DiaSys Diagnostic Systems GmbH

IMacnopt 3navennii qist TruCal CRP U
Lot 33818-33822 10 2024-11-03

Jata obrnosnenus: 13.07.2023.
HaumenoBaHue MeIMUIMHCKOTO0 U3Aeus, ¢pacoBka

«PearenThl UIsi KamUOPOBKKM (DOTOMETPUYESCKHX CHCTEM IPH OMNpEACICHHH OMOXMMHUYECKHX TapaMmeTpoB in vitro:
Kamubparop C-peaktuBHoro 6enka yauBepcanbhblid (TruCal CRP U)y, 5x1 M

Karanoxusrit Homep: 1 7040 99 10 059.

Onucanue NPoAyKTa U €ro HA3HAYeHHue

Kanubpatop C-peaxtuBHoro 6enka ynHuepcanbhblii (TruCal CRP U) npencrasiser coOoi >KUAKUN CTaOMIBHBINA
KaJIHOpaTop ISITH Pa3NUIHBIX YPOBHEH, N3TOTOBICHHBIX HA OCHOBE YEJIOBEYECKOM CBIBOPOTKH.

Kamubparop C-peaktuBHOTO Oenka yHuBepcanbHbli (TruCal CRP U) wucmomb3yercss uisi KaTHOpOBKH TIpH
ompeneneann C-peakTHBHOrO Oejka B IIHPOKOM (YHHBEpCAJbHOM) auana3oHe ¢ momoinsio Habopa CRP U-hs
npousBojactBa «DiaSys Diagnostic Systems GmbH», I'epmanus, Ha TOJyaBTOMAaTHYCCKHX M aBTOMATHUYCCKHX
OMOXMMHMYECKUX AaHAIM3aTOPaX B KIMHUKO-TUATHOCTUYCCKUX M OHOXMMHYECKHX J1a0OpaTropusx U HAay4HO-
HCCIIeI0BATENICKON TIPAKTHKE.

YcnoBus xpaHeHus

W3nenve XpaHUTh KaK B HEBCKPBITOM, TaK M BO BCKPBHITOM (prakoHe mpu Temrepatype 2-8°C B IUIOTHO 3aKPBITHIX
(bnakoHax, B 3allIMINICHHOM OT cBeTa Mecte. M30erarth 3arps3HeHui.

CTadnabHOCTD

IIpu cobnroseHnn peKOMEHJOBaHHOrO crocoba XxpaHeHus kamuOpatop C-peakTHBHOrO Oeika YHUBEpPCAIbHBIN
(TruCal CRP U) B HEBCKpHITHIX (hiIaKoHaX CTaOWIICH JIO KOHIA CPOKa TOJHOCTH, 0003HAUYEHHOTO Ha 3THKETKE, a T0Ce
BCKPBITHSI HE MEHee TpexX MecsimeB. s TOoMydeHHs HaIe)KHBIX Pe3yIbTaTOB HEOOXODMMO CTpOroe coOroaeHue
UHCTPYKIHMH TI0 TIPAMEHECHUIO.

IToaroroBka

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

IIpoueaypa

Iporenypa onpeneneHuss U3JI0KEHA B MHCTPYKIHUH IO MPUMEHEHHIO COOTBETCTBYIOIIEIO HA0Opa pearcHTOB IS
OIIpe/IeNIeHHs] HCCIIElyeMOTr0 aHaAIIUTA.

IIpocaexuBaeMocTb

3navenust kanmuoparopa C-peaktuBHOTO Oenka yauepcanpHoro (TruCal CRP U) mpomsBoncta «DiaSys Diagnostic
Systems GmbH», I'epmanus, npocnexuBatorcs a0 pedepercHoro marepuana ERM®-DA474/IFCC.

ATTecTOoBaHHOE 3HaueHHe KanubOparopa C-peaktuBHOro Oenka yHusepcaabHOro (TruCal CRP U), ykasanHoe B
nacnopre, crelu(puIHO TOJNBKO JUIS JaHHOTO JIOTa KanubpaTopa.

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

HaumeHoBaHMe, YPOBEHb Homep notra | Cpok rognoctu | KanuOpoBouHoe 3HAUCHHE
TruCal CRP U, Yposens 1 33818 2024-11-03 0,845 mr/m (8,45 Mr/m)
TruCal CRP U, Yposens 2 33819 2024-11-03 2,045 mr/mn (20,45 mr/im)
TruCal CRP U, YpogseHs 3 33820 2024-11-03 10,0 mr/m (100 mr/im)
TruCal CRP U, Yposens 4 33821 2024-11-03 20,0 mr/mm (200 mr/im)
TruCal CRP U, Yposens 5 33822 2024-11-03 35,0 mr/m (350 mr/m)




