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Mpeaucnoewne

Li@nu v NnpMHLUMNE CTaHaapTAIagun B Foccliickod Penepanmu yoeTaHoanaHs Ganapanst e 3ak0H0m 0T
27 nexabpr 2002 r. Ne 184-03 0 TEXHWYECKOM DEMYMADCBAHMHAY . 8 NPEBUNa NPHMEHEHWA HALWOHAMEHEI X
craHgapToe Poccwickod @egepagky — NOCT P 1.0—=2004 «CravgapTriaauka B Poccviickod Deaepauid.
DCHOBHBIE NONOKEHHAD

CrepeHnA o cTaHgapTe

1 PASPABOTAH NMafopatopued npobnem kNAHWKO-NAGopaToOpHOR JWardocTiik Mooy QapcTEEHHOND
OEpaIoBaATENEHOND YYPENOEHHA BeICWWEra npodaccHoHaneHorg obpasoeadMa MOCKOBCKOH MEOMUWHCEDHR
akanesMiy WM. MM, Cevenora Pocagpapa, kadeapoid Guoxusmin MocygapcTeeHHoro obpasoBaTensHOMo
YUPEHOEHWA QONONHHTENEHOMD NpofeccHoHansHore obpasoBadMA POCCHACKON MEIWUKHCHDW akanemMidm
nocnegannossHoro obpaaoceanna Pocaapasa

2 BHECEH TexHH4YeckdmM KOMATETOM No cTangapTraaynd TE 468 «MegruWHoKME TeXHONOTHF &

3 ¥YTBEP¥OEH W BBEOEH B OEMCTEWE Mpukazom DegepansHore areHTcTea No TeXHHYECKoMY
PEMYNHPOBAHKAK M MeTponarid Poccrickol Pegepauyu o1 18 gexabpa 2008 r. Me 561-cT

4 BBEJEH BNEPELIE

HMighopsauua of UIMENEHUAK K HACMOALEMY cmaxdapmy mydnukyemes @ exe200H0 uldaeaamon
UHDOpMALUOHHOM YRE3amans « HayLuoHamsHbie Cmasdammb s 8 MEKC UIMEHEHUT U NONPSE0K — & BNeME-
CAYHO U3dadaemblx UHEHODMaYUOHNLIX Ykazamanax «HaluoKankHee cmandapmeis. B cnyyae napeacMompa
{IamMers) WU omMeHs HacmoAwezo cmaxdapma coomesmemayiowes yeadomnenue Sydem omybnukoceako
8 EHEMBCAYHD UdaaaeMon UHhopMaluoHRoM Yiaiamene «HaluoransMeie cmandapmes s, Coomesmomay-
MIYERA UHDOPMELUA, Yeed0MIEHUE U MEXCTTA! DAIMBLURINTICA MaKWe & uHihopMayuoHHod cucmeme obuieao
MONEITEAHUR — Ha MhULLaTsHoM calime DedepansHos0 a2eHMciea Mo MaxHUYSckoMy Deaynupoaasug U
MEMmponosul & cemu HumapHem

B CrangapTiabops, 2009

HacTORWWA CTAHOAPT HE MOMAT BiiTe NONHOCTE MK YACTUYHO BOCNPOMABENEH, THDAKWDORAH W pac-
NPOCTPaHEH B KaYeCTBe OduUHankLHoro wanadua Gea paspewenva PegepansHoro areéHTcTea No TEXHWYECHD-
MY PEMYNHPOBAHHIO W METRONOTMW
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HAUWOHANBHBIW CTAHOAPT POCCHMWUCKOW S©EOEPALUMM

TaxHonorvy NaGoparopHbIe KNHHWYBCKHME

KOHTPONb KAYECTBA
KNUHWYECKWUX NAEOPATOPHEIX MCCNEQOBAHWIA

YHacTe 4

MNpaeuna npoBeneHHA KNMHKWYECKOro ayauTa acdexTtianocT naboparopHoro obacneveHua
OBATENLHOCTH MEOHUWHCKHY OpTraHKIaLMiA

Medical laboretory technologies. Quality control of clinical laboratory tesats.
Fart4d. Rules for conducting of clinical audit of efficiency of laboratory provislon of medical instiiubon actvity

Data egefedda — 2010—01—01

1 ObnacTe npyUMeHeHUA

HacToAwMA CTaHAapT YCTAHABNKBIET 80WHLIE NPUHUKNE W NPABUNAE NPH NPOBEOSHAN B MEOHLWHCKNX
OprasMaaunay ecex fopmM coBCTEREHHOCTH NabopaTopHBIMK CREUMANKCTAMKA M KNHHALWCTAMKM COBMECTHOW
OUEHKH KadecTea obecnedyeHs naboparopHod HHMOpMaUMeER NeYebHo-aHarHoCTHYSCKOTD NPOoUBcca ¥ s
WMCTIONL30EAHKA 4NA COBE P HCTBOBAHHA MeOHLMHCKON NOMOLLH.

HacToAwMiA cTaMgapT NpeaHaIHaqdeH AnA NPMMEeHEHHA BCEMM OPraHHIauUaMK, yIDesaeHHAMY U Npea-
NMPUATHAMMK, 8 TAKKE HHOUBKUOYANEHE MW NPEONPUHHMATENAMK, QEATENEHOCTE KOTODLIX CBASAHA C OKaIaHUanM
MEOWLMHCKON NOMOLLIA.

2 HopmaTUBHLIE CChINKKW

B HACcTOAWEM CTaHQapTe MCNoNEI0BaHSE HOPMATHEHLIE CChINKA Ha CNeaYoWKe CTaHgapTh:

rMcT P KMCO 151892006 NabopaTopuy MEOMUWHCKWE. HacTHeie TPeDonaHKA K KAYECTRY W KOMMNa-
TEHTHOCTH

rMoCT P 53022 2—2008 Texdonomnu naBopartopHbie KNWHAYackua. TpaboBaHuA K KaYacTBy KINHHHYEC-
KM NnabopatopHelx MCcnegosadud. Yacte 2. DJUeHKa aHaNUTHYECKOHN HAOewHOCTH METOOOB HCCNeqoBaHMa
(TOUHOCTE, YYBCTEBUTENEHOCTE, CNEUWHNYHOCTE)

rMocT P 53022 3—2008 Texdonomnu naboparopHbie KnMHrYackre. TpeboBaHuA K Ka4acTey KNMHWYec-
K nabopaTopHex HoonegoeaHniA. HacTe 3. Tpaerna OUgHEY KNWHAHYECKOR dHbopMaTHEHoCTId nabopartop-
HEX TRCTOR

MOCT P 53022 4—2008 Texnonomu naBoparoprsie knuHrYackua. TpeboRarHta K KEaYacTBy KTuHHYec-
EHX nadopaTtopHelX WccnedoBadMdd. Yacte 4. Mpaevna paspaboted TpeSoBaHMA K CEOBRBDEMEHHOCTH
NpegocTaEneHda nabopaTtapHol HHDOPDMaLU KK

MCT PS30T9.4—2008 TexHonorvH KnuHudeckde nabopatopHete. DBECNeYeHHe Ka4ecTEa KNMHHYeC-
KX NafopaTopHblx HCCNedoeaHMid. HacTe 4. Mpasuna eeagHUA NApRaHANMTHYBCKOMD 3Tana

MICT P 5313322008 TexHonor4K KNHHM4ecKMe natopatopHile. KoHTpONs KAYBCTES KNHHHYSCEMX
naGopaTopHelX MCCNEQoBAHWA. HacTe 2. MNpaswna nposeneduA BHYTpUNabopaTopHoro KOMTRONA KaYecTea
HONWYECTBEHHEIX METOOOE KNWHHYECcKWK NAaGopaTopHeIX WCCNeqoBaHA C WMCNONLIDBAHWEM KOHTPOMNBHBIX
MaTeprance

r PHME24Y4EaHHAR— I'Ipu NONs3I0EAHNAW HECTOALHM CTAHOSPTEM LI.IBJ'IE'E‘.'I:IDEFI-E_'-IH-D MPOBREPUTE OBRCTEME CCRINOMY-
Hbl¥ CTAHOAPTOE B HII[!}I:I-FIHELI.HL'IH HOW chcTame ofUErs NONB3OBAHWA — HE DEHLLAENEHO cEATE @ EOepENbHOTS
BresToTes Mo TEXHRYECHOMY DEryNApOBaHAE 4 METRONOTAK B CETH KHH TERHET ANW NO eXHandaHD HIGaeaeMoMY YE3 38T NEY
aHaUMoHANEHEIS CTAHOAPTE &, KOTORE A ﬂll'l'glﬁl'll.'l-llJEE HNOCOCTORHWE HE 1 AHBADAE TENYIWEera fo0e, A N0 COSTREETCTE YEILLHM

MaparHe GPHLEHEN LHOE
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BXEMECRAYHD HIGABSSME M WHEDOPMALADHHLIM YESIBTENARM, ﬂl'l'_l.'ﬁ]'!l.'l KOBAHHEBIM B TEKYILLEM FOgY. Ecns ComMOMHE R CTAH-
OapT JaMeHeH (HIMEHEH), TO NpA NONL3I0EAHHEE HACTOAWIWM CTAHOAPTOM CNEQYET PYKOBOACTEOEATLLA ZEMESHAH LN M
|:II3MEH BHHEI M ] CTAHOBRTOM. Ecns counoYHBIA CTAHOAPT OTMEHEeH fias 3aMeHsl, TO NENDESHWE, B KOTOROM J8Ha CCelNKa HAE
HErD, NpHMEHABTCA B Y3ACTH, HE 3ATREMNMBANWEM 3TY CORIMEY.

3 Mpaeuna npoBefeHWA KNMHWYECKOro ayauTa 3(hheKTUBHOCTK
naBoparopHoro obecneveHMA AEATENEHOCTH MEAWLMHCKHX OpPraHu3aLmMi

3.1 OBuwMe NnonoXaHWA

KnuHudeckue NabGopaTopHule WCCeoBaHWA BRINONHAKT KNAHWKO-OUarHoCTHY4ackkie NadopaTopriu
MEQMLMHCKME OPraHMIaLAR N0 HEIHAYRHMID NEYaWME BpaYei ONA oUeHEM COCTOAHMA NAYWeHTOR, B NOpAOKE
OMCTIAHCEPHAALMM, OANA YTOYHEHHA WNW NOOTESOHOEHKA KNMHWYaCKorD QHArH0a8, CReseHda 38 TeYaHMEeM
MaTonorM4eckoro npougcca i MPphekTHEHOCTEI0 NPoROOMMOrD NEYeHKA, onpedenadkia NporHoaa aabone-
BaHMA.

Mubopsau g, Nony4asmyio B peayneTaTte nabopatopHeix HCCNeaoBaHMi, HCNoNBAYIOT ONA NPMHATHA
KITMHAYECKAX pelleswia. CnedTp BeNONHREMEX 8 NaGopaToprd MCCNeaosaHni, KaYecTBO WX BbiNONHEHNA,
CEOEBDEMEHHOCTE NDEQOCTARNEHWA PEIYNETATOR MCCNEN0BAHMA NeUaLlLHMsM BpaYan ONpeqenanT NonHoLeH-
HOCTE NabopaTopHore obacnedsHua nedyedHo-JuarHocTUYecKorD NPOUesta B MEdHUMHCKOM YYPeH e HnK.
ONA koHEYHERIX PRIYNETATOR OBATENEHOCTH YUDEHISHKR N0 OHIZAHWI0 MEQWLHHCKOR MOMOLWNA HACeneHKD W
Wcxonos sabonesasui KyDUpYeMEX NALHUEHTOR HE MEHEE CYLLECTBEHHLI NPEBUNLHOCTE HAIHAYEHHA NEYaLLH-
mMH BpadamMd NAtopartopHbix WCCN8aoBAHKA W NONHOUEHHOCTE WHTEPNDeTauxKd nabopaTopHielx OaHHEX
ERMHALMCTaMMA.

CornacHo TOCT PWMCO 15189 coemecTHO NpOEE 08 HWE ENHHWLWCTaMKA W nabopatopHeiMK Creguanic.
TaMW KNHHWHBCHOrO ayaUTa, T @CTh 06 bEKTHBHOW M DECNDHUCTPACTHOR oLeH M 3dderTUBHOCTH NabopaTopHo-
ro obecnedaHna NedebHo-0HarHoCTHYeCKOro npouecca NabopatopHo i MHOPMaLMER W MCNoNsI0BEAHKA 3TOH
MHOpMaLHK NeYalvMK BpaYamy Ha OCHOBE aHANWE HCXogoe 3a0onesaHdi, CrysUT JedCTEBEHHOH MEDOH
COBSDUWSHCTEOBAHWA KSYSCTES MEQWLWHCKON MOMOLIA HECeNeH Wi,

3.2 Mpasuna npoBeAHHA KNHHKYECKOTO ayQMTa B MEOUUMHCKHX OpraHW3auMax

3.2.1 HacToAwwmi cTadpapt ycTadasnueaeT ofwwe npasuna NposeneHdA KNUHWYECKOrD ayoura B
MEAMLMHCKHX OprasM3aunAx. B CoOTBETCTEMM C 3TUMMK NPABMNAMKA PYHOBOOWTENL OPraHnIaLng onpeaendeT
KOHEPETHEE (HOPMEl U NOPALOK TPOBEOEHNA KNMHW4ECHOMD Y AWMTA C y4aTOM THNE YYPeN e WA, Bro CTRYKTYDEI,
NPOANA OKalki BAEMOR MEIHLMHCKOA NOMOLWK, cnocoba oprasmaauuMn naboparopioro obecnadermnA.

322 KnuHW4ackwid ayouMT npeacTagnaat coboil Npouenypy COBMECTHOW OLBHKW Bpa4amMu-KNHHWLKCTa-
MK W NaboparopHbiMg CRedWanyicTam 3phpeRTHEHOCT HAIHAYEHHA W BRINONHEHWA NabopaToRHLE TECTOR,
WHTEPNPETALMM W MCNONBI0BAHMA WX PEIYNETATOR B KNMHWYECKOR NPAKTWKE NPW PAINKHYHLIX hopMax natono-
rHH Ha OCHOBE aHANK3a MCX0A08 3300NeBaHKA.

3.2.3 UenknpoBedeHUA KNWHWYECKOro ayguTa — obecneseHne BIaMMONOHMMAHKA 1 B3anMOo4eACTEWA
BAYER-KNMAHHUACTOE W NaboparopHety CNREUHANUCTOR ONA NOCTOAHHOND COBERLESHCTROBAHMA KadecTea
MEOWLMHCKDE NOMOLLF NAUMeHT A, KNMHHYECKA 3y OHT OCYIYECTRNASTCH K3K B NASHOBOM, TAK W B HEOTNOM-
HOM NOPALKE.

3.2.4 MNnanoBeA ayouT NPpeacTaenqaeT cobol CHCTEMATHYECKW NPoEoOUMOE paceMoTpenne adhderTHe-
HOCTH NabopaTopHors obecnedyeHina OTIENbHEX KNAHKISCKHY NonpaIdene i, KOHTHHMGHTOR BonbHER ©
onpegenaHiEMg hopMari NaTonoriy, onelTa NPUMEHEHKA HOBOTO NaBopaTOPHOro TeCTa. HacToTy M CpokM
NpoBESOeHWA NNaHo0B0To ayauTa cNpelenfeT pyKoBOOMTEN b OpraHH3aL My,

3.2.5 HeoTnowHBIA ayQUT HAIHaYAET DYHOBOOWT 2Nk 0PraHniaukd Npu oGHapyHEHHKW ABHOMD PACXONIE-
HHA ANArHo3a, OCHOBAHHOM Ha NabopaTopHon AHEODMALKA, C MCTHHHEIM X3PaKTepoM GOMNeIHn UK B Chy4Ya-
AX HEOOOUEHKH KNAHWUAMCTAMKA NabopaTopHol WHQOpMaUMK, Y4To NPHUEEN0 K HeonpaBdaHHEM MEapam
NEYEHNA, HENPHHATIG HEOGXOAMMBIX MED NEYEHNA WNK HEBNAroNPUATHOMY MCX0OY JafonenaqnA.

3.26 MNpW ougHre sdrpesTHeaHOCTH NadopatopHoro obecnedeHds JomeHsl GbiTe HCNOMNBIOBAHE KDH-
TEPWA AHANHTHYECKOH HAQEMHOCTH, ENHHAYECKOR HHBODMaTHEHOCTH NatopaTopHeX TECTOE W CEOSBDE-
MEHHOCTH npefocTasnedds nabopaTopHod WHBOPMAaLWK, YCTAHOBNEHHLIE COOTEBETCTEYIOWMMA HOP-
MATHEHLIMKM JOKYMEHTIMA CHCTEMEl MEHELHMEHTA KAYECTEA KNHHMYECKKE NabopaTtopHely HoCoNedoBaHni
(MOCT P 530222, MOCTP 53022 3. NOCT P 53022.4).

3.3 Nopagok NpoBEenoHWA KNWHWYSCKOrD ayauTa

3.3.1 MNpw npoBaneHu KNAHWYECKOro 8y AnTa 0oNHHE BT NOCNEA0RATANLHO HAYHSHB W NPOAHANWIN-
OB AHEL

= NOoPAOCK W NPAKTHES HaaHa4YeHua NaboparopHely TECTOR B KNHHWYECKMY NOARaIdeNeHnAK,

= coBnogeHds Npagun BEOEHHA NpeaHanvTHYeckoro atana no M2CT P 53079 4,
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- COOTRETCTEME NepedHA TECTOR, BRINGNHASMEX B NAabopaTopuK, NOTReBHOCTAM OHATHOCTHEM M KOHTPO-
MA 33 NeYeHnasM NaUMeRToR, CTaHIapTamM MEQHLMHCKOR NOMOLWH, NRODUMD MeQHUMHCKDR NORMOWK ¥ MOLWHOoC-
TH YHDEKOEHHA]

= QaHHbie 00 aHaNUTHYECKOR HaNeXHOCTH METOA0E MCCNef0BaHKA, NPUMEHABMBX B naGopaTopun No
MCTP53022.2,

= MOPAOOK ¥ NPAaKTHEa BanuiauuK (NoOTEEDHOEHWA) NaGopaTopHeX PE3IYNLTATOR CNEUWANKCTaMM
nagopatopu,;

- MNPAKTHES WHTERNpeTalWd pPe3yneLTaToE NabopaTopHbl TECTOR B EMMHWISCHOM NOSRaInenaHMiL,
WCNONB3YEMBE pEhepanTHBIE MHTERRANS,

= COOTHOWEHWE XapakTepa NnabopaTopHol KHGODMALWK C COCTOAHKEM NALKEHTOR W O3HHBIMKA ODYTHE
ONarHOCTHYECKKE TECTOR;

= OEBEKTHEHLIE OaHHBEE 00 wcxoaax sabonesaxuii;

= CODTRETCTEWE 3aABKW HA NaSopaTopHelE WCCNegoeanna TpeboBaHHAM COBDEMEHHEBIY KITHHHYECKHX
PYKOROOCTE MEKOYHADOOAHLX BpadebHeX SCCOUMALMA, CTAHOAPTaM MEedHUMHCKDN NOMOLIM W KNTMHHMYESCKAM
NPOTOKGMEM BeOEHKA BONbHLE, NPAHATEM Ge0epaneHBIM ORraHOM MCNONHKTENEHON BNacT B cdepe agpa-
BOOXPAHEHWA, 8 TAKME BOAMOMHOCTAM KNHAHKKD-0HarHoCTMYeCKDR NadopaTopuM,

= CRABHHTENLEHBLIR AHANKS AHAMHOCTHYECKON YYBCTEMTENLHOCTH M cneyuduyHocTH NadopaTopHonD Tec-
Ta, MCNONBEIYVEMOMD B ENUHAKS-QHarHoCTHYECKoR Nabopatopii, © QaHHbIMK NATEDATY P,

= OaHHelE 00 HCNONBIOBAHHLE PEAKTHEAX, KANWOPOBOYHBIX W KOHTPONBHBY MaTEpUanax {(MaroToaW-
TNk, COOK MOOHOCTH, YCNOBMA XDaHEHWA),

- pesynkTaTsl BHYTPHNAGopaToOpHOND KOWTPONA KavecTea 3a 10 OHeld B Nepuof BuiNONHEHWA Wecne-
QoBaHKHA, pesynNeTaTel HKOTOPRIX ABNAKITCA NPEAMETOM PACCMOTDEHMA NPW ENWHWYECKOM ayaMTe no
MoCT P 53133.2;

= NAHHBIE MO YHACcTHIO B CUCTEMaX BHEWHER OUBHKH EaYecTea,

= DAHHEBIE METPONOMANECKDR NOESDEN COEOCTE MAMEDEHWA, MCTIONBAYEMEER B NabopaTopru;

= pe3yNbTaTk AHANK3A CORNAOEHWA pE3YNLTATOR NaGopaToPHEI NCCNE00BaAHMA C aHHEMKY HHBA3NE-
HEX METOOOE MOCNeO0BaHWA, ONBpaTHEHEIX BMELATENECTE M NATONOro-aHaTOMUYECEHX BCKDETHA.

3.3.2 KNWHW4BCKWA ayaMT NPoOBOOWT KOMWCCHA, COCTOALLAA M3 BPadBi-KNHHULKMCTOR W NaBopaTopHsx
CRelWanveTos, 4To oGecneudeasT ODLeKTHEHOCTE M PAIHOCTOROHHOC TE AHANWAE W oueHoK. MpancenaTenes
HOMMCCHH HAIHAYAETCA BPEY-KNUHULUWCT, HE NPOBOAMBLUWA KYPHPOBAHWE NALUWSNTOR, peayneTaTe naGopa-
TOpHOrD oBcnNeqosalkua KoOTOpLIX SBAAKTCA 0OLEKTOM ayguTa. [nA npoBeneHns KNWHWYeCKorD ayiuTa e
MELULWHCKX OPraHv3IaumMAx ¢ OrPaHnYeHHBIMK WTATHBIMH BOAMOMHOCTAMK pDaLU8HWEM MECTHOMD oprada
YNDARNEHWA A0PABC0EDAHEHWEM MOMET DeiTh HAZHAYEHA BHELUHAR KOMMWCCKHA.

KNHWUeckni ayauT B 0THO LB MWK MCCNEN0BAHWA, BINONHEHHLIX B NaGopaTopuuy, He BXOOALLEN B COCTAR
MEQHUMHCHON SpraqHMIaunm9y, ris Bypripoeanuce oScnagoeaqHeEe NaLWeHTel (LeHTpanwaoeadsan naboparo-
pHA, CNeUWanuInpoBEaHHan NatopaTopHA SPYrons YYpasae HMA, HE3aBMCHMan KoMMapYackan NabopaToplal,
OCYLWECTENABT KOMWCCHA, CO3JABaaManN OPrasoM YNDaBNaHA 3ApaB00XpaHEHHNEN SOMHUHWCT DATHEHON TEp-
PUTOPMK, 108 PacnonNoXeHs NPpoBepReMAER MEeLWUMHCKAR Opraduaauda W naBopaTopuA, BRINONHABLLEAA
HCCNeaosaHna.

K npoBedgHr KNAHWISCKOrD ayauTa pdesTHEHOCTH nabopatopHoro oGecnede A MedWUMHCKOR
MOMOLA MOTYT OsIThs NPUENSYEHE IKCNBOTE MECTHOMN oprada Soria obAIaTeNsHOND MEOHLMHCKOTD CTPpaxo-
BAHKA.

3.3.3 PeayneTaTel paboTel KOMUCCHM (BRBOOLL, 33MEYIHWA, NPEONIKEHHA] PACCMATRHUBST Ha KNHHK-
Ko-nabopaTtopHod KoHMepaHLIWKM MBOWUWHCEON oprasuaad . Mo wToraM ayaura onpaienfioT Mepkl CoBap-
WEHCTEOBAHWA O8ATENEHOCTH KNHHHYECHME MoOpasgengHdii W KNHHUED-aHarHocTi4eckol nabopartopui,
HANPABNEHHLIE HA NoBBIWEeHKWe adderTueHocTH nabopaTopHors obecnedYeHds NeYebHo-QHarHocTHYBCKOH
QEATENEHOCTH K KA42CTEA MEQMUMHCKON NOMOLWK NALKMEHTaM.
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