DiaSys Diagnostic Systems GmbH

Macnopt 3nauennii ans TruCal CRP U
Lot 35660-35664 no 2025-11-30

Hata obnosnenus: 10.04.2024.
HaumeHoBaHUe MeIMLIIMHCKOTI0 U3/enus, pacoBka

«PeareHThl sl KamUOPOBKKM (DOTOMETPUYECKHX CHCTEM IPH ONpEACICHHH OHMOXMMHUYECKHX IapaMmeTpoB in vitro:
Kamubparop C-peakruBHoro 6enka yansepcanbablii (TruCal CRP U)y, 5x1 M.

Karanoxusrit Homep: 1 7040 99 10 059.

Onucanue NPoAyKTa U ero HAa3HAYeHHue

Kamubpatop C-peaktuBHOrO Oenka yHuBepcanbHbiii (TruCal CRP U) mpencraBisier co00i MKHIKUA CTaOMITHHBIN
KaJIHOpaTop ISITH Pa3NUYHBIX YPOBHEH, N3TOTOBIEHHBIX HA OCHOBE YEJIOBEYECKOM CBIBOPOTKH.

Kamubparop C-peaktuBHOTO Oenka yHuBepcanbHbl (TruCal CRP U) wucmomb3yercss uisi KaluOpOBKU TIpH
ompeneneann C-peakTHBHOrO Oejka B IIHPOKOM (YHHBEpCAJbHOM) OHana3oHe ¢ momoinsio Habopa CRP U-hs
npousBojacTBa «DiaSys Diagnostic Systems GmbH», ['epmaHus, Ha TOJyaBTOMATHYECKHX M aBTOMATHUYECKUX
OMOXMMHYECKUX AaHAIM3aTOPaX B KIMHUKO-JHATHOCTUYCCKUX M OHOXMMHUYECKHX Ja0OpaTropusx U HAaydHO-
HCCIIeI0BATENbCKON TTPAKTHKE.

YcnoBus xpaHeHus

W3nenue XpaHUTh KaKk B HEBCKPBITOM, TaK M BO BCKPBHITOM (prakoHe mpu Temrepatype 2-8°C B IUIOTHO 3aKPBITHIX
(bnakoHax, B 3allIMIIICHHOM OT cBeTa Mecte. M30erarth 3arps3HeHui.

CTa0dniabHOCTD

IIpu cobmnrofeHnn peKOMEHJOBaHHOrO crocoba XxpaHeHus kamuOpatop C-peakTHBHOrO Oeka YHHBEpPCAIbHBIN
(TruCal CRP U) B HEBCKpHITHIX (hIaKoHaX CTaOWIICH JIO KOHIA CPOKa FOJHOCTH, 0003HAUYEHHOTO Ha 3THKETKE, a T0Ce
BCKPBITHSI HE MEHee TpexX MecsmeB. s MONMydeHHs HAAEKHBIX Pe3YNbTaTOB HEOOXOOMMO CTPOroe coOIIoneHre
UHCTPYKIIUU 110 TIPAMEHECHUIO.

IHoaroroBka

Kanmubpatop C-peaxtuBHoro Oenka yHuBepcanbHblii (TruCal CRP U) mocraBisieTcsi B KUAKOM BHJIE U TOTOB K
HCIIOJIE30BAHUIO.

IIpouenypa

Ipouenypa omnpexeneHuss U3I0KEHa B MHCTPYKIMHU 1O MPUMEHEHHIO COOTBETCTBYIOLIEIO Habopa pearcHToB s
OIIpe/eNeHHs] HCCIIeyeMOTO aHaIIUTA.

IIpocaexuBaeMocTb

3navenus xkanmuoparopa C-peaktuBHOTO Oenka yHuBepcaiapHoro (TruCal CRP U) mpomsBonctea «DiaSys Diagnostic
Systems GmbH», T'epmanus, npocnexuBarorcs 10 pedepercHoro marepuaia ERM®-DA474/IFCC.

ATTecToBaHHOE 3HaueHHe KanubOparopa C-peakTuBHOro Oenka ynHusepcaabHOro (TruCal CRP U), ykasanHoe B
nacnopre, crielu(puIHO TOJIBKO JUIS JaHHOTO JIOTa KanubpaTopa.

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

HaumeHoBaHMe, YPOBEHb Homep notra | Cpok rognoctu | KanuOpoBouHoe 3HAUCHHE
TruCal CRP U, Ypogsens 1 35660 2025-11-30 0,845 mr/mt (8,45 mr/mn)
TruCal CRP U, Yposens 2 35661 2025-11-30 2,045 mr/mn (20,45 mr/m)
TruCal CRP U, Yposens 3 35662 2025-11-30 10,0 mr/mm (100 mr/m)
TruCal CRP U, Yposens 4 35663 2025-11-30 20,0 mr/mm (200 mr/im)
TruCal CRP U, YpoBens 5 35664 2025-11-30 35,0 mr/ma (350 mr/m)




