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Mporpamma

NPOBEPKM KauecTBa UCC/1eA0BaHNIT NPOLLEHTHbIX Aoneit ¢ppaKumii 6enka cbiBOPOTKM (N1a3mbl) KpoBU

yesioBeKa NOCPeACcTBOM MeXK1abopaTopHbIX CIMYEHUI

1 MNpoBsaiiaep
MmexknabopaTopHbix | AccouMaumsa CneumannucToB HEKOMMEpPYeCcKoe napTHepcTBO «LleHTp BHelwHero
CINYUTENDbHbIX KOHTPOSl KAaYecTBa KJIMHMYECKUX NabopaTopHbIX nccnegoBaHuiny (ACHM «LBKK»).
ucnbiTaHnii (MCH)
2 Koopaunatop K.x.H. KapnHoBa NpnHa HnuKonaesHa.
pasgena MCU
3 Appec v TenedoH 129090, r. Mocksa, nn. Manasa CyxapesckKas, 4. 3, ctp. 2, ACHIN «LBKK», KOmH. 32,
KoopauHaTtopa Ten. (495) 225-50-31.
4 Kputepumn Bbibopa Hannune KoHTpaKkTa/morosopa ¢ yd4actHukom MCU Ha oKasaHue ycayr no BHelHen
yyacTHuKos MCH OLLeHKe KauyecTBa BbINOJIHAEMbIX UM UCCIe[0BaHUIN NMyTeM MeXKNabopaTopHbIX
CANYUTENBHbIX UCMbITaHUI B Cucteme MCU «PCBOK-2023»
n/n | KaTtanoskHbli Homep HanmeHoBaHMe nporpammbl MCHU
1 01-17 ®pakumm benka (metog anekTpodopesa)
5 Konnyectso, TN 160, KAMHMKO-ANarHocTuyeckume nabopatopuu.
npegnonaraembix
Y4aCTHUKOB
6 Nccnepyembiin CbiBOpOTKa (N1a3ma) KpoBM YenoBeka.
maTtepwan
7 N3mepaemble KoHueHTpaL MM KOMNOHEHTOB CbIBOPOTKM (N1a3Mbl) KPOBM YeNOBEKA: anbbyMuH, a-
nokasaTenu 1-rnobynuHbl, a-2-rnobynnHel, B-rnobynnHbl (obwas dpakyma), B-1-rnobynnHel, B-
2-rnobynuHbl, y-rnobyanHsbl.
8 Onucanune OlK CtabnnnsmnpoBaHHble CbIBOPOTKM KPOBWU 4esioBeKa, J/NModUAM3MPOBaAHHbIE BO
bNaKkoHax € repmMeTMYHO 3aBMHUYMBAKOLLENCA KPbIWKOM W pPe3nHOBOM MpobKoii.
O6bem OlK B KoHeYHoW dopme 2 M.
CeeaeHus o ctabunbHocT M oaHopoaHocTh ONMK:
KoadpopmumneHT mexdnakoHHoM Bapnauum < 1,5%.
CTtabunbHOCTb KOMMNOHEHTOB B BOccTaHOBAeHHOM OlMK npu 2-6°C 5 aHeit.
9 TpeboBaHuA K Mpu XpaHeHUMM B yMNaKoBKe npoussBoguTena — He 6onee 24 mecAues npu
XpaHeHuto OMNK Temnepatype 2 - 6°C n He 6onee 15-TM cyToK npu TemnepaTtype He 6onee 25°C.
Mocne nepeBoa B KOHeYHYHO popmy (pacTBopeHusa dnakoHa) — He Bonee 5 cyToK
npu Temnepatype 2 - 6°C n He 6onee 4 Heaenb Npu TemnepaType -20°C.
Cpok rogHoctn OMNK — oo 12.2024 .
10 TpeboBaHusa K Kaxkgomy y4acTHUKY byaet npeaoctaBaeHo no Asa OMNK B Kaxaom 13 Tpex LUKAOB.
pacnpeseneHuto
OnkK
11 Mepbl 1. ONK paccbinatotca B nabopatopum 6e3 yKasaHMA LenesBbiX (NPUNUCAHHbIX)
NPeaoCTOPOMKHOCTU | 3HAYEHWUIT UCCeAyeMOro NoKasaTens.
no npeaoTBpa- 2. ONK nocTtasnatoTca B nabopaTopun B 3aluMPppoBaHHOM BUAE.
LLEHWIO CroBopa 3. TpeboBaHuMe kKo Bcem KAOJT npeactaBnAtTb pesynbTaTbl UCCNeAOBaHUNA K
MeXAY YY4aCTHUKAMM | KOHKPETHOM Ha3Ha4YeHHOM aaTe.
nnun danbcndmrKa- 4. KoHpunaeHumanbHocTb noctynatowmx B ACHIM «LUBKK» pe3ynbTaTtoB 1 oTcyTCTBUE
LMW pe3ynbTaToB [0CTyna K pe3yabTaTtam Apyrux nabopaTopuid.
12 Yto 1. Mporpamma MCU.

npenocTaBAeTca
y4yacTHMKam MCH

2. ONK 1 MHCTPYKLUUA NO BbINOSHEHUIO UX UCCAeL0BaHUA.

3. BO3MOXKHOCTb BBOAQ W OMpaBKU pe3ynbtatoB uccnegosaHua OMNK B aAnyHom
KabuHeTe MHTepHeT-nopTana Uan c UCNonb3oBaHMEM BymarkHOro 6aaHKa.

4. OtyeTbl (NPOMEKYTOYHbIE U UTOrOBbIE) MO MPOBEPKE KayecTBa MccaenoBaHUM
Nabopatopuu, BKAOYAKOLME KOMMEHTAPUK U Tabanupbl.

5. CBnaeTenbCcTBo pernctpaunn, Cenaetenncrso/CeeaeHuns o6 yuactum 8 MCU.
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13 Mpoueaypbl ana Mpouesypbl MNPOBEPKM  OOHOPOAHOCTM U CTAaDUABHOCTM, OMUCaHHble B
ucnbiTaHuit (metoabl | FOCT P 50779.60-2017 «Cratuctuyeckme metodbl. MNpumeHeHWe npu nposBepKe
n3MepeHui) KBanMdUKaLMM NOCPEACTBOM MEKNAO0PaTOPHbIX UCMbITAHUN Y.

NPOBEPKH
OAHOPOAHOCTU U
cTabunbHoctn ONMK

14 TpeboBaHuA K Mogrotoska OlK K u3mepeHMAmM A[O0MKHA MNPOM3BOAUTLCA B COOTBETCTBUM C
noarotoske OlK K WHCTPYKLMEN No BbINOAHEHUIO nccnegosaHnin OMK.
N3MepeHnAM

15 MeToanku YuacTHMKM gonxHbl uccnenosatb OMK Kak 06blYHble NPOO6LI NAaLMEHTOB, MO TOM Xe
n3mepeHmn METOAMKE, B TEX XKe aHa/IMTUYECKUX CEPUAX N B TEX XKE YC/IOBUAX.

16 $opma oTyeTHOCTH YyacTHMKM npegoctasnatoT [poBalifepy NPOTOKON pPe3y/bTaTOB M3MEPEHUN B
Yy4YacTHUKOB dopme, onpenenieHHOM B JIMYHOM KabuUHeTe UHTepHeT-nopTana Manm BymarkHbim

6naHKOM BBOZA M OTNPaBKM pe3ynbTatoB uccnegosaHma ONK B cooTBETCTBUM C
MHCTpYKUMen no npumeHeHuto OlK.

17 KpuTtepmm oueHKH KayecTBO pe3ynbTaToB M3MeEPEHUI, NOMYYEHHbIX N1abopaTopmMAMM, OLLEHMBAIOT MO
KayecTBa nokasaTensm: NPaBUIbHOCTb M MOBTOPAEMOCTb (MO COBOKYMHOCTW pPe3y/bTaToB
M3MepeHuin, MeTod, | YYacTHMKOB B MapameTp-crneuumobuyeckux rpynnax). OueHKa nposBoguTca B rpynne
CTAaTUCTUYECKOTO pe3ynbTaTtoB, COrMACHO NpaBuaam, ycTaHosBneHHbim B [OCT P 50779.60-2017
aHanu3a «Cratuctnuyeckme metoapl. [pumeHeHne nNpu  npoBepke  KBanuduKauum

nocpeacTBOM MeXK1abopaTOPHbIX UCMbITAHUIAY.

18 MpoucxoxaeHue Uenesble (npunucaHHble) 3HayeHua YycTaHaBauBatoTcs B npouecce MCU  Kak
n3mepeHui cpeaHee apudmeTnyeckoe (reomeTpuueckoe) 3HayeHue pe3y/bTaToB
LeneBbIx nccnenosanus OMMK, nonyyYeHHbIX rPYNMNoi y4acTHUKOB, MCMO/Ib30BaBLUNX OAHY U Ty
(npmnucaHHbIX) e aHa/NIMTUYECKYD cUCTeMy, MAN B 0O6beAMHEHHON OAHOPOAHOW COBOKYMHOCTU
3HauyeHu OMNK. pe3ynbTaTOB HECKOJIbKMX rpynn nabopatopuii, MCNOAb30BaBLUNX POACTBEHHbIE
MeTponornyeckasn METOLMKM.

NpocCaeKMBaemocTb. | MeTponormyeckasa npoOCAEXMBAEMOCTb B AAHHOM  BMAE  WUCMbITAHUA  He
HeonpeneneHHOCTb | yCcTaHaBAMBaETCA.
HeonpeneneHHOCTb cpegHero XapakTepusyeTca OTHOCUTENbHbIM CTAaHAAPTHbIM
OTKNOHEHWEM pacnpeneneHma pesynbratoB yvyacTHMkos MCU u BblumcnAeTca no
cnepyowmm Gopmynam: CTaHAapPTHaA HeonpeneneHHOCTb 1l :L, pacwmpeHHas
Jn
S o
HeonpeaeieHHOCTb: u=tf’aG\/—_ roe tg, — Kputepuin CTblogeHTa € 4MCIOM
n
cTeneHen ceoboabl f =n — 1 1 ypoBHem 3Haunmoctn a = 0,05.
19 CreneHb rnacHoCcTH Ons yyactHnkoB MCU cobntogaetca NpUHLMN KOHPUAEHLNANbHOCTU:

3aK/0YEHUI
pesynstatos MCU

1. Kaxkgomy yyactHMKY MCU npucBavBaeTca KOAOBbIM HOMEP, KOTOPbIA U3BECTEH
TONIbKO coTpyaHMKam ACHI «LIBKK» n camomy yuyacTHUKY.

2. MNpoBanaep o0basyeTca He NnepenaBaTb Pe3ynbTaTbl U 3aKNt04eHUA ydyacTus B MCU
TpeTbnm nuuam 6e3 cornacma y4acTHUKa.

KoHdunaeHUMaNbHOCTb MOXKET BbiTb OTBEPrHYTA YYaCTHUKOM C LeNiblo 0bcyKaeHnaA
M B3aMMOMOMOLLN, NPU BbINOJAHEHUU PaAbOT B 3aKOHOAATENIbHO pPeryanpyemon
06n1actT unu c Lenbto Npu3HaHUA. B 60NbLINMHCTBE CNyvaeB pe3ynbTaTbl MPOBEPKM
KayectBa MoryT ObiTb MNpeaocTaB/eHbl COOTBETCTBYIOLWEMY OpPraHy camumm
YYaCTHUKaMU.

3. B MCKNOUUTENBbHbBIX CAy4YanX, Koraa oduumManbHbll opraH TpebyeTt oT npoBalgepa
MCW npepoctaBneHnsa emy pesy/ibTaToOB NPOBEPKM KAuyecCTBa, YHACTHUKU AO/MKHbI
6bITb yBEAOMEHDBI 06 3TOM MMCbMEHHO.

CtpaHunua 2 s 3




ACHN «UEHTP BHELUHETO KOHTPO/IA KAYECTBA KNTMHUYECKUX IABOPATOPHbIX MCCI'IE,D,OBAHMﬁ»
129090, r. Mocksa, na. Manasa CyxapeBsckas, 4. 3, cTp. 2, ACHIM «LBKK», Ten. (495) 225-50-31, labs@fsvok.ru

20

[JevictBua B cnydae
yTepu unm
nospexaeHna OMNK
npu
TPaAHCNOPTMPOBKE
3aKa3umKy

Mpwn 06Hapy*KEHNN HECOOTBETCTBUA NOCcTaBAeHHbIXx OMNK npunaraembim
[OKYMEHTaM, a TakKe nospexaeHua OMNK, genatowmx ux HeNpUrogHbIMmM ann
nccnenoBaHUsA, KOMMccua 3aKkasumKa COCTaBAsET U NognucbiBaeT AKT
HECOOTBETCTBUSA U yBegomAseT 06 aTom lMNpoBaiiaepa B TedeHUe 5-Tm paboumnx gHe
C MOMeHTa noJsiyyeHus. Nposaliaep paccmatpuBaeT AKT HecooTBeTcTBUA (bopma
AkTa (0bpaseu) npeacraBneHa Ha canTe Mposangepa MCU) u B cnyyae ero
060CHOBAHHOCTM NOBTOPHO HanpasAaseT 3aka3umky OMMK ¢ MHCTpyKumel no
BbINO/IHEHUIO UccneaoBaHuit OTK.
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