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Mpeaucnoeune

Llerit v npMHLMNE CTaH0apTHaaWuM B Pococufcko i Pegepaum yCTaHoBNEHs PenepanbHeEM 3aK0H0M OT
27 nexabpa 2002 r. Ne 184-03 0 TeXHAYECKOM DErYNWDOBAHMKS , 4 NPABMNA NPMMEHEHWA HALMWOHANBHEIX
cradgapTor Poccuickon egepagus — NOCT P 1.0—=2004 «CrangapTraauka B Pococnickold Pegepauu.
COICHOBHBIE NONCHEHHAD
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4 BBEOEH BNEPELIE
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HAULWOHANBHBIW CTAHOAPT POCCMACKOW OGOEONEPALMWMN

TexHonornu naGoparTopHesle KNAHWYECKWE

KOHTPONE KAMECTEBA
KNWUHWYEC KUY NABOPATOPHBIX MCCNEQOBAHWA

YacTte 4

MNpasMna npoBeneHMA KNHHWYSCKOro ayauTa adderTinanocTy naboparopHore ofecnadeHda
AEATENLHOCTH MBAWULMHCKAX OPraHM3aLMi

Medical laboratory technologies. Quality control of clinical laboratory tests.
Fart 4. Rules for conducting of clinical audit of efficiency of laboratory provislon of medical institubon actvity

Oata egeneqHda — 2010—01—01

1 O6nacTb npyUMeHEHMA

HacToAwwA cTaHaapT YCTaHARNKUEART BOMHBLIE NPHHLKTE W NPABKIIA NPW NPOREOEHAN B MEOHUMHCKMX
oprasMIaumax scex Gopm coBCTEEHHOCTH NabopaTopHEMK CNELMANKCTAMK M KNUHMLWCTAMKY COBMECTHOR
OUEHKM KadecTRa obecneyeHna NabopaTopHon HeopMayKen NeYebHo-OHArHOCTHYEOKOrD NpoUecca W ea
MCNONsICBAHKMA 4NA COBBDWEHCT BOBAHWA MEOHLMHCKONR NOMOLLM.

HacToAwmA cTaHgapT NpeaHasHaYeH ANA NpHMEHEHWA BOBMH OPraHW3aLMAMK, YUPERIEHKAMK W Npea-
NPUATHAMH, 3 TAKHE HHOMBUOYANEHEMU TPEONPHHUMATENAM, BEATENLHOCTE KOTODEIX CBAZAHA C OKAIIHMEM
MEOMLMHCKON NOMOLLA.

2 HopMaTHBHbIE CChINKKW

B HacTOALLEM CTAHASDTE MCMONEI0BaHE HOPMATHEHEIE CCLINKA HA CNE0YIOLIWE CTAHRADTE:

MCT P KWCO 151859—Z2006 MaGopaTopui MEIMUWHCKKME. HacTHele TPeOoBaHKA K KAYECTEY W KOMME-
TEHTHOCTH

MOCT P53022.2—2008 TexHonomnu nafoparopHse kmuHU4eckue. TpeboBaHnA K KBYECT BY KIMHHYEC-
HHE NabopartopHblx MCCNegosaHun. YacTe 2. OUeHKa aHanHTHHYSCKoN HaOeRHOCTH METOO0B HCCNegoBanKa
(TOUHOCTE, YYBCTBUTENEHOCTE, CBLMDWYHOCTE)

MOCT P53022.3—2008 TexHonomnu naboparopHee knuHUYeckne. TpeGoBaHUA K KEBYECTEY KIMHHYEC-
wx naboparopHex Hocnegosadui. Yacte 3. MNpaerna ougHEN KNHHKWYECKONR didopumaTuesocT naboparop-
HELX TRCTOR

FOCT P 53022 4—2008 Texnononu nafopatopHeie knuHudeckra. TpaloBaHna K KBHECTEY KNMHWYeC-
KX NAaSopaTopHeX Woccnedosaduid. Yacte 4. lMpaswna paapaboTe TpeGoBaHWi K COOSBDEMEHHOCTH
npegocTaenaHdka nabopaTopHon KHDOPMaLKH

FoCT P53079.4—2008 Texdonoriu knuHiseckre nabopatopuete. OBecnedeHie Ka4ecTea KNWHHHeC-
KMx NafopaTopHblix MCCNaLoBadui. HacTe 4. Npaswna eeneHA NapeaHanyTHYECKorD atana

FoOCT P 53133 2—2008 TexHonory KNMHWYECKMe nabopaTtopHie. KoHTpone Ka4ecTBa KNMHHYECKHY
naGopaTopHelX MCCNeqoeadi. HacTe 2. MNMpasuna nposegeHiiA BHYTRUNatopaTopHoro KOHTRONA KadecTea
KOMMHECTEEHHEX METOOOB KNWHWHaCcKHY NabopaTopHLX MCCNEO0BAHMA C MCNONLI0BAHWEM KOHTROMNEHEIX
MATEPWANOE.

f pHM24aHHEE — I'Ipu MNONe3I0E3HAW HECTORL MM CTAHLSRTOM LI.IBJ'IE'EIZIDHFI-EJHD NpoOBEDHTE OBRCTEME CORINOY-
HelX CTAHOApPTOR B HH¢DPH3HHGH Hof chcTeme oBWEro NONb3OBAHWA — HE O HUAENEH O CRATE JagepanbHIND
ABreHTCTEa ND TEXHWWECKOMY PerynNMpOoBaHWD U METPONOTAW B CETH HH TEQHET MW MO eHaTAHD HIGaE3EMOMY YREIETE N
s HAUMOHA NbHEIS CTAHOAPTR », KOTORE A ﬂl'l'!lﬁI'IH-IIJEEH Mo COCTORHWE Ha 1 AHBSDRA TEKYIWEerd To08, W N0 COOTESTCTE YEILL MM

Maganue OHHYHENEHDE
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BXeMaCRYHD WIfaBaemMblM HHEOPMALAOHHBIE YEEIATENRAM, Gll'l'_l,'ﬁ]’!l.'l EDJEAHHBIM B TEKYLLIEM Fogy. EcnW CoRMOMHE R CTAH-
OapT JaMedHaH (MAMEHEH), TO NEA NONLI0EAHHW HACTOAWMWM CTAHQEPTOM CNenyeT PYROBECLLTEOEATROR ZAEMEHAHIW WM
I:IISMEH BHHEM ] CTEHOBODTOM. Ecnu cornoYHelA CTEHOADT OTMEHEH fig3 3aMEHE, TO NGNDEEHHE, B HOTOROM J8HA CCeINEa HE
HEMD, NPEMSHABTCA B YACTH, HE 3ATParHBAKWER 3Ty CobINKY.

3 MNpaeuna npoBeOeHWA KNWHWYECKOro ayauTa 3theKTHEHOCTH
naGopaTopHoro obecnevyeHUA OEATENEHOCTH MedH LMHCKMX OPraHn3aUu1i

3.1 OBwme nonoxeHWA

KnuHw4eckke NaBopaTopHele WOCNEOCBAHWA BRMNONHAIOT KNMHKKO-OWArHoOCTHYeckMe NaSopatopMu
MEQHLMHCEME OPrasHB3aumui No HEIAHAYEHND NEYALMY BRaYe’ GNA CUEBHEN COCTOAHMA NALUWEHTOR, B NOPAOKE
OAMCTIAHCEPUAALMK, ANA YTOYHEHMA WK NOATESRHOEHWA KNMHWYBCKOrD QWArHoaa, CNEMeHHa 33 TEYeHMEM
NaTtonorM4eckorn Npouecca i MpMHeKTHEHOCTRO NPOBOOMMOrD NEYEHWA, ONPEOENaEHKWA NporHoaa aabone-
BAHHA.

Mudbopsadmio, NonyyYaswMyo B peayneTarte nabopaTopHbix MCCNedoBaHHi, HCNoONBIYIOT ONA NEMHATHA
KMMHUHECKWY pewaHwi. CnexTp BnonHReMeEy B NabopaTopid WCCNeqoBaHni, KavecTBo UX BbiNONHEHWHA,
CEOBBPEMEHHOCTE NPEQOCTARNEHNA Pe3yNETATOR MCCNEeoEaHNA NEYALLMM BpadamM OnpenensiT NoNHoOUEeH=
HOCTE RabopatopHore obecneqeHnA nedelHo-GUarHocT HHECKOrD NPOoUScta B MEIHLMHCEDM YYPEXOBHIH.
AnA KOHEYHEIX PRIYNETATOR ABATENEHOCTM YYDEKOEHWA N0 OKAZAHHID MEJWLMHCKONR NOMOLWNA HACENEHWID W
wcxonos 3abonesanui KYpUpYEMBX NALKEHTOR HE MEHBE CYLLECT BEHHE NPEBUNEHOCTE HAIHAYEHHA NEYALLK-
MW BpaYaMH NaBopaTopHeX MCCNEROBAHKA W NONHOLEHHOCTE WHTERPNpeTauMK nabopaTopHelix AaHHBIK
KITHHHLMCTAMM.

Cornacuo MOCT PUCO 15189 copmecTHOE NPoBEA8HNE KNMHWLWCT aMK M NabopaTopHEIMK CNeyMannc-
TamMu KNHHWHECKOrO 8yAUTa, TO 8CTh 00 LeHTHBHOK 1 BECMpUCTPACTHOR oUeHiM 3dderTueHoCTH NabopaTopyo-
roobecneveHHA NeYedHo-0HarHoCTHYeCKOro Npouecca NabopaTopHoR MHOPMaUHER M KCNONLI0BAHMA 3TOR
MHOPOPMALMIA NeYalMsMA Bpadami Ha OCHOBE aHanM3a Kexogos sabonesadmi, CNYHAT GERCTEEHHOR MEepoi
COBSQIWAHCTRORAKWA KAYECTEA MEDULWHCKOR MOMOLLN HACENSHMKD.

3.2 NpaBuna npoReASHHUA KNHHWYECKOrD ayAHTa B MEAWLIMHCKWMX OpraHM3ayHAx

3.2.1 HacToAwmiA cTadoapt ycTaHaanueaeT oflue npapdna NposefeHds KNWHWHECcKoro ayoura a
MEIMUHMHCEHY Opraniaaunax. B coOTBETCTEMK C 3TMMMW NPABANAMK PYKOBOOHTENL OPTraHWIALWY ONpedanAeT
KOHKEDETHE & DODMEl ANOPALOK TPOBEAE HAA KNHHWHECHOTD 3y ANTA CYHETOM THNA YYDEWROEHWR, Bro CTRYRTY b,
NpodANA OKa3LIEASMOR MEeOULHMHCKON noMows, cnocoba opraswiauqn naboparoproro oBecnedesmA.

322 KnuHu4eckiid ayauT npeacTasnAeT cobol npousaypy COBMECTHOR OLUEHKK BRa4aMK-KNMHKLKCTa-
MW W NaBopaToOpHBIMKY CReyManUueTamy 3dpeERTHEHOCTIH HAIHAYEHHWA W BRINCNHEHWA NAbopaTopHLIX TECTOR,
WHTEPNPETALMA M MCNONBI0BAHKA WX PEIYTILTATOR B KNWHWYECKOR NPAKTHEE NPW pa3nyHHbx opMax narone-
MM M3 DCHOBE SHAMNKE WCXOO0R 3360MNE8aHKA.

3.2.3 UenenpoRedeHUA KNMHWHECKOMD ayaMTa — ofecneseHne BIaMMonoHMMaHKA M B3anModeicTErA
BpAYEH-KNUHWLMCTOR M NabopaTopHei CNEUMANKCTOR ONA NOCTOAHHOMD COBEQIUEHCTROBAHWA KadecTRa
MEQMLIMHCKOHE NOMOLLA NALKeHTaM. KNUHUYBCKWA 3y OWT OCYLLECTRNARTCA KAK B NNaAHOBOM, TAK M B HEOTNOM=
HOM NOPALKE.

3.2 4 MNnanopeli ayauT NPpeacTannaeT cobol CHCTEMATUYECKN NPOBOIUMOE PACCMOTREHKE adhdekTHR-
HOCTH nabopatopHoro oBecneYesna OTOeNbHLIX KNMHWYECKHMX NOAPAISEeNeHni, KOHTHHIGHTOR DonbHbx ©
ONPEAeneHHEMY opMaMK NaToNorMK, ONLITa NpUMEHEHRA HoBoro nabopaTopHoro TecTa. HacToTy M Cpokd
NpOBEAEHAA NNAHOBOTD Ay AMTa ONPEOenAeT PYKOBOOMTaNk OPraHMaaLIun.

3.2.5 HeoTnomHeAayguT HEIHAYAET PYHOBOOWT 2N OPTaHUIaLME NpM oGHa Dy HEHHH ABHOMD paCcKoNIe-
HMA XMArdoaa, 0CHOBaHHOM Ha NaBopartopHol MREOpMALKK, C MCTHHHEIM XApaKTepoM SONeaHy Nk B chyya-
AX HEJOOUEHKM KMWHMUMCTAMK naboparopHol WHdOopMaUmKE, 4To NPUBENO K HeOoNpaBdaHHBIM MEpam
MEHBHAA, HENPHHATAD HEOEXOIMMEIX MED NEYEHHA UNW HeGNaronNPUATHOMY HCXOAY JaBonenaHHA.

3.2.6 Mpw ougxke 3hipexTHEHOCTH NAdopaTtopHoro obacnedeqiA QOMEHb GhiTe HCNOMNBEI0BAHE KDH=
TEPWUH AHANMTHYECKON HADEMHOCTH, KNUHWYECKoR MHbOopMaTUBHOCTY NaGopaTopHelx TECTOR W CBOSBpE-
MEHHOCTH nNpejocTaBnesus nabopatopHod WHOOPMALWK, YCTAHOBMNEHHLIE COOTBETCTEYIOWMMA MOp-
MATHBHEIMKM JOKYMEHTAMH CHCTEMbI MEHELHMEHTA KaIYECTEA KNUHWYECKKK NabopaTopHbix KCCNeaoEaHnA
(MOCT P 530222, NOCT P 53022 3, TOCT P 53022 4).

3.3 Nopagok NpoBe0eHRA KNUHWYECKOTD ayauTa

3.3.1 NpynpoBegeHie KNMHKYeCHOTO Y U Ta D0NHHE! Gkl Th NOCNSI0BATENEHD WAYHSHE K NPOAHANMIK-
pOBAHBIL

= NOpPALOK W NPAKTUKE HaaHadeHuA NabopaTopHbx TECTOR B KNIHHWHECKKX NOARa3qeneHnAX,

- CoGnoaeHMe NEpaBKn BeOeHIWA NpeaHanTHYeckoro atana no TOCT P 53079 .4
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- COOTBETCTEME NEPEYHA TECTOR, BRINCNHASMBIX B NABORaTOpUK, NOTREBHOCTAM AHAMHOCTHEK MKOHTpO-
NA 38 NeYeHUEM NALHMEHTOR, CTAHOADTAM MEQHLNHCKOA NORMOLLM, MO N0 MEZMLNHCKOR NOMOLLK M MOLLMOC=
TH YU PEHOEHHA]

- AaHHee of AaHANWTHYECKON HATERHOCTH METOA0E HCCNedoBaHuA, NPHMEHABMBEY B NaGopaTopuK No
MOCT P53022.2;

- NOPAJOE W NPaKTHES BANWOALMK {NogTEepHaeHna) naboparopHes peayneTaToe CReUUanicTamMm
NaGopaTopHu;

- NPaKTHEa WHTEPNPeTAUMK peaynsTaToE nabopartopHbix TECTOR B HNWMHWYECKOM NogpasnenaHMim,
WCTONB3YEMEE DEDEPaHTHEIE HHTEDEANS,

- COOTHOWeHWe XapakTepa nabopaTopHol MHAOPMALHK C COCTOAHKEM NAUMEHTOR M O3HHEMA ODYTHX
OWATHOCT A4ECKAX TECTOR;

= OEBEKTHEHLIE OaHHEE 00 HCxoaax 3abonesaHmi;

- CODTEETCTEME 38ABKW HA NaGopaTOpHBIE WCCNegosaHua TpeboBaHHAM COBDEMEHHBIX KITMHHYECKHK
PYHOBOACTE MEMOYHAPOAMEX BpadabsbX ACCOUMaLMA, CTAHOADTAM MEOWUMHCKON NOMOLM W KITHHUYECKAM
NPOTOHONAM BEAeHna BONbHBR, NPUHATEM GenepaneHsIM CRraHoM KCTIONHMTENEHDR BNacT B chepe anpa-
BOOKPAHEHWA, 8 TAKKE BOIMORHOCTAM KNHMHKKO-AMArHOCTUYECKoi NadopaTopui,

= CPABHMTENLHLIR AHANMS JHMArHOCTHYECKON YYBCTEHTENLHOCTH M CNeLndMYHoCcTH NAatopaTopHong Tec-
Ta, MCOONEIYEMOTD B KNHHUKO-LRarHeCcTiyechol nabopatopui, ¢ AaHHBIMKY NHTERATYpBL,

= AaHHele 00 MCNONBICBAHHEX PRAKTHEAN, KANWOPOBOUHEI W KOHTPONBHEX MaTEPUaNax (WaroTosn-
TENL, COOK TOOHOCTIA, YCNOBMA XDaHEHHA )

- pe3yNLTATE BHYTPHNASOPATOPHOND KOWTPONA KavecTea 3a 10 guel B Nepuo] BLINCAHEHKWA Wocne-
QOBEHKA, PEIYNETATE KOTOPBIX ABNAKTCA MNDeAMETOM PAcCCMOTPEHMA MPK KNUHWYECKOM ayOWTe no
MOCT P 53133.2;

= NAHHBIE MO YY4ACTHIO B CUCTEMAX BHELLHER OLBHKW KaYecTRa,

= OAHHEIE METRONOMMHECKDN NOBEPEN CREACTE MIMEDEHWA, HCTIONBEAYEMEL B NabopaTopuu,

- PEIYNETATE AHAMNKIA COBNASEHWA DEIYNETATOR NaGopaTopHbix UCCNEOOBAHWA C JAHHEIMU HHBAIWA-
HELX METOA0E HCCNeOoBaHKA, ONERaTHEHEIX BMELATENECTE M NATONOTS-AHATOMHYECKHE BCKDET WA,

3.3.2 KnHHK4ecidi ayauT NPoBOOWT KOMACCHA, COCTOALLAA WA BRaYel-KNMHWUMCTOR 4 NaBopaTopHsix
CNEUWANKMCTOR, 4To 0GecneYHEae T ODbEKTHEHOCTE M PAIHOCTOPOHHOCTE AHANKMAA W oueHok. [peaceqaTensas
HOMMCCHH HAIHAHAETCA BREY-KNAHKUWCT, HE NPOBOOMELLMA KYPUPOSaHKE NaLMeHToR, pelyneTaTe nadopa-
TopHoro ofcnegoRaHKa KOTODBIX ABRMNAKTCA obberkToM ayguTa. [Ina NpoBeaeHHA KNUHWYECKOrD ayquTa B
MEQUUMHCHIAK OPTAHH3ALWAX € OMPaHWHEHHEIME WTATHEMA BOIMOMHOCTAMK PalUSHWEM MECTHOMD Oprada
YNPAENEHWA 0PABCOXDAHEHWEM MOHET BbiTh HAZHAYEHA BHELLHAR KOMHOCHA.

KNHuieckid ay0uTe oTHOLLEHAM MCCNET0BaHMA, BLINonHeHHsX B nafopaTopyu, He BX0OALLER B COCTAR
MEOHLMHCKDN GRraHMasULmMKn, 08 kypiposanuce obcnafopaHHEeS NALKWEHTR! (4eHTpankaosadwan naboparo-
PHA, CNEUKanMAMpoRaHHAA NabopaTopHaA GEYIono yYpewaeHa, HEJaBMCUMan KoMMepyeckan nabopatopua),
OCYLYECTENAST KOMWCCHA, COAABAEMARA ODTaHoM YNDABNEHWA 30PAB00KPAHEHWEM 3OMHHUCT PATHEHON TEp-
PUTODMAW, M08 PAcNONoEeHsl NPOBERABMAA MELULMHCKAR OpPrasWIaumwa W nabGopaTopwd, BEINOCNHABLLAA
WCCNEgoBaHnA.

K npopegesvn KNWHWYECKOro ayaMra adypesTHEHoCTH nabopaTtopHoro oGecnedsHua MeguUMHCKoR
MOMOLWA MOTYT BkITs NPUENSYSHE! AKCNEDTEl MECTHOMD oprada ©oraa obRIATENEHOTO MEOWLMHCKOTD CTPAX0=
BaHWA.

3.3.3 PeayneTaTel paboTel KOMWCCHN { BRBOOL, A2MEYAHKA, NPEIONOKEHHA | DACCMATRMBAKT Ha KNHHIA-
ko-nafopaTopHoi KoHhepeHLKY MeJUUKMHCKOR oprasvaad . Mo MToram ayauTa onpagenanT Mepsl cosep-
WEHCTEOBAHWA O8ATENBEHOCTIA KNAHWYSCHHK NOOAPSIOENEHHA W KNMHWED-OMardocTHYeckol nabopaTtopum,
HANPABNEHHEIE HA NoBkIWeHWe 3DhekTUBHOCTH NabopatopHorg checnedenia NeYedHo-QHarHoCT Y4B ckoR
[EATENEHOCTH M K3YECTEA MEJUUMHCKOR NOMOWK NaLKeHTaM,
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