DiaSys Diagnostic Systems GmbH

IMacnopt 3nauennii nast TruLab CRP Level 1
Lot 35731 no 2025-06-14

Jata obnosnenus: 07.06.2024.
HaumenoBaHue MeIMUIMHCKOT0 U3AeJus, pacoBka

«PeareHThI 1JIs1 KOHTPOJIS Ka4eCTBA U3MEPEHHI MPU ONPEICICHUH OHOXUMHUIECKHX apaMeTpoB in vitro: KortpoabHas
ceiBopoTKa C-peaktuBHoro 6enka Yposenb 1 (TruLab CRP Level 1)», 3x2 mur.
Karanoxusrii Homep: 5 9600 99 10 045.

Onucanue NPoOAyKTa U ero HAa3HAYeHHue

KonTponsHas ceiBopoTka C-peaktuBHOTO Oenmka Yposenb 1 (TruLab CRP Level 1) mnpexacraBmser coboit
CTaOMIU3UPOBAHHYIO JKUAKYI0 KOHTPOJBHYIO CBIBOPOTKY, H3TOTOBJICHHYI0 HA OCHOBE YEIOBEYECKOW CBHIBOPOTKH.
Konnenrpamus C-peakTuBHOTO Oellka B KOHTpoibHOHU chiBopoTke TruLab CRP Level 1 cooTBeTcTBYyeT HU3KUM 3HAYCHUSIM.

W3nenwe mnpemHasHAueHO [UIS MPOBEACHUS BHYTPIIAO0OpATOPHOTO KOHTPOJS KadecTBa NpH omnpexeneHnn C-
PEaKTUBHOTO OeliKa B IUPOKOM TUANa30HE HA aBTOMATUYECKUX M MOJTYaBTOMATHYCCKHX OMOXMMHUYCCKHX aHAIM3aTOpax B
KJIMHUAKO-IMArHOCTUICCKUX U OMOXUMHYICCKUX JTA00PATOPUSAX U HAYYHO-HUCCIIETOBATEIBCKOM PAKTHKE.

KonTponbsHas ceiBopoTka C-peaktrBHOro Oenka YpoBeHb 1 (TruLab CRP Level 1) ¢ arrecTtoBaHHBIM 3HauYe€HHEM
OTIPEIENAEMOT0 aHAIHUTA MPUMEHSETCS IS KOHTPOJS MPAaBHUIBHOCTH M BOCIPOU3BOJUMOCTH PE3YJIHTATOB UCCICIOBAHUS
[P BBITIOJIHEHUH aHAIM30B HA aBTOMATHUYCCKHUX U TTOJTyaBTOMATHYCCKUX OMOXUMHYECKHX aHAITU3aTOpPaX.

YcnoBus xpaHeHus

W3nenue xpaHWTh Kak B HEBCKPHITOM, TaK U BO BCKPHITOM (iakoHe mpu TemmepaType 2-8°C B IUIOTHO 3aKPBITHIX
(bnakoHax, B 3allIMIIICHHOM OT cBeTa Mecte. M30erarth 3arps3HeHui.

CTa0dniabHOCTD

[Ipu cobmoneHnN peKOMEHIOBaHHOTO CIIoco0a XpaHeHHsT KOHTPOJIbHas CHIBOpOoTKa C-peakTHBHOTO Oenka YpoBeHB 1
(TruLab CRP Level 1) B HeBCKpBITBIX (iakoHaX cTaOMIbHA J0 KOHIIA CPOKa TOJHOCTH, O0OO3HAYEHHOTO Ha ATHUKETKE, a
II0CJIEe BCKPBITUS HE MEHee 3 MecsLIeB.

IToaroroBka

KonTponbHas ceiBopoTka C-peaktuBHOrO Oenka Ypoenb 1 (TruLab CRP Level 1) mocraBnsiercs B XKHIKOM BUIE U
TOTOBa K MCIOIH30BAHHIO.

IIpouenypa

[Iponenypa ompeneneHus H3IOKEHa B WHCTPYKIHH II0 TPUMEHEHHIO COOTBETCTBYIOIIETO Habopa peareHTOB IS
OTIpENIENICHHS NICCIIEAYEMOTO aHAIIUTA.

IIpocaexuBaeMocTb

3HavueHUs KOHTPONBHOH ChHIBOpOTKH C-peaktuBHOTO Ocnka YpoBeHb 1 (TruLab CRP Level 1) ompexmeneHsl myrem
KaTMOpPOBKH ¢ 3TaloHHBIM npenapaToM ERM®/IFCC npu ucnoiap30BaHUN YTBEP)KICHHBIX TPOTOKOJIOB.

ATTeCTOBaHHBIC 3HAYCHUS KOHTPOIBHOU CHIBOpOoTKH C-peaktuBHOro Oemka Ypoenb 1 (TruLab CRP Level 1),
YKa3aHHBIC B ITACTIOPTE, CHEHU(PIIHBI TOIBKO ISl JAHHOTO JIOTa KOHTPOJIBHOTO MaTepHaa.

IIpousBoaguresn
DiaSys Diagnostic Systems GmbH
Alte Strasse 9, 65558 Holzheim, Germany

Haumenosanue, Homep Cpox Hab6op 3HauyeHne HurepBan
YpOBEHb JI0TA TOAHOCTH

CRP FS 21,3 mMr/n 15,5 - 27,1 mr/n
' (2,13 mr/mn) (1,55 — 2,71 mr/mn)

TruLab CRP Level 1 35731 2025-06-14 CRP U-hs 22.2 st 16.2 _ 28.2 M/
(2,22 mr/mn) (1,62 — 2,82 mr/mn)

InnovasStar: 21,5 mr/n 15,7 — 27,3 mr/n
TruLab CRP Level 1 35731 2025-06-14 CRD IS (2.15 /) (157 — 2,73t/




