DiaSys Diagnostic Systems GmbH

Iacnopt 3uavennii TruLab D-Dimer Level 2
Lot 35035 no 2024-12-31

Jata obnoBnenus: 26.07.2023.
HaumeHoBaHMe MeIUIIMHCKOTO U3/eus, pacoBKa

«PeareHThl i1 KOHTpOJS KadyecTBa H3MEpEHHH IpH ONpeAe]CHUH OMOXMMHYECKHX IapaMeTpoB in Vitro:
Konrponbras cerBopotka J1-/Inmepa Yposens 2 (TruLab D-Dimer Level 2)», 2 x 0,5 mor + 1 x 2,5 M1 pa36aBurers.
Karanoxusiii Homep: 5 9820 99 10 073.

OnucaHue MPOAYKTA M €ro Ha3HAYeHHUe

Konrponeras ceiBopotka JI-Iumepa Yposens 2 (TruLab D-Dimer Level 2) — nuoduminsupoBaHHas CHIBOPOTKA
YeJioBeKa ¢ aTTecToBaHHBIM 3HaueHueM [l-Humepa. Konnenrpanus J-Aumepa B KOHTpoNIbHOHM chiBOpoTKe J-lumepa
Yposens 2 (TruLab D-Dimer Level 2) cooTBeTCTBYET BEICOKUM 3HAYCHUSIM.

Wznenne mpemHa3zHadeHO IS TPOBEACHHS BHYTPHIA0OPATOPHOTO KOHTPOJS KadecTBa NpH ompeneneHun [l-
JumMepa Ha aBTOMaTHUECKHX U MOTYaBTOMATHYECKUX OMOXMMHYECKHX aHAIM3aTopax B KIMHUKO-IUArHOCTUYECKUX H
OMOXMMHYECKUX Ja00OpaTOPHIX U HAYTHO-HCCIIEIOBATEITECKON ITPAKTHKE.

Konrponbhas ceiBopotka JI-Iumepa VYposenb 2 (TruLab D-Dimer Level 2) ¢ aTTeCTOBaHHBIM 3HAYCHHEM
ONpeeNsAEMOr0 aHaIWTa TPUMEHSETCS JUIsl KOHTPOJS TPaBWIIBHOCTH W BOCIIPOU3BOJUMOCTH  PE3yJIbTAaTOB
WCCIIEIOBAaHUS TIPH BBITOJIHEHWM AaHAN30B Ha AaBTOMATHYECKHX W TOJYaBTOMATUYECKUX OHOXUMHUYECKUX
aHaAJIN3aTopax.

YcnoBus xpaHenust

Wznenne xpaHWTh Kak B HEBCKPHITOM (DJIaKOHE, TaK W B pa30aBIEHHOM COCTOSHUHM Tpu Temmepatype 2-8°C B
TUTOTHO 3aKPBITHIX (DJIaKOHAX, B 3alIMIIEHHOM OT cBeTa MecTe. M30erars 3arpsi3sHeHui.

CTa0dniabHOCTD

[Ipu coluroIeHu PpeKOMEHIOBAHHOTO CITOCO0a XpaHEeHUs1 KOHTPOJIbHAs chiBopoTka J[-Jlumepa Yposens 2 (TruLab
D-Dimer Level 2) B HeBCKpHITHIX (hrlakoHaX CTaOWIBHA IO KOHIIA CPOKA TOJHOCTH, 0003HAYEHHOTO Ha STHUKETKE, a
MOCIIe BOCCTAHOBJICHHSI HE MEHEE BYX HEJIEIb.

IToaroroBka

JImodunmzaT HaXOUTCS B BAKYYMHOM repMETH3UPOBAHHON YIIAKOBKE, TO3TOMY (DJIAKOH CIIEyeT OTKPHIBATH OUYEHB
OCTOPOXHO, YTOOBI HM30€XaTh MOTEPH BBICYIICHHOTO MaTepuana. [ljisi MpUrOTOBIIEHHS KOHTPOJIBHOW CBIBOPOTKH
no0aBuTh BO (prakoH Touno 0,5 mi pazbaButens. OCTOPOXKHO 3aKpPHITh U OCTaBUTH (hIakoH Ha cTojie Ha 30 MUHYT,
u3penka nmokaunsas. Mz0eraiite menooOpazoBanus! He BcTpsxusaiite!

IIpouenypa
[Ipouenypa ompeneneHns W3M0KeHAa B WHCTPYKIIUH 110 MTPUMEHEHUIO COOTBETCTBYIONIETO HabOpa peareHTOB IS
oTpesieNICHHs UCCIIEeTyeMOT0 aHaJIUTa.
IIpocaexunBaeMocTb

3HavyeHus: Uid KOHTpoibHas cbiBopoTka [I-/lumepa Yposens 2 (TruLab D-Dimer Level 2) ompenenensl mpu
nomotni Habopa pearentoB J[-Iumep (D-Dimer FS) ¢ ucnons3oBannem kamubpatopa JI-Iumepa (TruCal D-Dimer),
«DiaSys Diagnostic Systems GmbH», I'epmanusi.

ATTeCTOBaHHOE 3Ha4YeHHE KOHTPOJbHOW ChiBOpoTKH JI-Jlumepa (TruLab D-Dimer), yka3aHHoe B macmopre,
cnenu(UIHO TOJBKO JJISl JAHHOTO JIOTa KOHTPOJIBHOI'O MaTepraia.
IIpousBoaguresn

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

HaumenoBanme, yposenbs | Homep j0Ta Cpok rogHocTn 3HaueHHe HNuTepBan

TruLab D-Dimer Level 2 35035 2024-12-31 4,75 mxr FEU/mMn 3,80 — 5,70 mxr FEU/mn




