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Mpeancnosune

Lienn n npuHumnel cTaHfapTm3auun B Poccuiickoin Pefepaunmn ycTaHoBneHbl defepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TeXHMUYECKOM perynnpoBaHnMmn», a npasunia NpUMEHEHUs HaunoHaNbHbIX
cTtaHgapToB Poccuiickoin depepauyun — FOCT P 1.0—2004 «CTtaHgapTusauua B Poccuiickoli ®egepauun.
OCHOBHbIE MOSTOXEHNA»

CBejeHusi o cTaHgapTe

1 PA3PABOTAH JlabopaTopueit Npo6seM KIMHUKO-N1abopaTopHOi AnarHocTukm MOCKOBCKO mepu-
uuHckon akagemun um. .M CeueHoBa Poc3gpaBa. kadepoii kKnnHu4eckoii nabopaTtopHoii gnarHocTukn Poc-
CUIiCKOW MeJuLUMHCKOM akagemMvn nocnefmnioMHoro o6pasoBaHusa Poc3gpaBa. oTAenom ceptudmkauum un
KOHTPO/IA KayecTBa KTMHUYECKNX 1TabopaTopHbIX uccnefoBaHuii FocyAapcTBEHHOrO Hay4Ho-UccneaoBaTe Nb-
CKOro LeHTpa npodmnakTnyeckolri meguunHbl PocmeaTrexHonoruii, kageapoin KnMHM4Yeckon nabopaTtopHo
AnarHoCTukn Poccuiickoro rocyjapcTBeHHOro MeAnLMHCKOro yHuBepcuteTa Poc3gpasa

2 BHECEH TexHuyeckum KOMUTETOM Mo cTaHgaptTusaumm TK 466 «MeguumMHCKne TEXHOMOrMm»

3 YTBEPXAEH NBBEJEH B,CI,EVICTBVIE Mprka3om ®efnepasibHOro areHTCTBa N0 TEXHUYECKOMY pery-
NpoBaHuto U meTposiorun Poccuiickoli degepaunn ot 4 aekabpsa 2008 r. Ne 355-cT

4 BBEJEH BMNEPBbIE

MHdopmauus 06 M3MEHEHNSAX K HACTOsILLEMY CTaHAapTy Ny6/nkyeTCs B eXerofHo u3jaBaemMom
MHDOPMAaLIMOHHOM yKa3aTe e «HauuoHanbHble cTaH4apThi», a TEKCT U3MEHEHUt NMonpaBoK — B exeme-
CSIUHO M3AaBaeMbIX MH(POPMALMOHHBIX yKasaTensax «HaunoHasbHble cTalgapThi». B ciyyas nepecMoTpa
(3aMeHbI) MM 0T MeHbl HAC T OsILLEr0 CTaHAapTa CooTBeTCTBYlOLLee yBeJoMeHne 6yaeT ony6/1MKOBaHO
B ©XXEMECSYHO M34aBaeMoM MH(DOPMaLMOHHOM yKkazaTesie «HauuoHanbHble cTaHaapThi». COOTBETCTBY-
loLLasn MHhopmaums, yseoMeHe U TeKCTbl pa3MeLan T cs Takke B MH(OPMaLMOHHO cucTemMe o6LLero
no/ib30BaHUsi — Ha ohMLUManbHOM caliTe ®efepasbHOro areHTCTBa M0 TeXHUYECKOMY peEryvpoBaHuio 1
MeTposiorun B ce T HTepHeT

©CTaHgapTuHdgopm, 2009

HacToswuii cTaHAapT He MOXEeT 6bITb NO/IHOCTLIO UK YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kKauecTBe ohuLmanbHOro Usganus 6e3 paspelleHns ®efepasbHOIO areHTCTBa N0 TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

TexHonorun nabopaTopHble KANHUYECKNE
TPEBOBAHUA K KAYECTBY KINHUYECKNX NABOPATOPHbIX NCCNELOBAHNI

YacTtb 1l
MpaBuna meHeaXMeHTa KayecTBa K/IMHMYECKMX N1abopaTopHbIX nccregoBaHni

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

fNaTta BBegeHnsa — 2010—01—01
1 O6nacTb NpUMeEHEHNS

HacToswuii cTaHAapT ycTaHaBNUBAET 06LLMe MOSTOXEHNS, TPUHLMNBI Y eIMHbIE NPaBUIA AeATENbHOCTY
OpraHoB yNpaB/ieHNs 34paBOOXPAHEHNEM HA BCEX YPOBHSX MO MAaHMPOBaHMIO, 06ECNEYEHNIO, KOHTPOJIO 1
YNyuULLIEeHMWIo KauecTBa 1a60paTOPHbIX UCCNEL0BAHNI, BbINOTHAEMbIX B KTMHUKO-ANArHOCTUYECKMX NabopaTo-
pusix MEAULMHCKUX OpraHn3aLmii Bcex popm co6CTBEHHOCTU. HacTosWwuii cTaHAapT npeAHasHadueH ans npu-
MEHEHVsI BCEMU OpraHM3auusMu, YUYPEXAEHUSIMU U NPeanpusTUAMKA, a Takke WHAWBUAYASbHbIMU
npeAnpUHUMATENSIMU, AEATENBLHOCTb KOTOPbIX CBA3aHA C 0Ka3aHWEM MEeULUHCKON MOMOLLM.

2 HopmaTuBHbIe CChI/KK

B HacTosWweMm cTaHfapTe UCMO/Ib30BaHbl HOPMATUBHbLIE CCbIJIKU HA cneaylolme cTaHAapThl:

FOCT P NCO 5725-2—2002 To4HOCTb (MpaBU/IbHOCTb U MPEUN3NOHHOCTb) METOA0B N pesy/ibTaToB
n3MepeHuii. Hactb 2. OCHOBHOI MeTOA onpeAeneHunst NOBTOPSEMOCTN 1 BOCNPOM3BOANMOCTH CTaHAaPTHOrO
MeToAa U3MepeHuii

FOCT P WNCO 9001—2008 CuctemMbl MeHeMKMEHTA kavecTBa. TpeboBaHus

FOCT P W C015189—2006 /labopaTtopuun meguumnHckne. CneunanbHble TpeboBaHUsA K Ka4ecTBY Y KOM-
NeTeHTHOCTKN

FOCT P NCO 15193—2007 N3penus meauuuHckue A5 GUarHoCTUKK in vitro. I3mepeHne BeNu4YvH B
npo6ax 61Mon0rMyeckoro NPonCxXoxaeHuns. OnucaHve MeToank pedepeHTHbIX N3MepeHuii

FOCT P NCO 15194—2007 N3aenua meanuMHCK1e AA8 ANarHOCTUKK in vitro. 3mepeHue BennyvH B
npobax 61oI0rMYEeCcKoro NPOUCXoXaeHns. OnvcaHme cTaHfapTHbIX 06pasLoB

FOCT P NCO 15195—2006 JlabopaTopHas MeguumnHa. TpeboBaHusa K nabopatopusiMm pedepeHTHbIX
n3MepeHui

MpumeuyaHune — MNpUNONbL30BAHUM HACTOSALWMM CTAHAAPTOM Le1eco06pa3HO NPOBEPUTL AEACTBME CCbINIOY-
HbIX CTaH4apTOB a WH(POPMALMOHHON cucTemMe O06LEero nosfb30BaHUs — Ha oduynanbHOM caiite degepanbHOro
areHTCTBa N0 TEXHUYECKOMY PETY/IMPOBaHNIO ¥ METPOJIOTUN B CETU MHTEPHET UK N0 eXEerogHo n3gaBaeMoMy nHgopmMa-
LMOHHOMY yKa3aTe o «HaunoHanbHble CTaH4apThi», KOTOPbIV ONY6IMKOBAH N0 COCTOSHUIO HA 1 sHBapSA TEKYL ero roaa, u
N0 COOTBETCTBYIOLWMM €XEMECAYHO N3AABAEMbIM UH(OPMALUOHHBIM yKasaTensimM, ony6/MKOBAHHbIM a TEKYLWEeM rogy.
ECnu cCbiNIOYHbIN cTaHgapT 3aMeHeH (M3MeHeH), TO Npu NoJIb30BaHUN HACTOAW MM CTaH4apTOM c/leayeT PyKOBOACTBO-
BATbCS 3aMEHSAIOWMUM (M3MEHEHHbIM) CTaHAApPTOM. EC/IM CCbITOUYHbIV CTaHAapT OTMEHEH 6€3 3aMeHbl, TO MOJOXEHNE, B
KOTOPOM faHa CChi/IKa Ha HEro, MPUMEHSIETCSA B YaCTy, He 3aTparuBatLyei aTy CCbisKy.

3 KnuHnyeckue na6opaToprle nccnegoBaHmna B CUCTeMe Mep oKkasaHuA

MeAMLMHCKOM nomMoLLu

3.1 Uenb n3agaum paspaboTku cTaHgapTa

Lienblo pa3paboTki HACTOSALLEro CTaHAapTa SBseTcs (hOPMUPOBaHNE HOPMATUBHOW 6a3bl 415 NpuBe-
[EeHNs B CUCTEMY, OCHOBaHHYK Ha eAMHbIX MPUHLMNAX W KPUTEPUSIX, MeponpusaTuii, npeanpuHUMaembIx

N3paHne opuymnanbHoe
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opraHamu ynpas/fieHVs 34paBOOXpPaHeHVeM Ha BCeX YPOBHAX, N0 MeHe[KMEHTY KayecTBa NnabopaTopHbIX
nccnefoBaHuii, BbINOMHAEMbIX B KTMHUKO-ANATHOCTUYECKUX 1abopaTopusax MeaULMHCKUX OpraHusaunii, ons
[OCTMXKEHUS eMHOr0 06BEKTUBHO O0GOCHOBAHHOIO YPOBHS @Ha/IMTUYECKOW HAAEeXHOCTW W K/IMHWYECKON
MHOPMAaTUBHOCTM pPe3yibTaToB UCCeA0BaHNii, 6e3ycnoBHOI0 06ecneyeHmns 1 NOCTOSIHHOTO Y/TyULEHNS UX
KayecTBa.

OCHOBHbIMW 3aga4amy pa3paboTkv 1 BHeAPEeHNA HAcTOALWEero cTaHgapTa ABNAITCA:

- onpefeneHne 3Ha4YMMbIX 06 BEKTOB, NPOLLECCOB, NPoLeAyp, OTHOCALLUXCA KPa3HbIM YPOBHAM CUCTEMbI
3/, paBoOOXpaHeHNsA 1 CNOCO6HbLIX HENOCPEACTBEHHO UMW KOCBEHHO B/IUATL Ha YC/I0BUA U pe3y/ibTaTbl BbINOJIHE-
HUA NabopaTopHbIX NCCeA0BaHNA;

- yCTaHOB/EHWE NPUHLUMNOB pa3paboTkM 1 NpaBui NPUMEHEHNS KpUTEPUEB A1 OLEHKN COOTBETCTBUSA
XapakTepucTuK 3TUX 06bEKTOB, NPOoLEeCccoB, nNpoueayp TpeboBaHUAM [OCTUXEHUSA kayecTBa NabopaTopHbIX
nccnefosaHuii, oTBevaloLmMx NOTpebHOCTAM 3PP EKTUBHOIO KIMHNYECKOTO BEeeHNs NaLeHToB;

- (hopMupoBaHue CUCTEMbI B3aMMOCOr/1aCOBaHHbIX HOPMAaTWBHbLIX AOKYMEHTOB, o0becneuynBaloLmnx
co3fiaHne onTMMasibHbIX YCNOBWA HaAEeXHOoro nabopaTtopHoro obecneyeHns nevyebHO-gMarHOCTUYECKON fes-
TeNbHOCTUN MeAULIMHCKNX OpraHu3aLmnii.

3.2 MeguumnHcKasa 3HA4YMMOCTb KIMHNYECKUX 1TabopaToOpHbIX McCneoBaHui

KnuHuuyeckne nabopaTopHble UccnefoBaHns NpeacTaBnsaoT co6oi 0aHY U3 POPM 06bEKTUBHON OLLEHKU
COCTOSIHMA 310POBbS Ye/T0BEKA U KNIMHNYECKON ANarHoCTUKN 601e3Heli YyenoBeka, OCHOBaHHYH0 Ha U3yYeHUn ¢
NMOMOLLIbIO Ta6opaToOPHbIX aHANUTUYECKMX NpoLeAyp cocTaBa 06pasL,oB 6MOMN0rMYECcKMX MaTeprnanos, B3ATbIX
y o6cnefyemMbix nauneHToB. Lienb kAnHUYecknx nabopaTopHbIX UCCNeAoBaHUi — nosyyeHne o6 bekTUBHOW
HdOpMaLM 0 COCTOSHUN BHYTPEHHEN cpefbl OpraHn3ma nauvMeHToB, YCTaHOBIEHME Ha/lMumua Uan OTCyT-
CTBUSI USMEHEHNIi cocTaBa 61ONOrMYEeCcKNX MaTeprasnos, XxapakTepHbIX 418 OTKNOHEHWSA AeATeNbHOCTM opra-
HOB 1 CUCTEM OpraHn3ma o6cnefyemMoro nayneHTa ot COCTOSAHNA 340P0BbS U CBONCTBEHHbIX ONpeAe/eHHbIM
chopmam naTonoruu.

Mpouecc KIMHUYeCKON AnarHocTUku npeacTaBnseT coboit nocnegoBarenibHOe HakonaeHve nHdopma-
LVKn 4Na yMeHblueHus (BNIO0Thb 40 YCTPaHeHUs) HeonpeeeHHOCTN B NpecTaB/ieHn 0 COCTOAHMMN NauyneHTa,
HanMuuu 1 chopme NaTosIorMm y Hero. Posib KMHUYECKNX NabopaTopHbIX UCCeA0BaHWMA, BbINOTHAEMbIX:

- Bpouecce KNMHUYecKoro o6cnefoBaHns naumeHTa,

- BMOPAAKe ANCMaHCEePHOTo WA MeANKOo-TeHeTMYecKoro obcnefoBaHns;

- npv npodmnakTnyeckoMm ocmoTpe,

COCTOUT B YMEHbLUEHUN HEONPeAeNeHHOCTN OLEHKM COCTOSHUA NauueHTa nyTeM o6HapyXeHus n/unm nsmepe-
HWs Bo6pa3Lax buomarepnasnos, B3ATbIX Y NaUMeHTa, onpegeneHHbIX aHannToB. PyHKLNOHANbHO U CTPYKTYP-
HO CBfA3aHHbIX MPUYNHHO-CNEACTBEHHOW CBSA3bI0 C HapPYLEHHON (IYHKUMENn WM NOpPaKEHHbIM OpraHoM, W
oTpaxaroLL1x Hasmume naTosIorMYecKoro nNpoLecca, xapakTepusyoLmx ero NpUYMHy, MexaHu3mbl BO3HUKHOBeE-
HUS1 N Pa3BUTUSA, BbIPAXKEHHOCTb U MHAVBUAYASIbHYIO KNMHUYECKY0 KapTuHy. KnuHuueckas nHopmMaTyBHOCTb
NnabopaTopHbIX NCCNef0BaHNA TOM BbiLLe, YeM 60n1ee 6113Koe K UCTUHHOMY NpeACcTaB/IeHNE O HAIMYUK U Xapak-
Tepe natonorvn y nauyeHTa oopMmpyeTcs HaOCHOBE pe3yibTaToB 3TUX NCCe0BaHMA.

MpaBunbHas nabopaTopHas MHOpPMaLMA 0 COCTOSAHMM 06CnefyeMoro nauneHTa, HaJimuum y Hero naTo-
nornn 1 guHamuke 3abonesaHns MMeeT CyLWeCTBEHHOE 3HaYeHne 15 YCTaHOBMNEHNUs AnarHosa, NpuHATUS
peLLeHns 0 NPUMEHEHUN HEOBXO0ANMBIX MEP IeYEHNS, OLEHKM Y NPOrHOo3a TSXXecTy 60/1e3HN nadhPeKTUBHOCTU
NPOBOAVMOrO SleYeHus.

3.3 YcnoBus BbINOMIHEHUSA KNMHUYECKNX NabopaTopHbIX UCCnefoBaHui

KnuHnuyeckne nabopatopHble MccnefoBaHUs BbINOHATCA NEPCOHANOM K/IMHUKO-ANArHOCTUYECKUX
nabopaTtopwuii — nogpasgeneHuii MeauLMHCKNX OpraHm3aunii, B HEKOTOPbIX CUTYyauMaxX — NepcoHasioM Kiu-
HUYECKMX NoapasfeneHnii MeAuLMHCKUX OpraHm3aunii («mccnefoBaHmsa No MecTy JIeYeHUsI»), B OTAE/IbHbIX
c/yyasx Nno pekoMeHAauun fnevalnx spaveil — caMMmMmn nauveHtTamu B nopsigke camokoHTpons. CoBokyn-
HOCTb K/TMHUKO-AMArHoCTUYECKUX nabopaTopuii 06pasyeT KIMHUKO-NabopaTopHYO CNyX6y CUCTEMbI 34paBO-
oxpaHeHuns. CoBpeMeHHas HOMeHknaTypa WUccnefoBaHuii HacuMTbiBaeT HECKO/IbKO ThiCAY N1abopaTopHbIX
TECTOB, NO3BONALLMUX, NPU YC0BUU MX ONPaBAAHHOT0 HAa3HAaYeHWs, NPaBU/IbHOTO BbINO/THEHWSA M 060CHOBaH-
HOW MHTepnpeTaLuyu pe3ynbTaToBs, NOAyYaTb B NPUEM/IEMbIE CPOKMN aHAMMTUYECKN HaAEeXHbIe U KNNHUYECKU
BbICOKOVH(POPMaTNBHbIE OTBETHI Ha CTOSILLME Nepes BpadoM BOMPOCHI O ANArHOCTVKE U BefeHUN 60/IbHOrO.
Mpy HETOYHOCTY NabopaTopPHbIX AAHHbLIX PUCK KTMHUYECKUX 3aTpyfAHEHUI fgocturaeT 26 % — 30 %. a puck
HeonpasAaHHbIX feicTBUIA Bpaya cocTaBnseT 7% — 12 %. Mepa coOTBETCTBUA pe3y/ibTaToB 1abopaTopHbIX
nccnefoBaHnin MICTUHHOMY COAEPXaHMUI0 nccnefyemMblX aHaIMTOB B OpraHn3Me nauueHToB U OXugaemas knm-
HUYyeckas MHOPMAaTUBHOCTL NabopaTopHbIX pPe3y/ibTaToB HaXOAATCA B 3aBUCUMOCTU OT BANSHUA psAja Kak
BHYTpMNabopaTopHbIX. Tak W BHeNabopaTopHbIX (hakTOpOB Ha npeaHa/IMTUYECKOM. aHa/MTUYecKOM W
noctaHaIMTMYEeCKOM 3Tanax uccnefoBaHuii.

2
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CoueTaHue BbI3BaHHbIX AECTBMEM 3TUX (DAKTOPOB Pa3/INYHbIX BUAOB BapuaLun: 6U0I0rMyeckoi, ATpo-
TEHHOW. NpeaHasMTUYECKON, aHaNIMTUYECKOW, Hapsay C COBCTBEHHO NaTOMOrMYeckol, 06ycnoBnMBaeT
HeonpeaeneHHOCTb U BO3MOXHOCTb MOSIyYEeHMs OLIMGOYHbIX Pe3y/ibTaToB /labopaTopHbIX UCC/1ef0BaHUiA.
OrpaHuyeHmne AeiicTBMA 3TUX PakTopoB NyTEM MPUHATUA KOMMNJEKCa Mep Ha pasHblX YPOBHSIX yNpaBieHus
34paBooXpaHeHnemM — OT YPOBHS hefepasibHOro opraHa UCNoSTHUTENbHOM BNacTu B cdhepe 34paBooxpaHe-
HVSA 4,0 OTAENBbHBIX MEAULUHCKUX OpraHn3aunii u KNMHMKO-AUarHoCTUYeCKnX nabopartopuii. — HanpasfeHHbIX
Ha co3faHne ONTUMasbHbIX YCI0BUIA AN aHANUTUYECKON N ANArHOCTMYEeCKol paboTbl KTMHUKO-ANArHoctuyec-
Knx nabopatopuii, CNOCOGHO CYLLECTBEHHO MNOBLICUTb TOYHOCTbL J1aGOpPATOPHbLIX pe3ynbTaToB U TeM
cofelicTBOBaTb NOBbILWEHNIO 3DEKTUBHOCTY ANATHOCTUKN U JIEYEHUSI BONBbHBIX.

4 MeHemXMEHT KauecTBa KTMHUYECKNX NabopaTopHbIX NCCNneaoBaHuii.
O6uwue TpeboBaHUA

4.1 KnuHuyeckne nabopaTopHble nccnegoBaHns Kak cneynanbHblii BUA Me4ULUHCKUX YCNyT

Na6opaTopHble uccnefosaHna Npob GrnomaTepuanos nauneHToB NpeacTaBaaloT coboit cneundunyec-
Kne ycnyru, Kotopble KAVHUKO-AuarHoctuyeckme naboparopumn yupexaeHunii 3gpaBooxpaHenuns (v nepco-
Han KAMHUYECKUX nofpasfesieHunil) okasbiBaloT NnauveHTaM Mo NOpyYeHWto nevawux Bpadei, B nopsigke
AvcnaHcepusaunmn, MeuKo-reHeTu4eckoro o6¢cnefoBaHuns, NpotnaakTMyeckoro ocMoTpa.

CyLWHOCTb KNNHNYECKNX NabopaTopHbIX UccnefoBaHnii COCTOUT B NPUMEHEHWUN TOYHO OXapakTepuso-
BaHHbIX 1 B3aMMOCBA3aHHbIX B (dOpMe 1abopaTopHbIX TECTOB (AaHANIMTUYECKNX TEXHOMNOIUIA, METOA0B ncce-
[0BaHNS) aHanMTU4Yeckux npouegyp AN W3yyeHus cocTaBa OMOMOrMYecknx MaTepuanoB nauueHTa
(6ronornyeckoi XnaKocTu, aKckpeTa, NPobbl TKaHW) C LieSbio 0BHaPYXEHUA B HUX U3MEHEHUI, OTpaxaroLLmx
OTKNOHEHNe AeATeNbHOCTY OPraHoB M CMCTEM OpraHusmMa o6cnefyemMoro oT COCTOSHUS 3[40POBbSA U cBUAe-
TeNbCTBYIOLWMX O HANNYWM OnpeAesieHHbIX (DOpM NaTos1oruu.

KnnHnko-nabopaTopHble aHannTUYeckue npoueaypbl NpeacTaBnsoT coboit Bo3aeicTBus thranyeckoro,
XVMMNYECKOro 1nn 61oNorMyeckoro xapakrepa Ha nonyyYeHHblin y naumeHTa o6pasew, 61Mon0rnyeckoro matepma-
na. ¢ TeM 4yTobbl B pesysnibTaTe cneumgmryeckoro B3aMMoaencTeus, HanpaBeHHOT0 Ha U3MEHEHWE CTPYKTYpbI 1
CBOICTB W reHepMpoBaHMe COOTBETCTBYIOLLErO CUrHana, 0bHapyXuTb UMy N3MepuTb onpeaeneHHbIn KoMno-
HeHT1XaHanuT). YHKLMOHATbHO U CTPYKTYPHO CBA3aHHBIA C OpraHoM Mn aM3noiormyeckoin cucteMorn opra-
HM3Ma nauueHTa, NocTpajaBlWyMU B pe3ynbTaTe BO3HUKHOBEHWS NpegnosaraeMoro naTosorMyeckoro
npotecca.

AnanuTbl MOTYT NpPeACcTaBNATb COGOM pa3nnyHbie uccnesyemMble CBOWCTBA M pa3/inyHbie n3MepsiemMble
Be/INYMHbI, B TOM YyucCne:

- om3myeckme CBOINCTBA;

- XWMUWYEeCKUe 3/IEMEHTbI, MOHbI, HeOpraHnyeckne MoeKybl;

- opraHuyeckne CTPYKTYpbl Masioi MOeKynsipHO Macchbl;

- MaKpOMOJIeKy bl N3BECTHON UAN NPUGIN3NTENBbHO YCTaHOB/IEHHON CTPYKTYPbI 1 cneundunyecknx 6uno-
NOTNYECKMX CBOMICTB;

- KNEeTKW, UX CTPYKTYPHbIE 3/IeMEHTbI WN K/TeTOUYHbIE CUCTEMBI;

- MWUKPOOPraHU3Mbl, X CTPYKTYPHbIE XapakTepucTnku 1 6Monormyeckme CBOMCTBa;

- napasvTapHble OpraHn3Mbl, X CTPYKTYPHbIE XapakTepucTukv n 6uonoruyeckme cBoncTsea.

COOTBETCTBEHHO XapakTepy W CBOWCTBam MccefyembiX aHa/IMToOB M OCOBEHHOCTAM MPUMEHSEMbIX
aHanMTUYeckux npouenyp KnnHuyeckue nabopatopHbie KCcnefoBaHnsa NoapasfenaioT Ha: obLekInHmyec-
Kne (XMMUKO-MUKPOCKONUYeckne), BoXxmmmnyeckne, MMMyHOI0OrMYeckne, remaTosiornyeckme, Koarynonoru-
yeckne. n30ceposiormyeckme, LMTonornyeckne, reHeTuyeckne, MonekynsipHo-6rnonormyeckme, 6akTeprnonoru-
yeckune. BMPYyCcOsiOrMYeckne, napasutosiornyeckme, MUKOsIorMyeckne, TOKCUKOOTMYeckne, ekapCTBEHHbIN
MOHUTOPWHT.

B npouecce knMHMYeCcKoro nabopaTtopHOro nccnefoBaHysa BbIAENA0T TpW aTana:

- /ipeaHanuTMYeckKunii ([oaHanuTUyYeckni):

- aHanMTU4eckui;

- nocTaHaIUTUYeCcKnii (nocneaHannTUYeCKuni).

1" KOMNOHEHT — o4YepHeHHas YacTb CUCTEMbI. B aHaIMTUKE KOMMNOHEHTbI CUCTEMbI MOAPA3AEeNAT Ha «aHanTbi».
«KOHKOMUTaHTbI» N «pacTBOPUTENIU». NocsiegHne gBa o603HayvalT Kak «MaTpuKc». MaTpukc — BCe KOMMNOHEHTbI MaTepu-
afbHOWM CUCTEMbI, UCKNOYaAA aHaNUT. AHANNT — KOMMNOHEHT NPo6bl, yKa3aHHbIi B HAUMEHOBaHWUK UcCaeayemMoro ceoincTea
nnn M3MepﬂeMOI7I BE/TNYUHBbI.
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MpeaHanuTnyecknin atan BkNOYaeT B cebs:

a) BHesnabopaTopHyto dasy, B TOM uncsie: BbIbop U Ha3HauYeHne uccaenoBaHus BpauyoM-KINHULUCTOM,
noAroToBKY NauveHTa K NpoBeAeHNI0 aHanm3a, B3aTue obpasua 6nomatepuana, yalie BCEro KINHUYECKNM
nepcoHasioM; MapkupoBKy obpasua Ans naeHTudukaum ero ¢ nayMeHToM, B psage cayvyaes He06XoANMYo
nepBuYHyl0 06pabOoTKy, KPaTKOCPOYHOE XpaHeHue W TpaHCMopTMPOBKY o6pasua 6GuomaTtepuana B
na6oparopuio;

6) BHyTpunabopaTopHyto thasy, B TOM yMcne peructpayuo obpasua 6momatepuana, naeHTudmkaumo
o6pasua c nauymeHTom, pacnpegeneHue 6Monpobd WAn KX NOPLUMIA NO HA3HAYEHHbIM BUAAM WCCNEefoBaHWiA;
Heo6xoaMMyto fasbHelilyo 06paboTky Npob ANs NOATOTOBKM UX K aHam3y.

AHaNUTMUYECKNin aTan BKAOYAET B CEHSA KOMMMIEKC HEO6XO,EI|I/IMI:IX ANA BbINOMHEHNA UCCeaoBaHUA aHa-
NUTUYECKMX npouenyp, 06befMHAEMbIX METOAUKOWN nCCNeA0BaHNS 1 3aBepLUIAIOLLMXCA NONyYeHem pesyb-
Tata uccnefoBaHusa B YAC/I0OBOI UM onucaTesibHOM thopMe B 3aBMCUMOCTM OT BUAA U MeToAa UcCefoBaHus.
OCHOBHble npoueaypbl METOAUK KNMHUYECKMX 1abopaTopHbIX NCCNef0BaHWii COCTOAT B CO3A4aHUN YCNOBUIA
NS BblAeNeHns aHanuta n3 MHoroobpasus Apyrnx KOMNOHEHTOB 6uomaTepuana, nageHTurKaumn aHaamTa
Ha OCHOBe fileTeKLun ero cneumgmnyecknx CBOMCTB 1 (B YacTu clyyaeB) B KOIMYECTBEHHOW OLLeHKe ero coaep-
XaHus. B npouecce nabopaTopHOro nccriefoBaHnsa CNO/Mb3YIOT XMMUYECKNE UK BUONOTNYECKe peareHTbl,
KOTOpble N3bupaTesibHO B3aVMOAERCTBYIOT C aHa/IMTOM. nNpeobpasys ero B Ty hopMmy, KoTopas reHepvpyet
COOTBETCTBYHLLMIA CUTHAN N MO3BOISAET OCYLLLECTBUTL €r0 MAEHTUMKALMIO, AETEKLMI0 UK n3MepeHue. MpuH-
uMn uccnefoBaHva 1 getanu aHanuTUyeckux npoueayp 3aBUCAT OT 0COOGEHHOCTel cocTasa, CTPYKTYpbl U
CBOICTB MCKOMOro aHanuta. Peructpauuio pesynbrata aHanmsa OCyLLeCTBAAIT HA OCHOBE CY6beKTUBHOM
(BM3yanbHOI) NN 06 LEKTUBHO (MPUGOPHOIA) OLEHKMU.

MocTaHanMTuyeckuii atan BKIOYaeT B cebs:

a) BHyTpuiabopaTopHyto a3y, B paMkax KOTOpoil pe3ynbTar uccrnefoBaHus oueHmBaeT nabopartop-
HbIi cneymanucT Ha npeaMeT ero aHaIMTUYecKoi ,OCTOBEPHOCTH (MO AaHHbIM BHYTPM1abopaTopHOro KOHTPO-
NA kayecTBa), ero 6MoN0rMyeckoin BEpoATHOCTY (NpaBhonofobus), a Takke NyTem COnocTaBfeHUs C paHee
NpoBeAEeHHbIMU aHaNOTMYHBIMU NCCNeA0BAaHNSAMMN UK NapanienbHO NPOBEAEHHbIMU APYTMMUW NCCe0BaHu-
AMW Y TOT0 e nauneHTa (Mpy LMToN0rMYeckux nccnefoBaHmax nabopatopHoe 3ak/1oueHe MoXeT cogepxarb
dhopMyIMPOBKY BEPOSITHOTO AMarHo3ay);

6) BHenabopaToOpHyl hasy, koraa KIVMHULKUCT OLEHUBAET K/IMHMYECKYH 3HAYMMOCTb MHOopMauun o
COCTOSIHMU ONpeeneHHol chepbl BHYTPEHHEeN cpefbl OpraHm3ma naumeHTa, Nosy4yeHHol B pesynbtaTe na6o-
paTopHOro uccnefoBaHWs, U COMNOCTABNSET ee C JaHHbIMA COOGCTBEHHOrO Hab/loAeHNs 3a NauueHToM U
pesynbTatamu Apyrux BUL0B 06BEKTUBHbIX UCCeA0BaHWIA.

BbinonHeHne nccnefoBaHnii KNMMHUYECKMM NepcoHanoM BHe nabopaTopun TpebyeT cuctemaTnyeckoro
KOHTPO/1s1 CO CTOPOHbI KOMMNETEHTHOro 1abopaTopHOro NepcoHasna 3a kKa4ecTBOM BHe/labopaTopHOro BbINosI-
HeHWs nccnefoBaHunii: NyTem 06yyeHus KNMHUYECKOro NepcoHasia npasuiaM BbINMOSIHEHNSA UcCcne0BaHui no
MecCTy nnievyeHna ¢ npuMeHeHnemM nopTaTUBHbIX aHA/IUTUYECKNX yCTpOI7ICTB 1 cnoco6am KOHTPO/1IA Ka4vecTBa,
COMOCTaB/NIEHNs pe3ynbTaToB WCCNefOBaHWA, BbIMOMHEHHbIX BHe nabopaTopun, ¢ nabopaTtopHbIMK
pesynbTatamm (1].

4.2 KayecTBO KNMHM4Yeckmx nabopaTtopHbIX UCCEeA0BAHWIA N BANAIOLWME HA HETO (DaKTopbI

4.2.1 KayecTBO MeAMLMHCKOrO U3fenus wau ycnyrm paccMaTpuBaeTcs kak CTeneHb COOTBETCTBUSA
NOTPe6HOCTAM NauneHTa B TOYHOW OLeHKe ero COCTOAHMSA, yCTaHOBNEHUN AnarHo3a 60n1e3Hn naddekTMBHOM
neyeHnn. OCHOBHbIMU XapaKTepucTVKamu KayecTBa KInMHNYEeCKMX n1abopaTopHbIX MCCNefoBaHuni cyxar aHa-
nuTUYeckas HafexXHoCTb, KIMHNYeckas MHDOPMAaTUBHOCTb U CBOEBPEMEHHOCTb NPeAoCcTaBNeHns pe3ynbTa-
TOB MUCCMeAoBaHUsA aHa/MToB (Bpayy WM HenocpeAcTBEHHO NauueHTy), COOTBETCTBYIOLWME NOTPEeBHOCTAM
KTMHAYECKOM [NarHoCTUKM U MOHUTOPUHIA Pe3ybTaToB fIeveHus.

Mpu oCyLLLECTBEHNM KaX40ro N3 3TanoB 1 ka0 13 has KIMHNYecKoro nabopaTopHoro nccnegoBaHns
MOTYT NPOSABUTL CBOE AEliCTBME M OKa3aTb OTKNOHAKOLWEee BIMSAHNE HA KOHEYHbI pe3ynibTaT pas/IMyHoro poga
06bEKTUBHbIE Y CYyObEKTUBHbIE (DAKTOPbI, CNOCOGHbIE MOHN3WTL KAYECTBO UCCNEef0BaHNA. ICTOYHKAMMN HEKO-
TOpPOVi cTeneHn HeonpeaeneHHOCTN 3HaYeHU pesyibTaToB UCCef0BaHNA ABNSAIOTCA:

- MHOTOKOMMNOHEHTHOEe” cocTaBa 6MOOrMYecKUX MaTepranoB Ye0BEKA;

- pasHo06pa3nB XapaKTepuUCTUK CTPYKTYPbl, CBONCTB U CTABUIbHOCTU KOMNOHEHTOB;

- U3MEH4YMBOCTb COAEepXaHUsi KOMNOHEHTOB B 6BriomaTepuanax Ao U BO BpeMs aHanusa nog BAnsHueM
naToreHHbIX ¥ HenaToreHHblX (DakTopoB;

- 3aBMUCMMOCTb pe3ynbTaToB UCC/ef0BaHWi OT NOATOTOBKM NauMeHTa k 1abopaTopHoOMy TecTy, OT yC/o-
BUIA B3ATUA, XPaHEHMWS N TPAHCNOPTUPOBKN 06pasLa buomaTepuana B naboparopuio;

- CBO/ICTBa METO/0B 1 CPeACTB aHann3a (M3mepuTesnbHble Npubopkl N 060pyaoBaHMe, NPo6onoAroTos-
Kaunap.);

4



FOCT P 53022.1—2008

- NpVYIMEeHeHue B npoLecce aHannsa pasInyHbiX BUA0B hN3NYECKNX, XUMUYECKNX N BUONOTNYECKNX BO3-
feicTBuii Ha o6pasel, 6uomaTepuana A8 onpefeneHns oTAebHbIX MCKOMbIX KOMMOHEHTOB.

4.2.2 Ha pe3ynbTatbl n1abopaTopHbIX UccnefoBaHnii cnocobHbl MOBAMATL CneytoLine dakTopbl npe-
aHanIMTMYecKoro atana:

a) owwmnbku naeHTudmkaLmm naLmeHTa n obpasua 6uomatepmnana:

6) 6uonornyeckne rakTopbl: NO. BO3pacT, 3THOC, hU3MOIOTUYECKOe COCTOSHNE (hun3nyeckas TpeHu-
POBaHHOCTb, 6epeMeHHOCTb), 61oNorMyeckme pUTMbl, BANAHWUA Cpefbl 06uTaHus;

B) ycCTpaHuMble DakTopbl: NpMeM MULLKW, ro1I0AaHne, NonoXeHne Tena, usnyeckas akTMBHOCTb, Kype-
HWe. ynoTpebneHne ankorons:

r) ATpOreHHble hakTopbl:

- AvarHoctuuyeckve npoueaypsbl (Naibnaums, NyHkLum, 6uoncun, hyHKUMOHaIbHbIE TECTbI, (OU3NYECKUii
CTPEecC Npu Harpyskax, 3proMmeTpun; 3HA,0CKONUS; BBELEHNE KOHTPACTHbIX Cpes,; MMMYHOCLMHTUIpadms),

- onepaTtvBHble BMeLlaTe/1bCTBa.

- pasnnyHble nevebHble npoueaypbl (BMBAHUS U NEPENNBAHUS; AMaNn3; NOHU3KpPYoLWee 061yyeHmne),

- nekapcTBa (B TOM YMcrie NpMHUMaeMble 6e3 HazHaueHns Bpaya);

[) YCNnoBuWA B3ATUS, BDEMEHHOIO XpaHeHNa n TpaHCNOPTMPOBKM 6uomaTepuana:

- Bpems B3ATUSA, CPOK cbopa.

- NOAroTOBKa yyacTka Tena Ans B3STUA MaTepuana,

- npouefypbl B3ATUA KPOBU, MOUN, APYrMX BuomaTepunasnos.

- eMKOCTM a5 c6opa npob 6uomaTepuanos (UMCToTa, Matepuan),

- BO3feiicTBMe hakTOpoB cpedbl (TemnepaTtypa, cocTas BO3AyXa),

- KOHCEPBaHTbI, aHTUKOAryAHTbI,

- npoueaypbl NepBuYHol 06paboTku (CMeLlBaHue, LLeHTpUdyrMpoBaHue, oxnaxaeHne, 3amopaxmsa-
Hue);

€) cBoiicTBa aHanuTa:

- 6uonornyeckunii NONynepuos XnsHu aHaauTa.

- CTabwubHOCTL B 6ONOrMYECKOM MaTepuasie Npy pasnyHbiX TemMmnepatypax.

- mMeTabonn3m in vitro, BKNtoYas YyBCTBUTE/IbHOCTb KCBETY U T. /.

4.2.3 BpamKax aHanMTU4yeckoro atana KAnH1M4eckoro 1abopaTtopHOro nccrefoBaHns Ha ero pesynbTar
0Ka3blBaKT BIVSHWE YC/IOBUSA BbINOTHEHUS aHa/IM3a U KOMNOHEHTbI aHAIMTUYECKOW CUCTEMBI:

- cocTaB M CBOICTBa nccnegyemoro obpasua 6nomarepunana nauymeHra:

- TOYHOCTHbIE XapaKkTepuUCTUKN MEeTOAMNK NCCNIeJ0BaHNS;

- cBoOiicTBa 060pyA0BaHMA pas3NnyHbIX BUAOB N PacXofHbIX MaTepuanos, NPUMEHSeMbIX ANA B3ATUSA
ob6pasua bruomaTtepriana v ero nepBMUYHON 06paboTKM 1 OKa3aBLLWX Ha HEro BWSHYE;

- MeTpOosIornyeckue xapakTepucTuku CpeacTB N3MePEHUS:

- cBoiicTBa f406aBoK, 06ecneynBatoLLnX BpeEMEHHY CTabnnbHOCTL 06pas3La 6uomartepuana unv nuccne-
[yeMoro aHanuTa,

- cOCTaB M CBOWCTBa peareHToB (Npeobpa3oBareneli aHanuTa), cneyuduyecky pearvpyoLmnx ¢ aHam-
TOM B CUJTy CBOMX XUMUYECKNX NN BUONOTMYECKNX CBONCTB, FTEHEPVPYIOLLMX COOTBETCTBYIOLLMIA CUTHAN U TEM
caMbIM CO3AatoL X BOSMOXHOCTb €ro 06HapyXuUTb WUu N3MepuThb;

- CcOoCTaB M MeTponornyeckne xapakTepucTUkM KanmbpoBOYHbIX MaTepuanos (Pabounx cTaHfapTHbIX
06pasLoB cocTaBa Uy CBOWCTB UCC/IefyEeMbIX aHA/IMTOB), UCMO/Ib3yEeMbIX A/15 KOSIMYECTBEHHON (HEMPSAMOIA)
OLEHKMN cofiepxaHuns aHanuTa B 6uonpobe;

- TOYHOCTb CO6/IOAEHNA NOCNEe0BATE/IbHOCTM OTAE/IbHbIXaHaIMTUYeCcKNXnpoLeayp. BPEMEHN NXaau-
TENbHOCTU MU NPOMEXYTKOB MeXAy HUMW, TEMMNEePaTypPHOro pexviMa 1 Apyrnx ycnoBuii aHanmsa, npegycMoT-
PEHHBIX YCTaHOB/IEHHOW METOANKON 1ccnefoBaHus;

- COCTaB ¥ CBOWCTBA KOHTPO/IbHbIX MaTtepvasnos, NpefcTas/AoLLnX co60i pasHOBUAHOCTN paboyero
CTaHAapTHOro obpasua aHanuTa wam obpasua cpaBHEHWSs, NpeAHa3HavyeHHble A8 NpoBeAeHUs npoueayp
BHYTP11abopaTOPHOro KOHTPO/IA WY BHELLHEN OLEHKM KayecTBa uccnefoBaHunii;

- obpasoBaTenibHas NOAroToBKa, YpOBEHb NPOteCCMOHabHON KBanudukaumm v gMCLMnInHa Bbinos-
HeHus MeToAuMK nabopaTopHbIMU CieLuanucTaMm, y4acTBYOLYMMN B BbINOSTHEHWUN UCCNEA0BaHIA.

4.2.4 Ha nocTaHanuTU4Yeckom 3Tane oTpuuaTesnibHOe BNSAHWE Ha WCMNOMb30BaHWe 1abopaTopHbIX
pe3ynbTaToB B KNIMHUYECKUX LLeN1SX MOTyT oka3aTb:

- HEMPUHATME BO BHYMaHVe PacxoXAeHWs pesynbTaToB napasiesnibHoO NPpoBeAeHHbIX 6113KMX No 6uo-
NOrMYeCcKMM OCHOBaM MCC/ief0BaHNA Y O4HOr0 1 TOr0 e 60/1bHOrO;

- HepoyuyeT pe3ynbTaToB BHYTPUIab0opaTOPHOro KOHTPOA KavyecTBa U BblAaya BKAVHNKY Pe3ynbTaToB C
HenpriemMnemMbIMN NOTPELLIHOCTAMM,;

- nepenyTbiBaHWe pe3yNbTaToB aHaIM30B Pa3/INYHbIX NALNEHTOB:
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- UCNOMb30BaHWE [/ OLUEHKN pe3ynbTaToB 06LMX NONYNALMOHHbIX pedepeHTHbIX UHTepBanos 6e3
yyeTa BO3pacTHbIX WY MHbIX 0COBEHHOCTEl naumeHTa,;

- Heyu4TeHHble NPUYMHBI NHTepdepeHLun;

- HecBOeBpeMeHHas [joCcTaBKa pe3y/ibTaToB UccNefoBaHNii evallemy spauy;

- HejoBepwue Bpaya knabopaTopHbIM pe3ysibTaTam Uan UX UTHOPUpPOBaHWE.

4.3 TpuHUNNbI MEHEAXMEHTa KayecTBa KJIMHNYeCKUX nabopaTopHbIX nccnenoBaHunii

JocTmkeHne He06X0AMMOr0 KayecTBa KNMHNYECKMX 1abopaToOpHbIX UCCNeA0BaHNA BO3MOXHO B pe3y/b-
TaTe ocyLwecTBAeHNS OYHKLMWIA ynpaBieHnsa UM. KOTOPbIe COCTOAT;

- B yCTaHOB/MEHWMN MNoKasaTesnei kayecTBa, TO €CTb AOMYCTUMbIX NPeAenoB BapuaLun, XxapakTepHbiX
CBOICTB K/IMHNYECKNX N1abopaTopHbIX UCCnefoBaHui, 1 onpegeneHun Mep no obecneyeHno COOTBETCTBUA
3TUM KpUTEPUSAM pe3ybTaToB paboyero npouecca (PyHKLMA NNaHNpoBaHUS KayecTBa);

- B OCYLLEeCTB/IEHNMN 3anaHnpoBaHHbIX Mep No ob6ecneyeHnio He06X0AMMOro Ka4ecTBa, BKIYasa CTaH-
[apTv3aumnio yCNoBuUii 1 aTanbl NpoBeAeHns nccnefoBaHmnin (PyHkLma obecneyeHmns kauecTsa);

- B OTC/IEXMBAHWUM COOTBETCTBUA Pe3ybTaToB UCCNef0BaHNSA KOMMNOHEHTOB YCTAHOB/IEHHbIM paMKamM
UX Bapuaumm v NPUHATAN PeLLUeHNs 0 CTENEHN Takoro COOTBETCTBUSA 1, MPV HE06X04MMOCTK, O Mepax no ycTpa-
HEHWI0 HECOOTBETCTBUSA (DYHKLMA KOHTPONS KayecTBa);

- B BbISIB/IEHUUN U YCTPAHEHUW NPUYNH HECOOTBETCTBUS pPe3y/ibTaTOB YCTAHOBIEHHbIM KPUTEPUSAM U B
COBepLUEHCTBOBaHNM paboyero npouecca (PyHKLMS yayylleHns KayecTsa).

Haunbonee nosHoe o6ecneyeHne N NOCTOAHHOE Y yUlleHne KayecTsa 1abopaTopHbIX pe3ybTaTos Aoc-
TUraeTcs NpuM CUCTEMHOM MOAXOAE K yNpaBfeHMI0 UM. YTO NO3BOMSET nocnefoBaTe/lbHO U CBOEBPEMEHHO
YyCTpaHATb pasHOpPOAHbIE NPUYMHBLI 1abopaTopHbIX NOrPELHOCTEN C NOMOLLbI0 Mep. NpenprYHNUMaeMbiX Ha
pasHbIX YPOBHAX ynpaBneHns 3apaBooxpaHeHnem.

Cuctema KayecTBa, cornacHo ctaHgaptam MOCT P MCO 9001 n TOCT P NCO 15189. BkntoyaeT B cebs
opraHu3aLlMoHHY0 CTPYKTYpPY, NpoLueaypbl, NPOoLLecChl U pecypcbl, HE0O6X04MMbIe A1 OCYLLEeCTBIEHUS MeHe -
XMeHTa kayecTsa.

[na npepoTBpalleHns OTKNOHAIOLWWEro BAMAHUS pa3nyHbIX (DakTOPOB Ha aTanbl KNnHMYeckoro nabopa-
TOPHOTO MUCCNef0BaHNA ynpaBieHe ka4ecTBOM KIMHUYECKMX NabopaTopHbIX UCcnefoBaHuii npegycMmartpu-
BaeTyCTaHOB/EHNE CUCTEMbI 06X TPe6OBaHWA N NpaBU X NPUMEHEHUS KO BCEM COCTaB/SALLIMM KayecTBa
KIMHNYECKUX N1abopaTopHbIX NCCef0BaHWIA:

- NpYMeHsieMbIM TEXHOOrMAM (cnocobam B3ATUS Guomartepuana, MeTogam nccnefoBaHuns, MeToan-
Kam BbINONHEHNA N3MepeHuid, NnabopaTopHbIM TecTam),

- pecypcam, MCNob3yeMbIM A/15 UX BbINO/THEHUS (peareHTam, KannbpoBOYHbIM MaTepuanam, 060pyao-
BaHM0),

- KpUTEepusM 1 Ccnoco6amM OLEHKWN aHaNIMTUYECKON HafeXHOCTU, KNMHUYECKON 3htheKTUBHOCTM U COOT-
BETCTBMA pe3y/ibTaToB NOTPE6HOCTAM BeeHUs NauneHToB.

KayecTBO KNMHUYECKNX TabopaTOPHbIX NCCNe0BaHNi B KaXA0M KNUHUKO-AnarHocTnyeckoli naboparo-
pun oTpaxkaeT KOHeYHbI pe3ynibTaT Mep Mo ynpas/ieHunio kayecTBoM. OLieHka COOTBETCTBUSA KayecTBa uccre-
[OBaHUA NOTPE6GHOCTAM KAWHUYECKOW AMArHOCTUKM W MOHWUTOPWMHTA W aHain3 MpUYnH 1M UCTOUYHUKOB
NabopaTopHbIX OLWMGOK B K/IMHWUKO-AMArHoOCTUYECKMX nabopatopuax sasnseTcs (B nopsake obpaTHO cBA3M)
OCHOBO1 1191 COBEPLUEHCTBOBAHNA [eATe/IbHOCTN OPraHoB 1 CTPYKTYP Ha TeX YPOBHAX U aTanax ynpas/ieHns
KayecTBOM, re BO3HUKIM WUCTOYHUKM NabopaTopHbIX OWMOOK (paspelleHne MCNoNb30BaHUsA TexXHosoruu,
KanMbpoBOYHbIX MaTepuanos, peareHToB, NPUGOPOB, He COOTBETCTBYIOLMX YCTAHOB/IEHHbIM TPE6OBaHNAM;
HefocTaToyHas npodheccmoHanbHas NoAroToska nepcoHana; npuobpeTeHne cpeAcTs aHannsa, He peKOMeH-
[OBaHHbIX K MPUMEHEHWI0 B KAWHUKO-AWArHOCTUYEeCKUX nabopatopuax; HepfocTaTok (hMHAHCUMPOBaHUS,
BOCMNPENATCTBOBABLUMNIA NPMO6PeTEHNIO CPEACTB aHaNn3a, oTBevalLmx TpeboBaHnsamM kayecTsa U T. M.).

4.4 CpegcTtBa ucnocobbl MeEHeAXMEHTA KauyecTBa K/IMHMYECKNX nabopaTopHbIX nccnenoBaHui

MeganumHcKne NoTpe6bHOCTY ABNATCA NPUOPUTETHLIMY B YCTAHOBNEHUW KPUTEPUEB KavecTBa nccnepo-
BaHWl. KnuHuko-guarHoctnyeckas nabopatopus o6s3aHa CBOEBPEMEHHO MPeAoCcTaB/iATb aHaIUTUYeCcKu
HafeXHble pe3ynbTaTbl KMHUYECKNX N1abopaTopHbIX NCCeA0BaHNii, COOTBETCTBYIOLWME TEM KIUHUYECKUM
HYXAam, KOTopble BbI3BaI HE06X0AMMOCTb BbINO/THEHNA ONPeAEeNeHHOro TecTa.

HayuyHo 060CHOBaHHbIMW OpUEHTUPaMU NpK BbIpaboTKe KPUTEPUEB AR OLEHKN 1 06ecneyeHns kavec-
TBa aHa/IMTUYECKUX cUCTEM (BK/THOYasA UX OTAESIbHbIE KOMMOHEHTbI), C MOMOLLLbI0 KOTOPBIX BbIMO/THATCA KIUHK-
yeckne nabopaTopHble WCCNeAO0BaHUSA, CNYXaT CAWYEHUSA MNosiydyaeMbiX pesynbTaToB C pesyfnbTaTamu
MeToANK pedepeHTHbIX U3MEPEHWUI, MPOCNEXNBAEMOCTb CBOWCTB NPMMEHSAEMbIX KanmbpaTopoB A0 CBOWCTB
aTTecTOBaHHbIX CTaHAapTHbIX 06pa3yos, B cooTBetcTBUM ¢ TOCT P NCO 15193, TOCT P NCO 15194,
FTOCTPMNCO015195. TOCT PUCO 17511, TOCT PN C 018153. npyMeHNTENbHO KaHannTam. nccneyemboiM B
KNIMHWKO-[MarHoCcTUyYecknx naboparopusx.
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YcTaHOBNEHNE KOHKPETHbIX Tpe60oBaHNii K OTAe/IbHbIM TEXHO/IOMMSAM Le/IOCTHOro npolecca obecneve-
HWSA 1 BbIMOSIHEHNSA KNIMHUYECKMX NabopaTopPHbIX UCCeA0BaHUlA N NPYUMEHEeHNe 3TUX TEXHONOIIA B AesiTeNb-
HOCTW K/IMHUKO-AMArHoCTUYeckux nabopatopuii MeAULUHCKMX oOpraHusauuii npegycmatpuBaeTcs B
KOMM/ieKce B3aMMOCBS3aHHbIX HOPMaTUBHbIX JOKYMEHTOB, COCTaB/AIOLWMX HOPMATUBHYIO OCHOBY peanusa-
LI OCHOBHBbIX (DYHKLMI ypaB/iieHMs Ka4eCTBOM K/TMHUYECKUX NabopaTopHbIX UccnenoBaHuii:

a) dyHKUMA «MNnaHnpoBaHMe KayecTBa KNMHNYECKNX 1abopaTopHbIX UCCef0BaHNN»:

- NpaBWna OLEHKN aHaIMTUYECKOW HafeXHOCTN MeTOA0B UCcCneaoBaHns (TOYHOCTH, YyBCTBUTENbHOC-
T, cneymguyHocTm),

- npasuaa 1 cnocobbl OLEHKN KINHUYECKON MHGDOPMATMBHOCTU 1abopaTopHbIX TECTOB,

- npasuna paspaboTku TpeboBaHWii K CBOEBPEMEHHOCTY NpesocTaB/ieHns nabopaTopHoi MHopma-
g

6) hyHKLMA «ObecneyeHne KauecTBa KNIMHUYECKNX Ta6OPaTOPHbIX UCC/Ief0BaHNN»:

- MpaBwia onMcaHus MeToA0B K/IMHUYECKUX NabopaTopHbIX NCCeA0BaHWA.

- onucaHve kanmbpaTopoB U KOHTPO/IbHbIX MaTepranos,

- npaswia Bbibopa M3MepUTEsIbHOro U UCNbITaTeNIbHOTO 060pyA0BaHUS,

- MPVHUUMBI M NpaBUia TEXHNYECKOro OCHALLEeHNS KIIMHMKO-AMarHoCTMYeCcKx fabopaTopuii.

- NPVHUMMbI U NPaBuia OLEHKN YPOBHSA NPOheCCUOHaIbHOW KOMNETEHTHOCTY (KBanhmKaL M, 3HaHUiA n
YMeHWIA) nepcoHana KMHNKO-AnarHocTuYecknx naboparopuii,

- MpaBwia BeAeHWs NpeaHanTn4eckoro atana KMHU4Yeckux nabopaTtopHbIX uccnenoBaHuii,

- TMnoBas MoAenb «PykoBoACTBa MO KA4eCTBY UCCNeA0BaHNI B KNMHUKO-AUArHOCTMYECKon nabopato-
pumn»,

- Mpasuna B3aMMOAEWCTBUSA NepcoHana KANHWYECKMX NnoapasfesnieHnidi U KIMHUKO-ANArHoCTUYeCcKnx
nabopaTopuii MegULUHCKNX OpraHn3aLuii;

B) (PyHKUUS «KOHTPO/b kKauyecTBa K/IMHUYECKUX NabopaTopHbIX UCC/Ief0BaHni»:

- NpaBwna OueHKN NpeaenioB NOrpeLlHoCTe KONMYECTBEHHbIX KNMHUYECKUX NabopaTopHbIX uccneno-
BaHWiA,

- npaswianpoBeAeHNs BHYTpWUIabopaTopHOro KOHTPO/S KayecTBa KO/IMYeCTBEHHbIX METOA0B C NpuMe-
HEHMEM KOHTPOJIbHbIX MaTepuasnos,

- npaBwia NnpoBeAeHMs BHyTpna1abopaToOpHOro KOHTPO/IA Ka4ecTBa OLEeHOUYHbIX (MOTYKONIMYECTBEHHBbIX)
MEeTOA0B KMHNYECKNX NabopaTopHbIX UCCNef0BaHWA.

- npaBuna NpoBefeHUs BHYTPM1abopaToOpHOro KOHTPO/S KavyecTBa KayeCTBEHHbIX (HBKO/IMYECTBEH-
HbIX) METOL0B /TabopaToOpHbIX UCCNefoBaHui,

- npaBuia NpPoBeAEHMNSA BHELLHEW OLLEHKN KauecTBa pe3y/ibTaToB KIMHMYECKMX NabopaTopHbIX Uccrieso-
BaHWiA,

- npaswia NpPoBeAeHNA KTMHNYECKOTo ayanTa adhhekTuBHOCTM 1abopaTopHOro obecneveHns gestesib-
HOCTU MEeAMLMHCXUX OpraHn3aLunii.

- MPUHLMMBI U KPUTEPUU OLLEHKM MEANKO-3KOHOMUYECKON 3DhEeKTUBHOCTY KTMHNYECKMX Ta60PaTOPHbIX
nccnenoBaHuii.

HopmaTvBHbIE [,OKYMEHTbI Ha OTAEe/IbHble COCTaBNALW e MEHEI)KMEHTA KayecTBa KIMHUYeckux nabo-
paTopHbIX MccnefoBaHWi yCTaHaBIMBAKOT MPUHLUMUNLI Pa3paboTkv M NpaBuia NPUMEHEHUS KpUTepueB B
061aCTU NPUMEHEHUS KAXA0r0 OTAE/IbHOT0 HOPMAaTUBHOIO A0KYMEeHTa. NPUMEHNTENBHO K KaXAol cocTaBns-
oLen ynpaBieHns KauecTBOM K/IMHUYECKUX 1abopaTopHbIX UccefoBaHuii AOMKHbI GbITb OnpeaesieHbl cne-
uucprnyeckme QopMbl OLEHKU COOTBETCTBUS HOPMATUBHLIM Tpe6oBaHUsIM. MNokasaTeny KOHTPOsA kayecTsa
KNMHMYeCKUX NabopaTopHbIX UCC/Ief0BaHNi B 1abopaTtopusax cnyxaT pe3yibTUPYLNMIY UHAeKcamu cobio-
[leHNs HOpMaTUBHbIX TPe60BaHWIA BO BCel cucTemMe ynpas/ieHust ka4ecTBOM UCCNE0BaHUIA MOCHOBaHNEM ANA
aHanmM3a NpUYMH N UCTOYHMKOB HEAOCTATKOB HAa COOTBETCTBYIOLMX YPOBHSX YNPaBeHUs.

4.5 OpraHus3auMoHHO-NpaBoBas CTPYKTypa MeHeXMeHTa kayecTBa KJMHM4YeCcKux nabopaTtop-
HbIX UCCnefoBaHNM

MpaBoBOIi OCHOBOV Mep Mo yrnpaB/iEHNIO KAYeCTBOM K/TMHUYECKUX NabopaTopHbIX UCC/1ef0BaHNii ABNS-
10TCS 3aKOHbl M HOPMATUBHO-MPaBOBble akTbl Poccuiickoin epepauun.

Mepbl N0 MEHEAXXMEHTY KauecTBa K/TIMHUYECKUX TabopaTopHbIX UCCNeAOBaHN OCYLLLECTBASOTCS B COOT-
BETCTBMM C TEXHUYECKUMU perfiameHTamu, HauuoHaslbHbIMU CTaHgapTamMu 1 pyKOBOAALMUMU AOKYyMEHTaMun
dhefepanbHOro opraHa CNOHUTENBHOM BNacTy B chepe 34paBOOXpaHEHUS:

- HahedepanbHOM ypoBHe — hefepasibHbIM OpraHoM UCMOJTHUTENbHON BNacTu B cdpepe 34paBooxpa-
HEHWS; HE3aBUCUMbIMY OpPraHM3aLaMU BHELLHEN OLEeHKN KaYecTBa KIMHMYEeCKX 1abopaTopHbIX nccienosa-
HWIA; HAaLMOHAaIbHbIM METPOJIOTMYECKUM MHCTUTYTOM; pedepPeHTHbIMU (3KCNEPTHLIMK) TabopaTopUsiMu;

- HaypoBHe cybbekToB Poccuiickoii @egepanm — MecTHbIMU OpraHamu ynpas/ieHns 34paBoOXpaHeHm-
eM, UX PYHKLMOHaIbHLIMMW NOAPa3AeNeHUS MU, OpraHaMu no MLEH3NPOBAHNI0 MeAULIMHCKONM AesATENBHOCTMY;
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- HaypoBHe MeAWLMHCKNX OpraHnsaumnii — pykoBoOAUTENSAMU MeAULIMHCKMX OpraHn3aunii, 3aBeyoLm-
MW K/TMHUKO-ANArHoCTUYECKUMN N1abopaTopusiMu.

B OTHOLIEHNN MeANLMHCKNX OpraHu3aunnii, paboTarLnx Ha 0CHOBE J0roBOpPOB ¢ POHAOM 06513aTeNbHO-
ro MefMLMHCKOro CTpaxoBaHus, B Mepax no MeHepKMEHTY kKayecTBa KNIMHUYECKUX NabopaTopHbIX nccnegosa-
HUIA MOTyT NPUHMMaTb yyacTue opraHbl 3TOro )oHAa U Ha3Ha4YeHHble MU aKcnepTbl. MpodeccnoHanbHble
opraHv3alun crneunanncToB KIMHUYeCKol nabopaTopHoli AMarHOCTUKM UMEeKT NPaBo NPYHUMATL yyacTue B
pa3paboTke NpeanoXeHUii No COBEPLLIEHCTBOBAHMIO KayecTBa 1abopaToOpHbIX UCCNeA0BaHNA N BHOCUTb MX Ha
nob0oM ypoBHE YynpasfeHus 34paBOOXpaHeHMeM B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoi
depepaumm 06 oxpaHe 340pOBbA rpaXaaH.

4.6 Mopbl Mo NpuBeAeHn0 NpakTUkM paboTbl B KAWHUKO-AMArHOCTUYECKMX nabopaTtopusx B
COOTBETCTBME HOPMAaTUBHbLIM TPe60BaHUAM

MpuHLMNbI M Npasuna, ycTaHOBNEHHbIE HOPMATUBHLIMU OKYMEHTaMU CUCTEMbI YNIPaBEHNS Ka4eCTBOM
KTMHUYECKUX NabopaTopHbIX NCCNeAoBaHUiA, OTpaxalT 06BbEeKTUBHbIE NOTPE6HOCTU 06ecneyeHns TOYHON
OLLEHKM COCTOSAHNSA 340POBbS NALMEHTOB, KTMHUYECKOW ANarHoCcTuky 601e3Heli 1 MOHUTOpUHra a3t heKkTMBHOC-
™M neyebHbIX Mep. CobntogeHne HopMaTBHbIX TpeboBaHWii iBNsieTcs 06a3aTeNbHbIM YCNOBUEM NPU akKkpe-
AvTauMm  KIMHWKO-AMArHoCTUYeCcKnx nabopaTopuii U NWNLEH3MPOBaHUN  [eATEeNbHOCTU  MeULMHCKMNX
opraHunsaunii. OTBETCTBEHHOCTb 3a CO6/1t0ieHNe HOPMATUBHbIX TPe60BaHNI HEeCYT PyKOBOAUTENN COOTBET-
CTBYIOLMX CTPYKTYpP W OpraHusauuii cucTembl 34paBoOXpaHeHus. [pyu Heco6/AeHUN HOPMAaTMBHbIX
TpeboBaHwWii opraHbl ynpas/ieHus 3paBooOXpaHeHemM Bnpase:

- TpeboBaTb NPUHATAA OTBETCTBEHHbLIMU /MLLAMUW AEliCTBEHHbIX Mep N0 NpUBEAEHWNI0 NPaKTUKL aes-
TeNbHOCTU KNMHUKO-AMArHoCTMYecknx nabopartopmnii B COOTBETCTBME C TPEO6OBAHMSAMN HOPMATUBHbIX [OKY-
MEHTOB;

- OCYLWeCcTBNATb UHCMNEKLNOHHYIO MPOBEPKY UCMONHEHUS N B HEOOXOAMMbIX Clyvyaax NPUMEeHATb CaH-
KUMM afAMVHUCTPATMBHOIO Xapaktepa B COOTBETCTBMM C AeWCTBYHOLWMM 3aKoHOAaTeNnbLCTBOM Poccuiickoii
degepaumu 1 B npegenax NosIHOMOYMNIA, NPesyCMOTPEHHbIX NONOXEHUAMK 06 3TUX OpraHax.
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