DiaSys Diagnostic Systems GmbH

IMacnopt 3nauenwnii aust TruLab Lp(a) Level 2
Lot 36776 10 2026-10-31

Jata obrnosnenus: 13.05.2025.
HaumeHoBaHHe MEeAUIMHCKOI0 U3/eHs, pacoBKa

«PeareHTpl 11 KOHTPOJS Ka4yecTBa M3MEPEHHMH TPH ONPEIeICHHH OWOXMMHYECKUX MapameTpoB in Vitro:
Kontponbnas ceiBopoTka nunonporterna (a) Yposens 2 (TruLab Lp(a) Level 2)», 1x1 mi.

Karanoxusiii Homep: 5 9840 99 10 046.
Onucanue NpoayKTa U €ro Ha3HAYeHHe

Kontponbnas ceiBopoTka munonporenta (a) Yposens 2 (TruLab Lp(a) Level 2) — nuodunuzoBaHHass KOHTPOIbHAS
CBIBOPOTKA, U3TOTOBJICHHAs! HA OCHOBE YEJIOBEUECKON ChIBOPOTKH. KOHIEHTpalus nunonpoTerHa (a) B KOHTPOJIBHON
ceiBopoTke TruLab Lp(a) Level 2 cooTBeTCTBYyeT BEICOKMM 3HAYCHHSIM.

Wznenue npeaHasHaueHO JUIS TPOBEICHUS BHYTPHIAOOpAaTOPHOTO KOHTPOJS KadecTBAa MPH OMNpPEAeTCHUN
JaUnonporerHa (a) Ha aBTOMATHMUYECKHMX M IIOIyaBTOMAaTHUECKHMX OMOXMMHYECKHX aHaJIM3aTopax B KIMHUKO-
JUAarHOCTUYECKUX U OMOXUMHUYECKUX J1a00paToOpusiX U HAyYHO-HUCCIIEA0BATEIbCKOM IPAKTHKE.

Kontponbnas ceiBopoTka numnonporenna (a) Yposenb 2 (TruLab Lp(a) Level 2) ¢ arrecroBaHHBIM 3HaueHHEM
OTIPEICNIIEMOTO  aHANNUTa MPHUMEHSETCS JUIS KOHTPOJS NPAaBWIBHOCTH W BOCHPOM3BOAMMOCTH PE3yJIbTAaTOB
UCCIICIOBAHUSI TIPH BBIIOJHEHHUM aHAJIM30B HAa aBTOMATHYECKUX M MOJIyaBTOMATUYECKUX OHOXMMHYECKUX
aHaJIM3aTopax.

YcnoBus xpaHeHus

Wznenne xpaHWUTh Kak B HEBCKPBHITOM (pIlakoHE, Tak M B pa30aBICHHOM COCTOSHUM mpu Temmeparype 2-8°C B
IUIOTHO 3aKPBITHIX (DJIaKOHAX, B 3alIMIIEHHOM OT cBeTa MecTe. M30erats 3arpsi3sHeHU.

CTadnabHOCTD

[Tpu cobmoaeHnn PEeKOMEHIOBAaHHOTO croco6a xpaHeHus: KoHTposibHas CHIBOPOTKA JIMIIONPOTeHHA (a) YpoBeHb 2
(TruLab Lp(a) Level 2) B HeBCKpHITHIX (hiakoHaX cTaOMIIbHA 0 KOHIA CPOKa TOHOCTH, 0003HAYEHHOTO Ha ITHKETKE,
a 1mocJie BOCCTaHOBJICHHUSI HE MEHEE JIByX HeJelb.

IToaroroBka

JInopunuzat HaXOIUTCS B BAKYyMHOW IT'€pMETU3UPOBAHHON YIIAaKOBKE, IOTOMY ()JIAKOH CIEAYEeT OTKPBHIBATh OUCHb
OCTOPOXHO, YTOObI M30€XaTh MOTEPH BBICYIICHHOTO MaTepuana. sl NPUrOTOBIEHHUS KOHTPOJIBHOM CBIBOPOTKU
J100aBUTh BO (pIIakoH TOYHO | MIT AMCTHIUIMPOBAHHOM BOJBL. OCTOPOKHO 3aKPHITh  OCTaBUTH (priakoH Ha croje Ha 30
MUH, 3peaKa nmokaunBas. Mzoeraiite nenooOpazoBanus! He BcTpsaxuBaiire!

IIpouenypa

[ponenypa onpeneneHus: U3IOKEHA B HMHCTPYKIIMK 110 MPUMEHEHUIO COOTBETCTBYIOIIETO HA0Opa peareHTOB IS
OIIpEe/IeIeHHs UCCIIeyeMOr0 aHAIHUTA.

IIpocaexuBaeMocTb

3HaveHus JUIS KOHTPOJILHOW CHIBOPOTKH numonpoTterHa (a) Yposenb 2 (TruLab Lp(a) Level 2) onpenenens npu
noMomy Habopa pearentoB JlunompotenH (a) (Lp(a) 21 FS) ¢ ucnonszoBanuem kanubparopa JIMNONpoTeHHa (a)
(TruCal Lp(a) 21), «DiaSys Diagnostic Systems GmbH», ['epmanus. ATrecToBaHHOE 3Ha4Y€HHWE KOHTPOJIHHOU
ChIBOpOTKH JinnonporenHa (a) Yposens 2 (TruLab Lp(a) Level 2), ykazannoe B nmacnopre, cen(puuHO TOJIBKO IS
JAHHOTO JIOTa KOHTPOJIBHOTO MaTepHaia.

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

HoBasi cucrema cranapaprusanum (Mr/aj)
HaunmeHnoBanue, Homep Cpok
3Hauenue HNuTepBan
YPOBE€Hb Jlora TOTHOCTH
TruLab Lp(a) Level 2 36776 2026-10-31 | 49,7 mr/an (497 mr/n) | 39,8 — 59,6 mr/mn (398 — 596 mr/mn)
Cranpaptusamus B coorBerctBu ¢ IFCC (SRM 2B)
HanmenoBanue, Homep Cpok
3Hauenue HNuTepBan
YPOBE€Hb Jlora TOTHOCTH
TruLab Lp(a) Level 2 36776 2026-10-31 99,1 aMou/n 79,3 — 119 amMonw/n




