DiaSys Diagnhostic Systems GmbH

IMacnopt 3nauennii aast TruLab CRP Level 1
Lot 31148 no 2022-10-20

Jata oonosnenus: 30.06.2021
HaumeHoBaHue meguuMHCKOro usaenus, pacoBka

«PeareHTbl 419 KOHTPO/IA Ka4yecTBa M3MEPEHUI NPU onpeseneHnn BUOXMMMYECKUX NapamMeTpoB in vitro: KoHTposibHasn
cbiBOpoTKa C-peakTnsHoro 6enka YposeHb 1 (TruLab CRP Level 1)», 3x2 ma.
KaTanoxHbiit Homep: 5 9600 99 10 045
OnucaHue NPoAyKTa U ero HasHayeHue

KoHTponbHaA cbiBOpoTKa C-peaktMBHoro 6enka VYposeHb 1 (TruLab CRP Level 1) npeacrasnaetr cobol
CTabUNN3MPOBAHHYIO KUAKYIO KOHTPO/bHYIO CbIBOPOTKY, MW3rOTOBAEHHYHD Ha OCHOBE YE/IOBEYECKOW CbIBOPOTKM.
KoHueHTpauma C-peakTUBHOro 6e/Ka B KOHTPO/IbHOM cbiBOpoTKe TruLab CRP Level 1 cooTBeTCTBYET HU3KMM 3HAUYEHUAM.

U3penve npeaHasHayeHo [A1A NPOBEAEHWA BHYTPUIAbOPaTOPHOro KOHTPOAA KayecTBa npwu onpegeneHun C-
peakTMBHOro 6e/sKa B LUMPOKOM AMana3oHe HAa aBTOMATUYECKMX M NOyaBTOMATUYECKMX BUMOXMMUMYECKUX aHaNn3aTopax B
KJIMHUKO-ANArHOCTUYECKUX U BMOXMMMYECKMX 1abOopaTOPUAX U HAYYHO-UCCNeA0BaTE/IbCKOM NpPaKTUKeE.

KoHTponbHaa cbiBopoTKa C-peaktvBHoro 6enka YposeHb 1 (TruLab CRP Level 1) c aTtrectoBaHHbIM 3HayYeHWem
onpeaenaemoro aHaamMTa NPUMeHAEeTCA AN1A KOHTPOAA NPaBUAbHOCTU M BOCMPOU3BOAMMOCTM pe3y/bTaTOB UCCAe0BaHUA
NPV BbINOJIHEHUWN aHAIM30B HA ABTOMATUYECKUX U MOJTYaBTOMATUYECKMX BUOXMMUNYECKUX aHAIM3aTOPaX.

YcnoBua XxpaHeHuA

N3penne xpaHWUTb Kak B HEBCKPLITOM, TaK U BO BCKpbITOM ¢nakoHe npu TemnepaTtype 2-8°C B NJOTHO 3aKpPbITbIX
$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 rogHOCTH, 0603HAaYEeHHOro Ha 3TUKETKe, a nocse
BCKPbITMA HE MeHee 3 mecALeB.

MoparoTtoBKa

KoHTposibHas cbiBOpoTKa C-peakTuBHoro b6enka YposeHb 1 (TruLab CRP Level 1) noctasnseTca B »KMAKOM BUAE M rOTOBA
K MCNOJIb30BaHMIO.

Mpoueaypa

Mpoueaypa onpeaeneHnsa M3NOMKEHA B WMHCTPYKUUM MO NPUMEHEHMIO COOTBETCTBYHOLLEro Habopa peareHToB Ans
onpegeneHna nccaeayemoro aHaamTa.
Mpocnexxnsaemoctb

3HaYyeHnnA KOHTPO/NbHOMN CbiBOPOTKM C-peakTuBHoro 6enka YposeHb 1 (TruLab CRP Level 1) onpegeneHbl nytem
KannMbpoBKM C 3TafIoHHbIM npenapatom ERM®/IFCC npu Mcnoib30BaHUMN 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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H H
ahmeHogahne, omep Cpox Ha6op 3HaueHue MuTepBan
YPOBEHDb norta rogHoCcTH

CRP FS 23,1 mr/n 16,9 — 29,3 mr/n
0. (2,31 mr/an) (1,69 — 2,93 mr/gn)

TruLab CRP Level 1 31148 2022-10-20 CRP U-hs 23.4 mr/n 17.1-29.7 mrin
(2,34 mr/an) (1,71 — 2,97 mr/gn)

InnovaStar: 22,0 mr/n 16,1 — 27,9 mr/n
TruLab CRP Level 1 31148 2022-10-20 CRP IS (2,20 mr/an) (161 — 2,79 mr/an)




