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Mporpamma

NPOBEPKM KayecTBa UccnenoBaHUii ropMOHOB U BATAMUHOB

CbIBOPOTKU KPOBM Ye/10BEKA NOCPEACTBOM MeXNabopaTOpHbIX CANYEHUN

1 MpoBaiiaep Accoumauma cneumanmncToB HEKOMMepPYECKOe NApTHEPCTBO «LLeHTp BHeLWHero
MeKNabopaTopHbIX KOHTPO/I KAYecTBa KJIMHUYECKUX NabopaTopHbIX nccaesoBaHumii» (ACHM
CINYUTENBHbIX «UBKK»).
ucnoiTaHnin (MCW)

2 KoopauHatop K.x.H. KapnHoBa UpnHa HnkonaesHa.
pasgena MCU

3 Agpec u tenedoH 109316, r. Mocksa, Boarorpaackuit npocnekr, a. 17, ctp. 1, nom. 2/1, ACHI
KoopAnHaTopa «UBKK», Ten. (495) 225-50-31.

4 KpuTepumn Bbibopa Hannune KoHTpakTa/morosopa ¢ ydactHMKom MCU Ha oKasaHume ycayr no
yyacTtHmMkos MCU BHELLHEN OLLeHKe KauecTBa BbIMOJHAEMbIX UM UCCIef0BAHUIN NyTem

MEeXK/1abopaTopHbIX CAMUUTENbHBIX UCMbITaHUA MCU «DPCBOK-2026».
n/n | KaTtanosHblii Homep HanmeHoBaHMe nporpammbl MCU
1 01-06 FopMOHbI U BUTaMMHbI (1-5)

2 01-07 FopMOHbI U BUTamMHbI (6-10)
3 01-08 FopMOHbI U BUTamMMHbI (11+)

5 Konnyectso, Tnn 900, KNMHUKO-ANArHOCTUYECKNe nlabopaTopun.
npegnoaaraembix
y4yacTtHukos MCU

6 Uccnepyembliii CbIBOPOTKA KPOBU YesI0BEKaA.
maTtepwuan

7 N3mepaemsble KOHLEHTpauum KOMNOHEHTOB CbIBOPOTKM KpoBu YenoseKa: AKTI, BuTamuH By,
noKasaTenu 25-OH Butamun D, TCNT, AM3A-cynbdaT, MHCYAMH, KOPTU30,

NIOTENHU3UPYIOLWMNIA FOPMOH, NAaPATUPUH MHTAKTHbIN, C-NenTua, nporectepoHx, 17-
0-OH-nporecTepoH, NPONAKTUH, TECTOCTEPOH, CBOBOAHbBIN TECTOCTEPOH,
TUPEOTPONHbIV ropmoH, T3, cBoboaHbin T3, T4, cBoboaHbIM T4, COMaTOTPONUH,
donumesas Knucnota, GonamnTponmH, obwmii B-XrY, actpagmon.

Kat. Ne 01-06 — He 6osee 5 noKasaTenei (ntobbix) M3 uMcna nepeyncaeHHbIx.

Kat. Ne 01-07 — He 6onee 10 nokasaTenein (ntobbix) M3 YMCNA NEPEUYNCAEHHDIX.

Kat. Ne 01-08 — 6onee 10 nokasaTtenem M3 ymcna nepedyncaeHHbix.

8 OnucaHue obpasua CTabunnsmnpoBaHHble CbIBOPOTKM KPOBU YenoBeKa, TMOOUAN3NPOBAHHBIE BO
ON5 NPOBEPKU bNaKoHax € repMeTMUYHO 3aBMHYMBAIOLLENCS KPbILWKOW U pe3MHOBOM NPobKoii.
KayecTBa 0O61bem OlK B KOHeYHOW popme 5 ma.
nccneaoBaHuiM CeeneHus o cTabuabHOCTU U ogHopoaHocTu ONK:

(ONK) KoadduumneHT mexkdnakoHHol Bapumauum < 1,5%.

C1abnnbHOCTb KOMMNOHEHTOB B BOCCTaHOBAEHHOM obpasue: C-nentuaa — 8

4YacoB, OCTa/IbHbIX NOKa3aTesnen - 3 aHs npu 2 - 8°C, AKTI 1 napaTtmpuH —
nccnenoBaTb Hemea eHHO.

9 TpeboBaHMA K Mpu XpaHeHUWW B ynakoBKe npousBoauTens — He bonee 36 mecaues npwu
xpaHeHuto OMK Temnepatype 2 - 8°C n He 6onee 30-Tn cyToK nNpu TemnepaType He 6onee 35°C.

Mocne nepeBoaa B KOHeYHyto dopmy (pacTBopeHus ONMK) — He 6onee 3 cyTok npu

Temnepatype 2 - 8°C n He 6onee 8 yacosB npu Temnepatype 25°C (kpome C-

nentuaa, AKTT n napatupuHa). Cpok rogHoctn ONK — a0 12.2028 r.

10 TpeboBaHua K Kaxkgomy ydacTHUKY byaeT npegoctasaeHo no Asa OlNK B Kaxkaom mns Tpex

pacnpegeneHuio
OnK

LMKNOB.
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11 Mepebl 1. OMNK paccbinatotca B 1abopatopum 6e3 ykasaHus Lenesblx (MpunmucaHHbIX)
NpPeaoCTOPOXKHOCTU | 3HAYEHUN N3MEPAEMbIX NOKa3aTeneil.
no 2. ONK noctasnsatotca B nabopaTopun B 3alumMdPppoBaHHOM BUAE.
npeaoTBpaLLeHno 3. TpebosaHMe Ko Bcem K[J1 npencTaBnATb pe3yabTaTbl UCCAELOBAHNMI K
CroBopa mexay KOHKPETHOM Ha3Ha4yeHHOW aaTe.

YYaCTHUKaMMN Unu 4. KoHoumaeHupmanbHocTb nocTynatowmx 8 ACHIM «LLBKK» pe3ynbTatos u
danbcudmkaumm OTCYTCTBME AOCTYNa K OLeHKaM Apyrux nabopaTopuil.
pesynbTaTtoB

12 Yro 1. Mporpamma MCU.
npeaocrasnseTca 2. OMK v MHCTPYKUMA MO BbIMONHEHMIO UX UCCNe0BaHUA.
y4yacTHMKam MCH 3. BO3MOKHOCTb BBOAa M OTNpaBKKU pe3yabTaTtoB uccnegosaHmna OMNK B anyHom

KabWHeTe NHTePHET-NoPTaNa UK C UCNONb30BaHNEM BymarkHOro BaaHKa.

4. OT4eTbl (NPOMEKYTOUYHbIE U UTOTOBbIE) MO NPOBEpPKe KBaAnduKaLmm
nabopatopum, BKAOYAOLME KOMMEHTapPUKN U Tabanubl.

5. CBMaeTenbCcTBo o pernctpauun, Cemaetenscrso/Ceeaerusa 06 yyactum 8 MCU.

13 Mpoueaypbl gna MNpoBepKa ogHOPOAHOCTM U cTabunbHOCTK - B cooTBeTcTBMM ¢ FOCT P 50779.60-
ucnblTaHnn (metoabl | 2017 «CraTucTMyeckMe meTogbl. [IpUMeHeHMe Npy NpoBepKe KBaanduKaumm
n3mepeHui) NnocpeACcTBOM MeX1abopaToOpPHbIX UCMbITaHUIA».
npoBepKu
0AHOPOAHOCTU U
cTabunbHoctn ONMK

14 TpeboBaHua K Mogrotoska OlK K M3amepeHMam 0/1KHA NPOMU3BOANTLCA B COOTBETCTBUM C
noarotoBke OTK K WMHCTPYKLUMEN MO BbINOAHEHU0 nccnegosaHunii OMK.
n3mepeHuam

15 MeTtogunku YyacTHUKM gonxHbl uccneposatb ONMK Kak 06bl4HbIe NPO6bl NALMEHTOB, MO TOM
nsmepeHun Ke MeTOAMKe, B TEX e aHA/IMTUUYECKUX CEPUAX U B TEX XKe YC0BUAX.

16 dopma oTyeTHOCTH YyacTHMKM npegocTaBnatoT [poBangepy NPOTOKON Pe3yibTaToB M3MEPEHNI B
YYaCTHUKOB dopme, onpeaeneHHoM B IMYHOM KabnHeTe MHTepHEeT-NopTana uam BymarkHbim

61aHKOM BBOAA M OTNPABKM pe3ynbTaToB uccienosanus OMK, B cooTBeTcTBMM C
MHCTpYKUMen no npumeHeHuto OlK.

17 Kputepun oueHkn KauecTBO pe3y/bTaTOB U3MEPEHUIA, NOJIY4YEHHbIX TabopaToOpmUAMM,
KavecTsa OL,eHMBAOT NO MOKasaTenssM: NPaBUIbHOCTb U MOBTOPSAEMOCTb (No
M3MEpeHWi, MeTOA | coBOKYMHOCTM Pe3y/IbTaToB YHAaCTHWUKOB B MapameTp-creLnduyeckmx
craTncTnHeckoro rpynnax). OueHKa NpoBOAMTCA B rpynne pesynbTaTos, COrNacHo Npasuaam,
aHanusa yctaHoBneHHbIMm B TOCT P 50779.60-2017 «CTaTuCTUYECKME METOAbI.

MpumeHeHWe Npu NpPoBepKe KBaANPUKaLMM NOCPEeSCTBOM MEXKNAB0PaTOPHbIX
WCNbITAHUIY.
18 MpouncxoxgeHue Llenesble (NnpMnMcaHHble) 3HaYeHMA ycTaHaBIMBaoTCA B npouecce MCU Kak

N3MepPEHUI LeneBbIx
(npunucaHHbIX)
3HauyeHui OMK.
MeTponormnyeckasn
NpPOCNeXMBAEMOCTb.
HeonpeaeneHHOCTb.

cpeaHee apndmeTUUECKOE (reoMeTpUYecKoe) 3HaueHne pesynbTaToB
nccnegosanua OMK, noay4eHHbIX FPYNNOM y4aCTHUKOB, MCNO/b30BaBLUNX OAHY U
TY e aHaNIMTMYECKYIO cUCTeMy Man o6begUHEHHON 0A4HOPOAHOM COBOKYMHOCTH
pe3ynbTaToB HECKO/bKUX rpynn nabopaTopuii, MCNOAb30BaBLUMX POACTBEHHbIE
METOAMKM.

CBegeHuWA OT NpoussoanTeneil KannbpaTopos O HaIMUMM METPONOTMYECKON
NPOCNEXNBAEMOCTU UX AaTTECTOBAHHbIX 3HAYEHW NPUHMMAKOTCA BO BHUMaHUE
npv oTbope pesyabTaToB, NoJIyYeHHbIX C UCNONb30BaHNEM KaiMbpaTopoB ¢
TaKMMM aTTECTOBAHHbBIMM 3HAYEHUSIMU, B COOTBETCTBYHOLLME TPYNMbl CPABHEHMUS.
HeonpepeneHHOCTb CpeAHero XxapakTepusyeTca OTHOCUTEIbHbIM CTaHAAPTHLIM
OTKNOHEHWEM pacnpesefieHnn pesynbTaTtoB yYacTHUKoB MCU v BblumcaaeTcs no
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s
cnepytowwen opmyne: CTaHAAPTHAA HeonpeaeeHHOCTb 1 = 1,257.
n

19

CTeneHb rnacHocTu
pe3ynbTaToB U
3aKknouyeHnn MCH

Ons yyactHnkoB MCU cobntogaetca NpUHLUN KOHPUAEHLNANbHOCTU:

1. Kaxkgomy yyactHMKy MCU npucBamBaeTca KogoBbli HOMep, KOTOPbIN N3BECTEH
TONIbKO coTpyaHMKam ACHI «LIBKK» n camomy yuyacTHUKY.

2. MpoBangep 0b6a3yeTcsa He nepenasaTb pesybTaTbl U 3akntoueHna MCU
TpeTbMM nnuam 6e3 cornacus y4acTHMKa.

KoHpUaeHUManbHOCTb MOXKET HbITb OTBEPrHYTa YYaCTHUKOM C LLe/1bHo
06Cy}KAEHNA 1 B3AMMONOMOLLM, NPU BbINOAHEHUW PAabOT B 3aKOHOAATE/IbHO
perynmpyemoi 061acti Mam ¢ Lesbto Npu3HaHmaA. B 60NblWLMHCTBE Cyyaes
pe3yabTaTbl NPOBEPKM KayecTBa MOryT 6biTb NpesocTaBaeHbl
COOTBETCTBYIOLLEMY OpraHy CaMMUMMU YHACTHUKAMW.

3. B McKAtouMTENbHBIX CAYyYanX, Koraa opuuManbHbI opraH TpebyeT ot
nposaiiaepa MCU npegoctaBneHma emy pesyibTaToB NPOBEPKU KAYeCTBa,
YHYACTHUKM AO0MKHbI ObITb YBEAOMIEHBI 06 3TOM NUCbMEHHO.

20

JerictBus B cnyyae
yTepPU UK
nospexaeHua ONK
npu
TPAHCNOPTMPOBKE
3aKa34YUKy

Mpu 06Hapy*KeHNN HecooTBeTCTBUA NocTaBaeHHbix OMNK npunaraemobim
OOKYMEHTaM, a TakyKe nospexaeHus OMNK, genatowmx nx HenpurogHbIMM Ans
nccnenoBaHUs, KOMUCCUA 3aKa3uMKa COCTaBAAET U NoANMUCbIBaeT AKT
HEeCcoOoTBeTCTBMA M yBegoMAAeT 06 aTom lNpoBsaigepa B TeueHue 5-Tn pabounx
AHel ¢ MoMeHTa nony4yeHus. MpoBaliaep paccmaTpmBaeT AKT HECOOTBETCTBUSA
(bopma AkTa (0bpaseu) npeacrasneHa Ha canTe Mposanaepa MCU) n B cnyyae
ero 060CHOBAHHOCTM NOBTOPHO HanpaBAsfeT 3akazunky OMNK ¢ MHCTpyKumelt no
BbIMNOAHEHUIO nccneaosaHnii OMNK.
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