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Mporpamma

NpoBepKu KauecTBa UccneaoBaHuii cneunduyeckmux 6e/1KoB CbiIBOPOTKU KPOBM YeNIOBEKa

nocpeacTBOM MeXKaabopaTopHbIX CANYEeHU

1 MpoBaiiaep

MesKNa6OPaTOPHBIX Accoupmauma cneunanmncToB HEKOMMepPYeCKoe NapTHePCTBO «Ll,(EHTp BHELIHero
KOHTPO/IA KAYecTBa KAMHUYECKUX NabopaTopHbIX nccnesosaHmiiy (ACHM

CANYUTENBHBIX

ucnbitTaHuin (MCU) «LIBRK»).

2 KoopayHarop K.x.H. KapnHoBa MpunHa HuKkonaesHa.
pasgena MCU

3 Appec n TenedoH 129090, r. Mocksa, na. Manasa CyxapesckKas, 4. 3, ctp. 2, ACHIM «LIBKK», KOMH.
KoopauHaTtopa 32, Ten. (495) 225-50-31.

4 Kputepumn Bbibopa Hannune KoHTpakTa/morosopa ¢ yd4actHMKom MCU Ha oKasaHue ycayr no
yyacTHuKkos MCH BHELUHEN OLLeHKe KayecTBa BbINOJHAEMbIX UM UCCIef0BAHUIN NyTeM

MEeK/1abopaTopPHbIX CAMUUTENbHBIX UCMbITaHUA MCU «DPCBOK-2024».
n/n | KaTtanosHblii Homep HanmeHoBaHMe nporpammbl MCU
1 01-16 Cneumdunueckme benku

5 Konnyectso, TMnN
npegnonaraembix 200, KNMHUKO-AMarHocTnuYeckme nabopatopuu.
y4yacTHmkos MCH

6 Nccneayemblit

CbIBOPOTKA KPOBM YenoBeKa.
maTtepwman

7 N3mepaemble KoHLeHTpaLmMm KOMNOHEHTOB CbIBOPOTKU KPOBW YenoBeKa: O-1-Kncabliit
noKasaTenu FNMKONPOTEUH, O-1-aHTUTPUNCUH, aHTUCTPEeNToNN3UH O, [3-2-MUKpornobynuH, C-

peakTUBHbIN 6enokK, uepynonnasmuH, C3 KOMNNOHEHT KoMmnaemeHTa, C4
KOMMOHEHT KOMMNIeMeHTa, ranTornobuH, IgA, IgkE, 1gG, IgM, peBmaTonaHbIi
dakKTop, TpaHcheppuH, GeppUTHH.

8 OnwucaHune obpasua CtabnnnsmnpoBaHHble CbIBOPOTKN KPOBM YeNOBEKa BO p1aKOHaxX C repMeTUYHO
ANA NPOBEPKU 3aBMHYMBALOLLENCA KPbILWKOM 1 pe3nHoBon npobKoit. O6bem OIK - 1 ma.
Ka4yecTBa CeeneHus o cTabuabHOCTU U ogHopoaHocTu ONK:
uccnenosanuii (ONK) KoapdunumneHT mexkdnakoHHoM Bapraymm < 1,5%.

CrabunbHocTb KomnoHeHToB OlNMK nocne BCKpbITMA/BOCCTaHOBAEHUA NPU
Temnepatype 2-8°C — 3 gHs.

9 TpeboBaHua K Mpu XxpaHeHUU B ynakoBKe npoussoauTenn — 24 mecaua npu temnepatype 2-8°C.

XpaHeHuto OMNK MNMocne BcKpbITUA dlaKoHa — He bonee 2 Heaenb npu Temnepatype 2-8°C n He
b6onee 1 cyTok npu Temnepatype 25°C.
Cpok rogHoctn OlMK — go 12.2026.

10 | TpeboBaHMA K Karkaoomy yyacTHUKY byaeT npegoctasneHo no gsa OlMK B KaxKaom us gsyx
pacnpegenerHuto OMNK | umknos.

11 | Mepsil 1. OMNK paccblnatoTca B 1abopatopum 6e3 ykasaHus Lenesbix (MpunmucaHHbIX)
NpPesoCTOPOIKHOCTU 3HaYeHMI U3MEePAEMOro NoKasaTens.
no npegotepaweHunto | 2. OMK noctaenaAtoTca B 1abopatopum B 3aiMdpoBaHHOM BUIE.

CroBOpa mexay 3. TpebosaHue ko Bcem KOJ1 npeacTaBaATb pe3ynbTaTbl UCCAELOBAHUM K
YYaCTHUKaMM nUam KOHKPETHOM Ha3HauyeHHoN aaTe.

danbcudmkaumum 4. KoHdumaeHumanbHocTb noctynatowwmx 8 ACHM «LLBKK» pesynbtaTos u
pes3ynbTaTos OTCYTCTBME AOCTYNa K OLeHKaM ApYyrnx nabopaTopuil.

12 | Y710 npepoctasnaetca | 1. Mporpamma MCU.

y4yacTHMKam MCH

2. ONK 1 MHCTPYKLUMA NO BbINONHEHUIO UX UCCAeL0BaHUA.

3. BO3MOKHOCTb BBOAa M OTNpaBKKU pe3yabTaTtoB uccnegosaHuna OMNK 8 anyHom
KabuHeTe MHTepHeT-nopTana Uan c UCNonb3oBaHMEM ByMarKHOro 61aHKa.

4. OT4yeTbl (NpoOMEKYTOUYHbIE N UTOTOBbIE) NO MPOBEPKe KayecTBa UCCAea0BaHUM
nabopatopun, BKAKOYAtOLWME KOMMEHTapPUK U Tabanubl.

5. CBnaeTtenscTso o permuctpaunn, Cengetensctso/CeeaeHuns o6 yyactum 8 MCU.

CrpaHnua 1ms 3
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13 | Mpoueaypbl Ana MNpoBepKa ogHOPOAHOCTM N cTabunbHOCTHM - B cooTBeTcTBuM ¢ FOCT P UCO
WCNbITaHWI (MeToabl 50779.60-2017 «CraTuctnyeckne metoabl. [pumeHeHue npm nposepke
n3MepeHui) KBanMdUKaLMM NOCPEACTBOM MEKNAO0PaTOPHbIX UCMbITAHUN Y,
npoBepKn
04HOPOAHOCTU U
ctabunbHoctn ONMK

14 | TpeboBaHMA K MNogrotoska OlK K M3amepeHmnam 0/1KHA NPOU3BOANTLCA B COOTBETCTBUMN C
noarotoske OlK K WMHCTPYKLMEN NO BbINOAHEHUIO nccnegoBaHnin OMK.
n3mepeHmam

15 | MeToauKkm nsmepeHua | Y4acTHUKM BoaKHbl uccnenosatb OMNK Kak o6biyHble Npobbl NaLMEHTOB, NO TOM

e MeTOAMKe, B TeX e aHa/IMTUUYECKMX CEPUAX U B TEX XKe YCI0BUAX.

16 | dopma oT4eTHOCTH YyacTHUKM npegocTaBasAtoT Mposaiaepy NPOTOKOA Pe3yNbTaTOB U3MEPEHWUI B

YY4aCTHUKOB dopme, onpeneneHHoN B IMYHOM KabuHeTe MHTepHEeT-NopTana UamM GymaxHbIim
61aHKOM BBOZA M OTNPABKKM pe3ynbTatoB uccnegosarma OlK, B cooTBETCTBUM C
MHCTpYKUMen no npumeHeHuto OlK.

17 | Kputepuun oueHKn KauecTBo pe3ynbTaToB U3MEPEHUI, NONYYEHHbIX 1abopaTopUAMM, OLLEHNBAIOT
KayecTBa U3MepPeHUI, | MO NOKasaTessM: NPaBMAbHOCTb M MOBTOPSEMOCTb (MO COBOKYMHOCTM
meToz, pe3ynbTaToOB Y4aCTHMKOB B NapameTp-crneunduyeckux rpynnax). OueHka
CTaTUCTUYECKOro NpoOBOANTCA B rpynne pe3ynbTaToB, COrNAacHO nNpasuaam, yctaHoBaeHHbIMm B TOCT
aHanusa P 50779.60-2017 «Cratuctnyeckme metoapl. [IpumeHeHmne npu npoBepKe

KBanMMKaLNM NOCPEACTBOM MeKNAOOPaTOPHbLIX UCMbITAHUN Y,

18 | MNpoucxoxaeHue Llenesble (npMnMcaHHble) 3HaYeHMA ycTaHaBMBaoTCA B npouecce MCU Kak
NU3MePEHUN LLeNeBbIX cpeaHee apudmeTmyeckoe (reomeTpmuyeckoe) sHaueHne pesynbTaToB
(npunucaHHbIX) nccneposanua OlMK, noayyYeHHbIX rpynnoi y4acTHUKOB, MCNONb30BaBLUMX O4HY U
3HauyeHuit OMNMK TY e aHaNUTUYECKYIO CUCTEMY UaN 06beaUHEHHOM OAHOPOAHOM COBOKYNHOCTH
MeTponorunyeckas pe3yabTaTOB HECKOIbKMX rpynn abopaTtopuii, MCNOIb30BaBLUNX POACTBEHHbIE
NpPOCNEXMBAEMOCTD. METOAMKMU.

HeonpegeneHHoOCTb. CBefieHUA OT Npon3BoauTeNEl KaNMBPATOPOB O HANUYUM METPOIOTUYECKON
NPOCNEXKMBAEMOCTU UX aTTECTOBAHHbIX 3HAYEHNIN NPMUHMMALOTCA BO BHUMAHWE
npv oTbope pesynbTaTos, NONYYEHHbIX C UCMOIb30BaHWEM KanMbpaTopos ¢
TaKMMW aTTeCTOBaHHbIMM 3HAaYEHUAMMU, B COOTBETCTBYIOLLME FPYNMbl CPAaBHEHMUA.
HeonpegeneHHOCTb cpefHero xapakTepusyeTca OTHOCUTENbHbIM CTaHAAPTHbLIM
OTK/IOHEHWeM pacrpeaeneHunsa pesynbraTos yyacTHMkos MCHU n BbluncnsaeTca no
cnepyowmm popmMmynam: cTaHAApPTHAA HeonpeaeneHHOCTb ;= S ,

Jn
paclMpeHHas HeonpeAeneHHOCTb: i =1 , [-l\/s—_ rae tro— Kputepuin CTblofeHTa C
n
yncnom creneHen ceobogpbl f = n— 1 1 ypoBHem 3Haummoctn a = 0,05.

19 | CreneHb rnacHocTm Ons yyactHnkos MCU cobntogaetca NpUHLMN KOHUAEHLMANbHOCTU:
pe3ynbLTaTos u 1. Kaxkgomy yyactHMRy MCU npucBanBaeTca KOLOBbI HOMEP, KOTOPbIN U3BECTEH
3aka4yeHmii MCU TONIbKO coTpyaHMKam ACHI «LIBKK» n camomy yuyacTHUKY.

2. MpoBangep 0b6a3yeTcsa He nepenasaTb pesyabTaTbl U 3akntoueHna MCU
TpeTbMM nnLam 6e3 cornacus y4acTHuKa.
KoHpUaeHUManbHOCTb MOXKET HbITb OTBEPrHYTa YHYACTHUKOM C LLe/1bHo
06Cy}KAeHNA 1 B3AaMMONOMOLLM, NPU BbINOAHEHUW PAabOT B 3aKOHOAATE/IbHO
perynmpyemoi 061acti Mam ¢ Lesbto Npu3HaHmaA. B 60NblWLIMHCTBE Cyyaes
pesynbTaTbl NPOBEPKM KauecTBa MOTYT ObITb MPeAoCTaB/EHbl COOTBETCTBYOLLLEMY
opraHy CaMMUmMM y4aCTHUKaMN.
3. B UCKIOUUTENbHbIX C/IyYasX, Korga opuumanbHbli opraH TpebyeT oT
nposaiiaepa MCU npegoctaBieHma emy pesyibTaToB NPOBEPKU KAYeCTBa,
YYaCTHUKM LONXKHbI ObITb YyBEAOMAEHbI 06 3STOM MUCbMEHHO.

20 | Oeicteus B cnyyvae Mpun 0H6HapyKeHNN HeCOOTBETCTBMA NOCTaBAeHHbIX OMNK npunaraembim

yTepu unu

OOKYMEHTaM, a TakKe nospexaeHuns OMNK, genatoumx ux HenpurogHbIMm Ans

CrpaHnua 2 ms 3
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nospexgeHusa ONK nccnesoBaHNA, KOMUCCUA 3aKa3umKa COCTaBAAET M NOANUCLIBAET AKT
Npv TPAHCNOPTMPOBKE | HECOOTBETCTBUA M yBedoMAeT 0b aTom MpoBaingepa B TedeHne 5-Tn paboumx
3aKa3umKy AHel ¢ MOMeHTa nonyyeHus. MNpoBaingep paccMaTpuBaeT AKT HECOOTBETCTBUA

(dopma AkTa (0bpaseu) npeacrasneHa Ha canTte MNposangepa MCU) n B cnyyae
ero 060CHOBAHHOCTM NOBTOPHO HanpaBAfeT 3akazunky OMK ¢ MHCTpyKumelt no
BbINONHEHUIO nccneaosaHnii OMNK.

CrpaHnua 3ms 3




