccrnegoBaHns 340POBbS;

- 0by4eHue n obpasoBaHue;

- NapTHEPCTBO U CBA3b

3aboneBaHus,

Llenu cucremsl MeHeaXMEHTa Kavec-
TBa U NpUBEPXEHHOCTL NabopaTopun 3a-
SIBITIEHHON €10 NoNnUTUKe B 06nacTu kaqec-
TBa [4.2.3, nepeuncnenus c), f)]

O6nacTb NPUMeHeHUs1 U NOCTaBKa na-
BopaTopHbIx ycnyr (KOHCynbTauusi ¢
OpraHom no akkpeauTaumu) [4.2, nepe-
yncneHve a))

BoamoxkHble noTpebutenm n cnocobbl
nx obcnyxmeaHma (ctaHgapT o6enyxmBa-
HuR) [4.1.2, 4.2.3, nepeuncnenve b)]

PykoBoacTBO Mo Ka4yecTBy, KOTOpoOe
OMNUCLIBAET AEATENBHOCTL NabopaTopum
B obnactu kayecTtsa, BKMOYas, HO He
OrpaHu4YMBasicb 3TUM, NONUTUKY B obnac-
TU BHYTPEHHEro KOHTPONsl Ka4ecTBa U
y4Yactve B NporpamMmme BHELHEW OLEHKU
Ka4ecTBa (B COOTBETCTBUM C COAEPKaHW-
eMm un crtpyktypon MICO 15189:2003)
(4.2.2—4.2.4)

CooTteeTcTBME  00A3aTenb-
HbIM TpeBoBaHuaM (4.1)

OnpepennTte obsizatenbHble Tpebo-
BaHWs, MPUMEHUMbIE K PACMOMOXEHUIO U
hyHKUMOHUpOoBaHUto nabopaTopum

Ob6sizatencHble TpeboBaHMsT M Kak
OHM AOMKHbI BbITh YAOBNETBOPEHDI

lapaHTUsi BO3MOXHOCTM  3aKOHHOW
ngeHTndukaumm nabopartopum (4.1.1)

®PrHaHCOBBIN aHanua pecyp-
coB, Heobxoaumblx ans obecre-
YeHUsi kadvecTBa nabGopaTopun
[4.1,4.2,4.4.1, nepeuncnenue b),
4.6.1]

PaccmoTpute v onpegenuTe pacxo-
Abl Ha:

- MOMELLEHWA: TUM, YNCNO U MECTO;

- obopyacBaHwe;

- NI0ACKME pecypcsl;

- NOCTaBKM (3aKyrnkv U UHBEHTapu3a-
ums);

- TeXHM4eckoe oGCnyXuBaHwWe, Ka-
NMOPOBKY, KOHTPOINb Ka4ecTBa, BHeL-
HIOI0 OLIEHKY Ka4ecTBa;

- KOHCYNbTaumu, Npy HeoGXoaMMOCTH

Pacnpegenenne HeoGxoaMMbIX pac-
X0OOB U obuwero obbema [AEHEXHbIX
cpeacTs (rogoBon 6roaxeT)

Mpoueaypbl Anst 3aKynku 3anacHbIX
YacTel, obopygoBaHusl U yCnyr, Hanpw-
mep:

- 06beM 3akynok;

- UCTOYHUKU U T.4.
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Monutuka Mpouecc
3asiBneHue o HamepeHuu u Buabl gesatensHOCTU, Npeobpasyiowme MNpouenypa
= [oxymeHTMpoBaHHas UHCTPYKUUS
HanpasneHun HamMmepeHue B Aencrene
CTtpykTypa MeHeKMeHTa OnpegeneHne wuvepapxum  MeHea- OGsizatenscTBO  nabopatopun  no
(4.1.4,4.1.5) KMEHTa BHEAPEHUIO  MEHEePKMEHTa  Ka4decT-
Onpepenexne ob6sizaHHocTel KM oT- | Ba (4.1.3)
BETCTBEHHOCTU PYKOBOZCTBA TexHnueckue TpeboBanusi n TpeboBa-
OnpepeneHve cBsizei ¢ ApyrMmu | HUsi no o6ydeHnio nepconana [4.1.5, ne-
opranuzaumsimm [4.1.5, nepeuncnenve e)] | peuncnenue g)]
OnpegeneHne BO3MOXHbIX KOHDIUK- PacnpegeneHHble OTBETCTBEHHOCTM,
TOB UHTEpecoB (4.1.4) MONTHOMOYMA W B3aMMOCBA3N BCEro nep-
PaspaboTka nonuTvkM v npoueayp, | coHana [4.1.5, nepeuncnenus a), c) e), f),
obecneunBarowmx Bcemy nepcoHany na- | h), j)
6opaTopun ceoGofy OT NPOTVMBO3AKOHHO- MonHomoune nepcoHana nabopato-
ro AaBneHusi, KOTOPOEe MOXET OTpuua- | pUM BbIMOMHATH CBOW 06A3aHHOCTU B CO-
TeNbHO CKa3aTbCsl Ha KAYECTBE WIK [I0Be- | OTBETCTBMM CO CBOEN KOMIMETEHUUen W
pun notpebutenss [4.1.5, nepeuwncne-| pecypcamu [4.1.4, 4.1.5, nepeumncne-
Hue b)] Hue a)]
CamocTosiTeNnbHOCTL ~ PYKOBOACTBA
na6oparopwu [4.1.4, 4.1.5, nepeuncne-
Hue e)]
MexaHusm HasHa4veHus MeHemxkepa
no kavectey naboparopuu [4.1.5, nepe-
uncnenus i, j)]
YnpaBneHve  OOKyMeHTamu Onncanve nonuTMKM W npoueayp CocraBneHne AOKYMEHTOB C UCMOMb-

(4.3)

ynpaenexnusa gokymentamm (4.3.1—4.3.3,
5.4.4)

YcTaHOBNEHWe mnpouecca NepecMoT-
pa ansi Bcex 4OKyMeHTOB [4.3.2, nepeunc-
nexwus a), d)]

PaspaboTka npouecca coxpaHeHusi
OOKYMEHTOB

3oBaHueM Tpebyembix anemeHToB (4.3.1,
4.3.3,54.4)

XKypHan ynpaenenva JoKyMeHTamu
[4.3.2, nepeuncnenuns b), c)]

MepecMoTp, M3MeHeHne, aKkTyanusa-
LS JOKYMEHTOB

MepcoHan — TexHuueckne
TpeboBanusa (5.1)

Mporpamma Habopa un yaep-
XMBaHUS  KBaNMPUUNPOBAHHOIO
nepcoHana Kak CoctaBHasl 4acTb
obecneveHns kavecTea

PaspaboTka nonutuku, kacalowwencs
nepcoHana, u CTaHgapToB Ha onucaHue
paboTel B nabopatopum, BKriovasi nepco-
Han, KOTopble OTBEYAIOT 3aKOHaM, perna-
MeHTam 1 Tpe6oBaHNWAM OpraHoB Mo cep-
Tudbmkaumm

PaspaboTtka TpeboBaHuini Kk nepco-
HanbHbLIM 3anNUcsam

OnpepeneHne o6nactm OTBETCTBEH-
HOCTU aupekTopa nabopatopum unm Ha-
3Ha4YaeMbIX JOIDKHOCTHbIX nuy (5.1.4)

PaspaboTka COOTBETCTBYIOWMX 3aKO-
HY NPaBoOBbIX HOPM Ans noa6opa v Halma
nepcoHana

CoszgaHve nporpaMmmbl  npoceccno-
HanNbHOW OpueHTaunn

Pa3paboTka nporpamMmmbl NOCTOAHHOIO
obyuenuss Bcero nepconana (5.1.9,
5.1.12)

Pa3spaboTka METOANK UCMONB30BaHWS
nepcoHarnom KOMMBIOTEPHbIX cuc-
Tem (5.1.8)

Pa3spaboTka nporpammel 6e3onacHoc-
TV 1 06ydeHnsi NnepcoHana rnoBeAeHuio B
aBapuiiHbIX cuTyaumsx (5.1.10)

PaspaboTka nporpammbl nepuoan-
YeCcKoW OLEeHKU KoMmneTeHTHocTH (5.1.11)

Ormmcanusi paboT, OTHOCSILUMXCSl K
npegnaraeMmbim ycnyram (5.11,
5.1.3—5.1.6)

3anuck, Bkniovasi onucanusi pabor,
CCbINKK, cepTudmKkaTbl, 3arMcu o NnocTo-
SIHHOM OOYy4YeHUM U COCTOSIHUM 3[10POBbS
nepcoHana (5.2.1)

HokymeHTuposaHue pabot

3anucu, kacaiowmecsi
kv (5.1.11)

O6pasoBaHue 1 onbiT (5.1.12)

MopgrotoBka no obecrneyeHunio Kavec-
TBa (5.1.6)

O6ecneveHne COOTBETCTBUS 3aKOHaM
W pernameHTam

dopmbl
km (5.1.6)

3anucy o0 nony4eHHbIX Npu 06yyeHnn
oueHkax/6annax

KoHduaeHumanbHOCTE M 3TUUECkue
HOpmbl noeegenuss (5.1.13, npunoxe-
Husa B n C)

PopMbI eXErogHoOM NOAroToBKM Mo Ge-
30MacHOCTW U coobwenns o6 uHuUMAEH-
Tax

MoaroToBka K aBapuWHbIM CUTyauu-
am (5.1.10)

noAaroToB-

OpUEeHTauMn/NoaroToB-
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Nonutuka
3asiBneHne 0 HamepeHum U
HanpagneHum

Mpouecc
Bupael pestensHocTH, Npeobpasytollne
HamepeHue B JencTBue

Mpoueaypa
HokymeHTUpoBaHHasa MHCTPYKUKSA

PaspaboTtka nporpaMmmbl CcO34aHWSA
CMCTEMbI OLEHKM paboTbl, CTUMYNMPOBAa-
HWS M NOOLLPEHNI

PaspaboTtka npoueayp Ans OLEHKM
Hec4acTHbIX Cry4YaeB, aBapuii U NosiBre-
HUS1 NPOdeCCHOoHarnbHOM ONnacHocTH (Ko-
OPAVHMPOBaHHAsH NONUTUKA MIOACKUX pe-
CypcoB)

PaspaboTka nonuTnkn pearnpoBaHus
Ha Xanobbl

3anucn 06 oueHKe KOMMETEHTHOCTH,
pesynbratax W KOPPeKTUPYOLWMX ael-
ctBusix (5.1.11)

CoxpaHeHuve 3anuceri 06 MMMyHU3a-
LMK, HECHACTHbIX CNyYasx, NOBpeXaeHu-
SX M MHUMZEHTax ¢ NnepcoHanom

Banucu 060 Bcex xanobax u pesyrnb-
Tatax ux paccMOTPeHus

MpeananuTuyeckue npoueny-

pbl (5.4)

YctaHoBrneHne TpeboBaHuii Kk dhopme
3anpoca Ha WuccregoBaHWs, KoTopble
obecneynBaoT COOTBETCTBYIOLLYIO WH-
dopmaumic 1 ygoBrneTBopstoT 0bs3a-
TenbHbIM TpeboBaHusIM unn TpeboBaHn-
AM K akkpeamTaumm (5.4.1)

PaspaboTtka pykoBoactBa no cbopy
nepenyHon npobul (4.2.4,4.3.1, 5.4.1)

YcraHoBneHne kputepueB  cbopa,
YNakoBKM, OTCIEXMBaHUS TPAHCNOPTUPO-
BaHWA M COXPaHEeHWs NEePBUYHON MpPO-
6ol (5.4.5)

YcTaHOBMeHWe npouecca KOHTPOns
TpaHcnopTupoBanusi Npob (5.4.6)

YcTaHOBMeHWe NpOLEecCcoB aHanusa
3anpocos, dopm, npoueayp cbopa npob
1 MeToaoB uccnegosanus (5.4.9, 5.4.10)

3anonHeHve dopmbl 3anpoca Tpeby-
emon uHdopmauuen [5.4.1, 5.4.3, nepe-
yncneHue c)]

Cb6op npo6 m
Humn (5.4.2, 5.4.3):

- 06was nHhopmMaLms NonNb3OBaHUs;

- UHCTPYKUUM MO MapKUpoBKe U 6e30-
NacHoOCTH;

- NpremMka, o0Tka3s B npveme, OTCrexu-
BaHuWe, NornonHeHne U XpaHeHue nepeny-
HbiX Npob (5.4.5, 5.4.12);

- NIHCTPYKUMW MO NOATOTOBKE MauneH-
TOB Ansi o6CryXMBaloLWEro Ux nepcoHa-
na;

- CpOYHbI 0T6Op NPob (5.4.13);

- 06paboTka YCTHBIX MNKN 3NEKTPOH-
HbIX 3anpocOB Ha NPOBeAeHUe Tec-
ToB (5.4.13);

AHanu3 cpokoB TPaHCNOPTUPOBaHWS,
YCIOBUI XpaHeHWs U COOTBETCTBUSI Mpa-
Bunam 6esonacHocTn

o6pawieHne ¢

MeToankn ncenegoBaHust

(5.5)

Ob6ecneveHne NPUrogHoOCT U AENCT-
BUTENBHOCTM  METOAMK  UccnepoBa-
Husa (5.5.1, 5.5.2)

YcTaHoeneHwe MeToank Ans Bcex uc-
cnepoBaHun (5.5.3)

PaspaboTka nepeyHs nccnegosaHuim,
TpeboBaHun k npobam u pyHKUMOHANL-
HbIX XapaKTepUCTUK METOANK UCCneaoBa-
HUM Ana MHDOPMUPOBaHUST NONb3oBaTe-
new ycnyr nabopatopum (5.5.6, 5.5.7)

MepBu4HbIE N NEpUoOaNHECKUE NpoLe-
Aypbl NPOBEPOK NyTEM aHaNM3a co CTopo-
Hbl pykoeogacTea (5.5.2, 5.5.5)

PykosoacTtea no metoaukam un pede-
PEeHTHBIM MaTepuanam ansi GbicTporo
o3HakomneHus (5.5.3, 5.5.6)

3anucy 0 BLINONMHEHUWU KOHTPOISI Ka-
YecTBa, KANUGPOBOK 1 pesyrnbTarTax CTaH-
AapTusaumn

AHanNu3 KOHTPONSs Ka4ecTBa u pe3yrib-
TaTOB BHELWHUX OLEHOK KavecTBa

3anncu 0 KOPPEKTUPYIOWNX AENCTBU-
sIX, NPEANPUHATBIX ANS NOBbLIWEHUST Ka-
yecTBa UccnegoBaHum

ObecneveHne kKavyecTBa Me-

TOAMK UccneaoBaHuii (5.6)

10

YcTaHoBNeHWe Lenu npocnexveae-
MOCTM KaXgoro BuAa WccrneaoBaHus
cBowcTe (5.6.2)

Paspabotka npoTOKONOB CUCTEM
BHYTPUNabopaToOpHOro KOHTPOINsS Kavec-
TBa ANA AOCTUXEHUS pe3ynbTaToB B 06-
nactum kadectea (5.6.1)

BknioweHne B mexnabopatopHyio
nporpaMmmy oueHku kadectsa (5.6.4)

YcraHoBneHue, npu HeoGxoanMocTu,
cuctembl 06meHa npobamu ¢ gpyriMu na-
6oparopusamm (5.6.6, 5.6.7)

UpeHTndukauma  WUCTOMHUKOB  NO-
rpeluHocTen (HeonpeaeneHHoCTH) B Npo-
BOAMMbIX U3MepeHusx (5.6.2)

YcTaHOBNEeHWE YPOBHSI MOMPELUHOC-
Ten (Olomketa HeonpeaeneHHoCcTU) Ans
KaXgoro enaa nccnegyeMbix
cBoiicTs (5.6.2)

Onpegenexve u aHanua Guonornyec-
KuUX pedhepeHTHbIX 3HaveHun (5.5.5)

HeATenbHOCTL NO AOKYMEHTALUK Ka-
NGpOoBKM U BEpUMKaumm cMCTeM uccrne-
JoBaHus (4.2.5, 5.6.3)
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MNonutuka
3asiBneHne 0 HaMepeHum u
HanpaeneHuu

Mpouecc
Bugel pestensHocTu, npeobpasyowne
HaMepeHue B AencTene

Mpoueaypa
[okymeHTMpOoBaHHAA UHCTPYKUUSA

Moareepxaexue obnAzarenbHbIX
n/unu akkpeauTaumoHHbIX TpebosaHnn

AHanus co CTOpoHbI PyKOBOACTBA, Ka-
CalolWMNcsl pe3ynbTatoB U AOKYMEHTOB
no Koppektupylowum gencremnsam (5.6.4,
5.6.7, 5.8.10)

MocTaHanutuyeckme npoue-
Aypel (5.7)

YcTaHOBNEHNE NPOTOKONOB PaccMOT-
peHus n coobuweHne pesynbTaToB uccne-
[OBaHns

YcTaHOBNEeHME  MPOTOKONOB  Ans
YCNOBUI XpaHEHUs!, CPOKOB COXPaHEHUs
n 6esonacHon ytunusauvm npob nocne
coobuweHns pesynbTaToe

OnNeKTPOHHOe UMW PYKONUCHOE JOKY-
MEHTUPOBaHNE PacCMOTPEHUA pe3ynbTa-
TOB UCCneaoBaHus

CoxpaHeHne npo6 B OTBEAEHHbLIX
MecTax nocne nccneaosaHum

BbesonacHas yTunusauus npo6

CooblweHne © pesynbra-
Tax (5.8, npunoxeHue B)

Paspabotka c¢dopm ans oT4eToB B
anekTpoHHOM un Gymaxnom Buge (5.8.1,
5.8.3—5.8.5)

CospgaHve npouegypbl COXPaHEHWs
Ans Bcex nabopatopHbix oT4eToB (5.8.6)

YcTaHoBneHne cuctembl nepepaqm
OTYETOB C Luenbio obecneveHnsa CRoeBpe-
MEHHOro  coobuweHna o pesynbTa-
Tax (5.5.5, 5.8.2, 5.8.7, 5.8.9, 5.8.10,
5.8.16)

OnpepgenexHne obwero pacxoaa Bpe-
MEHU ANsA NpoBeaeHus TectoB/ucecneno-
BaHun (5.8.11)

OnpegeneHne KOPPEKTUPYIOWNX AeN-
CTBUIA, HEOGXOAMMBIX OISl BHECEHUS UC-
NpaeneHnn u JONONTHEHUN B OTYETHI

MoppobHbin  nepeveHs Tpebyemon
nHboOpMaLUK Ansa OTHETOB, KaK YKa3aHo B
CTaHAapTHLIX ONepaTUBHLIX Npoueaypax
ANsA OTAENbHBIX NCCNegOBaHNN

PykoeoacTeo no coobwennio pesynes-
Tatoe (5.8.9, 5.8.13, 5.8.14)

Cxembl 3NeKTPOHHOW nepeaayn, Kpu-
TUYECKME 3HaYeHus, Tpebyowme cneum-
anbHbIX MOACHEHWW, CXeMbl OOCTaBKM
NMUCbMEHHBIX OTHETOB M T.4.

MepeveHb CPOKOB ANs BCEX CcCneao-
BaHWKN, pacnpocTpaHAeMblin cpeay no-
nb3oBatenen u nepcoHana naboparo-
pwn (5.8.11)

3anncy 06 M3aMeHeHWsIX Unn ucnpas-
neHusix B otyerax (5.8.15)

CoobuieHuns o pesynbTartax uccnego-
BaHui Nno TenedoHy, akcy nnm gpyrmmm
cnocobamu, a Takke KOHCyNbTauuu (4TO
npumeHnmo) (5.8.12, 5.8.14)

TpeboBaHMA K MOMELLEHUIO,
BKITIoYas 06a3aTenbCTBO PyKOBO-
ACTBa K afgeKBaTHOCTU AusaiHa
nomeLleHus, 4Ttobbl rapaHTupo-
BaTb Ka4YeCTBEHHYI0 cpeay wuc-
crnegoBaHun

Pacnonoxenne wn ycnoeus
oKpyxatowen cpeabl (5.2)

YcTaHOBMNeHWe KpUTepUeB ANl aaek-
BaTHOrO MPOCTpaHcTBa M Ge3onacHOCTU
BO BCEX MecTax c6opa NepBUYHLIX U BTO-
puYHbIX Npob 1 pabounx mecTax ansi nc-
cnepoanui (5.2.1—5.2.4, 5.2.8, 5.2.9)

Ypo6HbIN 4OCTYN K MOMELLEHUAM gnsi
uccrieioBaHWi, peakTMBam W Npo-
6am (5.2.6, 5.2.7)

Tpe6oBanua u rpadmkm, Kacawwme-
cs1 ybopku paboden 30Hbl (5.2.10)

Mocnegytowasn obpaboTka n ytmnusa-
ums BMONOrMYeckn onacHelx MaTepua-
noB (5.2.10)

MOHWTOPWHF, 3aNUcK U KOPPEKTUPOB-
Ka OKpYXaloLWwmX YCrOBUIA, BIUAIOWMX Ha
pesynbTaThl TecToB (5.2.5)

ObGecnevyeHne COOTBETCTBYHOWMX MNO-
MeLLeHW Ansi NaunMeHTOBR, NPOXOASLLMX
npouedypbl c6opa npob n uccnegoBaHuni

JlaGopaTopHble  cTaHgapThbl
Ha o6opyaoBaHue 4ns ero 3akyrn-
Ku, obcnyxueaHusi, GesonacHom
akcnnyaTtaumm u  obecnevenus
3an4acTsMy C Lenbio AoCTUxXe-
HUSI Ka4eCTBEeHHbIX WCCredoBa-
Hui (5.3)

PaspaboTka nporpamMmbl NOArOTOBKU
CcTaHAapToB Ha YHKLUOHMpOBaHne 060-
py4oBaHusl, LenoCTHOCTb AaHHbIX, 6e30-
nacHyto obpabotky (4.2.5, 5.3.1, 5.3.6,
npunoxexue B)

YcTaHoBneHve rpacduKkoB obCnyxu-
BaHWs 0bOOpyaoOBaHUsl, MOHWTOPWHIa
(PYHKUMOHMPOBaHUS M NPOBeOeHnsi pe-
MoHTa (5.3.2)

MoateepxaeHne OencTBUA 3anucen
06 obopygoeaHum (5.3.2—5.3.5, 5.3.14)

HokyMmeHTauusi TexHuyeckoro obeny-
XKuBaHusi, OBHOBNEHUsI NPOrpamMmmHOro
obecreveHns, NpoBeaeHUsA KanubpoBKu
M pemoHToB (4.2.5, 5.3.8—5.3.13)

TpebGoBaHusa Ge3onacHOCTU ANs BCe-
ro obopygoeaHusi U nepcoHana (5.2.5,
5.3.6—5.3.8, 5.3.12)

O6paweHue ¢ gedekTHeIM obopyaoc-
BaHvem (5.3.7)
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lpodomxeHue mabnuypsi A.1

Monutuka
3asiBneHne 0 HaMmepeHum u
HanpasneHun

Mpouecc
Buael gestensHocTn, npeobpasytoLine
HamepeHue B eUCTBue

Mpouenypa
[oKyMeHTUpPOBaHHASA MHCTPYKLKSA

HecooTtBeTcTBUS TpeboBaHu-
am (4.9)

PaspaboTka npoueagyp oTBeTa Ha
npo6nemsl n nx koppekTnpoBku (4.9.1)

PaspaboTka nporpamMmmbl Anst OLEHKN
adhheKTUBHOCTM KOHTpONs npoueayp

Paspa6oTka npoueaypbl OTHETHOCTH
M yTBEPXAEHUS OTKIMOHEHWUI OT cTaHaap-
THBIX ONepaTUBHLIX Npoueayp

KTo HeceT OTBETCTBEHHOCTb 3a pas-
pelweHune, BbINYCK OTYETOB, UCCNeaoBa-
HUA K T.A.

OcyliecTBNeHne  KOPPEKTUPYIOWMNX
DEeNCTBUN, OOKYMEHTUPOBAHWE OTKIOHE-
HWUI 1 OUEeHKA WX BIIMSIHUSI HA pe3ynbTaThl
nccneaoBaHun

Uaentudmkaums, KoppekTupyowee
AencTene, aHanu3 u BINYCK pe3ynbTaToB
MNU NpU3HaHWe HENPaBUNBHOCTU pe-
3ynbTaToB UCCNEAOBaHUN

pachuk npoeeaeHnA aHann3a co cTo-
POHbI PYKOBOACTBA

Pabota c xanobamu (4.8)
(nony4eHve NPeTeH3nn n apyrmx
MaTtepuanoB o6paTtHON CBA3U C
Bpavamu, nauveHTamu u gpyru-
MU CTOPOHaMMU, paspeLeHNe KOH-
¢hnukToB)

PaspaboTka MexaHusma cbopa WH-
cdopmauum o npeTeHausix, xanobax u pe-
aKkuum nonb3oBarenen Ha obcnyxmeaHwe

OnpegeneHuve nopsgka n opmeol pe-
armpoBaHus

3anucu o Bcex xanobax, ux npoBepke
1 KOPPEKTUPYIOWUNX AEWCTBUSX

3anncu o kavecTee pesynbTa-
TOB U TEXHUYeckue 3anucu (4.13)

YcraHoBneHne 1 BHeApeHue npoue-
Ayp ynpasneHust 3arnncsimm o0 Kayectee 1
TEXHUYECKMMMU 3anucsimy, caenaHHbIMU
nabopartopuei

MpoBepka COOTBETCTBUSI MECTHBLIM
pernameHTam

Wnaekcauun sanucen

Hocrtyn/koHdmaeHumansHOCTL

Mpadhuk coxpaHeHusn

XpaHeHue: nomeweHe ansi apxveu-
POBaHusA, OKpyXatowue yCnoeusl M ynpas-
NeHve AoCTynoMm

YutaemocTb 3anucen

Bblgavya 1 ytunusaums sanvcen

3anpockl U KOHTPaKTh! (4.4)

PaspaboTka npouecca Ans co3aaHus
M nepecMoTpa OpMbl 3anpoca Ha uc-
cnegoeaHve

OnpepeneHune TpeboBaHWiA K AOrOBO-
py Ha NpoBedeHue UccrnegoBaHns

CopepxaHue ¢opMbl HanpaeneHus
Ha UccreoBaHve U UHTEPBAN MexXay ee
nepecmoTpamu

KoHTpakTbl Ha nccrneaoBaHWA nauu-
€HTa W UX NepecMoTp 1 BO30OHOBNEHNe

Cyb6koHTpakTHele nabopaTo-
pvu (4.5)

Paspa6oTka npouecca Bbibopa 1 aHa-
nn3a cybKOHTpakTHbIX nabopaTtopuii

YcTaHOBNEeHUe NONMUTUKKM 06paboTku
M cooblleHnn pesynbTaToB U3 CyOKOH-
TpakTHbIX NabopaTtopuii

Kputepuu BbiGopa

AHanu3 n obHoBNeHne CyBKOHTpPaKT-
HbIX nabopartopui

BeaeHue peecTpa gelicTByoWwmx cy6-
KOHTPaKTHbIX nabopatopuii

O6paboTka OTYETOB U3 CyOKOHTpak-
THbIX NabopaTopui

BHewHwne ycnyrm v nocras-
Ku (4.6)

YcTaHOBNEHUe 3aKyMouHbIX MpoLe-
Ayp Ans ycnyr v maTepuarnos

YCTaHOBMNEHWE CUCTEMbI YIpaBreHuns
WHBEHTapHbIMK 3anacamu

Kputepun BbiGOpa, OCHOBaHHbIE Ha
6eayCcrnoBHOM MpUopUTeTe KauecTBa U3-
Aenuii ¥ ycnyr, UeHbl U 4OCTYMHOCTU

3aKkyno4Hble KOHTPaKThl, MpoOBepKa
maTepuarnoB, Hanu4Me cUCTeMbl MeHea-
XMEHTa Ka4ecTBa Ha MnpeanpusaTuM no-
CTaBLUMKA, OLeHKa pyHKUMOHABHBIX Xa-
PaKkTepucTVK MOCTaBMsSEMbIX MaTepua-
OB U ycnyr

KoHcynbTauuoHHble
4.7)

ycrnyrm

OnpepeneHne HeobxoAMMOCTU U Xa-
pakTepa HeobXoAMMbIX KOHCYMbTaLMOH-
HBIX yCnyr

Kputepuu BbiGopa
KoHTpakTHble TpeboBaHus

BHyTpeHHne ayanTsbl (4.14)

MnaHupoBaHve, opraHu3auusi U Bbl-
NonHeHWe BHYTPEHHWX ayauToB

MpeacTtaeneHne pesynbTaTtoB ayau-
TOB Ha pacCMOTPEHWe PyKOBOACTBY Na-
GopaTtopun

Kto ByaeT BbINOMHSATE ayauThl

CoobLueHre pe3ynbTaToB

MocneacTBUsi NPeanpPUHATBLIX KOPPEK-
TUPYIOLNX OeNCTBUA
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Nonutuka
3asiBneHue o HamepeHun u
HanpasneHuu

Mpouecc
Buabl aesitensHocTU, Npeobpasyowue
HamepeHue B AeNCTBUe

MNpoueaypa
JokymeHTUpoBaHHAnA UHCTPYKUUS

AHanm3a co CTOpPOHbI PYKO-
BoacTea (4.15)

YcTaHoBrneHue nonuTuKU U CPOKOB
aHanu3a cUCTeMbl MEHEKMEHTa Kayec-
TBa W BCEX ycnyr nabopatopum co cTopo-
Hbl ee pykosoacTea (4.15.1)

MepeveHb nokasatenen Kadvecrtsa,
nognexawmi paccMoTpeHuio  (Bpemsi
o6opota TecToB 1 xanobbl Ha ycnyry na-
6opaTtopun MOryT cTaTbh XOPOLUMM Hava-
nom) (4.15.2)

CobniogeHvne nnaHoe aHanuaa

MoprotoBka OTYETOB MO aHanu3y co
CTOPOHbI PYKOBOACTBA

CooblueHne o BbIBOAAX U AENCTBUAX
rno aHanuay

WudopmupoeaHne nepcoHana nabo-
paTopuu o BbIBOAAX U AENCTBUAX NO aHa-
nusy (4.15.4)

MocTosHHOe yny4weHune
(4.12)

AHanu3 co CTOpPOHbI PyKOBOACTBA
Bcex paboumnx npoueayp vepes UHTepBa-
nbl, oNpeaeneHHble B CUCTEME MEHe K-
MeHTa KavecTea

Waentudukauus BO3MOXHOCTEN
yNyYlWeHUsi, UCMOoNb30BaHUsl MOKasaTe-
Nen KavecTea Ansl KOHTPOMNSl U OUEHKU
yXxoaa 3a nauneHTamm

AyavpoBaHve y4yacTkoB, Tpebyowmx
ynyuweHus

MpegoctaeneHne nepcoHany naGo-
paTtopum BO3MOXHOCTU oOy4eHusi n co-
BEpLUEHCTBOBAHMA NpodeCcCcnoHanbHOM
NOATOTOBKU

Cxema (nnaH) KOHTPONbHLIX NPOBE-
POK CO CTOPOHbI PYKOBOACTBA

MnaHbel gencTBU NO  yNy4lWeEHWUIO
(npouecckl M Npoueaypbl NO YNY4LEHWIO)

Mpumevanune—NCO 14971 [5],
Kacalolmncs MeHePKMEHTa PUCKOB, MO-
KeT NoMoYb chOKyCUpOBaTb AaHHYIO Ae-
ATENbHOCTbL, KOTOpan BKNO4aeT B cebsa
npuBneYeHne u YCOBEPLIEHCTBOBaHWE
nepcoHana, cogencTene COBMECTHON pa-
6oTe, noaaepXKy CO CTOPOHbI PYKOBOA-
CTBa, MpU3HaHWe 3acnyr nepcoHana u
NPU3HaHne JOCTUXKEHUN

KoppekTupyiolwme gencreus
(4.10)

YcTaHoBNeHve npoueayp no wuccne-
JoBaHuio npobrem

BregpeHne KOppekTupytowmx mame-
HeHu

AyauTbl NpobnemMHbIX y4acTKoB

3anucy pesyneTaTtoB MCCrNeaoBaHWM
N KOPPEKTUPYIOLWUNX U3MEHEHNI

AHanu3 pesynbTaToB KOPPEKTUPYIO-
LWMX OEeWCTBUIA M ero npegcraBneHue py-
KOBOACTBY

MOHUTOPWHI pe3ynbTaTtoB KOPPEKTU-
PYOLWKMX N3MEHEHNN

Mpeaynpexpawowme agenct-
Bus (4.11)

NaeHTndmkaums Heo6xoanMbIX yryd-
WEeHUN WU noTeHuManbHbIX HECoOTBET-
CTBUN

MepeveHb AeNCTBUIA, TAKMX KaK aHa-
N3 pesynbTaTOB BHELWHEW OLEHKW Ka-
YecTBa

WHnuumpoBaHve npegynpexaarowmx
OEeNCTBUI U CpeacTBa yrpaBneHust, obec-
neYnBatoLLme ynyuweHms

MpunoxeHue B
(cnpaBo4HOe)

CBefileHUs1 0 COOTBETCTBUU CCbINOYHbIX MEXAYHAPOAHbLIX CTaHOaPTOB
HauMoHanbHbLIM cTaHAapTaM Poccuitickon ®egepauuu

Ta6nwuua B.1

0603Ha4YeHe CChINOYHOTO
MEXOYHapoaHoro ctaHgapTa

O603HavYeHne U HaMMeHOBaHue COOTBETCTBYHOLLIEro HaUMOHaNbHOro crtaHaaprTa

NCO 15189:2003

MOCT P NCO 15189—2006 JlabopaTtopun meguumHckue. YacTHole TpeGoBaHus K Ka-
YeCTBY U KOMMETEHTHOCTU
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(1]
(2]
(3]
(4]

(3]

Bubnuorpadcus

MCO 9000:2000 Cwucrembl MmeHegKMeHTa KadecTBa. OCHOBHbLIE NONOXEHUA U CIOBapb

MCO 9001:2000 CucTteMbl MeHemKMEHTa KavecTBa. TpeboBaHus

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

MCO 14971:2000 N3genusa megrumHckue., CucTemMbl MEHEMKMEHTa kavecTBa. [IpuMeHeHne MeHeaXMEHTa pUcka K
MeAULMNHCKNM N3Oenusam

JononHutenbHble MaTepuankl N0 paspaboTke CUCTEMbI MEHEMKMEHTA
KavecTBa B KNMHWYeCKOM nabopaTtopumn

HecmoTpsi Ha TO, 4TO HACTOSILLMIA CTaHAAPT ABMSAETCS PYKOBOACTBOM Ar1s nabopaTtopum, CTPeMAWENCS K COOTBET-

cteuto TpeboeaHunsim MCO 15189, ns-3a HegocTaTka 06bema B HEM HeNb3s pacCMOTPETb BCE NOAPOGHOCTU TEXHUYECKUX U
ynpaeneH4eCcKkMX BOMPOCOB, CBA3aHHbIX C yNpaBneHnem Ka4eCcTBOM B MeanuymHcko nabopatopuun. ins nabopatopui, ans
KOTOPbIX KOHCYNbTaLum TPYAHOAOCTYMHbBI, HO KOTOPbIE HYXXAAKTCS B MOMOLLM MO TAaKMM BONpocaM, Kak onpegeneHne He-
onpegeneHHoCTH pe3ynbTaToB NabopaTopHbIX UCCnedoBaHi 1 bruonornyeckmx pedepeHTHbIX 3Ha4YeHWN, ynpaBneHne
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KyMeHTamm v apyrve cnocobbl ynpasneHusi, NPUBEAEHHbIE HUXE UCTOYHUKK ByayT BeCbMa nonesHsl.

NCO 31 (Bce vactn) BenuuvHel 1 eamHmLp
Pykoeoacteo MCO/MIK 43-1  lMpoBepka KOMMNETEHTHOCTM NyTem MexnabopaTopHbiXx cpaBHeHuin. Yacte 1. Paspa-
6oTKa 1 NpMMEHeHKe NporpamMmm NPOBEPOK KOMMNETEHTHOCTU NaGopaTopuin

OnpepeneHne 6monornvyecknx pedepeHTHbIX 3HAYEeHUHN

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

NCCLS C28-A2: How to 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

OnpepneneHne HeonpeaeneHHOCTH NabopaTOPHLIX UccrnefoBaHUMA

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) TouHOCTb (MPaBUNBHOCTb M NPELM3NOHHOCTE) METOAOB U3MEPeHUsl U peaynbTaToB {(Accuracy
(trueness and precision) of measurement methods and results)

Guide to the expression of uncertainty in measurement (GUM), BIPM, IEC, IFCC, ISO, 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 is Not Available; Approved Guideline.
NCCLS: Wayne, PA, 2002

YnpaBneHne fOKyMeHTaMM

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

YnpaBneHue kavyecTBOM B naGopaTtopum

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. 79—85

List of international external quality assessment programs http://www.phppo.cdc.gov/mip/eqa.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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21
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38
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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/

Cnoco6bl ynpasneHns

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/

UcTouHnKN MeXxAlyHapoaHbIX U HaLWWOHaNbHLIX CTAHAAPTOB, a TaKXKe CTaHA4APTOB HAa aKkKpeauTauuio

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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