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Mpepgucnosune

Llenu v npuHumnbl ctaHgapTnsauun B Poccuiickoin ®eaepauuu ycTaHoBNEeHbl ®efepanbHbIM 3aKOHOM
0T 27 pekabps 2002 r. No 184-93 «O TeXHMYECKOM perynvpoBaHum», a npasuia NpUMMeHeHUss HaunoHaIbHbIX
cTtaHgapToB Poccuiickoin ®epepauun — FOCT P 1.0—2004 «CTtaHaapTusauus B Poccuiickoli ®epepayuu.
OCHOBHbIE NONOXEHUSA»

CBepgeHNs 0 cTaHgapTe

1 PA3SPABOTAH JlabopaTopueii Npo6nem KIMHUKO-NabopaToOpHOW AnarHocTuku FocyfapCTBEHHOro
o6pa3oBaTenibHOr0 yypexeHus BbiCLUEero npodeccuoHanbHOro obpasoBaHus MOCKOBCKON MeaULMHCKOW
akagemum uMm. .M. CeueHoBa (FTOY BMO MMA um. .M. CeueHoBa) Poc3apaBa. kadeapoii 6uoxumun rocy-
[apcTBEHHOro obpa3oBaTeIbHOro yYpexaeHus AoNoNHUTENBHOro NpodeccnoHanbHoro obpasosanuns (FOY
AMO PMATMO) Poc3gpasa. /leuebHo-peabunntaumoHHbiM LeHTpom Poc3apasa

2 BHECEH TexHn4yeckum KOMUTETOM Mo cTaHAaptu3aumm TK 466 «MepuumHCKne TexXHoNornm»

3 YTBEPXAEH N BBEAEH B ,LI,EI7ICTBI/IE Mpukasom PepepanbHOro areHTCTBa Mo TeXHUYECKoOMY
perynMpoBaHuio 1 metponoruy ot 18 geka6psa 2008 r. Ne 553-cT

4 BBEJEH BMNEPBbIE

NHopmanms 06 3MeHeHNAX K HacTosWweMy cTaHaapTy ny6avkyeTCcs B €XerofgHo usgaBaeMoM
MHOPMAaLMOHHOM yKasaTene «HauvoHanbHble CTaHgapThi». a TeKCT U3MEHEHUI 1 NONPaBoOK — B eXe-
MECSAYHO M3AaBaeMbiX WHDOPMALMOHHBLIX yKasaTensax «HauunoHasbHble CTaHaapThi». B cnyyae nepe-
cMOTpa (3ameHbl) UM OTMEHbl HACTOAWEro cTaHaapTa CoOTBeTCTBYyLee yBefoMeHne 6yaeT
ony6/1MKOBaHO B €XXeMeCcsYHO n3faBaemMoM MHhopMaLMoOHHOM ykasaTene «HaunoHanbHble cTaHAapThi».
CooTBeTCTBYylLaa MHhopMaLms, yBeoMIeHNE U TEKCTbl pa3MellanTCca Takke B UHpOpMaLMOHHO
cucTeme 0bLWwero nonb30BaHMsa — Ha opuumnanbHOM canTe defepasnbHOro areH TCTBa N0 TeXHUYeckomy
perynupoBaHuio 1 MeTPOorun B ceTu HTepHeT

© CraHgapTuHgopM. 2009

HacToswuii cTaHAapT He MOXeT 6bITb NOSIHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLManbHOro Usganus 6e3 paspelleHns ®efepasbHOIO areHTCTBa Mo TEXHUYECKO-
My perysimpoBaHuio 1 MeTposorim
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HALUVWOHA/NbHBLIN CTAHOAPT POCCUMNCKOMN OPELEPALMUMN

TexHonornu naﬁopaToprle KJIMHNn4eckne

OBECMNEYEHME KAYECTBA KIMTNHNYECKNX NABOPATOPHbIX I/ICCI'IELI.OBAHI/II7I
YacTtb 3

MpaBuna B3aMoAeicTBUA NepcoHana KANHUYECKNX nogpasaeneHunii n KITMHUKO-AMarHoCTUYeCKNX
nabopaTtopuini MegULNHCKNX OpraHu3aumii npy BbIMOSIHEHUN KITMHNYECKMX NTabopaTopHbIX
nccnenoBaHuii

Medical laboratory technologies. Quality assurance of clinical laboratory tests. Part 3. Rules for interaction between
personnel of clinical departments and personnel of climcat-dlagnostic laboratory m medical Institutions during fulfillment
of clinical laboratory tests

fata Beegenns — 2010—01—01

1 O6nactb NpUMeEHEHMNS

HacTtoswuii ctaHfapT ycTaHaB/MBaeT efiMHble MpaBuia B3auMOAENCTBUSA nepcoHana KIMHUYECKMX
nogpasgeneHuii U KANHUKO-AMArHOCTMYECKMX nabopatopuii MeauLMHCKMX opraHusauuii Bcex ¢opm
COOGCTBEHHOCTM NpU NPOBEAEHUUN KITMHUYECKNX 1aGoPaTOPHbIX NCCNenoBaHuii n ob6ecneyeHnmn x kKayecTsa,
COOTBETCTBYHOLLEr0 NOTPEOGHOCTAM 3PHEKTUBHOW MEANLMHCKON NOMOLM nauneHTaMm. Hactosawmii ctaHgapT
npegHasHayeH 419 NPYMeHeHUss BCEMU OPraHn3aunamMmmn 1 yupexaeHnsiMu, LessTeNlbHOCTb KOTOPbIX CBSA3aHa ¢
oKaszaHUeM MeWLMHCKOM NomMoLM.

2 HopmaTVBHbIE CCbINKM

B HacTosWwem cTaHAapTe UCMnosib30BaHbl HOPMaTUBHbLIE CCbIJIKU Ha crieayloline cTaHaapThl:

FOCT P NCO 15189—2006 JlabopaTopun MeauumHckue. CneymnanbHble TPe60BaHNS K KQ4ecTBy U
KOMMEeTEHTHOCTH

FOCT P 52623.0—2006 TexHON0rnun BbINOSHEHWUS NPOCTbIX MeAULUHCKNX ycnyr. OB6LLne NonoxXeHns

FOCT P 53079.4—2008 TexHonorMu knuHuyeckme nabopatopHble. ObecneyeHme KkayecTBa KANHU-
Yyecknx n1abopaTopHbIX nccnegoBanuii. HacTe 4. MpaBuna BefeHUS NpeaHaIMTUYecKoro atana

FOCT P 53133.1—2008 TexHonoruu kAnHuuyeckme nabopatopHble. KOHTPO/b KayecTBa KIMHUYec-
Knx nabopartopHbIx uccnefgosaHuii. Yacte 1. MNpepgesnbl fgonyckaeMbliX NOrpelwHoOCTel N3MEpPeHnin B K/IMHN-
KO-AMarHocTuyecknx naboparopusx

FOCT P 53133.4—2008 TexHonoruu kanHuuyeckme nabopatopHble. KOHTPO/b KavyecTBa KIMHUYec-

KMX nabopaTopHbIX uccnepoBanuii. Hactb 4. MpaBuna NpoBefeHNa KIMHUYECKOro ayamTa 3 eKTUBHOCTH
nabopaTopHOro o6ecneyeHnst AeATeIbHOCTU MeULMHCKAX OpraHn3aLuii

MpunmevyaHune — MNpy NONb30BAHNM HACTOAWMUM CTAHAAPTOM Liesecoo6pasHo NpoBepuTh feliCTBME CChINOY-
HbIX CTaHAapPTOB B MH(OPMAaLNOHHOI cucteme o6LLero Nonb3oBaHNs — Ha oduumanbHOM caiiTe ®efepanbHOro areHT-
CTBa N0 TEXHNYECKOMY Pery/iMpoBaHuio 1 MeTponornm B ceT VIHTEpHeT WK N0 eXeroHo n3faBaeMoMy NHPOPMaLNOHHO-
My yKkasaTesnio «HauuoHa/bHble CTaHAapTbli», KOTOPbIi ONy61MKOBAH MO COCTOSIHMIO Ha 1 AHBapsA Tekyuiero roga, U no
COOTBETCTBYOLWMUM €XEeMECAYHO n3aaBaeMblM UHDOPMALMOHHBIM yKka3aTensiM, ony61nkoBaHHbIM B Tekyliem rogy. Ecnm
CCbI/IOYHBIA CTAHAAPT 3aMeHeH (M3MEeHeH), TO NPU NONb30BaHNN HACTOSL MM CTaHAapPTOM C/iefyeT pPyKOBOCTBOBATLCSA 3a-
MeHAWNM (M3MEeHEHHbIM) CTaHAapPTOM. EC/IM CCbINOYHbIV CTaHAapT OTMeHeH 6e3 3aMeHbl, TO MOJI0XKEHNEe, a KOTOPOM Aa-
Ha cCblflka Ha Hero, MPUMeHsIeTCs B YacCTu, He 3aTparuBatoLlleil 3Ty CCbISKY.

N3paHne opuynanbHoe
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3 B3aumopeincTBmne KAMHMYECKOTO 1 NabopaToOpHOro nepcoHana
NpW BbIMOJIHEHUW KIMHWYECKMX NabopaTopHbIX uccnefoBaHuii

3.1 O6wue nonoxeHns

LlEHbIO Ha3Ha4vYeHUsa 1 BbINOJIHEHNA KNUHNYECKUX na6opaTopr|x I/ICCJ'Ie,CI'OBaHI/IVI ABnAeTcAa nonyyeHune
[lOCTOBEpHOIi 1 CBOEBPEeMEeHHOW nabopaTopHoli nHhopmaLn 06 N3MEHEHNUAX COCTOAHUA OnpeaeneHHbIX
hM31M0N0rMYECKUX CUCTEM 1 OPraHoB NauveHTa, MMeLWnX NPUYNHHO-CNEeACTBEHHYIO CBA3b C Npejnonarae-
MbIM NN pa3BUBLUMMCA NaTosiorM4ecknm npoueccom.

PesynbTatbl KIMHUYECKUX NabopaTopHbIX UccnefoBaHWii UCMONb3YT ANS BbIABAEHWA NATONMOMUU,
yCTaHOBMeHNA gnarHo3a 6051e3H1, Bbibopa He06X0ANMBbIX 1evebHbIX MepPonNpUATHIA, KOHTPONSA 3a athhekTnB-
HOCTbIO Mep NleyeHuns, onpejesieHns NporHosa 3abonesaHus.

KnuHunueckne nabopaTopHble NccnefoBaHns ABNAIOTCA 0OLUM Ae/I0M K/TMHUYECKOro 1 1abopaTopHOro
nepcoHana. PasgeneHvie oyHKLMIA 1 OTBETCTBEHHOCTY MeXAY HUMMW 3ak/ioyaeTcs B TOM. YTO nabopaTopHbiii
nepcoHarsn BbINOJIHAET HEOOX0AMMbIe aHaIMTUYeckne nNpoLeaypsbl, OLeHMBaeT JOCTOBEPHOCTL U NpasBaono-
[06ue pe3ynbTaTtoB MCCMeA0BaHWNA, a KAVHUYECKWIA NepcoHan oCyL|ecTBAseT Ha3HavyeHne nabopaTopHbIX
TecToB, MOATOTOBKY NaUMEHTOB K WX NpoBeAeHuto, B3ATME 06pasLoB 6GuomarepuanoB, OKOHYATE/bHYO
WHTepnpeTaLuio pe3ynbTaToB UCC/eA0BaHNA N MPUHATAE HA NX OCHOBE KIVMHUYECKNX PeLUeHWiA.

CornacHo TOCT P NICO 15189 npaBunbHOe Ha3HayeHne nabopaTopHbIX TECTOB M COBNI0AEHVE NpaBu
npeaHannTM4eCcKoro atana nepcoHanoM KAMHUMYeCKMX nogpasgeneHunii ABnaTcA HeNnpeMeHHbIMU YC0BUS-
MV LenecoobpasHoi [eATesIbHOCTU K/IMHUKO-AWarHoCTUYeCKoW nadopatopum U NONyYeHUs afeKBaTHOi
na6opaTtopHoil nHhopmaLumn. NMocToaHHOe B3avMoeiicTBME KAVHNYECKOro 1 nabopaTopHOro nepcoHana Ha
BCEX aTanax NpoBefeHUs KIMHUYECKUX NabopaTopHbIX KCCnefoBaHWii He06X0ANMO ANsA obecneyeHns ux
Tpebyemoro KayecTsa 1 paLMoHasbHOro MCNosib30BaHns ANs 3(EKTUBHOIO OKasaHsa MeANLMHCKOR NomMo-
WK1 naymeHTam. Hactosilwmii ctaHaapT ycTaHaBIMBaeT nNpasBuia KOHCTPYKTUBHOIO B3aWMOAEWCTBUSA KIUHW-
4yeckoro 1 nabopaTopHOro nepcoHana npv BbINOSIHEHUW KNNMHUYECKMX NabopaTopHbIX NCCNe0BaHWiA.

4 TMMpaBuna B3auMoAeNCTBUS NepcoHana KAMHUYEeCKUX nogpasaeneHui
N KTUHUKO-AMarHocTuuecknx nabopaTtopuit MeguUUHCKUX opraHusayuii
Mpu BbINMOTHEHUMN KIMHUUYECKUX NabopaTopHbIX MCCnefoBaHNi

4.1 MpUHUUNBI 1 UeNM B3aMMOZAECTBUS NMepcoHana KMHUYECKUX MoApasfesieHnin n KAMHu-
KO-AMarHoCcTUYeckux naéopaTopuii MeaULNHCKUX OpraHm3aLuii

HacToswuii cTaHaapT ycTaHaBIMBaeT NPUHLMMBI U MOPSA0K B3aNMOAeiCTBIA NepcoHana KMMHNYeCKUX
nogpasfeneHuii u KNMMHMKO-AnarHoCcTUYecknx naboparopuii MegULMHCKMX OpraHn3auuii, HanpaseHHble Ha
co3fiaHne ycrioBuii, o6ecnevnBaroLLnX:

- nonyyeHne pesynbTaTtoB NabopaTopHbIX UCCAefOoBaHWi, [OCTOBEPHO OTpaXalwLlMx COCTOsHuE
o6cneayemblx NauneHTOB;

- pauvoHanbHoe Wcnonb3oBaHue nabopaTtopHoi uHopmauum Ana NoBbiWeHNS 3G EeKTUBHOCTM
MeZANLNHCKOM MOMOLLY.

PauvoHanbHoe ncnonb3oBaHe BO3MOXHOCTEN KIMHUYECKOW nabopaTopHOl MeaNLMHbI 418 pelleHuns
KTMHWYECKNX 3aay onpeaenseTcs KOHCTPYKTUBHbLIM B3anMOAEeCTBUEM COTPYAHUKOB KNMHUYECKUX Noapas-
AeneHnii N KNNHUKO-JMarHocTuyeckmx naboparopwii:

- Npu BbIGOpe U HazHayeHun nabopaTopHbIX TecToB, Hanbonee VMHPOPMATUBHBLIX B OTHOLIEHUN KOH-
KpeTHoro criyyas 3aboneBaHus naumeHTa;

- NpaBUIbHOM NPOBEAEHUN NPeaHaNNTUYECKOro aTana AN UCKIIYEHUS BNSHUSA OTKIOHAOLWMX thak-
Topos no NOCT P 53079.4;

- BbIMO/IHEHNM YacTu NabopaTopHbIX NCCeA0BaHNI NMePCOHasIOM KMHUYECKX nogpasgenenuii [1];

- NpaBUIbHOW NMHTEpNpeTauny NoayYeHHbIX 1abopaTopHbIX pe3y/ibTaToB C y4eTOM TOYHOro cobntoge-
HUS YC/OBWIA MpeaHannTUYecKoro atana, KAMHWYecKol MHC(OPMATUBHOCTM MPUMEHEHHbIX NabopaTopHbIX
TecTOB, NPOBOAUMBIX Ne4ebHbIX BO3A,eCTBUiA;

- BBEJEHNN B NPAKTNKY HOBbIX 1ab0OpaTOPHbIX TECTOB;

- NPOBEAEHMN KIMHUYEcKoro ayamta 3heKkTMBHOCTM nabopaTopHOro obecneyeHnss MeanLMHCKOMN
nomowy no NOCT P 53133.4.

2
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4.2 OnTMMM3auusa HasHavyeHus na6opaT0prlx TecToB

OCHOBOI1 4151 ONTUMKU3ALMM HA3HAYEeHUS1 1abopaTopHbIX TECTOB ABMSIETCA cMCTEMA NPOTOKO/IOB Befe-
HUS1 6OJIbHBIX C OnpeAesieHHbIMM DOpMamMu NaTonorMu N CTaHAAPTOB MeAMLMHCKOV NOMOLLM, npegycmaTpu-
BalOWMX BbIGOP Haubosiee WHMOPMATUBHLIX TECTOB MNPUMEHUTENILHO K NpeanofiaraemMoi wuimM yxe
pas3BuBLUelica naTonoruu, rM6koe NPUMEHEHEe YCTAHOB/IEHHOTO anropuTMa N1a6opaTopHOro 1ccnefoBaHus,
pauMoHa/bHY0 YacToTy MOBTOPHbIX UCCNE0BAaHMWIA 1 NapaMeTpbl MHTepnpeTaLnn ux pesynbtaToB. Paspa-
60TKa NPOTOKO/I0B BeAeHUs 60/IbHbIX C OnpeAesieHHbIMY hopMamMmn NaTos1orMm npegycMarpmsaeT UCnosb30-
BaHWe KIUHUYECKUX PYKOBOACTB, OCHOBAHHbLIX HA MPUHUMNAX A0Ka3aTe/IbHON MeAWLVHbI, & B OTHOLIEHWUN
UCMOMb30BaHUsi N1abopaTopHbIX TECTOB — HA MOMIOXEHUSX [0Ka3aTeslbHOW Na6opaTopHOW MeAULMHBI.
O6bem nabopaTopHbix 06CNeA0BaHUI NPU AMArHOCTUKE 3a60/1eBaHNs Y MOHUTOPUHIE COCTOSIHUS NaLMeHTa
[O0/IKEH 0TBeYaTh MPUHLMNY PasyMHO AOCTATOYHOCTU.

BnaHki HasHadeHusi NabopaTopHbIX TECTOB AO/KHbI CoAepXaTb MH(opMaLuio 0 npeanonaraemMoi
naTosiorum Ans opveHTauuM paboTHUKOB NabopaTopuu Ha peLleHune AMarHoCTUYecKol 3a4ayun ¢ NoMoLLbo
HasHauyeHHOro nabopaTopHoro TecTa. MNpu nonyyeHun naéopartopueii pesynbTaToB UCC/Ief0BaHWiA, oTpaxa-
IOLLMX CYLLLECTBEHHbIE OTK/IOHEHUS 1a6oPaTOPHbIX NoKa3aTesieil 0T HOPMbI, HO HE MOATBEPXAAIOLWMUX NEPBO-
HayasbHOe [MarHocTMYeckoe MpeanosioxeHne, 1abopaTopHblii CneumanucT BnpaBe BbINOJHUTL C
UCMNo/b30BaHMEM [OCTAB/IEHHOTO B NlabopaToputio o6pasua 61Mooruyeckoro MmaTepuana gonoHUTENbHbIe
VccnefoBaHus, Hanpas/ieHHble Ha CKOpelillee YTOYHEHWe AuarHo3a WM OLEHKYy COCTOSIHWSI MauueHTa,
MHhopMUpoBaB 06 3TOM Bpaya, Ha3HauMBLIero na6opaTopHoe o6cnefoBaHne NauyeHTa.

Mpu BbIGOPE Na6OPATOPHbLIX TECTOB C/leAyeT UCMO/b30BaTh NPUHLMMLI OLEHKN UX KNIMHUYECKO nHdop-
MaTMBHOCTU. BeieHne 60/bHLIX B KAXA0W KOHKPETHOW MEAULMHCKO OpraHm3aumy f0/IXHO OCYLLEeCTBNATLCS
B COOTBETCTBMU CO CTaHAAPTAMU MeAWLVHCKON NOMOLLM 1 NPOTOKONaMn BEAEHNS 6O/bHbIX NPY KOHCYbTa-
UMK ¢ N1abopaTopHbIM NepPCOHA/IOM B OTHOLLEHWUU MOPSAKA BbINO/IHEHNUS HEO6X04MMbIX TECTOB:

- B Nnabopartopun KOHKPeTHO MeAMLMHCKOW opraHu3aumy B COOTBETCTBUM C ee KIMHUYECKUM Npodu-
new;

- B 3KCmpecc-nabéopaTopun, NPUGIVXEHHON K MeCcTy OKa3aHusi MoMoLy GOSIbHBIM, HaxoAswmMMcs B
KPUTUYECKNX COCTOSHUSIX:

- MepcoHasioM K/IMHMYECKOro MoApasfeneHnss C  NpUMEHeHMeM MNOPTATUBHbLIX aHaUTUUECKNX
YCTpOICcTB, NpeAHa3HauYeHHbIX A1 NPOBEAeHUs «MUCCefoBaHuii N0 MeCTy SieueHusi» npu Heo6XoAUMOCTM
3KCTPEHHOTO BbINOIHEHNS UCCIEL0BaHWIA:

- B LEHTpa/In30BaHHOI nabopaTopum nNpu Heo6Xo4UMOCTY NPOBEAEHUSI UCCIeA0BaHNIA, He BbINOJHSsIe-
MbIX B KOHKPDETHOM YUpexaeHuu.

B MeAMLMHCKOW opraHu3aLum 4oMxKHbl 6biTb YCTaHOBMEHbI (DOPMbl NPOTOKO/IOB BEAEHUSI GOMBHLIX U
6/1aHKOB Ha3Ha4yeHUii MccnefoBaHuii, CPOKU NPefoCTaBEHNs] Na6opaTopHbIX Pe3yNbTaToB C yY4eTOM Kak
COBGCTBEHHOrO BpPEMEHW aHasiv3a, Tak U BPEMEHU MNpe- U MOoCTaHa/IMTUYECKOro 3Tanos, KOTOpble AO/KHbI
6bITb NpUBEAEHLI B PYKOBOACTBE MO KAuecTBy WM APYroM YCTAHOB/IEHHOM [JOKYMEHTE.

4.3 Ob6ecneyeHne oNTUMaNbHbIX yC}'IOBI/IVI BeAeHNA npeaHa/IMTUYeCKOro atana

[ns onTmanbHOro NpoBeeHua npeaHanMTuyeckoro atana cornacHo FOCT P 53079.4 npu pasnuyHbIX
BUAAX WCCefoBaHUii B MeAMLMHCKOM opraHu3auun npy yyactum nabopaTtopHbIX CNeumannctos [OMKHbI
6bITb paspaboTaHbl NOAPOOHbIE WHCTPYKUMM ANA MaLMeHTOB U KMHWYECKOro nepcoHana no noaroToBke
nauveHToB K NpoBeeHnio NabopaTopHbIX TECTOB pas3/INYHbLIX BUAOB, Npasuia B3ATMA 06pasLos buomarepu-
anoB. yCNIOBUA UX NePBUYHON 06paboTKM, KPATKOCPOYHOrO XpaHeHUs 1 TpaHCNopTUPOBaHWA B 1abopatopuio.

4.4 NMpaBuna pa3paboTKy 1 BbINOHEHNUSI TEXHO/IOTMUYECKUX KapT KANHUYECKUX NaBbopaTopHbIX
nccnefoBaHuii

KnuHuyeckoe na6opatopHoe vccrefoBaHue NpeactaBniseT co6oii efuHbI npouecc, COCTOAWMA U3
XECTKO B3aMMOCBS3aHHbIX 3TanoB U 0XBaTbIBAKOLWNI feATeNIbHOCTL He TO/IbKO N1a6opaTopHOTo nepcoHana,
HO W COTPYAHUKOB KAVHWUYECKMX NoAapasfenieHunii. Kaxablii y4acTHUK 3TOro mpolecca AO0/MKEH MOHWMaTb
a6Cco/MOTHYI0 HEO6XOAMMOCTb TOUHOTO BbINO/IHEHUS! CBOEI (DYHKLMK 1 CBOEH YacTh TEXHOI0TMYECKMX onepa-
LWii ANA NONyYeHWst [OCTOBEPHOTO KOHEYHOro pesynbTaTta, HeCTU JIMUHY0 OTBETCTBEHHOCTL 3a CBOK 4YacTb
o6ecneyeHuns kayecTBa 1abopaTopHOro UCCNEeA0BaHNS U ero MOCTOSHHOTO Y TyULIeHUs.

Cnoco60oM AOCTMKEHUSI B3aMMOCBSI3M BCEX YHACTHUKOB PasfiNuHbIX 3TAMNOB KAMHMYECcKoro naboparop-
HOrO NCCNef0BaHUS CNYXUT pa3paboTka TEXHO/IOTMYECKMX KapT Ha OCHOBE CEeTeBOl MoLEeNn TexHoIornyec-
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KOro npotecca no Kaxaomy M3 BUAOB UCC/ef0BaHUSA 1 MpaKkTMYyeckoe ux npumeHeHue. B TexHonornyeckme
KapTbl AO/KHbI ObITb BHECEHbI BCE NOC/iefoBaTe/IbHbIe onepauun u npouesypbl, NpeaycMOTPEeHHblE HOpMa-
TUBHbIMW  AOKYMEHTaMW M0 TEXHOMIOTUAM MPOCTbIX WM  KOMMIEKCHbIX MEAULUHCKAX YCAyr no
FOCT P 52623.0: oT noAroToBK/ NaumneHTa k 06¢cnefoBaHunio 4o AOCTaBKy pedysibTaTa UcciefoBaHus B Kn-
HMYeckoe oTAefnieHne 1 NoABeAEeHNS CTaTUCTMYECKMX N XO3ACTBEHHbIX UTOTOB NPOBEAEHHON paboTbl. Mpu-
MEHUTENbHO K Kax[O0il onepauumn LO/KHbl OblTb NPUBELEHbI AaHHbIE O MECTe U NPOAO/IKUTENBHOCTU ee
npoBefeHusl, UCNONHUTENE, a Takke O MnokasaTensax kadecrta. o Kaxaomy aTany B KapTy AO/IKHbI ObITb
3aHeceHbl NpefocTepexeHns 0 TUMMYHbIX TEXHOTOTUYECKUX HapyLleHusX, a B 3aBeplueHne Bcero npouec-
ca — npeanoXeHnss 0 BO3MOXHOM COBEPLUEHCTBOBAHUW TEXHOMOMMU. [LO/KHbI BbiTh ONpeaenieHbl Mepbl KOH-
TPONs 3a npaBWIbHbIM BbIMOIHEHMEM 06cfefoBaHUA nauMeHTa W  nNpefycMOTPEHO MNOCTOSIHHOEe
COBEpLUEHCTBOBAHME KayecTBa BbINO/IHEHUS UCCNef0BaHuiA.

CTpyKTypa v cofepxaHue TEXHOOrMYecKoli KapTbl AO/MKHbI ObIThb TLATe/IbHO 060CHOBaHbI 1 cornaco-
BaHbl CO BCEMU y4yacTHMKamu npouecca o6cnefoBaHns — paboTHUKamu nabopaTopuv 1 KTUHUYECKMM Mep-
coHanoMm. ®opMbl TEXHONIOTMYECKMX KapT W npasBuna WX 3anO/HEHUS AO/DKHbl ObiTb MNpPUBEAEHbI B
PykoBopacTBe no kayecTBy.

4.5 B3anmogeiicTBre M1a6opaTOPHOro M K/MHWMYECKOTo MepcoHasia Mpu BbIMOJIHEHWM HacTu
uccnefoBaHuii BHe naéoparopun

Mpy opraHn3aummn BbINOMHEHUSA YacTn KCccnefoBaHnii HeNocpeACTBEHHO B KNIMHWYECKMX nogpasgerne-
HUSAX UX MePCOHa/IOM C MPUMEHEHWEM CPEeLCTB UCC/IeA0BaHWi N0 MeCTy NeYeHUst LO/HKHO 6blTb 06ecneyeHo
cornacHo [1J:

- cornacoBaHve mexay 3asBefylolm nabopaTtopuein U pyKoBogUTENAMU KNUHWYECKUX nogpasgene-
HWI1 NepeYHs nccnefoBaHuii u CpeacTB UX BbINOIHEHUS (OMAarHOCTUYECKUX NOI0COK, UMMYHOXpomartorpadu-
YecKkux KacceT, 6UOCEHCOPOB, OTpaXaTesbHbIX UM abcopOLUMOHHbLIX (DOTOMETPOB);

- o6yyeHne nabopaTopHbIMK crneunanucTamy KAVMHUYECKOro nepcoHana, KOTOpoMy nopy4yaeTcs
BbINOJ/IHEHVE MCCNEeA0BaHNA N0 MeCTY SlIeYeHUs C NPUMEHEHNEM NOPTATUBHbLIX aHaIMTUYECKNX YCTPOICTB;

- cucTemaTuMyeckoe OCYLLeCTB/IEHWE Mep KOHTPO/SA KayecTBa WCCNefOoBaHWi, BbIMOSHAEMbIX BHE
na6opatopumn (MpMMEHEHME KOHTPOJIbHbIX MaTepuasioB; COMOCTaB/iEHWE pPe3yNbTaToB, MOSIYYEHHbIX BHE
nabopatopuu, ¢ nabopaTopHbIMU AaHHbIMW);

- cuctemartmyeckoe obeyxaeHne adhekTMBHOCTM BHeNabopaTopMOro BbIMO/IHEHUS UCCef0BaHWiA
KOHCYNbTaTUBHOW rpynnoii, cocTosLwei U3 npeacrasmTenein nabopaTtopumn n KNMHNYECKNX noapasgeneHuii.

Mopsaok opraHn3aLummn BbINOIHEHUS NabopaToOPHbIX NCCef0BaHWi NepCoHanIoM KNMHUYECKMX noapas-
[eneHnin fomkeH 6biTb YTBEPXAEH PYKOBOACTBOM MEAMLMHCKONM opraHv3anmmn n npusegeH B PykoBoacTee no
KayecTBy.

4.6 B3aMmogeicTBMe K/IMHMYECKOro 1 NabopaTopHOro nepcoHana npv BBeAEHUU B NPaKTUKY
HOBbIX N1a60PaTOPHbLIX TECTOB

BBefeHne B NPaKkTUKy HOBbIX 1a60paTOPHbLIX TECTOB A0/IKHO OCYLLECTBNAATLCA HAa OCHOBE B3aUMHbIX
KOHCYNbTauuii Mexay nabopaTtopHbiMy cneuranncTamm n KIMHALMCTaMmn C y4eTOM AaHHbIX AoKa3aTe lbHO
MeauLMHbIL. Mpy oLeHKe CBOCTB HOBOTO TeCcTa HEOGXOAMMO YUMTbIBATL aHANIMTUYECKYIO HALEXHOCTb METO-
[a nccnefoBaHuns (TOYHOCTb, YYBCTBUTEbHOCTb, CNELMUYHOCTb), KITMHUYECKY0 MHG)OPMaTUBHOCTL UCCre-
[0BaHUS NPUMEHUTENBHO K pasiMyHbiM dopmMam nartosiorum, cobnogars TpeboBaHUsS K CBOEBPEMEHHOCTM
npefocTasneHns nabopaTopHoi nHhopmaLmn.

Mpu BBELEHUN NaGopaTopueil HOBOrO MeToAa WCCNEeL0BaHUA AO/XHbI 6biTb TLWATENBHO U3YYeHbl U
[oBefleHbl 10 CBeAEeHNS KIMHUYECKOTO nepcoHana pedepeHTHble Npegesbl, CBONCTBEHHbIE 3TOMY MeToAy,
BO n3bexaHne oWmnboYHON nHTepnpeTaunm pesynbTatoB UCCnefoBaHNA.

4.7 B3aI/IMO,qu7ICTBI/Ie KTMHN4YeCKoro Mna6opaTopHoro nepcoHas1a Ha NoCTaHa/INTU4YeCKOM 3Tane

4.7.1 NMpaBuia OUEHKN NPUEMSIEMOCTU pe3y/ibTaToB KMHUYeCKux nabopaTtopHbIX nccregosa*
HWIA

PesynbTatbl nabopaTopHbIX MCCNefoBaHWi, NpefocTaBnsemble KAMHUYECKOMY NepCcoHany uam nauu-
€HTY. AO/IKHbl AOCTOBEPHO OTPaxaTb COCTOSIHME BHYTPEHHel cpefbl 06cnegyemoro naunenTa. o Bbigayn
n3 nabopaTtopuu pesynbTaTbl NCCNEf0BaHNIA [OMKHbI GbITb NPOBEPEHbI Y OLEHEHbl OTBETCTBEHHbIM 1abopa-
TOPHbIM CNEeLUanMcToOM — BPavoOM KMHUYECKOo) N1abopaTopHOW ANarHOCTVKN — Ha [LOCTOBEPHOCTb M NpaB-
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Jonopfobue nx feincTBUTENbHBIX 3HAYEHW, CONOCTaB/IeHNe C pesynibTataMu 4pyrux n1abopaTtopHbIX TECTOB,
BbIMOMIHEHHbIX aHHOMY NauWeHTy B NpeAblaylinii nepuog unv napannenbHo B TOT Xe AeHb. [pu oueHke
pe3ynbLTaToB MCCMeAoBaHWili B nabopartopun AO/MKHbI YYUTbIBATLCA TeXHOMOrMyeckne, 6Guonoruyeckme un
natogusnonornyeckne aktopbl, CNOCO6HbIE Bbi3BaTb OTK/IOHEHUE MOJTYYEHHbIX 3HAYEHUI OT JO/MKHBIX B
cootBetcTBumn FOCT P 53133.1.

Bblgaya pe3ynbTaToB 1abopaTopHbIX UCCNef0BaHWI KNIMHUYECKOMY NepcoHany Wi nauneHTy gonyc-
KaeTcs nocnie OLeHKN X NPMemMAEMOCTH, NNLWb NPU YCNOBUW UX YTBEPXKAEHUS OTBETCTBEHHLIM nabopaTop-
HbIM cneynanncTom, 4TO 3aBepseTcs ero MoAMnuCbio (B ciyyae nepefayn NO KaHanam 3/1eKTPOHHOM
CBSA3M — 3/1EKTPOHHOWN NOANUCHIO).

4.7.2 ®daKTopbl, BAUSKOLWME Ha pe3ynbTaT 1abopaTtopHOro Tecrta

Mpy nHTepnpeTauun pesynbLTaToB N1abopaTopHOro UccnefoBaHna A0/MKHbI ObiTb NPUHATHI BO BHUMAa-
Hve cnegylolive acnekTbl hn3nonorMm n metabonnsma:

a) ansa ananuTa:

1) cTpykTypa wau npupoja aHanuta,
2) UCTOYHWUK;
3) pacnpegeneHvie B opraHusme;
4) cnocob BbIBEAEHUSA WM IKCKPeEL WK,
5) 6uonornyecknii NoNynepuos, XusHu;
6) KOHTPO/IbHblE MEXaHU3Mbl;
7) dhmsmonormnyeckas Bapuaums.
6) ANA NekapcTs:
1) cTpykTypa:
2) obbem pacnpegeneHus n papMakokMHEeTHKa,;
3) cBA3bIBaHME C 6ENKOM;
4) aKTuBHble MeTaboNuTbl;
5) KNUpeHc;
6) B3aumopfeincTsue C APYrMMun nekapcTeamMmmn, KOTopble MOryT BAUATbL HA GUOAOCTYMHOCTb.

Mpy OueHKe BO3MOXHbIX MeXaHW3MOB OTK/IOHEHWS pe3ynbTaToB NabopaTtopHbIX MCCNefoBaHuii oT
napaMeTpoB, CBOWCTBEHHbIX COCTOSHWIO 3[40POBbA, CreAyeT YUnTbiBaTbh B/AMSHWE NaTonormyeckmx gakro-
poB:

a) NOBbILEHVE UMW MOHMKEHVE MOCTYNNEHNS aHanuTa B AaHHY GMOXUAKOCTb MOryT 6biTb 06yC/0B-
NeHbl:

1) KONMYECTBOM TKaHW, B KOTOPOI @aHaINT CUHTE3UPyeTCs;

2) CKOpOCTbIO CMHTE3a,;

3) M3MeHeHvneM [OCTYMHOCTK cybeTpara,;

4) HapylweHuem nyTu meTabonusma:

5) BTOPWMYHOCTbHIO MO OTHOLLEHWIO K U3MEHEHWAM B CTUMY/TMPYIOLLNX NN TOPMO3ALMX KOHTPOSIbHBIX
MexaHu3max;

6) MpPOHMLL@eMOCTbIO Kanuinspos:

7) NPOHMLLAeMOCTbI0 K1EeTOK (Hanpumep, Npu NoBpeXAeHNW KNeTok);
8) npAmbIM BAMBaHNEM (BHYTPUBEHHbLIM BBEAEHVEM);

9) abcopbumeii N3 KULLIEYHMKA UM MecTa BBEAEHWS;

10) cocygucTbiM Uan numdaTnyeckm ApeHaxXoM TKaHu;

6) MOBbIWEHNE WV CHWXEHVEe yAaneHus aHanmTa u3 6uoXunakocTu, B KOTOPOI NpOBOAUTCA n3mepe-
HVe. MPOVNCXOANT BCNeCTBME U3MEHEHWI B CKOPOCTU KaTabonnsma n CKOPOCTU IKCKpeLuu:

B) U3MeHeHVe o6bema pacnpefeneHns aHanuta (Hanpumep, USMEHeHUs B rugpatauum naumeHTa);

r) U3MEHEeHWs B CTPYKType WM akTMBHOCTU aHanuta. Befylune K YCUIeHUI0 WK MOHMKEHWUIO CTENeHn
ero getekymmn aHaMTUYeCcKol CMCTEMON (HanpyMep, 3MEHeHNe CBA3bIBaHUA C 6eKoMm).

4.7.3 KpuTuyeckne 3HavyeHuUs pe3ynbTaToB /1abopaTopHbIX aHaIM30B, BbIMNO/IHAEMbIX MO XWN3-
HEHHbIM NoKasaHuUAM

Mpy nonyyeHun B nabopatopmmn 3HauYeHWii pe3ynbTaToB N1abopaTopHbIX UCCNEeA0BaHWA, OTpaKaroLmx
N3MeHeHUs AeATeNIbHOCTU (PU3N0MIOTNYECKUX CUCTEM, YTpOoXaloLine XU3HN nauymenTa (Tabnuua 1). nabopa-
TOPHbI/i NepcoHasn AO/MKEH HEMe/IeHHO MHAOoPMUpPoBaTbh 06 3TOM KAMHWUYECKUIA nepcoHan AN NPUHATUNA
HEeobX0ANMBIX Mep NeyveHns.
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Ta6nuua 1— /labopaTopHble NCCNeAf0BaHNSA, BbINMOMIHEMbIE MO XU3HEHHbIM NOKa3aHUAM, N KPUTUYECKNE 3HAYEeHUS
pe3ynbTaToB NabopaTopHbIX aHann3oBs, Tpebylolmne HeMeaNeHHbIX AeACTBN

Mokasatesnb KpuTuyeckoe 3HaveHve
Femartonorua
Fematokput < 14 % vnn > 60 %
NeikoynTbl <2.0-10*/ny HoBOro nauneHTa unu pasHuua B 1.0 +1090 no cpaBHeHUtO

Cc npeablaywuM aHanmsom npu yposHe 4.0 108n
>S0.0-10% y HOBOro nayueHTa

Ma3sok kpoBu Hanuune nelikeMnyecknx KneTok (NporpaHynounTos unm 6n1acTos)
TpombouunThl < 20.0 «10*/n nan > 1000.0 10*/n
PeTukynouunTtsbl > 20 %
MpoTpom6nHOaoe Bpems >40c
Mukpobuonorus
KynbTypa Kposu nonoxnTenbHas

Okpacka no Fpamy nuksBopa v APYrux Xuh- NOMOXWUTeNnbHas
KocTell (nneBpasbHON, CUHOBUABHOW)

Buoxumusa

B nnasme:
6unnpybuH > 18 Mr/100 MmN (HOBOPOXAEHHbIN)
TPOMNOHUH T > 0.1 Hr/mn
KK-MB > 6 % akTnBHOCTU o6uwei KK
Kanbunii < 6 Mr/100 mn vam > 13 mr/100 mn
rnokosa K 40 mr/100 mn unu > 500 mr/100 mn
choccarthbl < 1mMr/100 mn
Kanwuit < 2.5 mmonb/n unn > 6.5 mmone/n
HaTpuii < 120 mmonb/n nnn > 160 mmons/n
6ukapboHarthbl < 10 mmonb/n unun > 40 mmonb/n
O-aumep > 500 mKkr/mn

B apTepuanbHoii unAn KanunnsapHoi Kposu:
pOr <40 Mm pT. CT.
pH <7.2vnn>76
pCo02 <20 MM pT. CT. uan > 70 MM pT. CT.

MpUHATUE AUArHOCTUYECKUX U NIeYeGHbIX pelleHnii Ha OCHOBe NoslyyYeHHoli nabopaTopHoi MHopMa-
LMK. CONOCTaBIEHHON C HAGMIOAEHNAMUN KMHULMCTA W AaHHBIMU APYTUX 06 bEKTUBHBIX CMOCO60B AMArHOCTU-
K. SIBNSieTC nNpeporaTMBoii U 06A3aHHOCTHI0 Bpayell KAMHUYecKMX noapasgesneHuii. MonHoueHHoe
1cnosib3oBaHne 1abopaTopHOi MHhopMaLMn NPy NPUHATUN KITMHUYECKUX PELLEHWIA CNYXWUT OAHUM W3 YCo-
BUIA 3h(PEKTUBHOM MeULMHCKON NOMOLLM NauueHTam.

4.8 MpoBeAgeHME KIMHMYECKOTO ayanTa 3dheKTMBHOCTUN /TabopaTOPHOro o6ecrneyveHnst neveo-

HO-,CI.I/I&FHOCTI/IHECKOVI AeATeNNIbHOCTN MeaAULUNHCKNX opraHm3a|_|,|/||7|

MonHoueHHOCTb nabopaTopHOro obecneyeHns nevyebHo-AMarHoCcTUYECKoro npouecca B MeanLMHCKMX
opraHv3aumsax onpegenseTca CnekTpoM KAWHUKO-AMarHOCTUYECKUX UCCefoBaHuiA, BbINO/IHAEMbIX B nabo-
paTopun, Ka4eCTBOM WX BbINOJIHEHUSI, CBOEBPEMEHHOCTbLIO NPeAoCTaB/IeHNs pe3ynbTaToB UCCNef0BaHUNA.
[na KOHeYHbIX pe3ynbTaToB AesATeNIbHOCT MeULNHCKUX OpraHu3aLmii No okasaHuio MegnLMHCKOR NoMOLLM
HaceneHnio 1 NCXoA0B 3ab0/ieBaHNi He MeHee CyLeCTBEHHbl MPaBUIbHOCTb Ha3HavyeHus nabopaTopHbIX
nccnefoBaHuii, NOMHOLEHHOCTb MHTepnpeTauun N1abopaTopHbIX AAHHbLIX KIMHWLMCTaMU WU pauuoHasibHoe
ncnonb3oBaHne Mn NabopaTtopHoi MHopMaLUU NPU NPUHATAN GUArHOCTUYECKNX U NeYebHbIX peLueHnit.
CoBMeCTHOe NpoBejeHNe KNMHULMCTaMK 1 nabopaTopHbIMU CneLanncTamm KNnHMYeckoro ayanTa, To ectb
06BEKTUBHOW 1 BecnpucTpacTHOl oueHKn 3dheKTUBHOCTU obecneyeHns nevyebHO-ANarHoCTUYECKoro npo-
Lecca nabopaTtopHoil MHhopMaLmein n ncnonb3oBaHUsA 3Tol MHOPMAaL MK evalumMm BpayamMm Ha OCHOBe
aHanm3a McxoAoB 3aboneBaHuii, CNYXNUT feiCTBEHHOW Mepoli COBEPLUEHCTBOBaHNA kayecTsa MeANLMHCKOM
nomowyn HaceneHuo no NOCT P 53133.4.
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