DiaSys Diagnostic Systems GmbH

IMacnopt 3nauennii nast TruLab CRP Level 2
Lot 38076 n0 2026-12-12

Jata obnosnenus: 29.07.2025.
HaumenoBaHue MeIMUIMHCKOT0 U3Aeus, GacoBka

«PeareHTpl 11 KOHTPOJS Ka4yecTBA M3MEPEHHMH TPH ONPEISICHHH OMOXMMHYECKUX MapaMeTpoB in Vitro:
KonutponbHas ceiBopoTka C-peaktuBHoro 6enka Yposens 2 (TruLab CRP Level 2)», 3x2 mi1.

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

KonrtponbHas ceiBoporka C-peaktmBHOoro Oenka YpoBenb 2 (TruLab CRP Level 2) mpencraBiser coboit
CTaOMIIM3UPOBAHHYIO KHUIKYI0O KOHTPOJBHYIO CBIBOPOTKY, M3TOTOBJICHHYIO Ha OCHOBE YEJIOBEYECKOH CHIBOPOTKH.
Konuentpanust C-peaktuBHOro Oenka B KoHTposibHOH chiBopoTke TruLab CRP Level 2 cooTBeTCTBYyeT BBICOKHM
3HAYCHUSIM.

Wznenue mpepHa3HaueHO Ui INPOBEACHUS BHYTPWIAOOPATOPHOIO KOHTPOJIA KadecTBa Ipu omnpexaeneHun C-
peakTHBHOro Oeilka B INMPOKOM JHAala30HE Ha aBTOMATHYECKHMX M IOJyaBTOMATHYECKHMX OMOXMMHYECKHX
aHaM3aTopax B KIMHUKO-AMAarHOCTUYECKUX M OWOXMMHUYECKHX JabopaTOpusX M HaydYHO-MCCIEA0BATENbCKOM
IPaKTUKE.

KonTtponbsHas ceiBopotka C-peaktrBHOro Oenka Yposenb 2 (TruLab CRP Level 2) ¢ arTecTOBaHHBIM 3HaYCHHUEM
OTIPENICNIIEMOTO  aHANNUTa MPHUMEHSETCS Ui KOHTPOJS NPaBHIBHOCTH W BOCHPOM3BOAMMOCTH PE3yJbTAaTOB
UCCIICIOBAHUSI TIPU BBIIOJIHEHHMH AaHAJIM30B HA AaBTOMATUYECKUX M IOJIyaBTOMAaTHYECKUX OMOXHMHUYECKUX
aHaJIM3aTopax.

YcnoBus xpaHeHus

Wznenwe xpaHUTh Kak B HEBCKPHITOM, TaK M BO BCKPBHITOM (h1akoHE mpu TemnepaTtype 2-8°C B IIOTHO 3aKPBITHIX
(hmakoHax, B 3alIUINIEHHOM OT CBeTa MecTe. M30erath 3arpsi3sHeHHIA.

CTadnabHOCTD

[Mpu cobnromeHUM PEKOMEHJOBAaHHOTO croco0a XpaHEHUs KOHTpPOJbHas ChIBOpOTKa C-peakTWBHOrO Oeika
Yposens 2 (TruLab CRP Level 2) B HeBCKpHITHIX (hi1akOHAX CTaOMIIBHA A0 KOHIA CPOKA TOJHOCTH, 0003HAYEHHOTO Ha
ITHUKETKE, a TIOCJIC BCKPBITUS HE MEHEE 3 MECSIIEB.

IToaroroBka

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

[Iponenypa onpeneneHUs: U3IOKEHA B MHCTPYKIIMK 110 MPUMEHEHUIO COOTBETCTBYIOIIETO HA0Opa peareHTOB IS
OTIpeIeJICHHSI NCCIIeyeMOro aHAUTA.

IIpociaexnBaeMocTb

3Ha4yeHus] KOHTPOJIBHOH chIBOPOTKH C-peaktrBHOro Oenka Yposens 2 (TruLab CRP Level 2) onpeaenenst myrem
KaJHOpPOBKH ¢ 3TanoHHbIM npenapatoM ERM®/IFCC npu ncnonb30BaHUN yTBEPKIEHHBIX IPOTOKOJIOB.

ATTecTOBaHHBIC 3HAYEHUS] KOHTPOJBbHOH chiBOpoTKH C-peaktrBHOro 0Oeika YposeHb 2 (TruLab CRP Level 2),
yKa3aHHbIE B TACTIOPTE, CIIEHU(PHUYHBI TOJIBKO IS JAHHOTO JI0TAa KOHTPOJIBLHOTO MaTepHhara.

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

HaumeHoBaHnmue, Homep Cpok HaGop 3HaYeHMe WntepBan
YPOBEHD J0TAa TOHOCTH

61,1 mr/n 44.6 — 77,6 mr/n

CRPFS (6,11 mr/mm) (4,46 — 7,76 mr/mn)
TruLab CRP Level 2 38076 2026-12-12 29.9 v 364 634 1/

yJ MI'/J1 4 —00,4 M1/
CRP U-hs (4,99 mr/mn) (3,64 — 6,34 mr/mn)

InnovaStar: 55,9 mMr/n 40,8 — 71,0 mr/n
TruLab CRP Level 2 38076 2026-12-12 CRP IS (5,59 mr/u) (4,08 — 7,10 wr/ )




