DiaSys Diagnostic Systems GmbH

IMacnopt 3uauennii aast TruLab CRP Level 2
Lot 36524 xo 2025-12-13

Jata obnosnenus: 06.11.2024.
HaumenoBaHue MeIMUIMHCKOTO U3Aeus, ¢pacoBka

«PeareHTBl 11 KOHTPOJS Ka4yecTBa M3MEPEHHMH TPH ONPEISNICHHH OMOXMMHYECKUX MapamMeTpoB in Vitro:
KonutponbHas ceiBopoTka C-peaktuBHoro 0enka Yposens 2 (TruLab CRP Level 2)», 3x2 mi.

Karanoxusiii Homep: 5 9610 99 10 045.
Onucanue NpoIyKTAa U €ro Ha3HAYeHHe

KontponbHas ceiBopotka C-peaktmBHoro Oenka YpoBenb 2 (TruLab CRP Level 2) mpencraBiser coOoit
CTaOMIIM3UPOBAHHYIO KHUIKYI0 KOHTPOJBHYIO CHIBOPOTKY, M3TOTOBJICHHYIO Ha OCHOBE YEJIOBEYECKOH CHIBOPOTKH.
Konuentpanust C-peaktuBHOro Oenka B KOHTposibHOH chiBopoTke TruLab CRP Level 2 cooTBeTCTBYyeT BBICOKHM
3HAYCHUSIM.

Wznenue mpepHa3HaueHO Ui INPOBEACHUS BHYTPUIA0OPATOPHOIO KOHTPOJA KadecTBa Npu omnpexaeneHun C-
peakTHBHOro Oeflka B INMPOKOM JHMAla3oHE Ha aBTOMATHYECKHMX M IOJyaBTOMAaTHUECKHX OMOXMMHYECKHX
aHaM3aTopax B KIMHUKO-AMArHOCTUYECKUX M OWOXMMHUYECKHX JabopaTopusX M HaydHO-MCCIEA0BATENbCKOM
IPaKTUKE.

KonTtponbsHas ceiBopotka C-peaktrBHOro 0enka Yposenb 2 (TruLab CRP Level 2) ¢ arTecTOBaHHBIM 3HaYCHHUEM
OTIPENICNIIEMOTO  aHANNUTA MPHUMEHSETCS Ui KOHTPOJS NPaBWIBHOCTH W BOCHPOM3BOAMMOCTH PE3yJIbTAaTOB
UCCIICIOBAHUSI TIPU BBIIOJIHEHHMHM AaHAJIM30B HA AaBTOMATUYECKUX M IOJIyaBTOMATHYECKUX OMOXMMHUYECKUX
aHaJIM3aTopax.

YcnoBus xpaHeHus

W3nenwe xpaHUTh Kak B HEBCKPHITOM, TaK M BO BCKPBHITOM (h1akoHE mpu TemnepaTtype 2-8°C B IUIOTHO 3aKPBITHIX
(hmaxoHax, B 3alTUINIEHHOM OT CBeTa MecTe. M30erath 3arpsi3sHeHHI.

CTadnabHOCTD

[Mpu cobnrofeHUN PEKOMEHJOBAaHHOTO croco0a XpaHEHUs KOHTpPOJbHas ChIBOpOTKa C-peakTHBHOTO Oejka
Yposens 2 (TruLab CRP Level 2) B HEBCKpHITHIX (hTakOHAX CTaOMIIbHA A0 KOHIIA CPOKA TOHOCTH, 0003HAYEHHOTO Ha
ITHUKETKE, a TIOCJIC BCKPBITUS HE MEHEe 3 MECSIIEB.

IToaroroBka

KonTponbras ceiBopotka C-peaktuBHOTO Oenka Yposens 2 (TruLab CRP Level 2) mocTtaBnsieTcst B )KUIKOM BUE
¥ TOTOBA K UCIIOJIb30BaHHIO.
IIpouenypa

[Iponienypa onpezieneHus: U3IOKEHA B MHCTPYKIMU 10 MPUMEHEHUIO COOTBETCTBYIOIIETO Ha0Opa peareHToB s
OTIpeIeJICHHSI NCCIIeyEeMOro aHAUTA.

IIpocaexuBaeMocTb

3Ha4YeHUs] KOHTPOJIBHOM chIBOPOTKH C-peaktrBHOro Oenka YposeHs 2 (TruLab CRP Level 2) onpeaenenst mytem
KaJHOPOBKH ¢ 3TanoHHbIM npenapatoM ERM®/IFCC npu ncnonb30BaHUN YTBEPKIEHHBIX IPOTOKOJIOB.

ATTecTOBaHHBIC 3HAYEHUS] KOHTPOJBbHOH chIBOpoTKH C-peakTBHOrO Oeika YposeHbs 2 (TruLab CRP Level 2),
yKa3aHHBIEC B MIACTIOPTE, CIIEHU(PHYHBI TOJIBKO IS JAHHOTO JI0TAa KOHTPOJILHOTO MaTepHhara.

IIpousBogure/n
DiaSys Diagnostic Systems GmbH
Alte Strasse 9, 65558 Holzheim, Germany

Haumenosanue, Howep Cpox Hab6op 3HauyeHune HurepBan
YpOBeHb JI0TA rOJHOCTH

61,4 mr/n 44,8 — 78,0 mr/n

CRPFS (6,14 mr/nn) | (4,48 — 7,80 wr/un)
TruLab CRP Level 2 36524 2025-12-13 T 376 654

yO MI/JI ,0— 00,4 M1/
CRP U-hs (5,15 mr/mn) (3,76 — 6,54 mr/mn)

InnovaStar: 56,8 mr/n 41,5-72,1 mr/n
TruLab CRP Level 2 36524 2025-12-13 CRP IS (5,68 mr/u) (4,15 — 7,21 /)




