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Mpeancnosue

Llenu v npyHumMnbl cTaHaapTusaunmn B Poccuiickoit deaepaummn yctaHoBneHbl PeepanbHbIM 3aKOHOM OT
27 pekabpsa 2002 r. Ne 184-d3 «O TexHU4eCKOM perynMpoBaHumn», a npasuna NpuMeHeHust HaunoHanbHblX
ctangapTtoB Poccuitckon ®eagepauun — FOCT P 1.0—2004 «CtangapTtusauus B Poccuiickonn Pegepaumu.
OCHOBHbIE MONOXEHUA»

CBeaeHusi o cTaHpapTe

1 PA3SPABOTAH IaGopaTopueit npobnem knnMHuko-nabopaTopHoh anarHoctuki MockoBcko mean-
UnHckol akagemunn um. .M CeueHoBa PocagpaBa, kadeapoi KnuHnyeckorn nabopaTopHoi agnarHocTukn Poc-
CUIACKON MeanLMHCKON akageMui nocnegunnom-Horo obpasoBaHust Pocsgpasa, otaenom cepTudukaumn m
KOHTPOIS KauecTBa KNMHUYecKkMX NabopaTopHbIX nccneaoBaHuii FocyaapcTBEeHHOMo HayYHo-UccrneaoBaTe lb-
CKOro LieHTpa npodunakTn4eckon meauumnHel PocmearexHonoruin, kadeapolh knuHudieckoh naéopaTopHon
AnarHoCcTnk Poccurinckoro rocyaapctTBeHHOro MeauLMHCKOro yHuBepeuteta Pocagpasa

2 BHECEH TexHunyeckuM kKomuTeToM no ctaHaaptmsaunm TK 466 «MeauumHcKne TeXHONOrMmy

3 YTBEP>XOEH VI BBEAEH B AENCTBWE Mpukasom defepansbHOro areHTcTsa no TeXHUYeckoMmy pery-
nMpoBaHuMio U meTponorin Poccuiickon Pegepauum ot 4 aekabps 2008 r. Ne 355-cT

4 BBEJEH BMNEPBbIE

Urpopmayus 06 UMeHeHUsX K HacmosweMy cmaHOapmy rybrukyemcsi 8 exe2o0Ho uszdasaeMom
UHGhopMayUOHHOM yKkazamene «HayuoHansHble cmaH0apmbl», a meKCcm U3MeHeHUU U r1onpasoK — 8 exeme-
CAYHO U30asaeMbiX UHGhOPMAaUUOHHBIX yKasamersix « HayuoHanbHele cmaH8apmel». B criydae nepecmMompa
(3aMeHbI) Unu ommMeHsl Hacmosiuee2o cmaHdapma coomsemcemsyroujee ysedomieHue 6ydem onybnukosaHo
8 eXXeMeCsIYHO u3dasaeMoM UHGHOPpMaUUOHHOM yKkazamerne «HayuoHanbHbie cmaHdapmei». Coomeemcemey-
rowjast UHghopmayusi, yeedoMIIeHUE U MeKCMbI pa3Melialomes makxe 8 UHghopmayuoHHoU cucmeme obuezo
rnonb308aHuUsi — Ha ochuyuansHom calime QedepasibHO20 a2eHmemea o MexHU4eCcKoMy peaynupoeaHuUio U
mMempornoauu 8 cemu lumepHem

© CtaHgapTtuHdopm, 2009

Hacroawun CTaHAapT HE MOXeT 6bITb MOMHOCTLIO UKW YaCTUYHO BOCNpon3BedeH, TUpaXXnposaH 1 pac-
npocTpaHeH B kayecTee ourLmanbHoro usgaHus 6es paspelueHust PefepanbHoro areHTCTBa Mo TeXHNUYECKO-
My perynmpoBaHuUo U MeTpOonormm
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HAUWOHANBbHBIA CTAHOAPT POCCUUWCKOW SGEOEPALMUMN

TexHonoruu na6opaTopHble KMTUHUYECKNE
TPEBOBAHUA K KAYECTBY KINMHUYECKUX NABOPATOPHbLIX UCCNEQOBAHUN

YacTb1
MNpaBuna MeHepXXMeHTa KavyecTBa KNMHUYECKUX NaGopaTopHbLIX UccrneaoBaHUN

Medical laboratory technologies. Requirements for quality of clinical laboratory tests
Part 1. Quality management regulations of clinical laboratory tests

Dara BeegaeHna — 2010—01—01
1 O6nacTb NpMMeHeHuns

HacTosawwii ctaHgapT ycTaHaBnueaeT o6Lme NONOXeHNs, NPUHLMMBI U eAuHbIE NpaBuna AesATeNIbHOCTU
opraHoB yrnpaBneHns 30paBoOXpaHEHNEM Ha BCeX YPOBHSX MO NNaHUpoBaHuio, o6ecneyeHunio, KOHTPOSIO 1
yny9dLeHuto kayecTsa NabopaTopHbIX UCCNEeAOBaHUNA, BLIMOSTHAEMBbIX B KITMHUKO-AWArHoCTMHeckux naboparo-
PUAX MeAULIMHCKUX opraHusaumin Bcex hopm cobeTBeHHOCTU. HacToawmi cTaHaapT npeaHasHadeH ans npu-
MEHEeHUsl BCEMU OpraHMsauuaMK, YYPeXAeHUsIMU U NPeAnpUATUAMW, a Takke WHAMBUOYaNbHBIMU
npeanpuHUMaTENAMM, AEATENBHOCTL KOTOPLIX CBSA3aHa C OKasaHUeM MEANLIMHCKOM NOMOLLN.

2 HopmaTuBHbIe CCbINKN

B HacTosLweMm cTaHaapTe NCNOoNb30BaHbl HOPMaTUBHBIE CCLISNIKK Ha criefytowme cTaHaapThbl:

FOCT P UCO 5725-2—2002 TouHOCTb (NPaBUIIbHOCTb U NPELUU3UOHHOCTL) METOA0B U pe3ynbTaToB
nsmepeHuii. HYactb 2. OcHOBHOW MeToA onpeaeneHnst NOBTOPAEMOCTI U BOCNPOU3BOAUMOCTU CTaHAAPTHOTO
MeToAa U3MepeHUin

FOCT P UNCO 9001—2008 Cuctembl MeHeKMeHTa KadecTBa. TpeboBaHus

FOCT PWCO 15189—2006 NabopaTopum meauumHckue. CneunanbHble TpeGoBaHUs K KaYeCTBY U KOM-
NeTeHTHOCTU

FOCT P NCO 15193—2007 UNzgenusa MeguLMHCKUe ANA AUarHOCTUKK in vitro. UaMepeHue BENUYUH B
npo6ax 6uonormveckoro nponcxoxaeHus. OnucaHme MeToauk pedepeHTHLIX U3MepeHui

FOCT P NCO 15194—2007 UN3penusa meguuMHCKUe ANa AUMarHOCTUKU in vitro. UsMepeHue BeNUYUH B
npobax 6uonornyeckoro NponcxoxaeHus. OnucaHne cTaHaapTHLIX 06pasLoB

FOCT P UCO 15195—2006 NabopaTtopHasa megnumHa. TpebosaHusa k nabopaTopusam pedepeHTHbIX
n3MepeHunin

[TpumedyaHune— [Npn Nonb3oBaHMM HACTOSLLMUM CTaHAAPTOM LenecoobpasHo NpoBepUTb A4eNCTBUE CCbINOu-
HbIX CTaHOAPTOB B MH(OPMAaUMOHHOW cucTeme OOLWEero nonb3oBaHus — Ha odmumansHom cante depaepanbHOro
areHTCTBa NoO TEXHUYECKOMY PEryiMpoBaHunio u MeTPONorum B ceTu VIHTEpHET Nnu NO eXXerogHo n3gasaemMomy MHopma-
LMOHHOMY yKasaTtento «HaumoHaneHble cTaHaapThly, KOTOPLIN OnyOnMKoBaH No COCTOSHMIO Ha 1 SHBAPA TEKyLLLero roga, n
Mo COOTBETCTBYIOWMM EXEMECSYHO M3gaBaeMbiM MHPOPMaLMOHHBIM yKkasaTensiM, onybrMKoBaHHbIM B TEKyLLUEM rogy.
Ecnu ccbinoYHbIi cTaHaapT 3aMeHeH (M3MEHeH), TO NPU NOMb30BaHWM HACTOAWMUM CTaHAapTOM criefyeT PyKOBOACTBO-
BaTbCA 3aMeHsIIoWUM (M3MEHEHHbIM) CTaH4apPTOM. ECnu cCbinoyHbIi cTaHaapT oTMeHeH 6e3 3ameHbl, TO MOMNOXeHue, B
KOTOPOM JaHa CChifka Ha HEero, MPUMEHSIETCSH B YacTW, HE 3aTparvBaloLLeli 3Ty CCbIKY.

3 KnuHunueckne nabopatopHblie UCCReaoBaHUA B CUCTeMe Mep OKasaHUA
MeANLUHCKON NOMOLLM

3.1 Uenb 1 3agauun pa3paboTku cTaHgapTa
Llenbto paspaboTkm HacTosiLero cTaHaapTa asnseTcs hopMnpoBaHue HopMaTUBHON 6asbl A5 npuBse-
OEHNs1 B CUCTEMY, OCHOBAHHYIO Ha eAWHBIX MPUHLMMNAX U KPUTEPUsiX, MEpPONpPUATAA, NpeanpuHUMaembix

U3paHne opnumnansHoe
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opraHamu ynpasfieHVs 30paBoOXpaHeHNEeM Ha BCEX YPOBHSAX, MO MeHeIKMeHTY kayecTBa nabopaTopHbIX
ncecneaoBaHuii, BoIMOMHAEMbIX B KITMHUKO-AUarHoCTUYecknx abopatopusix MeauLMHCKUX opraHnsaLnia, ans
AOCTWXEHNA eIMHOro 06BLEeKTUBHO O0BOCHOBAHHOIMO YPOBHS @HaNMUTUYECKOW HageKHOCTU U KIUHUYECKON
MHOPMATUBHOCTU pesybTaToB UCCregoBaHuin, 6e3ycnoBHoro o6ecrnedeHns U NOCTOAHHOMO YIyYLLEHUS UX
KavecTBa.

OcHOBHbIMU 3aga4amMu pa3paboTki U BHEAPEHWS HACTOSALWLErc cTaHaAapTa ABMSA0TCS:

- onpegeneHue 3Ha4YUMbIX 06 EKTOB, MPOLLECCOB, MPOLEAYR, OTHOCALLMXCA K PasHbIM YPOBHAM CUCTEMBI
34paBoOXpPaHEeHNs U CNOCOBHLIX HEMOCPEACTBEHHO UM KOCBEHHO BMUSTh HA YCIOBUA U pesynbTaTbl BbIMOHE-
HWs1 NabopaTopHbIX UCCNefoBaHUN;

- yCTaHOBMEeHMe NPUHLMUMNOB pa3paboTki U NpaBun NPUMEHEHWS KPUTEPUEB ANs OLeHKN COOTBETCTBUSA
XapaKTepuCTUK 3TUX 06bEeKTOB, MPOLIECCOB, NpoLieayp TpebGoBaHNAM AOCTWKEHNA KavecTBa NabopaTopHbIX
nccnegoBaHnii, oTBeYaroLWMX NoTpebHOCTAM 3dbheKTUBHOIO KIMHUYECKOro BeAeHWs NaLueHToB;

- hopMMpoBaHMe CUCTEMbI B3aMMOCOTrIacoBaHHbIX HOPMAaTUBHBLIX AOKYMEHTOB, obecneyunBatownx
co3faHwue onTumarbHbIX YCIoBUin HaaexHoro nabopatopHoro obecnevyeHus ne4ebHo-ANarHoCTUYeCKon ges-
TenbHOCTN MEANLMHCKNX OpraHn3aLmin.

3.2 MeauuMHcKas 3HaYUMOCTb KNMUMHUYECKUX NNabopaTopHbIX UCCNEefO0BaHUN

KnuHunyeckue nabopatopHble UCCneaoBaHUsi peAcTaBnsoT cob0oi oaHy U3 hopM 0GBEKTUBHO OLIEHKM
COCTOSAIHWA 340POBbSA YerloBeKa 1 KIIMHNYECKOW AnarHocTuki 6onesHen Yernoseka, OCHOBaHHYHO Ha N3y4YeHnn ¢
noMoLLbto 1abopaTopHbIX aHaNUTUYECKUX NpoLedyp coctaa 06pasLoB G1ONOrMYecKUX MaTepuanos, B3ATbIX
y obcrneayeMbix naumeHToB. Lienb knnHudeckux nabopaTtopHbIX UCCneaoBaHniA — nonydYeHue o6 bekTUBHOMN
NHOPMaLMN O COCTOSIHNM BHYTPEHHE cpefdbl OpraHM3Ma naunueHToB, YCTaHOBNEHWE Hanu4usa Unu oTcyT-
CTBUSI U3MEHEHWNI cocTaBa BMOMOrMYECKNX MaTepUarnoB, XxapakTepHbIX A5l OTKNOHEeHUA AeATEeNbHOCTM opra-
HOB M CUCTeM opraHusma obcrieyemMoro nauueHTa oT COCTOAHUS 300POBbS U CBONCTBEHHbIX OnpeaeneHHbIM
cdhopmam natonoruu.

Mpouecc KNMHNYeckon AnarHoCcTukK npeactasnseT coboi nocnegoBaTernibHOe HakonneHne uHdopma-
LWK 4Nst yMeHbLUEeH U (BMIOTb A0 YCTpaHeHUs ) HeonpeaeneHHOCT U B NpeAcTaBneHnM 0 COCTOSIHAM NauueHTa,
Hanu4unm 1 chopMe nNaTonorim y Hero. Ponb KNMHUYECKUX NabopaTopHbIX UCCNeqoBaHWUiA, BLIMOITHAEMbIX:

- Brpouecce KnuHudeckoro obcneaoBaHns nauneHTa;

- BMopsaake ANCnaHCepHOro N MeauKo-reHeTuyYeckoro obcneaoBaHus;

- Mpw NpounakTU4eckom ocMoTpe,

COCTOUT B YMEHbLUEHUN HeonpeaeneHHOCTU OLEeHKM COCTOSIHUSI NauneHTa nyTem obHapy>XeHns u/unu namepe-
HY B 0bpasuax bomaTepunanos, B3ATbIX Y NauveHTa, onpeaeneHHbIX aHanuToB, (byHKUMOHaNbHO UK CTPYKTYP-
HO CBSI3aHHbIX NPUYUHHO-CNEACTBEHHON CBA3bI0O C HapyLUEeHHOW (byHKUMEen Unn NopaXKeHHbIM OpraHoMm, 1
oTpaXxaroLmx HanMy1e naTonornyeckoro npouecca, XxapakTepusyoLwmx ero NPUYNHY, MexaHU3Mbl BOSHUKHOBE-
HUSA U PasBUTUS, BbIPKEHHOCTb N MHAMBUAYAIbHYIO KITMHUYECKYIO KapTuHy. KnuHnyeckas nHdopMaTMBHOCTb
nabopaTopHbIX UCCriefoBaHUii TeM BhilLie, Yem 6onee 6nmskoe K UCTUHHOMY NpeACTaBNeHUe O HarNMMuuA1 1 Xxapak-
Tepe natosnorn1 y naumeHTa hopmmpyeTcsl Ha OCHOBE pe3yrbTaToB 3TUX UCCeA0BaHUNA.

MpaBunbHas nabopaTopHaa MHopmaLus 0 COCTOsIHAM 06cregyeMoro naumeHTa, HarnM4un y Hero naTto-
norum n gnHamuke 3abonesaHMA UMeeT CyLeCTBEHHOe 3HaYeHne Ansl yCTaHOBNEHUs AnarHosa, NpuHATUA
peLueHust 0 NPUMEHEHUN HEOBXOANMBIX MED NeYEHUs], OLLEHKU U NPOorHo3a TskecTy 6onesHu u achekTMBHOCTA
NMPOBOAUMOrO fe4eHUs!.

3.3 YcnoBus BbINONHEHUA KMUHUYECKUX NabopaTopHbIX UCCNieA0BaHUN

KnuHuyeckne nabopatopHble MccrneAoBaHUs BLIMOSHATCS MepPCcoHanoM KNmMHUKO-ANarHoCTUYEeCKUX
nabopatopuin — nogpasaeneHnini MeaULIMHCKUX OpraHn3auni, B HEKOTOPbIX CUTYaLUaX — NepCoHanoM Kiu-
HUYecKUX noapasgeneHuin MeauUMHCKUX opraHu3aunin («MccrnefoBaHusl Mo MecTy NieHeHUA»), B oTAeNbHbIX
cnyyasix No pekoMeHAaLuMn nevyawmx Bpadyei — camnuMm nauMeHTaMmu B nopsigke camokoHTpons. CoBokyn-
HOCTb KITMHUKO-AMarHocTu4ecknx nabopatopuii 0bpasyeT KNMHUKO-NabopaTopHyo cNyx6y cucTeMel 3paBo-
oxpaHeHusi. CoBpemMeHHasi HOMeHKnaTypa UCCrnefoBaHWil HacUUTLIBAET HECKOMbKO ThicAY nabopaTopHbIX
TECTOB, NO3BONSAOLLNX, MPU YCNOBUA UX ONpaBAaHHOIo Ha3HaYeHUs, NPaBUIbHOTO BbINOMHEHWA U 060CHOBAaH-
HOW MHTepnpeTauun pe3ynbTaTos, NonyyaTb B NPUEMIEMbIE CPOKU aHaNIMTUYECKU HaAeXHbIe U KNUHUYECKN
BbICOKOUH(OPMATUBHBLIE OTBETHI HA CTOsILLME NMepe BpayoM BOMPOCHl 0 AMArHOCTUKE U BeaeHUU B60MbHOTO.
Mpu HeTouHOCTU NabopaTOPHLIX AaHHBLIX PUCK KMMHUYECKUX 3aTpyaHeHuin gocturaeT 26 % — 30 %, a puck
HeonpaBAaHHbIX AeNCTBUIA Bpaya cocTaBnsieT 7 % — 12 %. Mepa cooTBeTCTBUSA pe3ynbTaToB NabopaTopHbIX
uccneaoBaHUM UCTUHHOMY COAepPXaHUIo UcCcreyeMblX aHannToB B OpraHu3Me NauueHToB 1 oXXuagaemas knu-
Hu4eckas MHOPMaTUBHOCTL NabopaTopHbIX Pe3ynbTaToB HAaXOASATCA B 3aBUCMMOCTU OT BAUSIHUA pAda Kak
BHYTpUnabopaTopHbIX, Tak U BHenabopaTopHbiX (bakTOpoB Ha NpeaHanMTUYECKOM, aHarmMTU4eckom u
nocTaHanuTU4YecKoM aTanax uccnegoBaHui.

2
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CoveTaHue Bbi3BaHHbIX AeACTBUEM 3TUX PaKTOPOB PasfiMYHbIX BULOB BapuaLmm: GUONorMYecKoi, ATpo-
reHHOW, npeaHanUTUYecKol, aHanuTU4eckon, Hapsdy ¢ co6CTBEHHO MaTonornyeckoi, oBycnoBnMBaeT
HeonpeaeneHHOCTb N BOSMOXHOCTb MOSYYEHUs OLUMBOYHBIX pesynbTaToB NabopaTopHbIX UCCReaoBaHWi.
OrpaHudeHe AelCTBUSA 3TUX (haKTOPOoB NyTeM MPUHATMS KOMMekca Mep Ha pasHbiX YPOBHSAX ynpaBneHus
3paBoOXpaHeHNeM — OT YPOBHSA hedeparnbHOro opraHa UCrNorHUTENbHOM BNacTu B cdepe 3apaBooxpaHe-
HUSA 0 OTAeNbHBIX MEANLMHCKX OpraHn3aL/min  KNMMHUKO-ANarHoCTUYECKNX NabopaTopuini, — HanpaBeHHbIX
Ha co3aaHue onTUManbHbIX YCIIOBUM ANA aHANUTUYE CKOW U AUarHoCTMYe ko paGoThl KIMMHUKO-AMarHoctTudec-
Knx nabopaTopuil, CMOCOBHO CYLIECTBEHHO MOBBLICUTL TOYHOCTH NaBopaTOpHBIX Pe3ynbTaToB U Tem
coflecTBOBAThL NOBbILUEHNIO 3PPeKTUBHOCTM AMArHOCTUKA U NleveHnst GOMbHbIX.

4 MeHeOXMEHT KayecTBa KNMHUYeCKMUX NabopaTopHbIX MCCcnenoBaHUM.
O6wue TpeboBaHunA

4.1 KnuHu4veckue nabopaTopHblie UCCrefoBaHUA Kak cneunanbHbIi BUA MeguLUHCKUX yenyr

INaBopaTopHble UccrneaoBaHus nNpob buomartepuanos NaUMeHTOB NpeacTaBnsaloT cobol cnelundguyec-
Kne yCnyru, KoTopble KIMHUKO-guarHoctmyeckme nabopaTopun yupexxaeHuin 3gpasooxpaHenns (Unmn nepco-
Han KIMHWYECKUX noapasieneHnii) okasbliBaloT nauMeHTam Nno MopyyeHuio nevalumx Bpadver, B nopsake
AvcnaHcepusalnm, Meguko-reHeTU4eckoro obernegosaHus, npodnnakTM4eckoro ocMoTpa.

CyLWHOCTb KIMHNYECKMX NabopaTopHbIX NCCnefoBaHNiA COCTOUT B NPUMEHEHUN TOYHO OXapakTepunso-
BaHHBIX 1 B3aMMOCBA3aHHbIX B (hopMe NabopaTopHbIX TECTOB (aHANMUTUYECKNX TEXHONOTNIA, METOAOB UCCHe-
OOBaHUS) aHanMTMYecKMX npoueayp ANs u3ydeHuss coctaBa Ouonormyeckux martepuarnioB nauueHTa
(6roNOrMYEcKOm XNAKOCTN, BKCKpeTa, Npobbl TKaHW) € Lenbio 0BHapyXeHUs B HUX U3MEHEHUIA, 0T paykatoLLmx
OTKMOHeHNe AeATeNbHOCTM OpraHoB U CUCTEM opraHusmMa obcrnegyemoro oT COCTOSIHUS 340POBbA U CBUAE-
TENbCTBYIOLWMUX O HANMYUU orpedeneHHbIX Popm nNaTonoruu.

KnuHuko-nabopaTopHble aHanuTu4eckue npoledypel NpeacTasnsioT coboi Bo3gencTsus usmnieckoro,
XMUMUYECKOTO NN BUONOrMYecKoro Xxapakrtepa Ha nofyyYeHHbI y nauveHTa obpasey, 6uonorunyeckoro matepua-
na, ¢ TeM4Tobkl B pesynbTaTe cneuudnieckoro B3anMoaencTBys, HanpasneHHOro Ha USMeHeHne CTPYKTYpbI U
CBOWCTB M reHepnpoBaHe COOTBETCTBYIOLLEro curHana, obHapyXuTb nWunv Uameputb onpeaeneHHblA KOMMo-
HeHT!) (@aHanuT), dbyHKLIMOHAMNLHO UK CTPYKTYPHO CBA3AHHLIN C OpraHoM Uk hU3NONOrMUeCcKoil CUCTEMON opra-
HM3Ma MauMeHTa, MoCcTpadaBliMMKM B pe3yrnbTaTte BO3HWMKHOBEHWA npeanofiaraemoro naTonormvyeckoro
npouecca.

AHanuTbl MOTYT NpeACTaBnsTb coboi pasnuyHble uccneayemMble CBOUCTBA U pasnnYHbIe U3MepsemMble
BE/IMYMHbBI, B TOM Y1CHE:

- husnyeckue cBOICTBA;

- XMMWUYECKME 3IEMEHTHI, MOHbI, HEOpraHU4eckne MONeKynbl;

- opraHuyeckue CTpyKTypbl Manoi MonekynapHou Macehl;

- MaKpOMOJEKY bl U3BECTHOM UM NPUGNN3NUTENBHO YCTaHOBNEHHOW CTPYKTYPLI U cneumduieckux 61o-
NOrMyeckux CBOMNCTB;

- KIeTKW, UX CTPYKTYPHbIE dfIeMEHTbI UMK KNETOYHbIE CUCTEMBI;

- MUKPOOPraHU3Mbl, UX CTPYKTYPHbIE XapaKTepUCTUKN U BUuonornyeckne CBOACTBA;

- MapasuTapHble OpraHU3Mbl, X CTPYKTYPHbIE XapaKkTepucTukn U buonornyeckne CBoMcTBa.

COOTBETCTBEHHO XapaKTepy U CBOWCTBaAM UCCReAyeMblX aHanuToB U 0COBEHHOCTAM NPUMEHSIEMBbIX
aHanMTUYecKMX npoueayp KnnHuYeckue nabopartopHble UccnegoBaHna noapasaensioT Ha: obweknuHuYec-
Kue (XMMUKO-MUKpOCKoMNunYeckne), bruoxmmmuyeckue, UMMyHolormieckue, rematosnormieckne, Kkoarynonoru-
yeckue, usoceporornyeckune, LUTONormieckue, reHeTudeckune, MonekynapHo-6uonoruyeckue, 6aktepuonoru-
Yyeckue, BUpPYCOMOrMdeckne, napasutosiornyeckme, MUKONOrMyeckme, TOKCUKOMNormieckmue, nekapcTBeHHbIN
MOHWUTOPWHT.

B npouecce KMMHUYeCKoro nabopaTopHOro UcCneaoBaHuUA BbIAENAIOT TpY aTana:

- fpeaHanUTUYeckKnin (QoaHanMTUYECcKni);

- aHanUTUYEeCKUi;

- rocTaHanuTUYecKuin (NocneaHanMTUYECKUn).

0 KOMMNOHEeHT — oYepHeHHaa HaCcTb CUCTEMBbI. B aHannTuke KOMNOHEHTbI CUCTEMbI nogpasgensitot Ha «KaHanuTbly,
«KOHKOMUTaHTbI» U «pacTteoputTenn»; nocneaHne asa 0603HaYaloT Kak «MaTpPUKC». ManVIKC — BC€ KOMIMOHEeHTblI MaTepu-
anbHON CUCTEMbI, UCKITIOHAsA aHanUT. AHaNUT — KOMMNOHEHT NPobbl, ykazaHHbI B HAWMEHOBaAHUW UCCIIEAYEeMOro CBOWCTBA
VI N3MEPSIEMON BENNUNHbI.
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MpeaHanuTUYeckuin aTan BKNoYaeT B cebs:

a) sHenabopaTopHyto ha3sy, B TOM yucne: Bbl6op 1 HasHavyeHUe uccrieoBaHns BpavoM-KNMHULUCTOM,
noAroTOBKY MauueHTa K NpoBeAeHUIo aHan1aa, B3ATue obpasua buomarepuana, yaile BCero KNMHUYECKUM
rnepcoHanoM; MapkupoBky obpasua anst uaeHTuduKkaumMmn ero ¢ naumMeHToMm; B psiae cnyvyaes Heobxoaumyo
nepBuYHYyl0 006paboTKy, KpaTKOCPOYHOE XpaHeHue W TpaHCNopTUpoBKYy obpasua OuomaTepuana B
nabopartoputo;

6) BHyTpunabopaTopHyio chasy, B TOM uncne peructpauumio obpasua 6uomarepuana, naeHTudnkaumio
obpasla ¢ nauMeHToM, pacnpeaeneHue 6uonpod unn ux NOpUMiA MO HasHaAYeHHbIM BUAaM UCcneaoBaHuUiA;
Heobxoaunmyto fanbHenLwyo 06paboTky Npob ANA NOAroTOBKA UX K aHanusy.

AHanuTuyeckuin atan BknoyaeT B cebs KoMnnekc Heo6XxoANMBIX Arisl BbINOMHEHWUs UCCheAoBaHus aHa-
nUTUYecknx npoueayp, 06beanHAEeMbIX METOOUKON UCCNEAOBaHNA U 3aBePLUAIOWUXCA NONYYEeHNEM pe3yrib-
TaTa uccneaoBaHus B YACMOBOW MU onucaTenbHoN hopMe B 3aBUCUMOCTU OT BUaga U MeToga uccriefoBaHusl.
OCHOBHbIe npoLieaypbl METOAUK KITMHUYECKUX NTabopaTopHbIX UCCredoBaHUI COCTOAT B CO34aHMM YCIOBUIA
AN BblaeneHus aHanuta us MHoroobpasus Apyrmx KOMNoHeHToB Buomartepuana, naeHTudukauum aHanuTa
Ha OCHOBE AeTeKuun ero cneumnduIecknx CBOMCTB U (B YacTU Criy4aeB) B KONMMYECTBEHHOW OLEHKe ero coaep-
XaHusa. B npouecce nabopaTopHOro uccrneaoBaHUA UCNOMb3YIOT XMMUYECKUe Unn 6uonormieckue peareHThl,
KoTopble M3bupaTenbHO B3aUMOAENCTBYIOT ¢ aHanuTom, npeobpasys ero B Ty (hopMy, koTopasi reHepupyeT
COOTBETCTBYIOLLMIA CUrHAMN U MO3BOSISIET OCYLLECTBUTL €ro aeHTUUKaLuio, AeTEeKUUIo Unu nsmepeHue. NpuH-
LMN UccnegoBaHUs U AeTanu aHanuTUYIecKMxX Npoueayp 3aBUCAT OT 0COBEeHHOCTe cocTaBa, CTPYKTYpPbl U
CBOWCTB MCKOMOro aHanuta. Peructpauuio pesynbtaTa aHanusa ocywecTBNA0T Ha OCHOBE CYObeKTUBHON
(BM3yanbHoi) U o6 beKTUBHOM (MPUBOPHOI) OLLEHKW.

MocTaHanuTU4eckuin aTan BKIIto4aeT B cebs:

a) BHyTpunabopaTopHylo ¢asy, B pamMmKax KOTOPO pesynbTaT uccnenoBaHus oleHusaeT nabopartop-
HBIN creLManmncT Ha NpeAMeT ero aHanMTUYECKOU JOCTOBEPHOCTU (N0 AaHHBIM BHYTpMNnabopaTopHOro KOHTPO-
ns Ka4yecTBa), ero 6UoNorn4eckoil BeposaTHoCTH (Npasaonoaobus), a Takke nyTem conocTtaBneHus ¢ paHee
npoBeAeHHbIMU aHaNOrMYHLIMN UCCNEA0BAHUSAMN UMK NapanenbHo NpoBeAeHHbIMU APYTMMIN UCCNeaoBaHU-
SIMW Y TOTO XXe NaLueHTa (MPpU LMTONOrMYeckUX UccrneaoBaHusax nabopaTopHoe 3aknioueHne MoXeT coaepXaTtb
hbopMynnpoBKY BEpPOATHOIo AnarHo3sa);

6) BHenabopatopHyto hasy, Korga KIMMHALMUCT OUEHNBAeT KIIMHUYECKYI0 3HaYUMMOCTb MHcpopMaumn o
COCTOsIHMM onpeaeneHHON ccpepbl BHYTPEHHEN cpeabl opraHu3Ma nauneHTa, nofly4eHHon B pesynbtaTe nabo-
paToOpPHOro MccreAoBaHUA, U COMOCTaBNAET ee ¢ AaHHbIMU COBCTBEHHOro HabnoaeHUsa 3a NauueHToOM U
pesynbTaTamu Apyrnx BUAoB 06BbEKTUBHBIX UCCNEA0BaHUNA.

BelnonHeHue nccneqoBaHWin KNMHUYECKUM NepCcoHanoM BHe nabopatopumn TpebyeT cUCTeMaTUYeCKoro
KOHTPOIA CO CTOPOHbLI KOMNEeTEeHTHOro NabopaTopHOro NnepcoHana 3a ka4ecTBOM BHeNaGopaTopHOro BhIMOS-
HEeHWs UccneaoBaHUiA: NyTeM 06y4eHUA KNUMHUYECKOro NepcoHana npasunam BuiNONHEHUs UCCneqoBaHUA No
MECTY NeYeHns ¢ NpUMeHeHUeM MOPTaTUBHBLIX aHANMUTUYECKUX YCTPOUCTB U cnoco6am KOHTPOIs KadecTea,
COMOCTaBMEHUs1 pe3ynbTaToB WCCNeAoBaHW, BLINOMHEHHbIX BHe nabopaTopuu, ¢ nabopaTopHbIMK
pesynbTatamu [1].

4.2 KauyecTBO KNMHUYECKUX NaGopaTopHbIX UCCIIe[O0BaHUN U BIUAIOLLUE Ha HETO (hakTopbl

4.2.1 KauecTBO MeAWULIMHCKOrO U3Aenua unu ycnyrn paccMmaTpusaeTcsl Kak cTeneHb COOTBETCTBUSA
noTpebHOCTAM NaLMeHTa B TOUHOW OLeHKe ero COCTOAHUA, YCTaHOBMEHUM AruarHosa 6onesHn n appekTUBHOM
neveHun. OCHOBHBIMU XapaKTepucTUKammn KavecTBa KNMHUYECKUX nabopaTopHbIX UCCNEA0BaHUI CNyXaT aHa-
nuUTUYecKas HaeXHOCTb, KNMHUYeckasn MHOPMaTUBHOCTbL U CBOEBPEMEHHOCTL NPeAoCTaBNeHUs pesynbTa-
TOB UCCNeAoBaHUA aHanUToB (Bpadvy U HeNoCpPeACcTBEHHO NaLUMEHTY), COOTBETCTBYIOLLIME NOTPeBHOCTAM
KIIMHUYECKOW NArHOCTUKMA U MOHUTOPUHIa Pe3ynbTaToB feveHus.

Mpu ocyLecTBNEHWM KaXKa0ro U3 3Tanos U Kaxaon us gas knuHndeckoro nabopaTtopHoro nccneaosaHus
MOTyT NPOABUTL CBOE AEUCTBUE U OKasaTb OTKMOHSAOLWEE BNUAHUE Ha KOHEYHBI pe3ynbTaT pasfM4Horo poaa
06BbeKTUBHbIE U CyObEKTUBHBIE haKTopbl, CNOCOOHbIE MOHN3UTL KAYeCTBO UccneaoBaHuA. UCTOYHMKaMU Heko-
TOpOW CTeNeHU HeonpeaeneHHOCTU 3HaYeHUN pe3ynbTaToB UCCNeaoBaHUN ABMSIIOTCS:

- MHOrOKOMMOHEHTHOCTb cCocTaBa BruonorMyecknx maTtepuarnos YernoBeka;

- pa3sHoobpasune xapaKTepucTUK CTPYKTYpPbl, CBOMCTB U CTAabUNBHOCTU KOMMOHEHTOB;

- W3MEHYMBOCTb coepXKaHusl KOMMOHEHTOB B BUoMaTepuanax 4o U BO BpEMs aHanu3a nog BAnsHuem
naToreHHbIX U HenaToreHHbIX (hakTopoB;

- 3aBUCMMOCTb pe3ynbLTaToOB UCCMeAOBaHNA OT NOArOTOBKU NauMeHTa k nabopaTopHOMy TeCTy, OT ycno-
BWI B3ATUA, XpaHEHUS1 U TpaHCMOpTUPOBKU 06pasua 6uomatepuana B nabopaTopuio;

- CBOWCTBa METOAOB M CPeACTB aHanuaa (M3meputensHble npubopol n 06opyaosaHue, npobonoarotTos-
kaunpap.);

4
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- NPUMeHeHe B NpoLiecce aHanMaa pasMyHbIX BUAOB PU3NYECKUX, XUMUYECKUNX U BUOIOTNHEeCKUX BO3-
[encTBuUi Ha oBpasel, 6uomaTepurana ans onpeaeneHns 0TaeNbHbIX UCKOMbIX KOMMOHEHTOB.

4.2.2 Ha pesynbTaThl NabopaTopHLIX UCCNeAoBaHWUN cnocobHbl MOBAUATL criedytoLme dhakTopbl npe-
aHannTM4ecKoro aTana:

a) owunbKn ngeHTudKnkauum naLneHTa u obpasta bruomaTtepunana;

6) Guonornyeckme hakTopbl: Mo, BO3pacT, aTHOC, husnonornyeckoe cocTosiHMe (brandeckas TpeHu-
POBaHHOCTb, 6epeMeHHOCTb), BUONornyeckme pUTMbI, BIIUSIHUS cpeabl 0BUTaHUS;

B) ycTpaHuMble hakTopbl: Mprem MULLIK, ronoAaHve, NonoxeHue Tena, dusnyeckas akTMBHOCTb, Kype-
HWe, ynoTpebneHue ankorons;

r) siTPOreHHble hakTopbl:

- AnarHocTu4veckue npoueaypbl (Nanenaums, NyHKLum, buoncum, hyHKUMOHaNbHbIe TECTbl, (U3NYECKUI
CTpecc Npu Harpyskax, 3proMeTpum; 3HAOCKONUS; BBEAEHME KOHTPACTHBIX Cpe; UMMYHOCLMHTUrpadust),

- onepaTuBHble BMeLlaTeNbLCTBa,

- pasnuyHble nevebHble NpoLeaypbl (BNMBaHUS U NEPENUBaHWS; AUanus; MOHU3upYytoLee obnydeHne),

- nekapcTsa (B TOM YUCIe NpUHNMMaeMble 6e3 HasHavYeHus Bpava);

4) YCNoBUS BIATUA, BPEMEHHOI0 XpaHeHWs U TpaHCnopTUpPOBKM BuomaTepuana:

- BpeMsa B3ATMS, Cpok cbopa,

- MoAroToBKa yvacTKa Tesla Ans B3ATUsA MaTepuana,

- Mpoueaypbl B3ATUSA KPOBU, MOUM, ApYrux GuomaTepuanos,

- eMkocTu ans cbopa npob bromaTepmanos (YNcToTa, MaTepuan),

- BO3aeNcTBUe hakTopoB cpefbl (TemnepaTtypa, cocTas Bo3gyxa),

- KOHCEepPBaHTbI, aHTUKOArynsiHTbI,

- npoLeaypbl NepBuyHON 06paboTku (CMeLwwmBaHue, LeHTpUdyrnpoBaHne, oxnaxaeHue, 3aMmopaxusa-
Hue);

e) CBOWCTBa aHanuTa:

- Buonormyeckuii NoNynepuoa XusH1 aHanura,

- cTabunbHOCTL B BMonorMyeckomM maTepuarne nNpu pasnuyHeIX TemnepaTypax,

- meTtabonuam in vitro, Bkrtovas YyBCTBUTENBHOCTb KCBETY U T. M.

4.2.3 B pamkax aHanuTu4eckoro atana KnmHu4eckoro nabopaTopHOro uccnenoBaHus Ha ero pesynstaT
0Ka3blBaloT BNNSAHWE YCIOBUS BbIMOMHEHUS aHann3a i KOMNOHEHTbI aHaNUTUYECKO CUCTEMBI:

- COCTaB M CBOWCTBa uccnegyemoro obpasua 6uomateprana naumeHTa;

- TOYHOCTHbIE XapaKTepPUCTUKA METOAMK NCCreaoBaHuns;

- cBoicTBa 060pyA0BaHMS PasNYHbBIX BUAOB U PACXOAHLIX Matepuarnos, NPUMEHSIEMbIX A5sl B3ATUS
obpasua bruomaTtepurana u ero nepB1MYHO 06paboTKN U OKa3aBLUNX Ha Hero BNusHUe,

- MeTPONornyeckne XxapakTepucTuki CpeacTs U3MEPEHNSs;

- cBoiicTBa 4obaBok, obecrnevnBaroLLMX BpeMeHHyo cTabunsHocTL 06pasua buomatepuana unuuccne-
AyeMoro aHanuTa;

- COCTaB M CBOICTBa peareHToB (NpeobpasoBaTeneil aHanuTa), cneundudecku pearupyrowwmx ¢ aHanu-
TOM B CUMTY CBOUX XMUMUYECKMX UM BUOMOrMYECKNX CBONCTB, rEHEPUPYHOLLIMX COOTBETCTBYHIOLLIUIA CUrHAM U TEM
CamblM CO34at0LLMX BOSMOXHOCTb €ro 0BHapyXnTb W/ USMepuThb;

- COCTaB W METPONOrMveckne XapakTepucTukn KanmbpoBoYHbIX MaTepuanos (paboumx cTtaHgapTHbIX
06pa3LioB cocTaBa UM CBOMUCTB NCCreayeMblX aHanmToB), UCMoNb3yeMblX ANst KONUYECTBEHHOW (HeNpsIMOi)
OLLeHKM coaepkaHus aHanuTa B 61Monpobe;

- TOYHOCTb cOB0AEHMA NoCeAoBaTEIbHOCTUOTAEMbHBIX aHANMTUYECKUX NPOLEeayP, BPEMEHWU UX AMNn-
TEMNLHOCTU U MPOMEXYTKOB Mexay HUMU, TEMMepaTypHOro pexmnMa 1 Apyrux yCnoBuii aHanmnsa, npeaycmoT-
PEHHBIX yCTaHOBNEHHOW METOANKON UCCNedoBaHUS;

- COCTaB U CBOWCTBA KOHTPOSIbHBLIX MaTtepunanos, NpeacTasnaowmx coboin pasHoBMaHocTU paboyero
cTaHAapTHoro obpasla aHanuta unu obpasua cpaBHeHUs, NpeaHasHavYeHHble ANs NPoBeAeHUs npoleayp
BHYTpunabopaTopHOro KOHTPOMS UM BHELLHER OLEHKM Ka4ecTBa UccneaoBaHui;

- obpasoBaTenibHas NOAroTOBKa, ypOoBEHb NPotecCcMoHanbLHoM KBanubukaLum 1 QUCUUnnHa BbInon-
HeHna meToauk nabopaTopHbIMU CrieLancTaMmu, y4acTBYOLWMMN B BbINONHEHUW NCCNeA0BaHNNA.

4.2.4 Ha noctaHanuTtu4yeckoM aTane oTpuuaTenbHOe BIMSIHWME HAa UCMOMb3oBaHWE NabopaTopHbIX
pe3ynbTaToB B KIMUHUYECKNX LIeSIsIX MOTYT oKasaTb:

- HernpuHATMEe BO BHUMaHWE pacXoXaeHus pesynbTaToB napansenbHo NPoBeAeHHbIX Brn3Knx no éuo-
FIOrM4ecKkUM OCHOBaM UCCNeaoBaHuiA y o4HOro U Toro xe 605bHoro;

- Hefoy4eT pesynbTaToB BHYTPUNAGopaToOpHOro KOHTPOSIA Ka4ueCcTBa 1 Bblaaya B KIIMHUKY pe3yrbTaToB C
HenpueMIeMbIMU NOrPELUHOCTAMMU;

- nepenyTbiBaHNe pe3yfbTaToB aHaIM30B PasnnYHbIX NauneHToB;
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- Mcnonb3oBaHWe ANA OLUEHKU pe3ynbTaTtoB obLmMX NONyNAUMOHHBIX pedepeHTHbLIX uHTepBanos 6e3
yyeTa BO3PaCTHbIX NI UHBIX 0COBEHHOCTEN NaLNEHTa;

- Hey4dTeHHble NPUYUHBI MHTEepdepeHUUK;

- HecBOeBpeMeHHas JocTaBka pe3yrnbTaToB UccrnenoBaHui nevawemy spady;

- HegdoBepue Bpaya k nabopaTopHbIM pe3ynbTaTam Ui UX UTHOPUPOBaHNE.

4.3 MpuHUUNBI MeHeAXMeHTa KauecTBa KNMHU4Yeckux nabopaTopHbIX UccriefoBaHUM

HocTmxeHne Heo6X0AMMOro KauecTBa KIMHUYEeCKMX fabopaTopHbIX UccneaoBaHWin BO3MOXHO B pe3yfb-
TaTe ocyLlecTBeHns OyHKUUIA yNnpaBneHnst UM, KOTOpble COCTOAT:

- B YCTaHOBIIEHWUM MoKasaTenierd KavyecTsa, TO eCTb AONYCTUMBIX NpedenoB BapuaLuu, XapakTepHbIX
CBOWCTB KNMHUYECKMX nabopaTopHbIX UccnegoBaHUi, U onpeaeneHun Mmep no obecneyeHno cooTBETCTBUSA
3TUM KpUTEpUsM pesynbTaToB paboyero npouecca (yHKUMA NaHUPOBaHUA KavecTBa);

- B OCYLLECTBMEHWUM 3ansilaHMPOBaHHbIX Mep Nno obecneveHnio Heo6XxoaNMOro KavecTea, BKOYasa CTaH-
AapTusaLuio yCrosuiA U 3Tanbl NpoBeaeHus uccrneaoBaHui (byHKuma obecneveHna kayecTsay);

- B OTCMEeXMBaHUN COOTBETCTBUS Pe3ynbTaToB UCCNeAOBaHUA KOMMNOHEHTOB YCTAHOBMEHHBIM pamMKam
NX BapuaLmn U MPUHSATUN peLLeHUs O CTENEeHN TaKoro COOTBETCTBUA U, NPU HEOBXO0ANMOCTI, O Mepax Nno ycTpa-
HEeHUI0 HecooTBETCTBUSA (PYHKLMS KOHTPOIA KavyecTBa);

- B BbISIBNIEHUN N YCTPAHEHUN NPUYUH HECOOTBETCTBUS PEe3yNbTaToB YCTAaHOBMNEHHBIM KPUTEPUSAM U B
coBepLUeHCTBOBaHNM paboyero npouecca (hbyHKUMSA yNyylleHUs Ka4ecTsa).

Haunbonee nonHoe obecneyeHne 1 NOCTOSHHOE yNyylleHWe KavyecTBa NabopaTopHbIX pe3ynbTaTos A0C-
TuraeTcsl MpuM CUCTEMHOM MoAXoAe K YNpaBfeHUo UM, YTO No3BonseT nocneaoBaTefnlbHO U CBOEBPEMEHHO
yCTpaHsTb pa3HopodHbIe NPUYUHBI NabopaToPHLIX MOrPEeLHOCTER ¢ MOMOLLLIO Mep, NpeanpUHUMAaeMbIX Ha
pasHbIX YPOBHSIX yrpaBieHUs 34paBooXpaHeHNeM.

CucTtema kavecTBa, cornacHo ctaHgaptam FOCT P MCO 9001 uF'OCT P UCO 15189, BkntovaeT B ceba
OopraHnsaLvoHHYIo CTPYKTYpPY, NpoLeaypbl, NpoLecchl U pecypcbl, HeobxoaumMele AN ocywecTBeHNsa MeHea-
KMeHTa KayecTBa.

[nsa npegoTBpaLleHNst OTKIOHSIOLEro BNSIHUA pasnuyHbIX (0akTopoB Ha aTanbl KNuHu4Yeckoro nabopa-
TOPHOTroO UccnedoBaHus yrpasneHne Ka4eCTBOM KIMUHUYeCKUX nabopaTtopHbIX UccneaoBaHuin NpeaycMmaTpu-
BaeT yCTaHOBMEeHUe cMcTeMbI 061X TpeboBaHUi M NpaBun X NPUMEHEHUS KO BCEM COCTaBMAIIOLLNM KadecTBa
KIMHWYecKnx NabopaTopHbIX UCCReA0BaHUA:

- NpUMeHsieMbIM TexHomnornam (cnocobam B3aTus GuomaTtepuana, MeTogam UccrnenoBaHnus, MeToau-
Kam BbINOMHEHWs M3MepeHunia, nabopaTopHbIM TecTam),

- pecypcam, UCronb3yeMbiM 4S5 UX BbINOMHEHUS (peareHTam, KanmbpoBoYHbBIM MaTepuanam, obopyao-
BaHuIo0),

- KpUTEpUsiM 1 cnocobam oueHKN aHanNnUTUYECKON HaAEeXHOCTU, KNMMHUYecKkon 3pdEeKTUBHOCTU U COOT-
BETCTBUS pe3ynbTaToB NOTpebHOCTAM BeAeHMA NALWUEHTOB.

Ka4yecTBO knMHUYecknx nabopaTopHbIX MCCNeaoBaHWI B KaXXA0W KNMHUKO-guarHoctTudeckon nabopaTto-
puUU OTpaxkaeT KOHEYHBIN pe3ynbTaT Mep No ynpasneHuio kayecTBoM. OLeHka COOTBETCTBUA KayecTBa Uccne-
OOBaHUA MOTPeBHOCTAM KIMHUYECKON AWNArHOCTUKA M MOHUTOPUHIA W aHanu3 MpUYUH U UCTOYHUKOB
nabopaTopHbIX OWMBOK B KITMHUKO-AUarHocTuiecknx nabopaTtopusx asnaeTca (B nopsagke obpaTHON cBA3N)
OCHOBOW A5si COBEPLUEHCTBOBAHUS AEATENbHOCTW OPraHOB U CTPYKTYP Ha TeX YPOBHSAX 1 aTanax ynpasneHus
Ka4ecTBOM, rae BO3HMKIM UCTOYHUKA NabopaTopHbiX owmnbok (paspelleHne UCNofb3oBaHUSA TEXHOMOMUMU,
KanmbpoBOYHbIX MaTepunanos, peareHTOB, NPUBOPOB, He COOTBETCTBYIOLMX YCTAHOBMNEHHBIM TpeboBaHNAM;
HegocTaTo4Hasa npodeccunoHansHasa NnoaroToBka nepcoHana; npuobpeTeHne cpeacTB aHanuaa, He peKoMeH-
[OBaHHBIX K MPUMEHEHU B KIMHUKO-AUarHoctTudeckux nabopatopusix; HegocTaTtok UHaHCUPOBaAHUSA,
BOCMNPEnATCTBOBABLUWA NprobpeTeHUo CpeACTB aHannaa, oTeevatowmx TpeboBaHnAM KayecTea U T. N.).

4.4 CpepncTBa v cnocobbl MeHeAXXMEHTa KauecTBa KNMHUYeCKUX NabopaTopHbIX UccneaoBaHUi

MeauunHekme noTpebHOCTN ABNAIOTCH MPUOPUTETHBIMW B yCTAHOBNEHUU KpUTEpUeB KayecTsa nccneno-
BaHW. KnunHuko-guarHoctuyeckas naGopatopusi obszaHa CBOEBPEMEHHO MpeaoCcTaBnATb aHANUTUYECKU
HafeXHble pesynbTaThl KMMHUYECKUX NabopaTopHbIX NCcneaoBaHUA, COOTBETCTBYIOWME TEM KIUHUYECKUM
Hy>XAaMm, KoTopble Bbl3Ban Heo6x04MMOCTb BbINOMIHEHUS onpeAeneHHoro Tecta.

Hay4yHo 060CHOBaHHBLIMU OpUEHTUPaMK NpK BbipaBoTKe kKpUTepues AN oueHku n obecrneyveHns Kavec-
TBa aHanMTUYECKNX CUCTEM (BKMHOUAs UX OTAEbHbIE KOMMOHEHTHI), C NOMOLLIbIO KOTOPbIX BLIMOSTHATCA KNNHU-
yeckne nabopaTopHble UCCNEenoBaHWUsl, CryXaT CrUMYeHMs MonyvaemblX pesynbTaToB C pesynbTaTamu
MeToAWK pethepeHTHbIX M3MepPeHN, MPOCNEXMBAEMOCTb CBONCTB NPUMEHSAEMbIX KannubpaTopoB A0 CBONCTB
aTTecToOBaHHLIX CTaHAapTHbIX obpasuoB, B cooTBeTcTBUM ¢ TOCT P UCO 15193, TOCT P UCO 15194,
FOCTPWNCO 15195, TOCTPUCO 17511,FTOCT P NCO 18153, npuMeHUTENbHO K aHanuTam, uccriegyemoim B
KNMHUKO-anarHocTuyecknx nabopatopusx.

6
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YcTaHoBMEHME KOHKPETHBIX TPeBoBaHWM K 0TAeNbHLIM TEXHONOMMAM LeNoCTHOro npoLiecca obecneve-
HUS1 U BLINOMHEHNS KMUHUYEeCKNX NabopaTopHbIX UccriefoBaHWIA U NMPUMEHeHUe 3TUX TEXHONOTNIA B AeaTenb-
HOCTU KIIMHUKO-AMArHoCThYeckMX nabopaTopvii MedUMUMHCKUX opraHusauuin npegycMatpuBaeTcsl B
KOMMiekce B3aMMOCBA3aHHbIX HOPMAaTUBHBLIX AOKYMEHTOB, COCTaBMAOLMX HOPMATUBHYIO OCHOBY peanusa-
LI OCHOBHbIX (DYHKLWIA YNpaBneHnst Ka4eCTBOM KITMHUYECKUX NaBopaTopHbIX UccneaoBaHui:

a) dyHkums «MnaHnposaHne Ka4ecTBa KMMHUYECKUX NabopaTopHbIX UccneqoBaHUA» :

- MpaBuna oLueHKN aHanUTUYECKoN HaaeXHOCTU METOAO0B UCCNeAoBaHUA (TOMHOCTU, YyBCTBUTENBHOC-
™, cneundnyHoCTH),

- npasunau cnocobbl OLEeHKN KIMHUYeckol HpopMaTUBHOCTU NaGopaTopHLIX TECTOB,

- npaBuna paspaboTku TpeboBaHU K CBOEBPEMEHHOCTU NpedocTaBneHusa nabopaTopHoi MHdopma-
umn;

6) dyHkuma «O6ecneveHne KauecTBa KNMHUYECKUX NTabopaTopHbIX UCCRea0BaHNNY :
npasuia onMcaHna MeToA0B KIMHUYECKNX NabopaTopHbIX UcCreaoBaHui,
onncaHune KanMbpaTopPOB U KOHTPOSbHBLIX MaTepuarnos,

- npaeuna Bbibopa n3sMepuUTeNnbLHOro U UCMbITaTeNbHOro 060pyaoBaHUSA,
NPUHLMNGI U NPaBna TEXHUYECKOro OCHALWLEHUs KNMHUKO-AUarHocTuiecknx nabopatopui,

- MPUHLUMBI U NpaBuia oLEHKMN YPOBHA NpodeccnoHanbHON KOMNETEHTHOCTU (kBanudukauum, 3SHaHUA n
YMeHW) NnepcoHana KNMHUKo-guarHoctudeckux naboparopui,

- Npaswuna BeAeHUA NpeaHanMTUYeckoro stTana KMHU4ecknx nabopatopHbIx UccneaoBaHui,

- TunoBsasa Mofenb «PykoBOACTBa NO KAYeCTBY UCCIEe0BaHUIA B KITMHUKO-AWarHoCcTuieckon nabopato-
pumn»,

- MpaBuna B3aMMOAEWCTBUSA MepcoHana KIMMHUYECKUX noapasfaeneHuin n KNMHUKO-ANarHoCTUYECKUX
nabopaTopuii MeaULMHCKUX OpraH13aLuin;

B) dyHKunA «KOoHTponb KayecTBa KNMHUYECKUX NabopaTopHbIX UCCNeA0BaHNAY :

- Mpasnna oueHKU NpeaenoB NnorpewHocTen KoNMYecTBEHHbIX KNMHUYeCckux nabopaTopHbix nccrego-
BaHWNA,

- npaBwna npoBeaeHNs BHYTpunabopaTopHOro KOHTPOSS Ka4ecTBa KONIMYECTBEHHbLIX METOAOB C NpUMe-
HEeHMeM KOHTPOSIbHBIX MaTepunanos,

- Mpasuna nposeaeHWsl BHyTpunabopaTopHOro KOHTPOIS Ka4eCcTBa OLEHOUHbIX (NONYKOMUUYECTBEHHBIX)
MEeTOA0B KITMHUYEeCKNX NabopaTopHbIX UCCNeaoBaHWA,

- Npasuna npoeeaeHUsl BHyTpunabopaTopHOro KOHTPONSA KavecTBa KayeCTBEHHbIX (HEKONUYEeCTBEH-
HbIX) MeTOA0B NnabopaTopHbIX UCCregoBaHuUN,

- MpaewunanpoBeaeHs BHeLLUHeN OLeHKN KauecTBa pe3ynbTaToB KIMHNYeckux nabopatopHeIx uccnego-
BaHWNA,

- Mpaswna npoBeaeHNs KMMHUYeckoro ayauta acpdekTusHocTn nabopatopHoro o6ecneveHns geatens-
HOCTW MeANLMHCKUX OpraHnsaumin,

- MPWHLUMMBI N KPUTEPUM OLIEHKN MEUKO-3KOHOMUYECKON 3hheKTUBHOCTMU KMUHUYECKUX NabopaTopHbIX
nccnegoBaHun.

HopMmaTtusHble 4OKYMeEHTbI Ha OTAEebHbIE COCTaBNSIOWNE MEHEeIKMEHTa KauecTBa KIMHUYeCKUX nabo-
paTOpHBIX UCCNedoBaHWA ycTaHaBNMBAlOT NPUHUMNLI paspaboTkM U npaeBuna NpUMEHEHUA KpUTEepueB B
obnacTu NpUMeHeHUA KaXKOoro oTAENbLHOro HOPMAaTUBHOTO A0KYMeHTa. MpUMeHUTENbHO K KaXkaon CocTaBnsa-
toLLiei yripaBneHUsa Ka4eCcTBOM KIMHUYecknx iabopaTopHbIX ccreAoBaHNin AOMKHbI ObITb onpeaeneHbl cne-
unduyeckne popmMbl OLEEHKA COOTBETCTBUSI HOPMATUBHBIM TpeboBaHUAM. MokasaTenun KOHTPONa kavecTBa
KNUHUYeCcKnx nabopaTopHLIX UccreAoBaHWI B NabopaTopusix cnyxar pe3ynbTUpYoWnuMK nHaekcamm coono-
[AeHnsA HopMaTUBHbIX TpeBoBaHUI BO BCeil cucTeMe ynpasrieHusi kKaue CTBOM UCCneaoBaHWin M 0oCHOBaHWeM AN
aHannaa NPpU4MH U UICTOMHUKOB HEAOCTATKOB Ha COOTBETCTBYIOLLUX YPOBHAX yNPaBReHUS.

4.5 OpraHusauyuoHHO-NpaBoOBas CTPYKTypa MeHe[XXMeHTa KayecTBa KNUHUYeckux naGopartop-
HbIX UICCNEe[OBaHUNA

MpaBoBoi OCHOBOW Mep MO YNPaBEHNIO KAYECTBOM KITMHUYECKUX NabopaTopHbIX UcCneaoBaHni ABNSA-
H0TCA 3aKOHbI U HOPMATUBHO-NPaBoBbIe akTbl Poccuitckon ®egepavuumu.

Mepbl N0 MEHeKMEHTY KauecTBa KITMHUYECKMX MabopaTopHBIX UCCeq0BaHWA OCYLLECTBAAOTCA B COOT-
BETCTBUM C TEXHUHECKUMUN perflameHTaMum, HaumoHasbHbIMU CTaHAapTamMn U PyKOBOAALMMU AOKYMEHTaMu
denepansHOro opraHa UCNONHUTENbLHOM BNacTu B cchepe 34paBooXpaHeHus:

- HadeaepanbHOM ypoBHe — chegepanbHbiM OpraHoM UCNOMHUTENbHOW BflacTu B ccbepe 3gpaBooxpa-
HEeHWs1; He3aBUCUMbIMW OPraHU3aLMAMN BHELLIHEW OLLEeHKN KauecTBa KnMHudecknux nabopaTtopHbix uccnegosa-
HUI; HaLUMOHaNbHLIM METPONOrMYECKUM MHCTUTYTOM; pedbepeHTHbIMU (IKCepTHLIMU) nabopaTopuamu;

- HaypoBHe cybbekToB Poccuiickoin Peaepaumm — MeCTHLIMU OpraHamm yrpaBrieHns 34paBooXpaHeHn-
em, Ux (pyHKLUMOHaNbHBIMW NoapasaeneHnsiMmn, opraHamu no NIMLEH3UPOBaHUIO MEOULIMHCKON AeATENbHOCTY;



rocCT P 53022.1—2008

- Ha ypoBHE MeAULIMHCKUX OpraHuUsaLuii — PyKOBOAMTENAMN MEAULIMHCKAX OpraHW3aLuii, 3aBeayiowu-
MU KMMHUKO-OUarHoCTUYECKUMU abopaTtopusmu.

B OTHOLLIEHUM MEANLIMHCKUX OpraH13aLuin, paboTalowmnx Ha ocHose Aorosopos ¢ PoHAoM 06s3aTeNbHO-
ro MeAULMHCKOTO CTPAXOBaHUS, B MEpax No MeHEIXKMEHTY KauecTBa KIMHUYeCKNX naBopaTopHbIX Uccneaosa-
HUWA MOTYT MPUHUMATL y4acTue opraHbl 3Toro poHAa U HazHauveHHble UMK akcnepThl. MpodeccroHanbHble
opraH1saLuu cneuuanncToB KNuHudeckol naGopaTopHO ANarHoCTUKM UMELoT NPaso NPUHUMATL ydacTue B
paspaboTke NpeanoXeHUii No COBEPLLIEHCTBOBAHUIO KauecTBa NaBopaTopHLIX UCCNeA0BaHUIA M BHOCUTL MX Ha
noBomM ypoBHe YMpaBfieHUsl 30paBoOXpaHEHWEM B COOTBETCTBUM C 3aKoHOAATenNbCTBOM Poccuitckoin
denepaunm 06 oxpaHe 340pOBbA rpaXaaH.

4.6 Mepbl No NpuBeAEeHUIO NPaKTUKU PaboTbl B KAMHMKO-AUArHOCTUYECKUX nabopatopusax B
COOTBETCTBME HOPMaTUBHLIM TpeGoBaHUAM

MpPUHLMNBI M NPABUNA, YCTaHOBMEHHbIE HOPMATUBHLIMWA AOKYMEHTaMU CUCTEMBI YNPaBeHUs Ka4ecTBOM
KMMHUYECKUX NabopaTopHbIX UCCNEAoBaHWUi, oTpaxalT 06beKTUBHbIe NOTPeBHOCT oBecneyeHnsa TOYHON
OLLeHKWN COCTOAIHMSA 3[0POBbsA MALMEHTOB, KNUHWUYECKOW ANarHocTUkU 6onesHein U MOHUTOpUHra 3 eKTUBHOC-
T neve6HbIX Mep. CobnioaeHne HopMaTUBHBIX TpeBoBaHui AaBNAeTcs o6a3aTenbHLIM YCNOBUEM NPU akKpe-
AUTauMN  KIMHUKO-AUarHoCTUYECKUX nabopaTtopuii. U NIMLEH3UPOBaAHUN  AEATENbHOCTU  MeAULMHCKUX
opraHusauuin. OTBeTCTBEHHOCTb 3a COGMoAeHWe HOPMATUBHLIX TPeGOBaHWI1 HECYT PYKOBOAUTENMN COOTBET-
CTBYIOWMX CTPYKTYp W oOpraHusauuidi cuctembl 3apasooxpaHeHus. Mpu HecobniogeHUM HOPMaTUBHBIX
Tpe6oBaHWiA opraHbl ynpaseHus 3apaBooxpaHeHnem Brnpase:

- Tpe6GoBaTb NPUHATAA OTBETCTBEHHLIMW NMNLIAMW ASUCTBEHHLIX Mep No NpUBedeHUo NpaKkTUKK aes-
TeNbHOCTU KIMUHUKO-AUarHocTUIeckux nabopatopuin B cooTBeTCcTBUE € TpeBOBaHUAMU HOPMATUBHLIX [OKY-
MEHTOB;

- OCYLECTBMATb UHCNEKLUMOHHYIO NPOBEPKY UCMONHEHUA U B HEOBXOAUMBIX CRyYasX NPUMEHSATL caH-
KUMM aAMUHUCTPaTUBHOTO Xapakrepa B COOTBETCTBUM C ASMCTBYIOLWMM 3aKoHoAaTenNscTBOM Poccuiickon
deaepauuu 1 B Npeaenax NosIHOMOUYUN, NPeayCMOTPEHHBIX NONOXEeHNAMMN 06 3TUX opraHax.
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