DiaSys Diagnostic Systems GmbH

IMacnopt 3nauennii aast TruLab CRP Level 1
Lot 36523 10 2025-12-13

Jata obnosnenus: 06.11.2024.
HaumenoBaHue MeIMUIMHCKOTO U3AeJus, ¢pacoBka

«PeareHThI 111 KOHTPOJIS KaYeCcTBA U3MEPEHHI MIPH OTPENeICHHH OMOXUMHYECKUX MapaMeTpoB in vitro: KoHTpoibpHas
ceiBopoTKa C-peaktuBHoro 6enka Yposenb 1 (TruLab CRP Level 1)», 3x2 mu.
Karanoxusrit Homep: 5 9600 99 10 045.

Onucanue NPoOAyKTa U ero HAa3HAYeHHue

KonTponpHast ceiBopoTka C-peaktuBHOTO Oenmka Ypoeenb 1 (TruLab CRP Level 1) mnpeacraBmser coboit
CTaOMIU3UPOBAHHYIO JKUJAKYIO KOHTPOJBHYIO CBIBOPOTKY, HW3TOTOBJICHHYI0 Ha OCHOBE 4YEIIOBEYECKOW CHIBOPOTKH.
Konnenrpamus C-peakTuBHOTO Oelika B KOHTpobHOH chiBopoTke TrulLab CRP Level 1 cooTBeTCcTByeT HU3KUM 3HAUCHHSIM.

W3nenwe mnpemHa3HAueHO U MPOBEACHUS BHYTPHIAO0OpAaTOPHOTO KOHTPOJS KadecTBa NpH onpeneneHnn C-
PEaKTUBHOTO OeliKa B IUPOKOM TUANa30HE HA aBTOMATUYECKUX M MOJTYaBTOMATHYCCKUX OMOXMMHUYCCKHX aHAIM3aTOpax B
KJIMHUAKO-TIMarHOCTUICCKUX U OMOXUMHYECKUX JTA00PATOPUSAX U HAyYHO-HCCIICAOBATEIBCKOM PAKTHKE.

KonTponbsHast ceiBopoTka C-peaktuBHoro Oenka YposeHb 1 (TruLab CRP Level 1) ¢ arrectoBaHHBIM 3HaueHHEM
OTIpeAETsIeMOr0 aHAINUTA MPUMEHSAETCS Ui KOHTPOJIA MPaBUIBHOCTH M BOCIPOM3BOAMMOCTH PE3YJIbTaTOB UCCIEAOBAHUSA
IIPY BBITIOJIHEHUH aHAIM30B HA aBTOMATHUYCCKHUX U TT0JTyaBTOMATHYCCKUX OMOXUMHYECKHUX aHATU3aTOpaX.

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 KOHTPOJIbHAsI CHIBOPOTKAa C-peakTHBHOTO Oenka YpoBeHB 1
(TruLab CRP Level 1) B HeBCKpBITBIX (iakoHaX cTaOMIbHA J0 KOHIIA CPOKA TOJHOCTH, OOO3HAYEHHOr0 Ha ATHUKETKE, a
II0CJIEe BCKPBITUS HE MeHee 3 MecsLIeB.

IToaroroBka

KonTponbhas ceiBopoTka C-peaxtuBHoro Oenka Yposenb 1 (TruLab CRP Level 1) mocraBnsieTcs B XKHIKOM BUIE U
TOTOBa K MCIIOIH30BAHHIO.

IIpouenypa

[Iponenypa ompeneneHUs H3IIOKEHa B HHCTPYKIMU II0 TPUMEHEHHIO COOTBETCTBYIOIIEro Habopa peareHTOB IS
OTIpENIENICHHS NICCIEAYEMOTO aHAITUTA.

IIpocaexunBaeMocTb

3HavueHUsT KOHTPONBHOH ChHIBOpOTKH C-peaktmBHOTO Ocnka YpoBeHb 1 (TruLab CRP Level 1) ompemeneHsl myTtem
KaJIMOPOBKH ¢ 3TaIoHHBIM npenapatoM ERM®/IFCC mpu HCIoap30BaHIH YTBEPKICHHBIX TPOTOKOJIOB.

ATTeCTOBaHHBIC 3HAYCHUS KOHTPOIBHOU CHIBOpOoTKH C-peaktuBHOro Oemka Ypoenb 1 (TruLab CRP Level 1),
YKa3aHHBIE B TACTIOPTE, CHEHU(PIIHBI TOIBKO IS JAHHOTO JIOTa KOHTPOJIBHOTO MaTepHaa.

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

HaumeHoBaHnmue, Homep Cpok HaGop 3HaYeHMe WntepBan
YPOBeHb J0Ta TOJAHOCTH

CRP FS 21,9 mMr/n 16,0 — 27,8 mr/n
1. (2,19 mr/mn) (1,60 — 2,78 mr/mn)

TruLab CRP Level 1 36523 2025-12-13 CRP U-hs 22 8 wr/i 16,6 29.0 mr/a
(2,28 mr/mn) (1,66 — 2,90 mr/mn)

InnovasStar: 23,5 mr/n 17,2 — 29,8 mr/n
TruLab CRP Level 1 36523 2025-12-13 CRP IS (2,35 wr/ ) (1,72 — 2,98 mr/am)




