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[lpeaucnoBue

Llenn n npuHUunel ctaHgapTusaunn B Poccumnckon Peagepaunn yctaHosneHbl PeaepanbHbiM 3aKOHOM
oT 27 aekabdbps 2002 r. Ne 184-P3 «O TeXHUYECKOM perynmpoBaHnuny», a npasmna npuMeHeHunst HauMoHanbHbIX
ctaHgapTtoB Poccunckon ®egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccumnckon ®epgepaumin.
OCHOBHbIE NONMOXEHUAY

CBeoeHUA o cTaHgapTe

1 PASPABOTAH JlabopaTtopuen npodbnem KNUMHUKO-NadbopaTopHOU AMarHOCTUKK ['ocyaapCTBEHHOro
obpaszoBaTeNbHOMO yupeXxaeHus BbicWwero npodgeccnoHanbHoro obpasoaHnua MOCKOBCKOW MeaULUHCKOW
akagemumn um. .M. CeyeHoBa (FT'OY BI'NO MMA nm. .M. CeveHoBa) Poc3apaBa, kadenpon dbnoxmumun ['ocy-
OapCTBEHHOro 0bpasoBaTefIbHOro yupexaeHua gononHuTensHoro npodgeccruoHansHoro ocbpasoraHua (FOY
aro PMATIO) PocagpaBa, JlevyebHo-peadbunnutaumoHHbIM LeHTpoM Poc3apaBa

2 BHECEH TexHu4yeckum kommteToM no ctaHaaptusaumm TK 466 « MeanumHCcKMe TeXHONOrnMn»

3 YTBEPXIOEH N BBEAEH B OENCTBUWE [MMpukazom deaepanbHOro areHTcTsa no TEXHUYECKOMY
perynupoBaHuio n metponornm ot 18 gekabpsa 2008 r. Ne 553-cT

4 BBEAEH BINEPBbIE

VIHgbopmauusa 0b UsMeHeHUsIX K HacmosuweMy cmaHoapmy nyonukyemcsi 8 eXXe2o00H0 U30asaeMoM
UHpOpMalUOHHOM yKa3amerne «HayluoHalnbHbIe cmaHoapmbi», @ mekcm U3MeHeHUU U rornpasok — 8 eXe-
MeCSIYHO u30asaeMbix UHMOPMaUUOHHbIX yKalzamensx «HauuoHanbHbie cmaHOapmei». B cniyyae nepe-
cMompa (3aMeHbl) Unu OmmeHbl Hacmosweao cmaHoapma coomeemcmsyruee yeeooMmiieHue byoem
orybriuKo8aHO 8 eXeMeCAYHO U30asaeMoM UHPOPpMaUUOHHOM yKazamerne «HauuoHanbHbie cmaHoapmbly.
Coomeemcmeyrouiast UHGhbopMalus, yeeOoMIIeHUE U MeKCcmbl pa3Meliaromcs makxe 8 UHGhbopMalyUoOHHOU
cucmeme obLie20 roIb3o8aHusa — Ha oghuyuansHoOM caume QPeodeparnibHo20 azeHmemea rno MexHU4YeCKoMy
peayrnuposaHuro U MmempoJsioauu 8 cemu VIHmepHem

© CrtanpapTtuHdopm, 2009

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PeryrimpoBaHuo 1 MeTpPoioru
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HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN PEOEPALNMN

TexHonoruu nabopatopHblie KMUHUYECKUe

OBECIMNEYEHUE KAYECTBA KITMHUYECKUX NABOPATOPHbIX UCCINEOOBAHUN
YacTthb 3

[lpaBUNa B3anMoaeUCTBUA NepcoHana KNnMHn4YecKux noapasgeneHum U KNMHUKo-guarHocTu4veckux
naboparopun MeaULUHCKUX opraHu3auum npu BbINONMHEHUN KNMUHUYECKUX nadopaTopHbIX
uccnegoBaHuUn

Medical laboratory technologies. Quality assurance of clinical laboratory tests. Part 3. Rules for interaction between
personnel of clinical departments and personnel of clinical-diagnostic laboratory in medical institutions during fulfillment
of clinical laboratory tests

Ilata BBegeHna — 2010—01—01

1 Obnactb NpUMeHeHUA

HacToawmn ctaHgapT ycTaHaBNMBaeT eduHble nNpaBuia B3auMMoAeUCTBUS nepcoHana KIMUMHUYeCKUX
nogpasgeneHnn M KIMHUKO-AUArHoOCTUYEeCKUX nadbopaTtopuin MeauUUMHCKUX opraHusaunnm Bcex opm
CODOCTBEHHOCTW NpKU NpoBeAeHUN KNUHNYECKNX NabopaTopHbIX nccneaoBaHnin n obecrneyvyeHnn nx KavecTBa,
COOTBETCTBYIOLLEro NOoTpebHOCTAM 3 PeKTUBHON MeAULIMHCKOW NOMOLLKM NaumueHTamM. HacToawmm ctaHaapT
npeagHasHaveH Ang npuMmeHeHns BCeMn opraHnsaunaMmm 1 ydpexxaeHUam, 4esiTeNbHOCTb KOTOPLIX CBSA3aHa C
oKaszaHuem MmeanLMHCKOW NoOMOLN.

2 HopmaTuBHbIe CCbINKN

B HacTosLWweM CTaHAdapTe MCNOJIb30BdHblI HOPMAaTUBHbBIE CCbIJ1IKKA Ha CleaAyiolwne CTanddp Thl.

[OCT P NCO 15189—2006 JlabopaTopun meanumHckme. CneunanbHble TpeboBaHUS K KAYECTBY U
KOMMNETEHTHOCTU

[OCT P 52623.0—2006 TexHOoNnornun BeINONHEHUA NPOCTLIX MeaULUHCKNX yenyr. Obwune NonoKeHus

[OCT P 53079.4—2008 TexHonornm knuHn4veckme nadbopartopHble. ObecneyveHne KkavyectBa KIUHU-
yeckux nadopaTtopHbiX nccnegosaHun. Hacte 4. [NpaBuna BegeHna npeaHannuTUYeckoro atana

[OCT P 53133.1—2008 TexHonormm knuHundyeckne nabopatopHble. KOHTPOMb KavecTBa KIMHUYEC-
Knx nadopatopHbiX uccnegosaHu. Yacte 1. Npeaensl gonyckaemMblX NorpeLllHocTen N3MepeHnA B KIUHU-
KO-OMarHoOCTUYEeCKUX NabopaTopusx

[OCT P 53133.4—2008 TexHonormm knuHundyeckne nabopatopHble. KOHTPOMb KavecTBa KIMHUYEC-
Knx nabopartopHbIiX nccneaoBaHmn. Hacts 4. lNpaBuna npoBegeHUa KNMHNYECKOro ayanta ap@PeKTUBHOCTI
nabopaTtopHoro obecne4vyeHms gesaTerbHOCTU MeAULIMHCKUX opraHmn3saLnii

[TpumeyvyaHwue—Illpn NoNb30BaHUN HACTOSLWMM CTAaHOAAPTOM LenecoobpasHo NpoBEPUTb AEUCTBUE CCbINOM-
HbIX CTAHAAPTOB B MHDPOPMALMOHHON CUCTEME OOLLEro nonb3oBaHns — Ha opuumanbHomM cante PegepanbHOro areHT-
CTBa Mo TEXHNYECKOMY PEryrnmpoBaHUIO U METPOIOIMU B CETU VIHTEPHET UMK MO €XErogHo n3gaBaemMomy MHPOPMaLMOHHO-
MYy yKasaTtenio «HaunmoHanbHble cTaHaapTbl», KOTOPbIW ONYBNMKOBaH NO COCTOSHUIO HA 1 AAHBApsi TEKYLWEro roga, u no
COOTBETCTBYIOLLUM EXEMECHYHO n3gaBaemMmbiM MHOOPMaLUUOHHBIM yKa3aTtensam, onybnnkoBaHHbIM B TEKyLWEM roay. Ecnu
CCbITOYHbIN CTAHAAPT 3aMEHEH (M3MEHEH ), TO MNPU NOSIb30BAHMN HACTOSIWLMM CTaHAAPTOM CreayeT PyKOBOACTBOBATLCS 3a-
MEHSIOWMM (M3MEHEHHLIM) CTaHAAPTOM. ECnn cCbIiNOYHbIM CTAaHAAPT OTMEHEH 6e3 3aMeHbI, TO NONOXEHUE, B KOTOPOM Aa-
Ha CCbINIKa Ha HEro, NPUMEHSAETCA B YaCTW, HE 3aTparnBatoLLEN 3TY CCbINKY.

U3paHune odbmumnanbHoe
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3 BaanmopencrtBume KNUHUYECKOro U NnabopaTtopHOro nepcoHana
NPV BbINONTHEHMN KNMUHNYECKUX nadbopaTopHbIX nccnegoBaHUN

3.1 O6wme nonoxeHus

Llenbto Ha3Ha4YeHUA 1 BbINONMHEHUS KITMHUYECKUX NabopaTopHLIX UCCnegoBaHUN ABNAETCH NOMyYeHme
NOCTOBEPHON N CBOEBPEMEHHON NnabopaTtopHon MHGopMaunum ob N3MeHEeHUAX COCTOSAHUSA onpeaeneHHbIX
PU3MONOrMYecknx CUCTEM M OpraHoB NauueHTa, UMetoLLnX NPUYNHHO-CNeACTBEHHYIO CBSA3b C Npeanonarae-
MBIM UM pas3BUBLLUMCS NaTONOrM4Yecknm npoLLeccom.

PeasynbTatbl KNUMHUYECKUX NabOpaToOpHLIX MCCNeaoBaHUN UCNOMNb3YIOT ANA BbISIBNEHUA NaTONOrvu,
yCTaHOBNEHWS Anardosa 6onesHu, BbiIbopa HeobXoaUMbIX NevebHbIX MepOonpUATUAN, KOHTPONS 3a 3 PEeKTUB-
HOCTbIO MEP NneveHns, onpeaeneHnust NporHosa 3aboneBaHus.

KnnHnveckne nabopaTopHble nccnegoBaHUs ABNAOTCA 0OLWUM AENOM KITMHUYECKOro U NabopaTopHOro
nepcoHana. PasgeneHne dyHKUWA N OTBETCTBEHHOCTU MeXAy HUMW 3aKMoYaeTCcHa B TOM, YTO NabopaTopHbIN
nepcoHan BbINOMNHAET HeobXoaMMble aHanNUTUYECKNE Npoueaypsl, OLeHUBAET AOCTOBEPHOCTbL M NpaBaono-
nobuve pesynbTaToB UCCNEAOBaHMN, a KNMUMHNYECKUIA NepcoHan OCYLEecTBNsSAEeT HaszHavyeHne nabopaTopHbIX
TECTOB, NOANOTOBKY MNAaLUWEHTOB K WX MPOBeAeHUto, B3siTUe obpasuoB OuomMaTepmnanoB, OKOHYaTENbHYH
MHTepnpeTaLuo pesynbTaToB CCNeaoBaHNN U MPUHATUE HA MX OCHOBE KITMHUYECKUX peLleHNN.

CornacHo OCT P NCO 15189 npaBunbHOe HasdHavyeHne nadbopaTopHbIX TECTOB U cobntogeHne npasun
npeaHanUMTU4ecKkoro atana nepcoHanom KnMHUYecKux nogpasaeneHunn snsroTca HenpeMeHHbIMU YCINOBUS-
MW LienecoobpasHon AeATENbHOCTU KNUHMKO-OAMArHOCTUYECKOMN NabopaTtopun 1 NOMyvYeHUust agekBaTHOM
nabopatopHon nHpopmauunn. NoctossHHOE B3aUMMOAENCTBUE KITMHUYECKOTO 1 NadopaTopHOro nepcoHana Ha
BCeX aTanax npoBeaeHust KNMHUYecknx nadbopaTtopHbIX nUccrnegoBaHni HeobxoamMmo ansa obecneveHust nx
TpebyeMoro Ka4yecTsa 1 paLnoHanbHOro UCNonb3oBaHUs Ans apPekTUBHOro okasaHusa MeanumMHCKoW NoMo-
LK1 nayneHTam. Hactosawmmn ctaHaapT ycTaHaBNUBaET npaBuna KOHCTPYKTUBHOIC B3aMMOAENCTBUSA KIMUHA-
4yecKkoro 1 nabopaTtopHOre nepcoHana npu BeINOMHEHUN KMTUMHUYECKUX NabopaTopHbIX MCCneaoBaHUN.

4 [lpaBuna B3auMoaeuUCTBUA NepcoHana KnMHN4YeCcKuUx nogpasgeneHun
N KNTMHUKO-ANArHOCTNYECKUX nabopatopmmn MeguUMHCKUX opraHu3aummn
NPy BbINOJIHEHUN KITMHNYECKUX NnadbopaTopHbIX nccrenoBaHUN

4.1 NMpuHUUNbI U LeNU B3anMoO4euUcTBUA NMepcoHana KrMMHU4YeCcKUX nogpasgeneHun U KnuHu-
KO-OUMarHoCcTUu4eCKUxX nadoparopmm MegULMHCKUX opraHn3auui

HacTtodawuy ctaHgapT ycTaHaBNMBaeT NPUHLXNBI M NOPAA0K B3aMMOOeUCTBUA NepcoHana KNMHUYeCcKUX
nogpasgeneHnid N KNUMHNKO-gnarHocTU4YeCcKnx nabopatopmm MeauumuHCKMX opraHmsaumia, HanpasfeHHble Ha
cosfaHue ycnosuin, obecnevymBatoLLmx:

- NONyvYeHne peaynbTaToB NabopaTopHbIX UCCNegoBaHWN, OOCTOBEPHO OTpa)allWUX COCTOSAHUE
obcneagyemblX NaLMeHTOB;

- pauuoHanbHoe Wcnonb3oBaHne nadbopaTopHoU WMHGopMauuM Ang noBbllWeHUA 3PPEKTUBHOCTU
MeaULNHCKOW MOMOLLN.

PauuoHanbHoe NCNoMb30oBaHUE BO3MOXHOCTEN KITUMHNYECKOW nabopaTtopHoOU MeauLMHbl ANs peLleHns
KNMMHUYECKUX 3adad onpeaendetcd KOHCTPYKTUBHBLIM B3aUMOAeNCTBUEM COTPYAHUKOB KITMHUYECKMX noapas-
OeneHnm n KNMHNKo-guarHocTnyecknx nabopaTtopui:

- Npwn BbIDOpPE N HasHavYeH NabopaToOpPHbIX TECTOB, Handbonee MHPOPMATUBHBIX B OTHOLUEHWA KOH-
KpeTHOro cnyvasi 3aboneBaHus naymeHTa;

- NMpaBUbHOM NPOBEAEHUN NpeaHaNMTUYEeCKOro atana angd UCkntoYveHns BNUSAHUA OTKITOHALLMX dpak-
TopoB Mo [OCT P 53079.4;

- BbINOMHEHWUN YacTu NabopaTopHbIX UCCNeaoBaHWUA nepcoHanomM KnnmHn4ecknx nogpasgenerunn [1];

- NpaBUNbLHON MHTepNpeTaLnUn NONMYyYEeHHbIX NabopaTopHbIX Pe3ynbTaToB C YY4ETOM TOYMHOIO cobntoge-
HAS YCNOBUN MpeaHanuTUIeckoro atana, KNnUMHMYeCcKon MHAPOPMAaTUBHOCTU NMPUMEHEHHBIX NabopaTopHbIX
TeCTOB, NMPOBOANMBIX NTe4eDHbIX BO3AENCTBUN;

- BBEAEHWUN B NPAKTUKY HOBbLIX NabopaTopHbIX TECTOB;

- NpoBeAeHUN KIUHUYeckoro ayguta agpdeKkTUBHOCTU NnabopaTtopHoro obecnevyeHnss MeguumMHCKOW
nomowim no NOCT P 53133 4.

2
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4.2 OnTMMn3auma HazHaveHUAa nadbopaTopHbIX TECTOB

OcHoBOW AN ONTUMU3ALNKA HasHaYeHUs nabopaTopHbIX TECTOB SIBNAETCH CUCTEMA NPOTOKOSIOB Bee-
HASA OONBHBLIX ¢ onpeaeneHHbIMM PopMaMmM NaToNOrMM U cTaHAapTOB MegULIMHCKON MOMOLLX, NpeaycMaTpu-
BaloLWMX BbIOOp Haunbonee WHPOPMATUBHBLIX TECTOB MNPUMEHUTENBHO K npeanonaraemMon uUnu yxe
pa3BMBLLENCA NaTONMOMnn, rmbkoe NpUMeHeHne yCTaHOBNEHHOro anropntma nabopatopHoro UccneaoBaHus,
paLUMoHaNbHYO 4YacToTy NOBTOPHLIX UCCcnedoBaHUMA U NapaMeTpbl MHTepnpeTaunum nx pesynbtatos. Paspa-
DOTKa NPOTOKONOB BeAeHUs1 DONbHBLIX C onpeaeneHHbIM1 ddopMamMm NaToNOrMn npegycMmaTpuBaeT UCNOMb30o-
BaHME KITMHUYECKUX PYKOBOACTB, OCHOBAHHBLIX Ha NpUHUMNAaxX gokasaTerlbHOUM MeaWUUHbI, a B OTHOLUEHUN
MCNONbL30OBaHNA MNMabopaTopHbIX TECTOB — Ha MONMOXEeHUAX AokasaTenbHoUM nabopaTopHOU MeaAULUHbBI.
Obbem nadbopaTopHbIX 0bcrneaoBaHU Npy AMarHoCTUKe 3aboneBaHna U MOHUTOPUHIE COCTOSAHUA NaUMeHTa
OOIMKeH oTBeYaTb NPUHLKUNY pasyMHOU AOCTAaTOYHOCTH.,

BrnaHkn HasHavyeHUa nabopaTopHbIX TECTOB AOMMKHbI cogep)XaTb MHOpMaUUK O npeanonaraeMoin
naTonorMn anga opueHTaunm paboTHUKOB nabdbopaTtopuin Ha pelleHne gnarHoCTUYeCcKon 3agavn ¢ NoMoOLL b
Ha3Ha4YeHHoro nabopaTtopHoro tecta. Npun nonyvyeHmnn nadbopatopmein pesynbLTaTtoB UCCNegoBaHUN, oTpaXa-
OLLIMX CYLLLECTBEHHbIE OTKNOHEHUA NabopaTopHbIX NoKasaTeneun oT HOPMbI, HO He NoATBepPXKaaroLLKUX NepBo-
HavYarnbHOEe AuarHocTuyeckoe npeanonoXxeHue, nabopaTopHbIA cneunanncTt BripaBe BbINOMHUTL C
MCNONb30BaHNEM AOCTaBMeHHOro B nabopaTtoputo obpasua dbuonorndyeckoro matepmana AononHUTeNbHbIE
nccrnegoBaHUd, HanpaBfeHHble Ha ckopeuvllee yTOYHEeHUMe guarHosa UM OUEeHKY COCTOAHUA NauuneHTa,
MHbopMnpoBas 0b 3TOM Bpaya, HasHavMBLUEro nabopatopHoe obcnegoBaHne naymeHTa.

[Tpn BLIOOPE NabopaTopHLIX TECTOB CneayeT UCMOMb30BaTh NMPUHLMMLI OLEHKN UX KNUHNYeCKOW MHAPOP-
MaTUBHOCTU. BeaeHne 6OMbHBIX B KAXXO0M KOHKPETHOW MeUNLIMHCKON opraHi3aLnm O0TKHO OCYLLECTBNATLCSA
B COOTBETCTBMM CO cTaHAapTaMn MeQMNLIMHCKOWN MOMOLLU U NPOTOKONamMy BeaeHUs DONbHBIX NPY KOHCYMbTa-
LK1 ¢ NadbopaTopHbIM MEepCcoHanNnoM B OTHOLLEHUW NopsaaKka BeINONHEHUS He0DX0AUMbIX TECTOB!

- B NabopaTopuin KOHKpeTHON MeguLUMHCKOW opraHn3aunum B COOTBETCTBUN C ee KNUMHUYEeCKUM Npodn-
Nnewm;

- B 3Kcnpecc-nabopartopun, NpUbNmMXKeHHOW K MecTy okKasaHusl noMoln O0NbHBbIM, HaxXoasIlWMMCH B
KPUTUYECKNX COCTOSAHUSAX;

- NepcoHanomM KIMHUYECKOro noapasaeneHnss ¢ MNPpUMEeHEeHUEM MOoPTaTUMBHBLIX aHanUTU4YecKUx
YCTPOWCTB, npeaHasHavYeHHbIX ANa NpoBeAeHUa «MccnegoBaHniA N0 MeCcTy NevyeHnsa» npu HeobxoanmMocTy
3KCTPEHHOTo BbINMOHEHUS UCccrneaoBaHUN;

- B LUEeHTpann3oBaHHOW Nabopatopun Nnpn HeobxoaAMMoCcT NpoBeaeHNUs UccnegoBaHMn, He BbINMoHAe-
MbIX B KOHKPETHOM y4peXgeHuu.

B MeaunUMHCKON opraHmn3auun AoMKHbl ObITb YCTAHOBMNEHbI POPMbI NPOTOKONOB BeAeHUSI BONbHBIX U
OnaHKOB Ha3HaveHWn UccneagoBaHUA, CPOKU NpeaocTaBneHnsa nabopaTopHbIX pe3ynbTaTtoB C yY4EeTOM Kak
CODCTBEHHOIro BPEMEeHW aHanusa, Tak U BPpeMeHU Nnpe- 1M NocTaHaIMTUYECKOro 3TaroB, KOTopble OOMKHbI
ObITb NpuBeaeHbl B PykoBoACTBE NO KAYEeCTBY UMK APYroM yCTaHOBNEHHOM AOKYMEHTE.

4.3 ObecneyvyeHue onTUMaribHbIX YCITOBUMN BeOeHUA nNpeaHanMTU4YeCKOro atana

[1na onTumaneHoOro npoBeaeHuna npeaHanutndeckoro satana cornacHo FOCT P 53079.4 npu pasnnyHbIX
BMAaxX uUccneaoBaHuUn B MeAULMHCKOW OpraHusauuyM npu yd4actum nadbopaTopHbIX CrneunanucToB OAO0KHbI
ObiTb paspaboTaHbl NoAPOOHbIE MHCTPYKLUUK ANS NauMeHTOB U KIMUMHUYECKOro nepcoHana no noaroToBKe
NauMeHTOB K NpoBeaeHNto NadbopaTopHbIX TECTOB pasfMYHbIX BUOOB, NpaBura B3ATUSA odpasLoB buomMmaTepu-
anoB, yCNoBUA NX NEPBUYHON 0OPpabOoTKK, KpaTKOCPOYHOMO XpaHeHMst U TPaHCNopTUPOBaHUS B TabopaToputo.

4.4 NMpaBuna pa3paboTKM U BbINOSNTHEHUA TEXHONOINMYECKUX KapT KMMHU4YeCKMX nabopaTopHbIX
uccneaoBaHuUn

KnnHnyeckoe nabopaTtopHoe uccnegoBaHue npeacrasnger cobon eguHbIn npouece, COCTOALLMN U3
)KECTKO B3aMMOCBSA3aHHbIX 3TAnoOB M OXBaTbIBAOLWMA OeATENbHOCTb HEe TOMbKO nabopaTopHOro nepcoHana,
HO U COTPYOHUKOB KNMHUYECKUX noapasgeneHnin. Kaxabld ydacTHUK 3TOro npouecca AO0IMKEeH MOoHMMaTb
a0CONMIOTHYHO HEODXOAMMOCTL TOYHOMO BbINONTHEHMS CBOEU (PYHKLIMN U CBOEW YaCT TEXHOIOTMYECKUX onepa-
LM ANA nonyyYyeHUs OCTOBEPHOro KOHeYHOro pesynbrtaTta, HeCTU NMMYHYIO OTBETCTBEHHOCTb 3a CBOIO YacTb
obecne4yeHunsa KayecTBa NabopaTopHOro nccnegoBaHUa U ero NOCTOAHHOTO yyULlLIeHUS.

Cnocobom AOCTUXKEHUS B3AaMMOCBA3U BCEX YHACTHUKOB PasnuUYHbIX 3TanoB KNUHUYeCKoro nabopatop-
HOMO UCCneaoBaHUS CNYXUT pas3paboTKa TEXHONOrMYECKMX KapT Ha OCHOBE CeTEBOMN MOAENN TEXHONOrMYec-
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KOO npoLlecca No Kaxaomy 13 BUOOB UCCNeaoBaHUSA N NpakTUYeckoe Ux npumeHeHue. B texHonornvyeckne
KapThbl AOMKHBI ObITb BHECEHbI BCe NocneaoBaTeNbHbIE onepaunm U npoueaypsl, npeaycMoTpeHHbIe HopMa-
TUBHBIMW  OOKYMEHTaMM Mo TEeXHONOrMsAM MPOCThLIX WM KOMMNEKCHbIX MeAUUMHCKUX YCnyr no
[OCT P 52623.0: 0T noAroToBKM NaumneHTa K obcnegoBaHnio A0 A0CTaBKM pesynbTaTta UCCNeaoBaHns B K-
HUYecKoe oTaeneHne U noaseaeHnsa CTaTUCTUMECKNX U XO3SIUCTBEHHBIX UTOMOB npoBeaeHHoW paboThl. [Npu-
MEHUTENIbHO K KaXXOoW onepaunn Oo0MKHbI ObiTb nNpuBeaeHbl gaHHble 0 MecTe U NpoaoKUTENbHOCTU ee
NPOBEAEHNS, UCNIONTHUTENE, a Takke O nokazaTtensix kadvectsa. 1o Kaxkgomy atany B KapTy ACJTKHbBI ObITh
3aHeceHbl NpeaocTepexXeHnsa 0 TUMUYHBIX TEXHOMOrMYEeCKMX HapyLlleHUsIX, a B 3aBeplleHne Bcero npoLec-
ca — npeanoXXeHnsa o BO3IMOXHOM COBEPLUEHCTBOBAHUN TEXHONOMMN. [loMmKHbI ObITh OonpeaeneHbl Mepbl KOH-
TPONSA 3a npaBUMbHBIM BbINOCMHEHMEM 00CneaoBaHMs MnauueHtTa W NpeaycMOTPEHO  MOCTOSIHHOE
COBepLUeHCTBOBaHME KavyecTBa BbINONHEHUS UccneaoBaHUNA.

CTpyKTypa 1 coaepXaHne TeXHONOrMYeCckon KapTbl ACIMKHbI ObITb TLAaTeNbHO 0OOCHOBaHbLI U COrnaco-
BaHbl CO BCEMW y4acCTHUKaMM npoLecca obcneaoBaHnUa — paboTHMKaMKU nabopaTopun U KNMUHUYECKUM Nep-
coHanomMm. QPOopMbl TEXHOMNONMYECKMX KapT W npaBuia KUX 3anonHeHUa OO0MMKHbl OblTb NpuBedeHbl B
PykoBOoACTBE NO Ka4eCTBY.

4.5 BzanmogencrBue nadbopaTtopHOro U KNUHUYECKOro nepcoHana npuv BbINONMHEHUU YacTU
nccrneaoBaHUN BHe naboparopun

[1pn opraHun3aLUn BeINONMHEHUA YaCcTU UccneaoBaHUA HenocpeACTBEHHO B KIMMHUYECKUX noapasaerne-
HUSAX UX NepCcoHanoM C NpMMeHeHneM CpeacTB UccneaoBaHUA No MECTY NeYvYeHUs A0MKHO BbITb obecneyveHo
cornacHo [1]:

- cornacoBaHue mMexay saBeayrolnm nabopaTtopuen U pykoBoaUTENAMM KNUHUYECKUX noapasaene-
HUW NepeYvHsa nccnegoBaHunM U cpeacTB UX BbINONHEHUA (ANMAarHOCTUYe CKUX NONOCOoK, UMMYHOXpoMaTorpadou-
YeCcKUxX KacceT, DMOCEHCOPOB, oTpaXkaTesSlbHbIX UM abCOPOLNUOHHBLIX (POTOMETPOB);

- oby4yeHMe nabopaTopHbIMWU creymanucTtaMm KIMHUYECKOro nepcoHana, KOTOpOMY NopydvaeTcs
BbINOHEeHWe nccnegoBaHuUy no MecTy revyeHnsa ¢ npuMeHeH1UeM NopTaTUBHBLIX aHaNUTUYECKUX YCTPOUCTB;

- cucTeMaTudeckoe OCYLUeCTBeHMe Mep KOHTPONSA KadecTBa uMccnegoBaHWUW, BLINMONMHAEMBIX BHEe
nabopartopun (NpUMEHEHNE KOHTPOIbHbIX MaTepuanoB; COMNOCTaBMEHUE Pe3ynbTaToB, MNOMYYEHHbLIX BHE
nabopatopuun, ¢ nadbopaTtopHbIMU AaHHBLIMW);

- cuctematudeckoe obcyxaeHme 3dPEeKTUBHOCTU BHeNabopaTOpPHOre BLINOMHEHUA UccneaoBaHUN
KOHCYNbTaTUBHOW rPYnnoun, COCTOSALEN U3 NpeacTaBUTenen nabopaTtoprn U KNMHUYECKUX noapasaeneHun.

[TopsaaoK opraHmMsaunm BeINOIHEHUS NadbopaTopPHbLIX UCCNeaoBaHNUA NepcoHanoM KIMHUYEeCKUX noapas-
neneHnn aomkeH ObiTb YTBEPXKAEH PYKOBOACTBOM MeANLMHCKON opraHusaumnmi u npmeeaeH B PykoBoacTee no
KayuecCTBY.

4.6 Bzanmopgencreue KNMHUYECKOro U nabopatopHoOro nepcoHana npu BBeAeHUN B NPaKTUKY
HOBbLIX NabopaTOPHLIX TECTOB

BBeageHne B NpakTUKy HOBLIX NabopaTopHbIX TECTOB AO/MKHO OCYLIECTBNATLCHA Ha OCHOBE B3aWMHbIX
KOHCynbTauunm mexay nabopatopHbiMU crieymnanmuctaMmm n KMMHULUCTAaMKMU € Y4eTOM JaHHbIX AoKa3aTeNbHON
MeauunHebl. I'pn oLeHKe CBOMCTB HOBOMO TeCTa HeOOXOAMMO YYUTBIBATb aHaANUTUYECKYHO HAOEeXHOCTb MEeTO-
aauccneaoBaHus (TOYHOCTb, YYBCTBUTENBHOCTL, CNeUNPUIHOCTD), KMMMHUYECKYH UHPOPMaTUBHOCTb UCCTEe-
NOBaHUA NPUMEHUTENbHO K pasnnuiHbIM dpopmMmam naTtonorun, cobnwogats TpeboBaHUS K CBOEBPEMEHHOCTU
npenocTaBneHns nabopaTtopHou MHQoOpMaLIUN.

[Tpn BBegeHUN nabopaTtopmen HOBOro MeToda UccrneaoBaHuUsl AOMKHbI ObiTh TWAaTeNbHO U3YyYeHbl U
OoBedeHbl 40 cBeeHUs KIUMHUYECKOro nepcoHana pedpepeHTHble Npeaensl, CBOUCTBEHHbIE 3TOMY MeToay,
BO n3bexaHne onboYHON NHTepnpeTaLnun pesynbTaTtoB UccneaoBaHUmn.

4.7 BzanmopencTteue KNUHUYECKOIO U NabopaTopHOro nepcoHana Ha nocTaHanUTUYeCKOM 3Tane
4.7.1 NMpaBuna oueHKU NPpUeMreMoCTU Pe3ynNbTaToB KNMUHUYECKUX NadopaTopHbIX nccnenoBa-

ol

HUIA

PesynbTatbl NnabopaTopHbIX UccneaoBaHUA, NpeaocTaBnsgeMble KNMHUYECKOMY NepcoHany nnm nawum-
eHTY, JOMKHbI JOCTOBEPHO OTpakaTb COCTOSAHNE BHYTPEHHEN cpeabl obcnegyemoro nauueHTa. [lo Bblgadn
13 nabopaTopunun pesynbTaTbl UCCIIEJOBaHUN OTKHbI ObITb MPOBEPEHbI N OLeHEeHbl OTBETCTBEHHbIM Nnabopa-
TOPHBIM creuanncToM — BpadoM KITIMHUYEeCKon nabopaTopHOU QMarHoCTUKN — Ha JOCTOBEPHOCTL U NpaBs-
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aonoaobune nux AencTBUTENbHLIX 3HAYEHWUW, CONOCTaBMEHUE C pe3ynbTartaMmu Apyrux nadbopaTtopHbIX TECTOB,
BbIMOMTHEHHBIX AaHHOMY NauUWMeHTY B Npeablaylmn nepuog Unn napannenbHo B TOT Xe AeHb. [1pu oueHke
pe3ynbTaTtoB UCCNegoBaHUMN B nadbopaTtopuii AOIMKHBI YYUTBIBATLCS TEXHOMorndeckne, uonorndeckme u
natogpuanonormyeckme akropbl, CrnocoOHbIE BbI3BATb OTKMOHEHUE MONYYEHHbIX 3HAYEeHUN OT AOJIKHbIX B
cooTBeTCcTBUKN [ OCT P 53133.1.

Brigava pesynbtaTtoB NabopaTopHbIX MCCneaoBaHUN KIMHUYECKOMY NepcoHany Unm naymeHTy gonyc-
KaeTCcH nocne OLUeHKN UX MpMemMnemMocTin, NULlb NPWY YCNOBUN UX YTBEPXKOEHUSI OTBETCTBEHHLIM NnadopaTop-
HbIM CMNeunannucTomMm, YTO 3aBepsieTCcd ero noanucbio (B cnydae nepegadvy no KaHanam SnekTpOoHHOW
CBA3UN — 3NEKTPOHHOW NOAMNUCHLID).

4.7.2 dakTopbl, BNUAKLLIME Ha pe3ynbTaT NadbopaTopHOro Tecrta

[Tpn MHTepnpeTauun pesynbTaToB NnadbopaTopHOro nccnegoBaHnUga A0MKHbI ObITb NPUHATHI BO BHUMA-
HUAe cneayrowne acnekTbl PU3nonornm n metabonmama:

a) Ang aHanuTa:

1) CTpyKTypa unu npupoaa aHanura;

MCTOYHUK;
pacnpegeneHne B opraHM3Me;
cnocob BbIBEAEHUA NN 3KCKPEeLWA;
OMONOrNYECcKNA Nonynepuon XM3Hu;
KOHTPOMbHLIE MEXaHU3MBbI;

/) pusmonornyeckaqa sapuayus.
0) Onst nekapcra:

1) cTpykTypa;
obbem pacrnipegeneHnsa n papmMakoKMHeTUKa;
CBA3bIBaHWE C DenKkoMm;
AKTUBHbIE MeTabonnThbI;
KMAPEHC;
B3aMMOOENCTBUE C APYrMMU NeKapCcTBaMu, KOTOPbIE MOTYT BNUATL Ha OMUOAOCTYMHOCTb.

[Tpn oueHKe BO3MOXHbLIX MEXaHWU3MOB OTKITOHEHUSA pe3ynbTaToB NabopaTopHbIX UccneaoBaHU OT
napamMmeTpoB, CBOUCTBEHHbLIX COCTOAHWUIO 340POBbLS, CneayeT yduThiBaTbh BUSIHWE NaTONOrM4yecknx gpakro-
POB:

a) MOBLILLEHNE NN NOHWXKEHWE NOCTYNNEeHUs aHanuTa B AaHHYI0 DUOXKNAKOCTb MOTyT ObITb OOYCNOB-
NEeHbI:

el

N

gzel

KONMNYECTBOM TKaHW, B KOTOPOW aHanuUT CUHTEe3UpYyeTCH;
CKOPOCTbLH CUHTE3Aa;

M3MEHEHUEM AOCTYNHOCTU cybCTpaTa;

HapyLlleHneM nyTn metabonmama;

5) BTOPWUYHOCTbLIO MO OTHOLLEHUHO K U3SMEHEHUAAM B CTUMYITUPYIOLLINX UM TOPMO3SALLMX KOHTPOSbHBIX
MexaHu3IMax:;

6) NPOHMLUAEMOCTbLIO KanunnAapoB;
/) NPOHULAEMOCTbLIO KNeToK (Hanpumep, Npuv noBpeXxgeHun KNneTok);
8) NpaAMbIM BNMBaHMEM (BHYTPUBEHHLIM BBeAEHUNEM);
9) abcopbuunein U3 KNLWeYHUKa Unnm mecTta BBeaeHUS;
10) cocyauUCTbIM UK NMM@aTUYEeCKUM ApeHaXOoM TKaHW;
O) NOBLIWLEHWE NN CHWXEHNE yaaneHns aHanuta U3 OUOXKMOKOCTU, B KOTOPOW NPOBOAUTCS M3Mepe-
HMUEe, NPOUCXOANUT BCeaCcTBUE USMEHEHWUN B CKOPOCTU KaTabonmMama 1 CKOPOCTU 3KCKpeLnn;
B) M3MeHeHne obbema pacnpegeneHuns aHanura (HanpuMmep, USMeHeHns B rmapaTtalum nauueHTa);
) U3MEHEeHUSA B CTPYKTYpe NN aKTUBHOCTU aHanuTta, seaylme K yCUneHUo Unm NoHWKeHMIo CTeNeHN
ero getekuum aHanuTuyeckon cuctemMon (Hanpumep, U3sMeHeHne CBA3bIBaHUSA ¢ DEeNKoM).
4.7.3 Kputudveckue sHavyeHUA pe3ynbTaTtoB NabopaTopHbIX aHarNMM30B, BbINOJTHAEMbIX MO XU3-
HeHHbIM NoKa3aHUAM
[Tpn nonyveHnn B nabopatopmn sHa4YeHUN pe3ynbTaToB NabopaTopHbIX UCCNeaoBaHUN, OTpaXKaroLWnxX
N3MEHEHUS1 AeATENbHOCTU (PUINONOTMYECKUX CUCTEM, YrpoXatoLue Xn3HU nauueHTa (Tabnuua 1), nabopa-
TOPHLIA NepcoHan AomKeH HeMmeaneHHO UHpopMUpoBaTb 00 3TOM KITMHUYECKMI nepcoHan Ans npUHATUS
HeoBXoAUMbIX Mep NevYeHuns.
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Tabnwuya 1—JlabopaTtopHble nccneaoBaHuUs!, BbIMONMHAEMbIE MO XXU3HEHHbBIM MOKA3aHUAM, N KPUTUHECKME 3HAYEHUS
pe3ynbTaToB NabopaTtopHbIX aHANM30B, TPEbyoWMe HEMEANEHHbIX JENCTBUN

[TokazaTtens Kputmndeckoe aHaveHune
[ emaTonorus
[[emaToKkpuT <14 % vnn > 60 %
JlenkouunTbl <2.0-10%n Yy HOBOro nauveHrta unnu pasHmyae 1,0 - 10°/n no CPaBHEHWIO

C npeabiaywmm aHanmsom npv ypoeHe 4,0 - 10°/n
> 50.0-10%/n y HOBOIro nauuneHTa

Ma3soK KpoBwm Hanunumne nenkeMm4eckmnx KneTok (NporpaHynoymnTtoB nnm 6nacros)
TpomMGounTbI < 20,0-10%n vnm > 1000,0 - 10°/n
PeTukynounTbl > 20 %
[TpoTpomMOMHOBOE Bpems >40 ¢
Mukpobuonorus
KynbTypa KpOoBM NOJIOXNTENbHASA

Okpacka no [ pamy nNUKBopa v Apyrvx XXua-| nonoXmTtenbHas
KOCTEen (NneBpanbHON, CUHOBUAITbHON)

brnoxmnmums

B nnasme:
bunnpyouH > 18 mr/100 mn (HOBOPOXAEHHbIN)
TPOMNOHUH T > 0,1 Hr/MI
KK-MB > 6 % aktnBHOCTK obwen KK
Kanbunm <6 Mr/100 mn v > 13 mr/100 mn
rMOKO3a < 40 mr/100 mn nnm > 500 mr/100 mn
cocdaThl < 1 mr/100 mn
Kalnun < 2.5 mmone/n nnn > 6,5 mmonb/n
HaATPUN < 120 mmonb/n unu > 160 mmonb/n
bukapboHaTbl < 10 mmonb/n nnmn > 40 mmonb/n
D-anmep > 500 mKr/mn

B apTepuanbHON Unu KanunnispHOU KPOBW:
PO, <40 Mmm pT. CT.
pH <7.2vnn> 7.6
pCO, <20 MM pT. CT. unn > 70 MM pT. CT.

[TpuHATUE ANArHOCTUYECKNX U NeYebHbIX pelleHnin Ha OCHOBE Mony4YeHHOoN nabopaTtopHoU MHGopMa-
LI, COMOCTaBNEHHON C HAbMOAEHUAMU KNMMHULIUCTA U AaHHBIMU APYTUMX 0O BbEKTUBHBLIX CMOCODOB ANArHOCTU-
KW, SABNSAETCA npeporatMBonM M 0OOA3aHHOCTbIO Bpayven KIMHUYEeCKUX noapasgeneHun. [llonHoueHHoe
NCMONb30BaHMe NadbopaTopHON NHoOPMaLUM NPU MPUHATUN KITMHUYECKUX PEeLLUEHNIA CRYXNT OAHUM U3 YCNO-
BN 3dpPpekTUBHOU MeJULIMHCKOW NOMOLLUM NauueHTam.

4.8 lNpoBeneHne KNMHNYecKoro ayauta acpcgpekTMBHOCTU NnadopaTtopHoro odecnevyeHusa ne4vyeod-
HO-AUarHoCTU4YeCKOU AeATEeNbHOCTU MeAULUMHCKUX OpraHnsauuin

[TonHoLeHHOCTL NabopaTopHoro obecrneyvyeHns nevyebHO-AMarHOCTUYECKOro npoLecca B MeauLMHCKNX
opraHmsaumsix onpegensaeTca CnekTpomM KNMUHUKO-ANAarHoCTUYECKUX UCCcrneaoBaHnA, BbINOMHAEMbIX B 1abo-
PaTOPUN, KAYeCTBOM WUX BbINMOJIHEHUSA, CBOEBPEMEHHOCTLIO NpeaocTaBNeHna pe3ynbTaToB UccnegoBaHUn.
[na KoHeYHbIX pe3ynbTaToB AeATeNIbHOCTM MeaNLUUHCKUX opraHusauni no okasaHuUio MeauUMHCKOW NOMOLLN
HaceneHnto U UCXoaoB 3aboneBaHUA He MeHee CYLEeCTBEeHHbl NpaBUNbHOCTb Ha3HAYeHUS NabopaToOpPHbIX
nccnegoBaHUin, NMONHOUEHHOCTE UHTepnpeTaunMm nabopaTtopHbIX AaHHbIX KMUMHULMACTaAMU N paluoHanbHoe
Mcnosib3oBaHne MMM nabopaTtopHo MHPOPMaLUK NPU MPUHATUN ONArHOCTUMECKUX N NeYedHbIX peLleHUA.
COBMECTHOE NpoBeAeHUe KNUHULUCTaMKU 1 NabopaTopHbIMU cnelnanucTtamy KNMHUYeCKoro ayanTa, To eCTh
0O bEeKTUBHOW U BecrnpucTpacTHoOM oueHKN 3 dPeKTUBHOCTN obecneveHnss nevebHo-anarHoCTUYECKOro npo-
lecca nabopaTtopHon nHdopmMaunen n UCrnonb3oBaHUA 3TOWN MHpoOpMaLUK neYawmmm BpadyaMmn Ha OCHOBE
aHanunsa ucxoaoB 3abonesaHnU, CNYXXUT AENCTBEHHOW MepPON COBEPLUEHCTBOBAHMS KavyecTBa MeanLUMHCKOW
nomown HaceneHnto No FOCT P 53133 .4.
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