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Macnopt 3HaueHui

Jata obHoBNeHuA: 27.02.2018
HaumeHoBaHue meguuMHCKOro usaenus, pacoBka

«PeareHTbl 419 KOHTPO/IA Ka4yecTBa M3MEPEHUI NPU onpeseeHnn BUOXMMUYECKUX NapaMeTpoB in vitro: KoHTpoabHasA
cbiBOpoTKa C-peakTnsHoro 6enka YposeHb 1 (TruLab CRP Level 1)», 3x2 ma.
KaTtanoxHbit Homep: 59600 99 10 045
OnucaHue NpPoAYKTa U ero HasHavyeHue

KoHTponbHaA cbiBOpoTKa C-peaktMBHoro 6enka VYposeHb 1 (TruLab CRP Level 1) npeactasnaetr cobol
CTabUNN3MPOBAHHYIO KUAKYIO KOHTPO/IbHYIO CbIBOPOTKY, W3rOTOB/IEHHYID Ha OCHOBE Ye/I0BEYECKON CbIBOPOTKU.
KoHueHTpauma C-peakTUBHOro 6e/Ka B KOHTPO/IbHOM cbiBOpoTKe TruLab CRP Level 1 cooTBeTCTBYET HU3KUM 3HAUYEHUAM.

U3penve npeaHasHayeHo [ANA NPOBEAEHWA BHYTPUIAbOPaTOPHOro KOHTPOAA KadectBa npwu onpepeneHun C-
peakTMBHOro 6esika B LUMPOKOM AMana3oHe Ha aBTOMATUYECKUX U NMOJyaBTOMATUYECKUX BMOXMMUYECKMX aHaAIM3aTopax B
KAMHUKO-ANArHOCTUYECKUX U BUOXMMMYECKNX TabopaTopmsaX U HayYHO-UCCNe0BaTENbCKOM NPAKTUKe.

KoHTposibHaa cbiBopoTka C-peakTtuBHoro 6enka YposeHb 1 (TruLab CRP Level 1) ¢ aTTecToBaHHbIM 3HaYyeHUEM
onpeaenaemoro aHaamMTa NPUMeHAEeTCA AN1A KOHTPOAA NPaBUAbHOCTU M BOCMPOU3BOAMMOCTM pe3y/bTaToB UCCAeA0BaHUA
NPV BbINOJIHEHUWN aHA/IM30B HA ABTOMATUYECKUX U MOJTYaBTOMATUUYECKMX BUOXMMUYECKUX aHaM3aTopaXx.

Ycnosua xpaHeHuUA

N3penne xpaHUTb KaK B HEBCKPbITOM, TaK U BO BCKPbITOM ¢iakoHe npu TemnepaTtype 2-8°C B MIOTHO 3aKPbITbIX
$NaKoHax, B 3aWMLLEHHOM OT cBeTa mecTe. M3beraTb 3arpsisHeHUA.
CrabunbHocTb

Mpu cobnogeHnn peKoMeHA0BAHHOTO cnocoba XpaHeHUs KOHTPO/IbHAA CbiIBOPOTKa C-peakTuBHOro 6enka YposeHb 1
(TruLab CRP Level 1) B HEBCKpbITbIX pNakoHax cTabuibHa A0 KOHLA CPOKa rogHocCTH, 0603HAaYeHHOro Ha 3TUKETKe, a nocsie
BCKPbITUA HE meHee 3 mecALEeB.

NoaroroBka

KoHTposibHas cbiBopoTKa C-peakTuBHoro 6enka YposeHb 1 (TruLab CRP Level 1) noctaBnseTca B »KMAKOM BUAE M rOTOBA
K MCNOJIb30BaHMIO.

Mpoueaypa

Mpoueaypa onpeaeneHns M3NOKEHA B WMHCTPYKUUM MO NMPUMEHEHMIO COOTBETCTBYHOLLEro Habopa peareHToB Ans
onpegeneHna nccaeayemoro aHaauTa.
Mpocnexknsaemoctb

3HayeHnnA KOHTPO/NbHOMN CbiBOPOTKM C-peakTuBHoro 6enka YposeHb 1 (TruLab CRP Level 1) onpegeneHbl nytem
KannMbpoBKM C 3TasIoHHbIM npenapatom ERM®/IFCC npun Mcnonb30BaHUM YTBEPMKAEHHbIX MPOTOKO/I0B.

ATTecToBaHHble 3HaYeHMA KOHTPO/IbHOM CbIBOPOTKK C-peakTuBHOro 6enka YposeHb 1 (TruLab CRP Level 1), yka3saHHble
B nacnopTe, cneumdUYHbl TONbKO AN AAHHOTO I0Ta KOHTPOJIbHOTO Matepuana.
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HaumeHoganue, Homep Cpox Ha6op 3HaueHue WHTepBan
YpOBeHb nora roaHocTu

CRP FS 20,2 mr/n 14,7 — 25,7 mr/n
i (2,02 mr/an) (1,47 — 2,57 mr/gn)

TruLab CRP Level 1 25057 2019-07 CRP U-hs 20.5 mr/n 15.0 = 26.0 Mr/n
(2,05 mr/an) (1,50 — 2,60 mr/gn)

InnovaStar: 17,1 mr/n 12,5- 21,7 mr/n
TruLab CRP Level 1 25057 2019-07 CRP IS (1,71 mr/an) (1,25 — 2.17 mr/an)




