DiaSys Diagnhostic Systems GmbH

IMacnopt 3nauennii aast TruLab CRP Level 2
Lot 30682 no 2022-08-24

Jata obnosnenus: 13.05.2021
HaumeHoBaHMe meaULUUHCKOro usgenusa, pacoska

«PeareHTbl 419 KOHTPO/IA Ka4yecTBa M3MEPEHUI NPU onpeseneHnn BUOXMMUMYECKUX NapamMeTpoB in vitro: KoHTposibHasn
cbiBOpoTKa C-peakTnsHoro 6enka YposeHb 2 (TruLab CRP Level 2)», 3x2 ma.
KaTanoxHbiit Homep: 59610 99 10 045
OnucaHue NPoAyKTa U ero HasHayeHue

KoHTponbHasa cbiBopoTKa C-peakTuBHoro 6enka YposeHb 2 (Trulab CRP Level 2) npeacrasnsetr coboi
CTabUNN3MPOBAHHYIO KUAKYIO KOHTPO/IbHYIO CbIBOPOTKY, MW3rOTOBAEHHYHD Ha OCHOBE YE/IOBEYECKOW CbIBOPOTKM.
KoHueHTpauua C-peakTMBHOro 6enKa B KOHTPO/IbHOM cbiBOpoTKe TruLab CRP Level 2 cooTBeTCTBYET BbICOKMM 3HAYEHUAM.

U3penve npeaHasHayeHo [AN1A NPOBEAEHWA BHYTPUIAbOPaTOPHOro KOHTPOAA KayecTBa npu onpegeneHun C-
peakTMBHOro 6eska B LWUMPOKOM AMana3oHe Ha aBTOMATUYECKUX U NoJlyaBTOMaTUYECKUX BUMOXMMMYECKMX aHan3aTopax B
KAMHUKO-ANArHOCTUYECKMX U BUOXUMMYECKMX 1abOopaTOpUAX U HAYYHO-UCCNeL0BaTENbCKOM NPaKTUKeE.

KoHTposbHaa cbiBopoTKa C-peakTtvBHoro 6enka YposeHb 2 (TruLab CRP Level 2) c aTtrectoBaHHbIM 3HayeHWem
onpeaenaemMoro aHaanTa NPUMeHAEeTCA ANA KOHTPOAA NPaBUAbHOCTU U BOCNPOU3BOAMMOCTU pe3ybTaToB UcCnefoBaHUA
NP BbINOJIHEHUWN aHA/IM30B HA ABTOMATUYECKUX U MOJTYaBTOMATUYECKMX BUOXMMUNYECKUX aHaNM3aToPaX.

Ycnosua xpaHeHus

N3penne xpaHUTb KaK B HEBCKPbITOM, TaK U BO BCKpbITOM dnakoHe npu Temnepatype 2-8°C B MIOTHO 3aKPbITbIX
dNaKoHax, B 3alMLLIEHHOM OT CBeTa mecTe. M3beraTb 3arpsisHeHU.
CrabunbHOCTb

Mpu cobnogeHnn peKoMeHA0BAHHOTO cnocoba XpaHeHUs KOHTPO/IbHAA CbiIBOPOTKa C-peakTUBHOro 6enka YpoBeHb 2
(TruLab CRP Level 2) B HeBCKpbITbIX PpakoHax cTabuabHa 40 KOHLA CPOKA rogHOCTM, 0603HAYEHHOTO Ha 3TUKETKe, a nocae
BCKPbITMA HE MeHee 3 mecALeB.

MoparoTtoBKa

KoHTponbHas cbiBopoTKa C-peakTMBHOro 6enka YposeHb 2 (TruLab CRP Level 2) nocTtaBnseTca B »KMAKOM BUAE M rOTOBA
K MCMO/1Ib30BaHMIO.

Mpoueaypa

Mpoueaypa onpeaeneHnsa M3NOMKEHA B WMHCTPYKUUM MO NPUMEHEHMIO COOTBETCTBYHOLLEro Habopa peareHToB Ans
onpeaeneHna nccaegyemoro aHaauTa.
Mpocnexxnsaemoctb

3HaYeHUA KOHTPO/IbHOM CbiBOPOTKM C-peakTmBHoro 6enka YposeHb 2 (TruLab CRP Level 2) onpegeneHbl nytem
KannMBpoBKM C 3TafIoHHbIM npenapatom ERM®/IFCC npu Mcnoib30BaHUMN YTBEPMKAEHHbIX MPOTOKO/I0B.

ATTecToBaHHble 3HaYeHNA KOHTPOIbHOW CbIBOPOTKM C-peakTuBHOro 6enka YposeHb 2 (TruLab CRP Level 2), ykasaHHble
B nacnopTe, cneumdUYHbl TONbKO AN AAHHOTO I0Ta KOHTPOJIbHOTO Matepuana.
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Hanmenosahue, Homep Cpox Habop 3HaueHue WUHTepBan
YpPOBEHb nora roaHoCcTH
59,3 mr/n 43,3 -75,3 mr/n
RPF
TruLab CRP Level 2 30682 2022-08-24 e .93 wr/an) | (4,33 7,58 mi/an)
ruta eve had CRP U-he 50,5 mr/n 36,9 — 64,1 mr/n
(5,05 mr/nn) (3,69 - 6,41 mr/an)
InnovaStar: 54,4 mr/n 39,7 —-69,1 mr/n
L L 2 2 2022-08-2
Trutab CRP Level 3008 022-08-24 CRP IS (5,44 mr/an) | (3,97 -6,91 mr/an)




