DiaSys Diagnostic Systems GmbH

IMacnopt 3nauvennii aust TruLab D-Dimer Level 1
Lot 35564 10 2025-06-30

Jata obnosnenus: 13.03.2024.
HaumenoBaHue MeIMUIMHCKOTO U3Aeus, ¢pacoBka

«PeareHTsl I KOHTPOINS KadecTBa WM3MEpPEHUI NPH OIpelneleHnd OWOXMMHYECKHX IapaMeTpoB in Vitro:
Konrponbras cerBopotka J1-/Inmepa Yposens 1 (TruLab D-Dimer Level 1)», 2 x 0,5 ot + 1 x 2,5 M1 pa36aBurers.
Karanoxusiii Homep: 5 9810 99 10 073.
OnucaHue MPOAYKTA U €ro HA3HAYeHue

Konrponeras ceiBopotka JI-Iumepa Yposens 1 (TruLab D-Dimer Level 1) — nuodminsupoBaHHas CHIBOPOTKA
YyeoBeKa ¢ aTTecToBaHHBIM 3HaueHueM J[-/{umepa. Konuentpauus J[-/lumepa B KoHTpoJibHOU chiBOpoTke [[-lumepa
VYposens | (TruLab D-Dimer Level 1) cooTBeTCTBYeT HU3KUM 3HAYCHHUSM.

Wznenue mnpeaHa3HA4yeHO JUIsI MPOBENCHWS BHYTPHUIA0OPATOPHOTO KOHTPOJS KadecTBa Npu omnpexaencHuu Jl-

JumMepa Ha aBTOMaTHUECKUX U MOTYaBTOMATHYECKUX OMOXMMHYECKHX aHAJIM3aTopax B KIMHUKO-IHUATHOCTUYECKUX H
OMOXMMHUYECKHUX JJA0OPATOPHUSIX U HAyYHO-MCCIEA0BATENBECKON PAKTHKE.

Kontponbhas ceiBopotka JI-Humepa VYpoeerp 1 (TruLab D-Dimer Level 1) ¢ arrecTOBaHHBIM 3HAYCHHEM
ONPENeJIIEMOTO aHANWTA IPHUMEHSETCS Ul KOHTPOJISA NPAaBWIBHOCTH W BOCHPOM3BOAMMOCTH PE3YJIbTAaTOB
UCCIICIOBAHUSI TIPH BBIIOJHEHUM AaHAJIM30B HAa aBTOMATHYECKUX M IOJIyaBTOMAaTHYECKHX OHOXMMHYECKUX
aHAJIN3aTopax.

YcnoBus xpaHeHus

Wznenue XxpaHUTh Kak B HEBCKPHITOM (JIaKOHE, Tak W B Pa30aBIEHHOM COCTOSHHU Tpu Temmepatype 2-8°C B
TUTOTHO 3aKPBITHIX (DJIaKOHAX, B 3alIMIIEHHOM OT cBeTa MecTe. M30erars 3arpsi3sHeHui.

CradujabHOCTh

[Ipu coliroIeH PeKOMEHIOBAHHOTO CITOCO0a XpaHEeHUsT KOHTPOJIbHAs chiBopoTka J[-Jlumepa Yposens 1 (TruLab
D-Dimer Level 1) B HeBCKpBITHIX (hrlakoHAaX CTaOWIBHA IO KOHIIA CPOKA TOJHOCTH, 0003HAYEHHOTO Ha STHUKETKE, a
MocJie BOCCTAHOBJICHHSI HE MEHEE JBYX HEJEIb.

IToaroroBka

JInopunuzat HaXOIUTCSA B BAKYYMHOM reépMETU3NPOBAHHON YIIAaKOBKE, MOTOMY (IAKOH CIIENyeT OTKPHIBATh OYE€Hb
OCTOPOXHO, YTOOBI HM30€XaTh MOTEPH BBICYIICHHOTO MaTepuana. [ljisi MpUroTOBIIEHHS KOHTPOJIBHOW CBIBOPOTKH
no6asuthk Bo (hiakoH TouHo 0,5 mi pazbasutens. OCTOPOKHO 3aKpHITh M OCTaBUTH (JIaKOH Ha crojie Ha 30 MUHYT,
u3penka rmokaunsas. Mz0eraiite menooOpazoBanusi! He BcTpsxuBaiire!

IIpouenypa

[Iponenypa onpexneneHus: U3JI0KEHA B MHCTPYKLMK 1O MPUMEHEHUIO COOTBETCTBYIOIIEr0 Hadopa peareHToB JUIs
oTpeieNICHHs UCCIIEeyeMOT0o aHaJUTa.
IIpocaexunBaeMocTb

3HadyeHust Uia KOHTposibHOM chiBopoTkH J[-[nmepa Yposenbp 1 (TruLab D-Dimer Level 1) ompenenenst mpu
oMoy Habopa pearentoB J[-Tumep (D-Dimer FS) ¢ ucmons3zoannem kamubpatopa I-Tumepa (TruCal D-Dimer)
«DiaSys Diagnostic Systems GmbH», I'epmanusi.

ATTECTOBaHHOE 3HaueHHE KOHTPOJIbHON chiBOpoTkU JI-/lumepa (TruLab D-Dimer), yka3zaHHoe B macropre,
cnenu(UIHO TOJBKO JJIS JAHHOTO JIOTa KOHTPOJIBHOI'O MaTepraia.

IIpousBogure/n

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

HaumenoBanme, yposenb | Howmep 012 Cpox rogHocTn 3HayeHue HNuTepBan

TruLab D-Dimer Level 1 35564 2025-06-30 1,48 mxr FEU/mn 1,18 — 1,78 mxr FEU/Mn




