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Macnopt 3HaueHui

Jata obHoBneHuA: 30.11.2020
HaumeHoBaHMe meaULMHCKOro usgenus, pacoska

«PeareHTbl gNnA KOHTPONA KayecTBa WM3MEPEHWI Npu onpefeneHUn OGUMOXMMMYECKMX MNapamMeTpoB in vitro:
KoHTponbHasA cbiBopoTKa [-Aumepa YposeHb 2 (TruLab D-Dimer Level 2)», 2 x 0,5 ma + 1 x 2,5 mn pasbasutens.
KaTtanoKHbiit Homep: 59820 99 10 073
OnucaHue NPoAyKTa U ero HasHayeHue

KoHTponbHaa cbiBopoTka O-Oumepa YposeHb 2 (TruLab D-Dimer Level 2) — nnodunmsmpoBaHHas CbIBOPOTKA
yesioBeKa C aTTecTOBaHHbIM 3HaYeHuem A-Aunmepa. KoHueHTpauua O-Anumepa B KOHTPObHOM cbiBOpoTKe A-Anmepa
YpoBeHb 2 (TruLab D-Dimer Level 2) cooTBeTCTBYET BbICOKMM 3HAYEHUAM.

N3penve npepHasHayeHO A1 NPOBeAEHMA BHYTPWAAOOPaTOPHOro KOHTPO/IA KadvecTBa Npu onpeaeneHun [-
Onmepa Ha aBTOMATUYECKUX U NONYaBTOMATUYECKMX BUMOXMMMUYECKUX aHANN3ATOPAX B KAMHUKO-AMATHOCTUYECKUX U
BMOXMMMYECKMX N1aBOPATOPUAX U HAYYHO-MUCC/Ie0BaTE/IbCKOMN MPaKTUKe.

KoHTponbHaa cbiBopoTka A-Aumepa YposeHb 2 (TruLab D-Dimer Level 2) c atrectoBaHHbIM 3HauYyeHWEM
onpefensiemMoro aHaauTa MNPUMEHAETCA AAA KOHTPOJA NPaBUAbHOCTM WM BOCMPOM3BOAMMOCTM Pe3y/ibTaToB
NUCCNefOBaHUA MPU  BbINOJHEHUM aAHAAM30B Ha aABTOMATMYECKMX M MOJAYaBTOMATUYECKMX OUOXMMUYECKUX
aHanm3aTopax.

Ycnosua xpaHeHuA

N3penne XpaHUTb Kak B HEBCKPbITOM d/lakOHe, Tak M B pa3baBieHHOM COCTOAHMM npu TemnepaType 2-8°C B
NAIOTHO 3aKPbITbIX GNaKOHAX, B 3aLLMLLEHHOM OT cBeTa mecTe. M36eraTb 3arpA3HeHUN.

CrabunbHOCTb

Mpu cobnoaeHUn PpeKoMeHA0BaHHOIo cnocoba xpaHeHMUA KOHTPOAbHanA cbiBopoTka A-Anmepa YposeHb 2 (Trulab
D-Dimer Level 2) B HeBCKpbITbIX ¢plaKOHaX CTabuibHa A0 KOHLA CPOKa roAHOCTM, 0O603HAYEHHOrO Ha 3TUKETKE, a
nocne BOCCTAHOB/IEHMA HE MeHee AByX HeZe/lb.

NoaroroBka

Nnodunnmsat HaxoguTCcA B BaKYYMHOW repmMeTM3MpPOBAHHOM YyNakoBKe, MNO3TOMYy (aKOH cieayeT OTKpbIBaTb
OYeHb OCTOPOXKHO, 4YTODObl M3beXKaTb NOTEPM BbICYLEHHOrO MaTepuana. [na NPUroToBAEHMA KOHTPOIbHOM
CbIBOPOTKM £06aBKTb BO ¢paakoH TouHo 0,5 mn pasbasutena. OCTOPOXKHO 3aKPbITb M OCTaBUTb GIAKOH Ha CTOJEe Ha
30 MMHYT, U3pesKa Nokaumneasn. M3beraite neHoobpasosaHua! He BctpaxusaiTe!

Mpoueaypa

Mpoueaypa onpeaeneHma U3NoXKeHa B MHCTPYKLMM MO NPUMEHEHUIO COOTBETCTBYIOLLEro Habopa peareHToB A4A
onpeaeneHusa Nccneayemoro aHanumTa.
Mpocnexnsaemoctb

3HayeHUs ANA KOHTPOJIbHaA cbiBOpoTKa [-Aumepa YpoBeHb 2 (TruLab D-Dimer Level 2) onpegeneHbl npu
nomoum Habopa peareHtos A-Aumep (D-Dimer FS) ¢ ucnonbsosaHuem kanmbpatopa A-Aumepa (TruCal D-Dimer),
«DiaSys Diagnostic Systems GmbH», FfepmaHus.

ATTecToBaHHOE 3HauyeHWe KOHTPO/AbHOM cbiBOPOTKM [-Aumepa (Trulab D-Dimer), ykasaHHoe B nacnopre,
cneymdUYHO TONBKO ANA AHHOTO I0TAa KOHTPO/IbHOrO MaTepuana.

Mpoussogurenn

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

HanmeHoBaHue, ypoBeHb Homep nota CpoK roaHoCTN 3HayeHue WUHTepBan

TruLab D-Dimer Level 2 29620 2022-05-31 4,72 mkr FEU/mn 3,78 — 5,66 mkr FEU/mMn




