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LlennunpuHuMnel cTaHgapTusauum B Poccumnckon @eagepaunmyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TexXHUYECKOM perynmpoBaHiun», a npasuna npuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon ®egepaunmmn — OCT P 1.0—2004 «CtaHaapTtusaunsa B Poccunckon ®epgepaumin.
OCHOBHbIE MONOXEHUSAY

CBegeHUA o cTaHgapTe

1 PASPABOTAH JlabopaTtopuen npobnem KnMHUKo-nabopatopHon anarHocTtukin MocKOBCKOU Mean-
umHckon akagemum um. .M CedveHoBa PocsapaBa, kadeapon KnnHn4eckon nabopatopHoOn AnarHoCcTUKN Poc-
CUACKOWN MeaULMHCKOW akageMunn nocneaunioMmHoro obpasoBaHua PocsapaBa, otaenom ceptudukaumm u
KOHTPONS KavyecTBa KNUMHUYeCKUX nNabopaTtopHbIX uccrnegoBaHu FocyaapcTBEHHOMO Hay4YHO-UccneaoBaTeb-
CKOro LeHTpa npodunaktmieckon meanunHel PocmearexHonorni, kagpeapon KnMHM4Yeckon nadbopaTtopHon
ONarHOCTUKM POCCUNCKOro rocyaapcTBeHHOro MeauumMHCKoro yHusepcuteTa Pocsgpana

2 BHECEH TexHu4eckum koMmuteToM no ctaHaapTusaunm TK 466 «MeguumnHcKkMe TeXHONormm»

3 YTBEP>XXOEH MBBEOEH B AEVCTBUE Mpukaszom deaeparnbHOro areHTCTBa no TEXHNYECKOMY pery-
nupoBaHuo n metponorin Poccunckon @eagepauunn ot 4 gekadbpa 2008 r. Ne 355-ct

4 BBEAEH BINEPBbIE

ViHgbopmayusi 06 U3MEeHeHUSsIX K HacmoswemMy cmaHOapmy nybriukyemcs 8 €Xe200H0 U30agaeMoM
UHpOpMalUOHHOM yKa3amerne «HaluuoHanbHbie cmaHoapmhbi», a meKkcm U3MeHeHUU U INorpasoK — 8 eXXeMe-
CSYHO U30asaeMbixX UHQPOPMaUUOHHbIX yKaszamernsax « HauuoHarnbHble cmaHOapmei». B criyyae riepecmompa
(3aMeHbI) Ui OomMeHbl Hacmosauie2o cmaHoapma coomeemcemesyroujee yeseodomMmiieHue byoem orybriukoeaHo
8 eXKeMeCs4YHO U30asaeMoM UHpopMayUoHHOM yKka3zamerne «HayuoHanbHbie cmaHOapmeil»y. Coomeemcmey-
rowast UHopmMmayus, yeeooMIeHue U mekecmsi pasMmeularomes makxe 8 UHpopMalyUuoHHoU cucmeme obujez2o
r10J1b308aHUss — Ha obuyuanbHoM calume @eoepallbHo20 a2eHmemea rno mexHU4YecKoMy pe2ynupogaHUuUro U
Memporsio2uu 8 cemu ViIHmepHem

© CtanHgapTuHdgopm, 2009
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

TexHonoruu naboparopHble KNMUHNYECKUE
TPEBOBAHUA K KAYECTBY KIUHUYECKUX NABOPATOPHbIX UCCINEQOBAHUN

YacTtb1
[MpaBUNna MeHeAXKMeHTa KavyecTBa KNMHU4YeCcKUX nabopaTopHbIX UccriegoBaHU

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

Ilata BBeaeHna — 2010—01—01

1 Obnactb NpUMeHeHunA

HacTtoawunin ctangapT ycTaHaBnMBaeT obLme NoNoKeHUs, NPUHLUNLI U eJNHbIE NpaBuia AeATeNbHOCTU
OpraHoB yrnpaBfeHus 3apaBoOXpPaHEeHEeM Ha BCeX YPOBHSAX MO NiaHMpoBaHUio, obecnevyeHnto, KOHTPOO U
yNy4LLUEHUIo KayecTBa NTabopaTopHbIX MCccnegoBaHNN, BbIMOMHAEMbIX B KITMHUKO-AMarHOCTUYecKnx nabopato-
PDUAX MeAULUHCKUX opraHn3auni Bcex popm cobecTBeHHOCTU. HacToawmin ctaHgapT npeagHasHadeH ans npum-
MEHEHUS BCEMU OpraHn3auusaMn, YYpeXAeHUSAMU W MpednpuaTUaMK, a Takke WHAMBUAYalbHbIMA
npeanpuHUMaTensaMm, AeaTerbHOCTb KOTOPbIX CBA3aHa ¢ oKkasaHueM MeaNLMHCKOW MOMOLLM.

2 HopMaTuBHbIE CCbINIKN

B HacTodawemM cTaHgapTe UCNONb30BaHbI HOPMAaTUBHBLIE CChINKUA Ha crneayiowme ctaHaapThl:

[OCT P NCO 5725-2—2002 To4yHOCTL (NpaBUNBHOCTL M NPELU3INOHHOCTL) MEeTOA0B U pe3ynbTaToB
namepeHunn. Hactb 2. OCHOBHOW MeToa onpeaeneHns NoBTOPAEMOCTA U BOCNPOU3BOAUMMOCTU CTaHOapTHOrO
MeToda NsMmepeHu

[OCT P WNCO 9001—2008 Cuctembl MeHemKMeHTa KadecTBa. TpeboBaHU4

[OCT PUCO 15189—2006 lNabopaTtopun megnumHckme. CneunanbHble TpebOBaHUA K KAYECTBY U KOM-
NeTEeHTHOCTU

[OCT P NCO 15193—2007 N3genua meguumMHcKue ang anarHoctukn in vitro. MiamepeHune Benn4nH B
npobax bronornveckoro nponucxoxaeHmsa. OnncaHme Metoank pedpepeHTHbLIX U3MEePEHNN

[OCT P NCO 15194—2007 N3genua meguuuMHcKMe ang anarHoctukn in vitro. MamepeHune BennM4uH B
npobax bronornvyeckoro nponucxoxaeHmna. OnmucaHme ctaHgapTHbIX 0Opa3LoB

[OCT P NCO 15195—2006 INabopaTopHada meanumHa. TpeboBaHUs K nabopaTopuam pedepeHTHbIX
N3IMepeHn

[TpumeyaHwune—lpu NONb30BaHUN HACTOALWMM CTaHAAPTOM LenecoobpasHo NPOBEPUTb AEUCTBUE CCbINMOY-
HbIX CTaHO4ApPTOB B WMHMPOPMAUMOHHOW CUCTEME 0buwero nonb3oBaHUsad — Ha oduumanbHom cante PegepanbHOro
areHTCTBa No TEXHUYECKOMY PEryrnMpoBaHnI0 N METPONOIMU B CeTU VIHTEPHET UMK MO €XXEerogHo n3gaBaemomy MHpopma-
LMOHHOMY YKa3aTtento « HaunoHanbHble CTaHAAPThI», KOTOPbLIN ONYBNMMKOBAH Mo COCTOSHUIO Ha 1 SIHBaPS TEKYLWEro roaa, u
NO COOTBETCTBYIOWMNM €XEMECHAHYHO N3AaBaAeMbIM MHDOPMALMOHHBIM yKa3aTtensam, onybrMKOBaHHbIM B TEKYLLEM roay.
Ecnun ccbinoYvHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHUN HACTOSIWLUM CTaHAAPTOM CrieayeT PyKOBOACTBO-
BaTbCH 3aMEHAWMUM (MBMEHEHHBIM) CTaHAAPTOM. ECnn CCbINOYHBLIM CTaHAAPT OTMEHEH De3 3aMeHbl, TO MONOXEHNE, B
KOTOPOM gaHa CCbhIfika Ha Hero, MNPUMeEHSIETCSH B YaCTU, HE 3aTparnBatoLlEen 3Ty CCbISKY.

3 KnuHunyeckmne nadopaTtopHbie uccnenoBaHUA B CUCTEME MEP OKa3aHuA
MeaAVULMHCKOU NMOMOLLUM

3.1 Uenb n3apgaum pa3paboTku cTaHaapTa
Llenbto paspaboTkn HacTosAWwero ctaHgapTa asnsaetca dopMUpoBaHne HopMaTUBHOM 6a3bl AN NpUBe-
OeHNA B CUCTEeMY, OCHOBAHHYIO Ha eAWHbIX NPUHUMNaX U KPUTEepusix, MeponpusiTuii, npearnpuHmMmMmaemblxX

U3paHune odbmumanbHoe
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opraHamMu ynpasfeHuna 3gpaBooXpaHeHUeM Ha BCeX YPOBHSIX, MO MeHeMKMEHTY KavecTBa NadbopaTopHbIX
ncecrneaoBaHUK, BbIMONHAEMbIX B KITUMHUKO-ANArHOCTUYECKMX NTabopaTopusix MeauLUUHCKUX opraHnsaunn, ang
OOCTMXKEeHNA eQNHOro ODBLEeKTUBHO ODOCHOBAHHOIMO YPOBHS aHanUTUYECKON HaAeXHOCTU U KIMUHUYECKOU
MHPOPMATUBHOCTM pe3ynbTaToB UCccneaoBaHn, 0e3ycnoBHOro cbecneyeHna U NOCTOAHHOIO ynyylleHUsa nx
KayecTBa.

OcHOBHbIMW 3aa4amMu paspaboTKkn N BHeAPEeHUA HAacTosLLEero cTaHgapTa ABNA0TCA:

- onpegeneHne sHaYMMbIX 0O BEKTOB, MPOLLECCOB, NMpoLeayp, OTHOCALWMNXCS K pa3HbIM YPOBHSIM CUCTEMB
30PaBOOXPAHEHUS U CNOCOBHBIX HEMOCPEACTBEHHO NN KOCBEHHO BINUATL HA YCNOBUSA 1 pe3ybTaThl BbINOMHE-
HS NabopaTopHbIX UccneaoBaHUN;

- yCTaHOBNEeHne NPUHLUNOB pa3paboTKu U NpaBui NPUMEHEHNA KpUTepUeB A1 OLLEHKN COOTBETCTBUA
XapaKTepPUCTUK 3TUX 0OBEKTOB, NPOLIECCOB, Npoueayp TpeboBaHUAM JOCTUXKEHNA KadecTBa labopaTopHbIX
MceneaoBaHni, oTBeYaoLWmMX NoTpebHOCTAM 3P EKTUBHOIO KIMMHUYECKOro BeAeHUSA NaUueHTOB;

- bopMUpoOBaHNE CUCTEMBbI B3aMMOCOracoBaHHbLIX HOPMAaTUBHBLIX OOKYMEHTOB, obecneuvnBatoLlmnx
co3faHue onTUManbHbIX YCNOBUW HaaexXHoro nabopartopHoro obecnevyeHums nevyebHo-AUarHoCTUYECKOU aes-
TeNbHOCTU MeAULUMHCKUX opraHn3aLuin.

3.2 MeguuMHCKasa 3HAYUMOCTb KNMUHUYECKUX NadopaTopHbIX UCccrieqoBaHUN

KnuHnyeckne nabopaTopHble nccneaoBaHua NpeacTaBnaoT cobon ogHy U3 GopM 0O BLEKTUBHON OLLEHKN
COCTOSIHUA 340P0BbA YenoBeKa N KNMUHUYECKON ANarHOCTUKM OonesHen YenoBeka, OCHOBaHHYIO Ha U3yYeHUU C
MOMOLLbIO NabopaTopHbIX aHaNMTUYeCKUX NpoLeayp coctasa obpasL o bMonorMyecknx MaTepuanoB, B3sIThbIX
y obcnegyeMblx nauneHToB. Llenb KnnMHudecknx nabopaTtopHbIX UCCnegoBaHMU — NonydeHne 00 bekTUBHOM
MHJpopMaLnn O COCTOSIHUM BHYTPEHHEN cpebl opraHMsmMa naunMeHToB, YCTaHOBNEHMe Hanndns UM OTCyT-
CTBUS USMEHEHWN cocTaBa DUOMOTMYECKUX MaTepruanoB, XapakTepHbIX A4NA OTKNOHEHUS AeATEeNbHOCTM opra-
HOB 1 CUCTEM opraHnsmMa obcnegyemoro naumeHTa oT COCTOSAHUA 300P0OBbA M CBOUCTBEHHBLIX onpeaeneHHbIM
dopmMam naTonoruu.

[Tpouecc KNMMHNYEeCKoN ANarHoCTUKK NnpeacTtaBnsdeT cobon nocnegoBaTtesisHoe HakonneHne nHdopma-
LUK ANa yMeHbLleHUa (BNJ10Th 40 YCTpaHeHUsA) HeonpeaeneHHOCTU B NpeacTaBneHUM 0 COCTOAHUN NaLmneHTa,
HanMunm n goopme NaTonorMn y Hero. Ponb KNMHUYeCKUX NabopaTopHbIX MccneagoBaHUN, BeINOTHAEMbIX:

- B poLecce KnnMHMn4eckoro obcnegoBaHnd nauneHTa;
- B nopsagke aucnaHcepHoro Nnu Meanko-reHeTu4eckoro obcrneaoBaHus;
- NMpU NpoPUNakTU4eckom OCMOTpeE,

COCTOUT B YMEHbLUEHNN HeonpeaeneHHOCTU OLEHKN COCTOAHUS NauneHTa nyTemM obHapyXXeHnst U/nnm namepe-
H1SA B 0bpasLax bromateprnanos, B3AThIX Y NaUMeHTa, onpeaeneHHbIX aHanuToB, PYHKLMOHANBHO UM CTPYKTYP-
HO CBSI3aHHbLIX MPUYNHHO-CNEACTBEHHOW CBA3bIO C HapyLeHHOWU oyHKUMEeU UMK NopaKeHHbIM OpraHoMm, U
oTpaXkarLWMX Hanndme NaTonorM4eckoro npouecca, XxapakrepusyoLwmx ero npuunHy, MexaHmsmbl BO3HUKHOBE-
HUA N PA3BUTUA, BbIPaXXEHHOCTb U UHOMBMAOYANBHYIO KIMUMHUYECKYIO KapTUHY. KnuHndyeckasa MHQOPMaTUBHOCTb
nadopaTopHbIX UCCNeaoBaHNA TEM BhiLLE, YeM Donee DNU3Koe K UICTUHHOMY NpeAcTaBleHne 0 HannM4nm n Xxapak-
Tepe NaTonorvM y nauueHTa popmMmpyeTca Ha OCHOBE pes3ynbTaToB 3TUX UCCNeJoBaHUN.

NpaBunbHasa nabopaTopHasa MHdopMaLMA 0 COCTOAHUM obcnegyemMoro naumeHTa, Hannm4mum y Hero naTo-
flornMnM N gnHamuke 3aboneBaHUsa MMeeT CyLlecTBEeHHOe 3HaYeHue AN yCTaHOBNeHNa gunarHosa, NpuHATUs
peLleHns 0 MPUMEeHEeHNU HeobXOANMBIX Mep NeYeHNs!, OLEHKU 1 NporHosa TsecTn bonesHn n apdhekTUBHOCTH
MPOBOAUMOrO NIeYeHus.

3.3 YcnoBusa BbINOMHEHUA KNMHUYECKUX NnabopaTopHbIX UCccneaoBaHUN

KnnHnyeckmne nadopaTopHble MccneaoBaHUs BbIMNOMHAKTCS NEPCOHANOM KIUHUKO-AUarHOCTUYeCKUX
nabopartopun — noapasgeneHnn MeanunMHCKMX opraHmnsasr i, B HEKOTOPLIX CUTYaLUSAX — NepcoHarnom Knu-
HUYeCKMUX nogpasageneHnn MeguumMHCKUX opraHusaunin («nccneaoBaHust No MecTy NevYeHnsa»), B OTAENbHbIX
cnydasax no pekomMeHgauun nevalwmx spadyen — caMmUMMin naymeHTamm B nopgagke camokoHTpona. CoBoOKyN-
HOCTb KIMMHUKO-ANnarHocTnyecknx nabopatopuin obpasyeT KNMHUKO-NadbopaTopHYHo CNYXOY CUCTEMBI 30 paBO-
oxpaHeHusi. CoBpeMeHHasi HOMeHKNnaTypa uccnegoBaHUA HACHUTBLIBAET HECKOMNbKO ThiCAY NabopaTopHbIX
TECTOB, NO3BONSAOLWMX, MPWN YCNOBUM UX ONpaBAaHHOro HasHa4YeHUs, NPaBUbHOTO BbINOMHEHUA 1 0OOCHOBAH-
HOW MHTepnpeTaunn pe3ynbTaToB, NoNyvyaTh B NpUueMnemMble CpoK aHannMTuyeckn HaaeXHble YU KIMMHUYeCKN
BbICOKOMHPOPMAaTUBHLIE OTBETHI HA CTOSILLME Nepe] BpavyoM BOMNPOCHlI O ANArHoOCTUKE N BeaeHNN BONbLHOrO.
[Tpn HETOYHOCTMN NabopaTopPHLIX AaHHbLIX PUCK KITMHUYECKUX 3aTpyaHeHnn gocturaet 26 % — 30 %, a puck
HeonpaBaaHHbIX AeUCTBUU Bpada cocTaBnsieT 7/ % — 12 %. Mepa CoOOTBETCTBUSA Pe3ynbTaToB NabopaTopHbIX
nccrnegoBaHMM UCTUHHOMY cogepXXaHUio uccregyemMelX aHalnmToB B OpraHu3sMe nauueHToB U oXXmngaemas K-
HU4YecKkasd MHQPOPMAaTUBHOCTb NabopaTopHbIX pe3ynbTaToB HAXOAATCH B 3aBUCUMOCTU OT BIIUAHUSA psiga Kak
BHYTPMNAbopaTopHbIX, Tak WU BHenabopaTopHbIX (pakTopoB Ha npeaHanmnMTUYecKoM, aHalIMTUYECKOM U
NnocTaHaNUMTUYECKOM aTanax nccrnegosaHumn.

2



OCT P 53022.1—2008

CoyeTaHne BbI3BaHHbIX JENCTBNEM 3TUX PaKTOPOB pasnuYHbIX BUAOB BapuaLn: OUoorm4eckomn, aTpo-
reHHON, npeaHanuTUYecKon, aHanUTUYecKoW, Hapsaay ¢ CoDCTBEHHO MnaTonorndeckon, obycnoBnvBaeT
HeornpeaeneHHOCTb N BO3MOXHOCTb MOSTy4eHUs ONOOYHBIX pe3ynbTaTtoB NnabopaTopHbIX UccneaoBaHUN.
OrpaHuyeHne gencTBus aTUxX hakToOpoB NyTeM NMPUHATUSA KOMMIIEKCa Mep Ha pasHbIX YPOBHSAX yrnpaBlieHUs
3[paBooXpaHeHneM — OT YpoBHS doeaeparnbHOro opraHa UCNofHUTENbHOW BNacTu B cpepe 3apaBooXpaHe-
HUS 00 OTAEeNbHbIX Me AULUHCKUX OpraHu3aLL i 1 KNMHUKO-gnarHocTu4ecknx nabopartopuin, — HanpaBieHHbIX
Ha co3faHune onTUManbHbIX YCIOBUA AN aHANNTUYECKON M AUNarHoCTUYeCKoM paboThl KITMHUKO-ANarHocTn4ec-
Kux nabopaTopuin, cnocobHO CyLLECTBEHHO MOBLICUTb TOYHOCTb NabopaToOpHLIX pPe3ynbTaTOB U Tem
COAENCTBOBATbL NOBbILLEHUIO 3 PEKTUBHOCTU ANArHOCTUKA U nNevYeHns DonbHbIX.

4 MeHeO)XMEHT KavyeCcTBa KIMMHUYECKUX NadopaTOPHLIX UCcrieaoBaHUMN.
ObLwue TpeboBaHUA

4.1 KnuHn4yeckue nabopatopHblie NccnegoBaHUA Kak cneynanbHbin BUA MEOULUHCKUX YCRyT

NNabopaTopHble uccnegoBaHus Npob buomaTepmnanoB NauMeHTOB NpeacTaBnsalnT cobon cneundmnyec-
Kne ycnyrn, KoTopble KNMMHUKO-AMarHocTuieckmue nadboparopmm yupexgeHnin 3gpaBooxpaHeHna (Mnu nepco-
Han KNUHU4ecKnx noapasgeneHni) okasbiBaloT nauueHTam Nno nopyvdeHuro nedawinx Bpaden, B nopgagke
ancnaHcepusaunm, Meguko-reHeTm4eckoro oocnegoBaHus, NnpogmnnakTnyeckoro ocMoTpa.

CYLHOCTb KNUHMYECKNX NabopaTopHbIX UCCcneaoBaHUN COCTOUT B MPUMEHEHNN TOUHO OXapaKTepuso-
BaHHbIX 1 B3aUMMOCBSI3aHHbIX B popMe nadbopaTopHbIX TECTOB (aHANMUTUYECKUX TEXHOMOMMA, METOO0B UCCIe-
OOBaHUS) aHanMMTUYECKUX npoueayp ans U3ydeHus coctaBa OMOMOrMYeckux maTtepuanoB nalueHTa
(BUOTOTNYECKON XKUOKOCTU, 3KCKpeTa, Npodbl TKaHW) C Lienbio 0bHapyXeHUs1 B HUX MUBMEHEHWNI, OTpakatoLL X
OTKNOHEHWE AesATeNbHOCTU OPraHoB U CUCTEM OpraHnuama obcneayemMoro oT COCTOAHUS 340POBbA U CBUOE-
TENbCTBYOLWMX O HANMNYUK onpegeneHHbIX PopM NaToNMoru.

KnnHuko-nabopaTopHble aHanuTuieckme npoueaypbl npeactaBnsaoT cobon Bo3aenctensa rsnyeckoro,
XUMUYECKOTO UM BMONOrMYECKOro Xxapakrepa Ha nonyvyeHHbIn y nauneHTa obpasel, OMonormyeckoro matepua-
na, c Tem uTobhbl B pesynbraTte cneumndnyeckoro B3aMmMoaencTBus, HanpasneHHOro Ha UsSMeHeHUe CTPYKTYPbI U
CBOMCTB N FreHEpUPOBaHMUE COOTBETCTBYIOLLIErO CUrHana, obHapyXuts U/mnm nameputs onpeaeneHHbIn KOMMo-
HeHT1) (aHanuT), PYHKLMOHANBHO NN CTPYKTYPHO CBA3AHHbBIN C OpraHoM U U3nonormyeckoin CUCTEMON opra-
HU3Ma nauuMeHTa, nocTpagaBlIMMKU B pesynbTaTe BO3HUKHOBEHUA nMpeanonaraemMoro naTtoniormyeckoro
npouecca.

AHanMTbl MOTYT NPeAacTaBnsATb COOON pas3nMYHbIE NCCNneayeMble CBOUCTBA U pasfiMYHbIE U3MeEPHAEMbIe
BENMNYNHBI, B TOM YAUCTIE:

- (bn3nyeckme CBOUCTBA;

- XMMUYeCcKUe 3NeMeHTbl, UOHbI, HeopraHn4yeckne MorneKkynbl;

- QpraHu4veckume CTPYKTypbl Manon MonekynapHOU Macchl;

- MaKpOMONEKYNbl U3BECTHOW UM MPUONNINTENBHO YCTAHOBIEHHOM CTPYKTYPLI U cneungpuieckmx bno-
NTIOrMYecKnX CBOUCTB;

- KNEeTKWU, UX CTPYKTYPHbIE 3NeMeHThbl UM KNeToYHble CUCTEMBI;

- MUKPOOPraHnUamMbl, UX CTPYKTYPHBbIE XapaKTepucTukn n bnonorndyeckme CBOUCTBA;

- napasuTapHbie OpraHn3Mbl, UX CTRYKTYPHbIE XapakTepUCTUKN 1 DMONIOTMYEeCKNE CBOUCTBA.

COOTBETCTBEHHO XapaKTepy W CBOUCTBaAM UCCNeayeMbIX aHanUTOB N OCOBEHHOCTAM MPUMEHAEMbBIX
aHanNnMTUYECKNX npoueayp KnMHu4eckme nabopatopHblie UccrneaoBaHUs noapasaensitoT Ha: obLeknMHnYyec-
Kne (XMMUKO-MUKPOCKOMUYECKNe), BMoXMMmnieckne, UMMyHONOTMYEeCcKne, reMaToniormdyeckne, Koaryrnonorm-
YyecKue, N30Ceponormieckme, LITONormiyeckne, reHeTu4eckne, MonekynapHo-ononorndeckne, bakte puonorn-
yeckune, BUpYyconormiyeckne, napasutonormdyeckme, MUKONormyeckme, ToOKCUKoNornyeckme, nekapCTBeHHbIN
MOHUTOPWUHT.

B npouecce KNMHNMYeckoro nabopaTtopHOro nccrnegoBaHus BbIAENAT TpM sTana:

- nNpeaHanuTnyeckun (aocaHanuTndecknin);

- aHaNMNTUYECKUN;

- MocTaHanUMTU4ecKnn (nocneaHanMTUYeCcKun).

1
) KOMMNOHEHT — o4YepyeHHast YacTb CUCTEMbI. B aHanNnUTUKe KOMNOHEHTblI CUCTEMbI MOAPA3AENAIOT HA «KaHANUTbIY,
«KOHKOMUTAHTbI» U «pacTBOPUTENW»; NocneaHne asa 0b03HavaloT Kak «MaTpUKE». MaTpruKCe — BCE KOMMOHEHTbI MaTepu-
anbHOW CUCTEMBbI, UCKITIOYast aHanUT. AHANMUT — KOMMOHEHT Npobbl, yKka3aHHbI B HAMMEHOBaHUN UCCIEAYEMOro CBONCTBA

NI M3MEpFIEMOﬁ BEJITMHNHDbI.
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[TpeaHanUTU4ecKkuii atan BKIovaeT B cebst:

a) BHenabopaTopHyto a3y, B TOM Yncne: BbIDop U Ha3HavYeHne NccneaoBaHnus BpauoM-KITMHULMCTOM,
104roTOBKY NaUMeHTa K NpoBeeHUI0 aHanunsa, B3sTne obpasua bnuomartepunana, vyawe BCcero KNMHUYeCKUM
epcoHanoM; MapKUpoBky obpasua anst uacHTudnKaLmMm ero ¢ NaunMeHToM; B psige crydaes Heobxoanmyto
1epBUUHYIO 0BpaboTKy, KpaTKOCPOYHOE XpaHeHWUe W TPpaHCnopTUPOBKY obpasua O6uomaTtepuana B
nabopartoputo;

0) BHyTpunabopaTopHyto pasy, B TOM YMncne peructpauuto obpasua dbuomartepuana, naeHTugpukauuto
obpa3la ¢ nauneHToMm, pacnpegeneHue 6monpod N1 Mx Nopunn No HazHa4YeHHbIM BUgaM UccrnegoBaHWUN;
Heobxoaumyro ganbHenwyo obpaboTky Npob aAnsa NoAroTOBKU NX K aHanuay.

AHanMTU4ecKuin atan BKNoYaeT B cebst KOMMNEeKe HeobXoaAMMBbIX 4Ns1 BbINOTHEHUST UCCNeoBaHUsI aHa-
NUTUYEeCKUX npoueayp, oobeguHsaeMbiX MeTOANKOW UCCneqoBaHUS U 3aBepLUaoWMXCca NonyyYyeHnem pesyrb-
TaTta nccrieoBaHus B YACIIOBOMN UMK onucaTensHoOW popMe B 3aBUCMMOCTM OT BUAa U MeToaa UccneaoBaHus.
OCHOBHbIe npoueaypbl MeTOAUK KIUHUYECKUX NadbopaTopHbIX UCCNeaoBaHUNA COCTOAT B CO34aHNM YCITOBUN
ONA BblAeNeHna aHanuta ns MHoroodpasua gpyrux KOMNoOHeHTOB bruomaTepuana, naeHtudgpnkaumm aHanmTa
Ha OCHOBE AeTeKUUn ero cneundpniecknx CBOUCTB 1 (B YaCcTu cnyvaeB) B KONMUYECTBEHHOM OLEHKE ero coaep-
XaHusi. B npouecce nabopaTtopHOro uccnegoBaHnst UCNONb3YT XUMUYeckue nnm 6nonormyeckme peareHThl,
KOTOpble N3dbuparenibHO B3aUMOAENCTBYIOT C aHanuUToM, npeobpasyst ero B Ty popmMy, KoTopas reHepupyeT
COOTBETCTBYIOLLWNA CUTHAM N NO3BONAET OCYLLECTBUTb ero naeHTudukaunio, oeTekumio nnn usmepeHune. NpuHx-
1N uccnegoBaHnsa N getanu aHannUTUYEeCKUX npoueayp 3aBUCAT OT OCODEHHOCTeN cocTaBa, CTPYKTYPbI U
CBOWUCTB UCKOMOro aHanurta. Peructpauuio pesynbTarta aHanmsa OCYLEeCTBNAKT Ha OCHOBE CYyObEeKTUBHOWM
(BM3yarnbHOW) NN 0O BEKTUBHOW (NPUOBOPHOW) OLIEHKMN.

[TocTaHanUTU4YecKnia 3tan Bk4YaeT B cebq:

a) BHyTpunabopaTopHyo drasy, B pamMKax KOTOpPOW pe3ynbTaT uccneaoBaHus oLeHUBaeT nabopaTtop-
HbI cneunannucT Ha NpeaMeT ero aHannMTUYeCKoON JOCTOBEPHOCTU (MO AaHHBIM BHYTPUIabopaTOpPHOro KOHTPO-
NS Ka4ecTBa), ero 6Morornyeckon BeposiTHOCTM (NpaBaonoaobust), a Takke rnyTem conocTaBleHns ¢ paHee
NpoBeAEHHbIMU aHaIorMYHbIMW NCCNegOoOBaHUSIMN MK NapannesibHO NPoBeAeHHbLIMU APYTMMIMN UCCNEea0BaHN-
AMWY TOMO Ke nauneHTa (NP LUTONMOrM4eCcKknX nccneaoBaHuUax nabopaTtopHoe 3aKiovYeHe MOXET coaepKaTb
hopMyNUPOBKY BEPOATHOIO AnarHosa);

0) BHenabopaTopHyto asy, Koraa KNUHULUCT OUEHUBAET KITMHUYECKYO 3HAaYMMOCTb MHopMaLUN O
COCTOSIHUM onpeaeneHHon cpepbl BHYTPEHHEN cpeibl OpraHnuamMa nauueHTa, nony4eHHoOW B pesynbTaTe Nnado-
PATOPHOro UCCNeaoBaHUS, U COMNOCTaBNAET ee C JaHHbIMUA COBCTBEHHOro HabnaeHUs 3a nauneHToOM U
pesynbTaTaMmm Apyrnx BUAoB 0O BLEKTUBHLIX UCCNEA0OBaHUN.

BbinonHeHne nccneaoBaHnm KNUHUYECKUM NepcoHanom BHe nadopaTtopum TpedyeT cuctemMaTu4ecKkoro
KOHTPOMNS CO CTOPOHBLI KOMMETEHTHOIrC NabopaToOPHOro nepcoHana 3a KavyecTBOM BHeMabopaTopHOro BbIMO-
HEHWS UCcCneaoBaHUN: NyTeEM 0Dy4YeHUA KIMMHNYECKOTo NepcoHana npasunam BeINOMHEHUA UccneagoBaHin nNo
MECTY NEYEHUS C MPUMEHEHMNEM NOPTATUBHBIX aHANMUTUYECKUX YCTPOUCTB N cnocodamM KOHTPONSA Ka4vecTBa,
COMOCTaBNEeHUA pe3ynbTaToB WCCNeOOoBaHWN, BLINOMHEHHBLIX BHe nabopaTtopun, ¢ nadbopaTopHbLIMA
pe3ynbTatamum [1].

4.2 KavyecTBO KNMUHUYECKUX NabopaTopHbLIX UccrnenoBaHMn U BNUAKOLWME Ha Hero hakTopbl

4.2.1 KayecTBO MeaWLMHCKOrO U3genua WM ycrnyru paccmatpuBaeTcs KakK cTeneHb COOTBETCTBUA
NOTPEOHOCTAM NaLMeHTa B TOYHOM OLIEHKE ero COCTOAHUSA, YCTAHOBNEHNM AnarHosa oonesHn n appeKTUBHOM
nevyeHnn. OCHOBHbIMU XapaKTepPUCTUKAMUN KaYeCTBA KNMUHNYECKNX NabopaTopHbIX UCCNeaoBaHUM CNy»KaT aHa-
nuTnyeckas HageXXHocTb, KNUMHUYeckas MHPOPMaTUBHOCTbL M CBOEBPEeMeHHOCTb NpeaocTaBneHnda pesynbTa-
TOB UCCNEAOBaHMNS aHanUTOB (Bpayvy UMK HEMOCPEACTBEHHO NaUMEHTY), COOTBETCTBYIOLME NOTPEOHOCTAM
KNMAHWYECKOWU ANAarHOCTUKU U MOHUTOPUHIa pe3yrbTaToB NevyeHus.

[Mpn ocyLLeCcTBNEHUN KaXkKaoro U3 3TanoB U KaXkaomn 13 das KnuHn4eckoro nabopaTopHOro nccneaoBaHus
MOTYT MNPOSABUTb CBOE AENCTBME U OKa3aTb OTKITOHANLLEE BIUAHME Ha KOHEYHbIA pe3ynbTaTt pasfM4yHoro poaa
0O beKTUBHbIE U CYOBEKTUBHLIE haKkTopPbl, CMOCOOHbIE MOHN3UTL Ka4ecTBO UccregoBaHusa. ICToYHMKaMn HeKo-
TOPOW cTeNneHn HeonpeaeneHHOCTU 3Ha4YeHU pe3ynbTaToB UCCeJoBaHNN ABMNAOTCA:

- MHOTOKOMMOHEHTHOCTb coCcTaBa BMONOrMYecKUX MaTeprarnoB YenoBeka;
- pasHoobpasune xapakTepUcTUK CTPYKTYPbI, CBOUCTB 1N CTabUbHOCT KOMMOHEHTOB;

- U3MEHYMBOCTb COAEepPXKaHUSA KOMMOHEHTOB B broMaTepuanax o U Bo BpeMs aHanusa nod BIngHuem
naToreHHbIX U HenaToreHHbIX PakTopoB;

- 3aBUCUMOCTb pe3yfibTaTOB UCCNeaoBaHNUN OT NOArOTOBKN NaLnMeHTa K nabopaTtopHOMY TECTY, OT YCIO-
BUN B3ATUSA, XpaHEHUS N TPaAHCMOPTUPOBKN obpasua bruomaTtepmnana B NabopaToputo;

- CBOWCTBa METOAOB U CpeAcTB aHanuaa (MamepuTtenbHble Nprnbopskl 1 0dbopyaoBaHUe, NpobonoaroToB-
Kaunap.);

4
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- NPUMEHEHNE B NpoLiecce aHanumsa pasnnuyHbiX BUAOB PUINYECKUX, XUMUYECKUX U DUOTOTNYECKNX BO3-
NencTBM Ha obpasel, biuomaTepuana angd onpeageneHna oTaeNbHbIX NCKOMbBIX KOMMNOHEHTOB.

4.2.2 Ha pesynbTaThl NabopaTopHbIX UCCneaoBaHUA CNOCOOHBI NOBNUATL cneayrowme akropbl npe-
aHanUTU4ecKoro atanas:

a) ownbdKkM naeHTMdnKkaunmm nauneHTa n obpasua dbuomarepumana;

0) duonornyeckune dpakTopbl: NCM, BO3pACT, 3THOC, PUINOIOTUYECKOE COCTOsSIHUE ((prusndeckasl TpeHU-
POBAHHOCTbL, bepeMeHHOCTb), buonornyeckne pUTMbl, BNUAHUA cpeabl 0OUTaHUS;

B) yCTpaHUMbIe paKTophl: npuemM NUuwln, ronogaHue, nonoXxeHue tena, usndeckasa akTUBHOCTb, Kype-
HUe, ynoTpebneHue ankorons;

) ATPOreHHble pakTopbl:

- AnarHocTtuyeckue npoleaypbl (Mansnauus, NyHKLMK, broncun, @yHKUUOHaNbHbIE TECTbl, PU3NYECKNN
CTpecc Npu Harpyskax, aproMmeTpun; 3HAOCKONUA; BBeAeHMe KOHTPAaCTHbIX cpel; UMMYHOCUUHTUrpadus),

- onepaTMBHbIE BMeLLAaTEeNbCTBA,

- pasnun4yHble NeYvedbHble Npoleaypbl (BNUBAHUS U NepennBaHns; Ananns; NoOHN3upyroLllee obnydyeHue),

- NneKapcTBa (B TOM vYncne npuHuMmaemble 6e3 HasHaveHUs Bpaya);

1) YCNOBUSA B3ATUS, BDEMEHHOIO XpaHeHus1 U TpaHCNoOPTUPOBKM DMomMmaTtepunana:

- BpeMms B3ATUA, cpoK cbopa,

- NMOAroToBKa yvyacTka Tena And B3siTua maTtepuana,

- npoueaypsbl B3ATUA KPOBU, MOYK, ApYrux buomaTtepuarnos,

- eMKOoCTU ansi cbopa npob buomaTtepuanos (MMCTOTa, MaTepuan),

- BO3aencTBue akTopoB cpeabl (TeMmnepaTtypa, CocTaB Bo3ayxa),

- KOHCepBaHThl, aHTUKOoAarynsHThl,

- npoueaypbl NnepBUYHOW 0OPabOTKM (CMeLllUBaHNe, LEeHTPUPYrMpoBaHue, oxXnaxaeHue, samopakmea-
HE);

€e) CBOMWCTBa aHanuTa:

- BronorMyecknu nonynepunoa XKM3HM aHanuTa,

- CTabUnNbHOCTbL B B1oONOrM4eckomMm MaTtepuarne npu pasnuyHbIX TemnepaTypax,

- MeTabonunam in vitro, BKNrovasa YyBCTBUTENbHOCTbL KCBETY U T. M.

4.2.3 B pamMKax aHannutu4eckoro atana KnMH1U4eckoro nabopatopHOro uccneaoBaHnsi Ha ero pesynbraT
OKasblBaloT BIUAHWE YCIMOBUA BbINOTHEHNA aHansa M KOMMOHeHThl aHanUTUYeCKOU CUCTEMBI!

- COCTaB M CBOMUCTBa Uccneagyemoro obpasta bnomartepumana naymeHTa;

- TOYHOCTHbIE XapaKTepUCTUKN MeTOOUK UCCNeaoBaHUS;

- CBOWUCTBa 0bopyaoBaHUA pasnNUYHbLIX BUOOB M pacXxogHbIX MaTtepuanos, NPUMEHAEMbIX AN B3SATUS
obpasya bnomarepumana n ero nepBUYHON 06PabOTKU U OKA3aBLLUMX HA HETO BNUAHUE;

- MeTponornvyeckme XxapakrepucTtuk cpeacTB USMepeHUs;

- CBOWUCTBa AobaBoK, cbecnevunBaloLLMX BpeMeHHYo CTabuUnbHOCTL 0bpasua bnuomaTtepumana Unmuccre-
OYyeMOoro aHanuTa,;

- COCTaB M CBOMUCTBaA peareHToB (NpeobpasoBarenen aHanura), cneunduryeckn pearmpyrolmx ¢ aHanm-
TOM B CUINY CBOUX XUMUYECKUX UM BNONOTMYECKUX CBOUCTB, FEHEPUPYIOLLINX COOTBETCTBYOLLNA CUTHAM U TEM
CamMbIM CO34alLMNX BO3SMOXHOCTb €ro 00HapyX1UTb U/UNMN N3MEPUTD;

- COCTaB U METPONOrMYecKne XxapakTepucTUKU KannmbpoBOUHbIX MaTepmnanoB (paboumnx ctaHaapTHBLIX
00OpasLoB cocTaBa UM CBOUCTB UCCNedyeMblX aHarnMTOB), UCMOMb3yeMbIX AN KONMYeCTBEHHOWN (HenpsiMmomn)
OLUEeHKU coaepXaHust aHanuTa B buonpobe;

- TOYHOCTb cObNoAeHNA NOCNea0BaATENBHOCTUOTAENbHbIX aHANMUTUYECKMX NPOLLEeaYP, BPEMEHU NX OTN-
TeNbHOCTMU N NPOMEXYTKOB MeXay HUMW, TEMNepaTypPHOro pexmuma U apyrux ycrnosum aHanumasa, npegycmoT-
PEeHHbIX YCTaHOBNEHHOU MeToAUKON nccnegoBaHng;

- COCTaB U CBOUCTBA KOHTPOMbHbLIX MaTepranos, npeacTaBnsaoLmnx cobon pasHoBUAHOCTU paboyero
cTaHgapTHoro obpasua aHanuTta unm obpasLa cpaBHeHUs, NpeaHasHadYeHHble Ansa nNpoBedeHUa npoueayp
BHYTpMNabopaToOpHOro KOHTPONMSA NN BHELLHEW OLEHKU KaYecTBa NCCneaoBaHun;

- obpasoBaTelibHasi NOAroTOBKA, YPOBEHb NpodpeccuoHansHoOU KBanudukaumum n gucUuunnmHa BbInon-
HEHUS METOAUK NabopaTopHBIMU CneLnanncTamMiu, y4acTBYHOLWMMIN B BbINMONMHEHUN UCCIeQ0BAH NN,

4.2.4 Ha nocraHanMTUYeCcKOM 3Tane oTpuuaTeribHoe BMUSIHWE Ha WCNOMb30OBaHMe NnabopaTopPHbIX
pPe3ynbTaToB B KIIMHUYECKUX LeNax MOTryT OKasaTh:

- HenpuHATME BO BHUMAaHME PacXOXOEeHUNA pe3ynbTaToB napannenbHo npoBeaeHHbIX DMN3KMX no bro-
NOorM4yecknMm OCHOBaM UCCNeaoBaHNA Y OAHOMo U TOro XKe DONbHOro;

- Heaoy4eT pe3yibTaTOB BHYTPMNabopaTopHOro KOHTPOMNS KAaYecTBa M Bbldava B KITMHUKY pe3yrbTaToB C
HenpmuemMneMbsiMn NOrpPeLUHOCTAMMU,

- nepenyTbiBaHUe pe3ynbTaToB aHaNM30B pasfMYHbLIX NaLUEeHTOB;



[OCT P 53022.1—2008

- MCNONb30BaHWe ANS OLEHKU pe3ynbTaToB obWMX NonynsLUMOHHbIX pedepeHTHbIX MHTepBarnoB 6e3
yyeTa BO3pacTHbIX NN UHBIX OCOBEHHOCTEN NaLUneHTa;

- HeyJTeHHble NPUYUHBLI UHTepdepeHLnn;

- HecBOeBpeMeHHad AocTaBKa pe3ynbTaToB UCCIeJoBaHUN NeYvallemMy Bpady;

- HeaoBepue Bpaya K nabopaTopHbIM pe3ynbTaTtamM U nx UrHoprupoBaHue.

4.3 NMpuHUUNbLI MeHeO)XMEHTa KayecTBa KIMMHUYeCKMX NnabopaTopHbIX UCccrieqoBaHUN

LocTmxeHne HeobXo0AMMOTro KavyecTBa KIMHUYECKUX NadbopaTopHbIX NCCNneaoBaHNN BO3MOXHO B pe3y/ib-
TaTe OCyLWecTBNeHNd PYHKUNN ynpaBneHUs UM, KOTOpPble COCTOAT:

- B YCTaAHOBNEHWUWN nokasaTteneun KkadecTsa, TO €CTb AONYCTUMbIX NMPeaenoB Bapuauumn, XapakrtepHbIX
CBOUCTB KIMMHNYECKUX NabopaTopHbIX UCCnegoBaHuUn, 1 onpeaeneHnn mep no obecnevyeHmto CooTBETCTBUS
3TUM KpUTEPUAM pe3ynbTaToB paboyero npouecca (PpyHKUMA NNaHUpOBaHUA Ka4eCcTBaA);

- B OCYLLEeCTBNEeHN 3annaHNpoBaHHbIX Mep Nno obecnevyeHnto HeobXoQMMOro KavyecTBa, BKITHoYast CTaH-
0apTu3aLno YCnoBUn N aTtanbl NpoBeaeHUs UccrneaoBaHnn ((pyHKLKMA obecnevyeHunst KauecTBa);

- B OTCNEeXMBaHUM COOTBETCTBUA pe3ynbTaToB UCCNeaoBaHUA KOMMNOHEHTORB YCTAHOBIEHHBLIM paMKam
MX BapuaLmm n NpUHATUN pelleHnda O CTeNeH Takoro COOTBETCTBUS U, MPU HeobXoaMMOCTU, O Mepax Mo ycTpa-
HEeHWUIO HEeCOOTBETCTBUA ((PYHKUMA KOHTPONA KavyecTBa);

- B BbISIBNIEHUN U YCTPaHEHUX NPUYMH HECOOTBETCTBUA pe3ynbTaToB YCTAHOBMNEHHbLIM KPUTEPUAM N B
COBepLUeHCTBOBaHUM paboyero npouecca ((pyHKUMA ynydlleHNs KayecTsa).

Hanbonee nonHoe obecnevyeHne n NOCTOAHHOE ynydlleHne KadecTBa nabopaTopHbIX pe3ybTaToB A0C-
TUraeTcsa nNpu CUCTEMHOM Noaxoae K ynpaBfeHuio UM, YTO NMO3BOSIAEeT nocneaoBaTesibHO U CBOEBPEMEHHO
YCTPaHATb pasHopoaHble NMPUYMHBLI NabopaTopHbIX MOrpeLlHoOCTeN ¢ MOMOLLLIC Mep, NpeanpuHMIMaeMblX Ha
pa3HbIX YPOBHSX ynpaBneHns 3apaBooxXpaHeHneM.

Cucrtema kadectBa, cornacHo ctaHgaptam FOCT P MACO 9001 nTT'OCT P MCO 15189, BkrtovaeT B cebo
opraHnU3aLUOHHYHO CTPYKTYRY, Npoueaypbl, NPOLECCHI U pecypchl, He0bXoaumMble ANst OCYLLECTBIEHUSA MeHed-
XMeHTa KadyecTBa.

[na npenoTBpalleHUst OTKNOHALWEro BAUSHUA pas3NUYHbIX hakTopoB Ha 3Tanbl KIMMHUYECKOro nabopa-
TOPHOIO UCCNeaoBaHUA yrpaBieHUE KAYeCTBOM KNUMHUYECKUX NadbopaTopHbIX UCCNeaoBaHUA npegycMmaTpu-
BaeT yCTAHOBMNEHNE CUCTEMbI ODLLUX TpeboBaHUN U NPpaBUN UX NTPUMEHEHNS KO BCEM COCTaBNSAOLW M KavyecTBa
KIMMHUYeCcKnX nadbopaTtopHbIX nccrnegoBaHUNA:

- MPUMEHSEMBIM TexHonoruam (cnocobam B3ATUS BUuomaTepuana, MetTogam nccneaoBaHusa, MeToan-
KaMm BbINMOMHEHUS1 U3AMepeHUin, NabopaTopHLIM TECTaM),

- pecypcam, UCMoNb3yeMbIM ANA UX BbINOTHEHUA (peareHTam, KanndpoBOYHLIM MaTepuanam, 0bopyao-
BaHUIO),

- KpUTepusim 1 cnocobam oueHKM aHannMTUYeCcKon HageXHOCTU, KNUHUYecKon adpdeKTUBHOCTU U COOT-
BETCTBUS pe3yNibTaTOB NOTPEDHOCTAM BeAeHNS NaLNeHTOB.

KayecTBO KINMMHUYECKUX NabopaTopHbIX UCCNeaoBaHUN B KaXXKO0W KIMMHUKO-AMarHoCcTu4ecKon nabopaTto-
DU OTPaXKaeT KOHEYHbIN pe3ynbTaTt Mep Mo ynpaerneHuto KayecTBoM. OLeHKa COOTBETCTBUS KaYecTBa UCCNe-
OOBaHUN MOTPEBHOCTAM KIMHUYECKOM AWMarHOCTUKM WU MOHUTOPUHIa M aHanui rnpuyYnMH M UCTOYHWUKOB
nabopaTtopHbIX OLUMOOK B KNUHUKO-AUArHOCTUYECKNX NabopaTopuax aBndeTcs (B nopsagke obpaTtHOM CBA3N)
OCHOBOW A1 COBEPLUEHCTBOBAHUA AEATENbHOCTUA OPraHOB U CTPYKTYP Ha TEX YPOBHSAX K 3Tanax yrnpaBneHus
Ka4eCTBOM, rae BO3HUKIN UCTOYHUKN nadbopaTopHbIX OWMDOCK (paspelleHmne UCTOoNb30BaHUA TEXHOMNOr1N,
KannMbpoBOYHbIX MaTepuarnoB, peareHToB, NPUBOPOB, HE COOTBETCTBYHOLLUX YCTAHOBMNEHHBIM TPEeOOBaAHUAM:;
HeocTaTouHaga npodeccnoHanbHas NoAroToBKa nepcoHana; npuobpeteHue cpeacTB aHanmaa, He PeKoMeH-
OOBaAHHBIX K MPUMEHEHUI0 B KIMUHUKO-OAMArHOCTUYECKUX nabopaTopusix; Heaoctatok PUHAHCUPOBAHUS,
BOCMPENATCTBOBABLUMA NPpUobpeTeHnto CpeacTB aHanmaa, oTeevarowmnx TpeboBaHUaM KavyecTBa U T. M.).

4.4 CpeactBau cnocobbl MeHeQ)XMeHTa KayecTBa KIMMMHUYeCcKUX nabopaTopHbIX UCCneqoBaHUN

MeanuuHckue noTpebHOCTU ABNATCA NPUOPUTETHBIMM B YCTAHOBNEHNU KPUTEPUEB KAYECTBA UCCIE0-
BaHUA. KnnHUKo-gunarHoctudeckas nabopatopusi obsi3aHa CBOEBPEMEHHO NpPeaocTaBsATh aHaNUTUYECKU
HaJeXHble pe3ynbTaTbl KMMHUYECKUX NTabopaTopHbIX UCCNeaoBaHWA, COOTBETCTBYOLINE TEM KIMUHUYECKUM
Hy»XadaM, KOTopble Bbl3Banu HeobXoAUMMOCTb BbINONMHEHUA OonpeaeneHHoro TecTa.

HayuHo 0O0OCHOBAHHBIMW OPUEHTUPAMK NPU BbIpabOTKE KpUTEPUEB ANS OLLIEHKN N obecnevyeHuns Kavec-
TBa aHaANMMTUYECKUX CUCTEM (BKNMOYasi UX oTAENbHbIE KOMMOHEHThHI), C MOMOLLIbHO KOTOPbIX BbIMOMHAKTCA KNUHN-
yeckune nabopartopHbIe WUCCNeaoBaHUS, Cry)KaT CIIUMYEHUA Mony4YaemMbliX pe3ynbTaToB C pesynbTaTaMy
MeTOANK pedepeHTHbIX U3SMEePEHUN, NPOCNEXNBAEMOCTb CBOUCTB NPUMEHSIEMbIX KanmdpaTopoB A0 CBOUCTB
aTTecTOBaHHbIX cTaHAapTHbIX obpasuos, B cooTBeTcTBUM ¢ TOCT P NCO 15193, TOCT P NCO 15194,
[OCTPUNCO 15195, TOCTPINCO 17511, TOCTP UCO 18153, npuMeHUTeNnbHO KaHanutam, uccnegyemMsim B
KIMMHUKO-OWUarHocTu4ecknx nabopartopusix.
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YCTaHOBNEHUE KOHKPETHBLIX TpeboBaHUN K OTAENbHBIM TEXHOMNOTMSIM LIeNIOCTHOrO npoLlecca obecneve-
HAS N BbIMONHEHUS KITMHUYECKUX NabopaTopHbIX UCcCcneaoBaHUA U MPUMEHEHUE 3TUX TEXHOIOTNN B AesITENb-
HOCTU KMMHUKO-OMArHOCTUYECKMX nabopatopuid MeauuUUHCKUX opraHmsauunm npegycMmaTpuBaeTcd B
KOMMNIeKce B3aMMOCBA3AHHLIX HOPMATUBHBIX AOKYMEHTOB, COCTaBNAKLLUX HOPMAaTUBHYO OCHOBY peanmnia-
LI OCHOBHBLIX PYHKLMIA yIIpaBNEHNS KAYeCTBOM KIMUMHUYECKUX NabopaTopHbIX NCCneaoBaHUN:

a) yHKUMA «lnaHnpoBaHme KavecTBa KNUMHNYECKMX NabopaTopHbIX MCCNeaoBaHUnA |

- npaBuna oUueHKN aHanuMTU4eckon HageXXHoCTU MeToA0B UccnegoBaHnd (TOYHOCTU, YYBCTBUTETTbHOC-
TN, cneundpu4HOCTI),

- npasuna mn crnocodbbl OLEHKU KINMMHUNYECKON MHPOPMAaTUBHOCTU NMadopaTOPHbIX TECTOB,

- npasuna paspaboTkn TpeboBaHUN K CBOEBPEMEHHOCTU NpeaocTaBneHns nabopartopHon MHpopma-
L,

6) dyHKkUMa « ObBecneveHne KadecTBa KIMHUYECKNX NabopaTopHbIX MCCNeJOBaHNNY

- Npasuna onnucaHna MeToaoB KNMHNYECKUX NabopaTopHLIX UCCNeaoBaHMN,

- onucaHue KanmbdpaTopoB U KOHTPOSbHLIX MaTeEpUarnos,

- NpaBuna Bblbopa NU3MEPUTENBHOIC N UCNbITATENBLHOMO 0OCPYAOBaAHUA,

- NPUHLKNBI U NpaBuna TEXHNYECKOro OCHaLLEHUSA KNMUMHNKO-ANarHoCTUYECKUX NabopaTopui,

- NMPUHLUWMNBLI U NpaBKUa OLUeHKU YPOBHA NpodpecCnoHanbHOU KOMNETEHTHOCTU (KBanupukaumn, SHaHUN U
YMEHUW) NepcoHana KNnMHUKO-AUarHocTUYeckux nabopatopun,

- NpaBuWNna BeAeHUs npeaHanuTn4eckoro atana KnmHnieckmnx nabopaTtopHbIX UCccrnegoBaHun,

- TUnoBasi Moaenb «PYKOBOACTBA NO KAYeCTBY NCCNeaoBaHUM B KIMUHUKO-ANArHOCTUYEeCKoW nabopaTo-
PUNY,

- npasuna B3aMMoOeUcTBMA nepcoHana KIMHUMYeCcKUX noapasgeneHun n KnMHUKo-gauarHoCTUuYeCcKux
nabopatopui MeguLUHCKNX opraHn3aLviA;

B) yHKUMSA « KOHTPOIMb Ka4vecTBa KNUMHNYECKMX NabopaTopHbIX MCCNeaoBaHUny

- NpaBua oUeHKM npeaenoB NorpeLllHocTen KoNMMYeCcTBEeHHbIX KITUMHUYECKUX NabopaTopHbIX Mccrneao-
BaHWNW,

- NpaBunanpoBeaeHnst BHyTpmnabopaTopHOro KOHTPOMNS Ka4eCcTBa KONMMYECTBEHHbLIX METOAO0B C NPpUMe-
HEHWEM KOHTPOMbHbLIX MaTepmnanos,

- NpaBuna npoBeAeHNsI BHYTPMNabopaToOpHOro KOHTPOSA KaYecTBa oL EHOYHbIX (MONMYKONMMYECTBEHHbIX)
MEeTOA0B KIMHUYEeCKUX NabopaTopHbIX MCcrneaoBaHui,

- NpaBuna nNpoBeaeHUs BHYTPMNAOOPaTOPHOrC KOHTPONS KavyecTBa KayvecTBEHHbIX (HEKONMYEeCTBEH-
HbIX) METOAO0B NabopaTopHbIX UCCNeaoBaHUN,

- NpaBunanpoBegeHUA BHELLHEN OLUEHKM KaueCcTBa pe3ynbTaToB KNMMHUYECKUX NabopaTopHbIX UCccneao-
BaHWMN,

- NpaBunanpoBegeHUs KNMHUYeCKoro ayauta apgpekTMBHOCTU NabopaTopHOro ocbecnevyeHns oesaTenb-
HOCTU MeaAULMHCKUX opraHn3aLunn,

- NPUHLUMNBI U KPUTEPUN OLIEHKN MeNKO-3KOHOMUYECKON 3 DEKTUBHOCTU KIMTUHUYECKMX NabopaToOpPHbIX
nccnegoBaHUNA.

HopMaTUBHbIE AOKYMEHThLI Ha OTAENbHbIE COCTABNSALWNE MEHEeIXKMEHTa Ka4yeCcTBa KIMUHUYECKUX Nabo-
pPaTOpPHbLIX UCCNeAOoBaHUA YyCTaHaBMMUBAKT NPUHLKNBLI paspaboTki 1M npaBuna NpUMEHEHUs KpUTepues B
obnacTn NpUMEeHEHUN KaXXaoro oTAenbHOro HOPMaTUBHOIO AoKYMeHTa. [TpUMEeHNUTENBbHO K KaXKO oW COCTaBMS-
loLen ynpaBneHus Ka4eCcTBOM KITMHUYECKUX NadbopaTopHbIX UCCneagoBaHWUN AOMKHbI ObITh onpeaeneHsl cne-
Undonyeckne opmMbl OLEHKNA COOTBETCTBUA HOPMATUBHLIM TpeboBaHUAM. [lokasaTenm KOHTPONA KavyecTBa
KMMHUYECKUX NabopaTopHbIX UCcCneaoBaHnn B NadbopaTtopusx cnyxaTt pesynbTUpyrLWnuMn nHgekcamm cobnto-
OeHNs HoOpMaTUBHBIX TpPeOOBAHUN BO BCEN CUCTEME YNpaBneHUsa KaveCcTBOM UCCNeaoBaHNA M OCHOBaHUEM ANS
aHannsa npu4rH M NICTOYHUKOB HEOOCTATKOB Ha COOTBETCTBYIOLLMX YPOBHAX YNpaBNeHus.

4.5 OpraHun3auuMoHHO-NpaBOBasA CTPYKTYpa MeHeAXMeHTa KavyecTBa KNMUHNYeCcKMX nadopartop-
HbIX UCCNneaoBaHUK

[TpaBOBOU OCHOBOW MEP MO YNpPaBNeHUIO KAYECTBOM KITUMHUYECKMX NabopaTOpHbIX NCCneaoBaHNN SIBMS-
IOTCH 3aKOHbI U HOpMAaTUBHO-NPAaBOBLIe akThl Poccumnckon ®egepavdmn.

Mepbl N0 MEHePKMEHTY KaueCcTBa KITMHUYECKNX NTabopaTopHbIX UCCNEeA0BaHUA OCYLLECTBNSAOTCS B COOT-
BETCTBUUN C TEXHUYECKMMU pernaMmeHTaMmu, HauMoHanbHbIMXA cTaHAapTaMn U PyKOBOAALLMMMN OOKYMEHTaMI
dbenepanbHOro opraHa UCMoNMHUTENbLHOW BNacTU B cdpepe 34paBOOXPaHEHUS:

- Ha dpegepanbHOM ypoBHe — begeparbHbIM OpraHoM UCMONMHUTENBHOW BacTu B cdoepe 3apaBooxpa-
HEHWSI; HE3AaBUCUMbIMU OpraHn3aLsiMm BHELLHE W OLUEHKM KaYecTBa KITMHUYECKUX NabopaTopHbIX UCCneaoBa-
HUAWX; HAUKMOHaNBbHBIM METPONIOTUYECKUM UHCTUTYTOM; pedepeHTHBIMU (3KCNEPTHLIMU) NabopaTopusiMi;

- Ha ypoBHe cybbekToB Poccumnckon eagepaummn — MECTHLIMU OpraHamMm yrpasnieHUs 34paBooXpaHeHn-
eM, X PYHKUMOHAlNbHbIMW NogpasgeneHnamMmmn, opraHamm no NUUeH3npoBaHuio MeguUUHCKON OeATeNTbHOCTHU;
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- Ha ypOBHe MeAULIMHCKUX opraHmn3alnm — pykoBoauUTenaMmm MmeauLnHCKUX opraHusaumm, sasegyroLln-
MW KITMHUKO-ANArHOCTUYE CKUMUW NabopaTopUsiMmiu.

B oTHOWEeHUN MeANLIMHCKUX opraHnsaunin, padboTatowmx Ha 0CHOBe A0roBopoB ¢ PoHOAOM 0bsA3aTeNbHO-
ro MeQULIMHCKOrO CTpaxoBaHUA, B Mepax Nno MEHEXKMEHTY KauecTBa KIMMHUYECKNX NabopaTopHbIX UCCneaoBa-
HUXA MOTYT NMPUHUMAaTL y4acTue opraHbl 3Toro gpoHaa 1M HasHayvyeHHble MU 3KkenepThl. [NpodeccuoHanbHbIE
opraHusauum cneynanncToB KMMHUYECKON NnadbopaTopHOU ANAarHOCTUKA MMEKOT NpaBo NpUHUMAaTL ydacTme B
pa3paboTKe NpeaioXeHnin no cCoBepLIeHCTBOBaHUIO KadecTBa NabopaTopHbIX MCccneaoBaHUM M BHOCUTb UX Ha
nobomMm ypoBHe ynpasfeHUs 34paBOOXpPaHEHMEM B COOTBETCTBUM C 3aKoHOAAaTeNbCTBOM POCCUMUCKOW
benepaunn ob oxpaHe 3a0pOBbA rpaXkaaH.

4.6 Mepbl No npuBeOeHUIO NMPaKTUKKU paboTbl B KNMUHUKO-OAUATHOCTUYECKUX nadbopatopusix B
COOTBETCTBUE HOPMATUBHbLIM TPpeOOBaHUAM

[MpUHUMNBI M NpaBuna, yCTAaHOBMEHHBIE HOPMAaTUBHBIMU AOKYMEHTaMMN CUCTEMBI YNPaBNeHUA KAaYeCTBOM
KNMMHUYECKUX NnabopaTopHbIX UccnegoBaHUN, oTpaXKaloT 0ObeKTUBHbIEe NOTPebHOCTHU obecnevyeHnUs TOYHOW
OLLeHKN COCTOSIHNA 300POBbA NAaLMEHTOB, KITMHUYECKOW ANarHOCTUKN Bone3Hen M MOHUTOPpUHIa s eKTUBHOC-
T NevyebHbiX Mep. CobnogeHne HOpMaTUBHBLIX TpeboBaHUA ABNSIETCS 00s3aTEeNbHBIM YCITOBUEM MPU akKpe-
anTaunmm  KNMHUKO-OUarHoCTUYeCKUX nadopatopui M NULUEH3UPOBaAHUM OeATeNbHOCT  MegULUHCKMUX
opraHusaunn. OTBETCTBEHHOCTbL 3a cobnNogeHNe HOPMAaTUBHBLIX TPEDOBAHMN HECYT PYKOBOAUTENN COOTBET-
CTBYIOLLUMX CTPYKTYP WU opraHusauun cuctembl 3gpaBooxpaHeHus. [lpu HecobniogeHUn HOPMAaTUBHBIX
TpeboBaHWUX opraHbl ynpaBneHus 34paBooxpaHeHnem Brpase:

- TpeboBaTb MPUHATUA OTBETCTBEHHLIMW NULAMWN OEUACTBEHHbLIX Mep Mo NpuBedeHUo NPakTUK gesi-
TeNbHOCTU KNUHNKO-AUArHOCTUYECKNX NabopaTopnn B COOTBETCTBUE C TPeOOBaHUAMN HOPMATUBHBIX OOKY-
MEHTOB;

- OCYLLUECTBNATb UHCNEKLMNOHHYIO NMPOBEPKY UCMONMHEHUS N B HEODXOAUMBIX CrydasiX NPUMEHATb CaH-
KU agMUHUCTPATUBHOIO Xapaktepa B COOTBETCTBUM C AEUCTBYHOLWMM 3aKoHOOATeNbCTBOM POCCUUCKOW
dbenepaunn n B npeaenax nonMHOMoOYNN, NpeayCMOTPEHHBIX NONOXKEeHUAMK 00 3TUX opraHax.
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