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Mporpamma

npoBepKun Kayecrtsa VICCﬂeAOBaHMVI nokasareneu npeHaTta/ZibHOro CKpUHUHra B nepsom

TpumecTpe (ANa onpeaeneHnA Ha aHanusatopax DELFIA) cbiIBOpOTKM KPpOBM YenoBeKa

nocpeacTBOM MeXK1abopaTopHbIX CANYEHU I

1 Mposaiiaep Accoumauma cneunanncTtoB HEKOMMepYeckoe napTHepcTBo «LeHTp BHelHero
MeKNabopaTopHbIX KOHTPONS KayecTBa K/AMHMYECKMX JlabopaTopHbIX uccnesoBaHuii»  (ACHM
CNINYUTENBbHbIX «LBKK»).
ncnoitaHnin (MCH)

2 KoopauHatop babkeeBa 31MHa PUHaATOBHa.
pasgena MCU

3 Appec n tenepoH 129090, r. MockBa, nn. Manas CyxapeBcKas, a. 3, ctp. 2, ACHI «LUBKK», KOMmH.
KoopAnHaTopa 32, Ten. (495) 225-50-31.

4 Kputepumn Bbibopa Hannume KoHTpaKTa/morosopa ¢ y4acTtHMKom MCU Ha oKasaHue ycayr no
y4yacTHukos MCU BHELWHEN OUEHKe KayecTBa BbIMOAHAEMbIX WM  WUCCAEAOBaHWUI  nyTem

MeXnabopaTopHbIX CAMYUTENBHBIX UchbITaHn MCU «@CBOK-2023»
n/n | KatanoxHolii Homep HanmeHoBaHue nporpammbl MCU
1 01-10 MpeHaTanbHbIN CKPUHUHT B 1-M Tpumectpe
(nns aHannsatopos DELFIA)

5 Konunuectso, Tvn 40, KNMHUKO-AMarHoctuyeckue nabopartopun.
npeanoaaraembix
yyacTHmKos MCHU

6 Uccnepyemblii CbIBOpPOTKa KPOBU YeNoBeKa.
martepuan

7 M3mepsaemsble KoHUEeHTpauMm  KOMMOHEHTOB  KpPOBM  4YenoBeka: cBoboaHbi  B-XIY,
nokasartenu PAPP-A.

8 OnucaHue obpasua CtabnnmsmpoBaHHble CbIBOPOTKM KPOBM 4YesnoBeKa, ANOPUAN3MPOBaAHHbIE BO
ON5 NPOBEPKU dNakoHax ¢ repMeTUYHO 3aBMHUYMBAIOLLENCA KPbILKOW M Pe3MHOBOM NPOGKOW.
KauecTBa O6bem OlK B KoHeuyHoW dopme 1 mA.
nccnesoBaHUm CeegeHus o ctabunbHocTM M ogHopogHocTh ONK:

(ONK) KoaddnumneHT mexkdnakoHHoM Bapraymm < 1,5%.
C1abnnbHOCTb KOMMNOHEHTOB B BoccTaHoBAeHHoM OTMK npu Temnepatype 2 - 8°C -
3 gHAa.

9 TpeboBaHMA K Mpn XpaHeHUM B yNakoBKe npousBoauTens — He 6onee 36 mecsaueB npwu

xpaHeHuto OMK Temnepatype 2 - 8°C u He 6onee 30-TU cyTOK nNpu TemnepaType He 6onee 35°C.
Mocne nepeBoga B KOHeuYHyto ¢dopmy (pactBopeHua OMK) — He 6onee 3-x CyTOK
npu Temnepatype 2 - 8°C n He 6bonee 8 yacos npu Temnepartype 25°C.
Cpok rogHoctn OlMK — go 12.2025.

10 TpeboBaHMA K Karkgoomy yuyacTHUKy byaer npepgocTtasneHo no gsa OMK B Kaxaom M3 Tpex
pacnpegeneHuio LMKNOB.
OnkK

11 Mepbl 1. ONK paccbinatotcs B nabopatopum 6e3 yKasaHua LeneBbiX (MPUNMCaHHbIX)
NPeaoCTOPOXKHOCTU | 3HAYEHWUN N3MEPAEMbIX NOKa3aTenei.
no 2. ONK nocTtasnatoTca B nabopaTopun B 3aluMPpoBaHHOM BUAE.
npeaoTBPaALLEHNIO 3. TpeboBaHue Ko Bcem KAJT npeacTtaBnsTb pe3yabTaTbl UCCAEAOBaHUIA K
CroBopa mexay KOHKPETHOM Ha3Ha4yeHHOW aaTe.

YY4aCTHUKaAMMN Unun 4. KoHduaeHumanbHocTb noctynatowmx B ACHM «LUBKK» pesynbtatoB u
danbcndunkaymm OTCYTCTBME A0CTYMNa K oUueHKam apyrix nabopatopuit.
pesynbLTaTtoB

12 Yro 1. Mporpamma MCU.

npeaocrasnseTca 2. OMK v MHCTPYKLUUA MO BbIMOTHEHMIO UX UCCNEA0BAHUA.

yyacTHMKam MCH

3. BO3MOXKHOCTb BBOAA M OTNPaBKM pe3ynbTaToB uccneaosaHus OMK B AMyHom
KabuHeTe MHTepHeT-NopTana UAK C UCnob3oBaHMem BymaxkHoro 6naHKa.

4. OTyeTbl (MPOMEXKYTOUHbIE M UTOTOBbLIE) MO NPOBEPKE KAayecTBa UCCaes0BaHUI
nabopaTtopuu, BKAOYAOWME KOMMEHTAPUM U Tabaunubl.

CrpaHnua 1ms 3
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5. CBMaeTenbCcTBo 0 pernctpauunn, Cemaetenscrso/Ceeaerusa o6 yyactum 8 MCU.

13 Mpoueaypbl oA Mpoueaypbl NPOBEPKM OAHOPOAHOCTM M CTAaBMNBHOCTW, OMUCaHHble B
ncnoitaHnin (metoabl | FTOCT P 50779.60-2017 «CTtaTUcTMYecKne meTtogbl. [pumeHeHue npu nposBepke
N3MepPEHUIA) KBanMdUKaLMM NOCPEACTBOM MEKNAO0PaTOPHbIX UCNbITAHUN Y.

NpoBepKn
OAHOPOAHOCTU U
cTabunbHoctn OMNK

14 TpeboBaHMA K MNogrotoska OlK K mnamepeHuAm A[0MKHA NPOU3BOAUTLCA B COOTBETCTBUMU C
noarotoske OlK K WHCTPYKLMEN NO BbINOAHEHUIO nccnegosaHnin OMK.
N3MepeHMAM

15 MeTtoanku YUyacTHMKM omkHbl nccnegosatb OMNK Kak 06bluHble Npobbl NaLMeHTOB, MO TOM
n3mepeHua e METOAMKE, B TEX KE aHANUTUYECKUX CEPUAX U B TEX Ke YCI0BUAX.

16 dopma oTYeTHOCTH YyacTHMKM npepocTasnaoT lNposaingepy NPOTOKON pPe3ynbTaToB U3MEPEHWUI B
YYaCTHUKOB dopme, onpeaeneHHoOM B IMYHOM KabuHeTe MHTEpPHET-NopTana Man BymarkKHbIM

61aHKOM BBOAA M OTNpPABKM pe3ynbTaToB uccaegosaHna OMK, B cooTBeTCTBUM C
MHCTpYKUMen no npumeHeHuto OlK.

17 KpuTtepmn oueHKu KayecTBO pe3y/nbTaTOB M3MeEPEHUI, MONMYYEHHbIX abopaTopuAMM, OLLEHMBAIOT
KayecTBa no nokasaTensim: TMpPaBWUIbHOCTB W  TMOBTOPAEMOCTb (MO  COBOKYMHOCTU
NU3MepPEHUI, MeTOA, pesynbTaToB Y4acCTHUKOB B MapameTp-cneuuouyecknx rpynnax). OueHka
CTaTUCTMYECKOTO NpPoBOAUTCA B Fpynne pe3ynbTaToB COMMACHO MpaBuaam, YCTaHOB/IEHHbIM B
aHanusa FOCT P 50779.60-2017 «Cratuctnyeckne metogbl. NNpumeHeHMe npu nNposepke

KBanMdMKaLMM NOCPeACTBOM MeKNabopaTOPHbLIX UCMbITAHUN Y,

18 MpouncxoxgeHue Llenesble (npunucaHHble) 3HaYeHUs ycTaHaBAMBatoTca B npouecce MCU Kak
NU3MepeHUI LeneBbix | cpegHee  apudmeTnyeckoe  (reomeTpuyeckoe)  3HayeHMe  pesysibTaToB
(npunucaHHbIX) nccneposaHua ONMK, nonyyYeHHbIX FPYNNON y4acTHUKOB, MCMONb30BaBLUMX OAHY U
3HaveHui OMK. TY K€ aHa/IMTUYECKYIO CUCTEMY UNM 06beAMHEHHON OAHOPOAHOM COBOKYMHOCTM
MeTponoruyeckas pe3ynbTaToOB HECKONbKMX Fpynn nabopatopuit, NCNONb30BaBLUMX POACTBEHHbIE
NpPOC/AEeXKMBAEMOCTb. | METOLMUKM.

HeonpepeneHHoctb. | MeTposiorMyeckaa MNpPOCNEKMBAEMOCTb B [AAaHHOM BWAE MUCMbITaHWIA  He
npUMeHnMa.
HeonpepeneHHOCTb cpegHero xapaKTepmsyeTca OTHOCUTE/IbHbIM CTaHAAPTHbLIM
OTK/IOHEHWEeM pacnpegeneHunsa pesyibtatoB yyactHMkos MCWU m BbluncnaaeTca no
cnepyowmm dbopmynam: CTaHAapTHasdA HeonpeaeNeHHOCTb M = S ,

Jn
paclMpeHHan HeonpeaeneHHoCTb: U =1, , E—IS— rae t;,— Kputepwnii CTblogeHTa
" In
C yncnom cteneHen csoboapbl f = n— 1 1 yposHem 3Hauymmoctn @ = 0,05.
19 CreneHb rnacHoCcTm Ona yvactHnkos MCU cobatogaetca NpUHUNN KOHPUAEHLMANBbHOCTH:

pesynbTaTtos U
3akntoyeHnin MCU

1. Kaxkgomy yyactHMKY MCU npuceanBaeTcs KOA0BbIN HOMEP, KOTOPbIN U3BECTeH
ToNbKo coTpyaHukam ACHI «LUBKK» 1 camomy y4acTHUKY.

2. NMpoBaligep obs3yeTcA He nepenaBaTb pe3ynbTaTbl M 3akaoveHua MCU
TpeTbMM nnLam 6e3 cornacus y4acTHMKa.

KoHPUaeHUMaNbHOCTb  MOXKeT OblTb  OTBEPrHYTa YYaCTHUKOM C  LeNblo
o6CyKAeHNA U B3aMMOMOMOLLM, MPU BbINOSAHEHMM PABOT B 3aKOHOAATE/NbHO
perynavpyemon obnactm MauM C Lenbio Npu3HaHuA. B BonblMHCTBE cay4vaes
pe3ynbTaTbl NPOBEPKM KayecTBa MOTYT ObiTb NPeAoCTaBAEHbl COOTBETCTBYOLLEMY
OopraHy CaMMMM yHaCTHUKaMW.

3. B uWcKAouMTeNbHbIX CAyvasx, Korga oduuManbHbii opraH Tpebyer oT
nposavgepa MCU npepoctaBneHMA emy pes3ynbTaTOB MNPOBEPKM KauvyecTsa,
YHYACTHUKM A0MKHbI ObITb YyBEAOMAEHbI 06 3TOM NUCbMEHHO.

CtpaHnua 2 ms 3
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[OevicTBusa B cnyvae
yTePU UK
nospexaeHua OMNK
npu
TPAHCNOPTMPOBKE
3aKa34YUKy

Mpn o6HapyKeHMM HecooTBETCTBMA nocTaBfieHHblx ONK npunaraembim
OOKYMEHTaM, a Takke nospexkaeHua OMK, genatowmx Mx HENPUrogHbIMK OAs
NUCCNnenoBaHUs, KOMMCCMA  3aKa3uMKa COCTaBAsfeT WM MOAMUCbIBAEeT  AKT
HecooTBeTCTBMA U yBegomnseT o6 stom [poBaigepa B TeyeHUe 5-Tm paboumx
OHel ¢ MOMeHTa nonydyeHus. MNpoBalaep paccmatpuBaeT AKT HECOOTBETCTBUA
(bopma AkTa (0obpaseu) npeactaBneHa Ha caite MNposaliaepa MCU) n B cnyvae
ero o60CHOBaHHOCTM NMOBTOPHO HanpaBaseT 3akasumky OMK ¢ MHCTpyKuuMen no
BbINO/IHEHUIO UccneaosaHuit OTK.

CrpaHnua 3 ms 3



