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Macnopt 3HaueHui

Jata obHoBNeHuA: 21.02.2019
HammeHoBaHMe meaULMHCKOro usgenus, pacoska

«PeareHTbl 419 KOHTPO/IA Ka4yecTBa M3MEPEHUI NPU onpeseeHnn BUOXMMUYECKUX NapaMeTpoB in vitro: KoHTpoabHasA
CbIBOPOTKA MnonpoTtenHa (a) YposeHb 2 (TruLab Lp(a) Level 2)», 1x1 mn.

KaTanoxHbiii Homep: 59840 99 10 046
OnucaHue NPoAYKTa U ero HasHavyeHue

KoHTposibHaA cbiBOpOTKa MnonpoTtenHa (a) YposeHb 2 (TruLab Lp(a) Level 2) — nnodunnsoBaHHaa KOHTPOAbHas
CbIBOPOTKA, WM3rOTOB/IEHHAA HA OCHOBE YE€/I0BEYECKOW CbIBOPOTKU. KOHLEHTpauua AunonpoTenHa (a) B KOHTPONbHOM
cbiBopoTKe Trulab Lp(a) Level 2 cooTBeTCTBYET BbICOKMM 3HAYEHUAM.

U3penve npefHasHauyeHo AnA NpoBeAeHUA BHYTPWMIAbOPAaTOPHOrO KOHTPOAA KayecTBa Mpu  onpeneneHuu
avnonpoteMHa (a) Ha aBTOMATMYECKMX W MOJIyaBTOMATUYECKMX OMOXMMMYECKMX aHa/iM3aTopax B  KJAMHUKO-
ANArHOCTUYECKMX U BUOXMMMUYECKMX NabopPaTOPUAX M HAYYHO-UCCeA0BATENbCKOM NPaKTUKe.

KoHTposibHaA cbIBOpPOTKa sunonpotenHa (a) YposeHb 2 (TruLab Lp(a) Level 2) ¢ aTTecTtoBaHHbIM 3HayeHUEM
onpeaenaemoro aHaamMTa NPUMeHAeTCA AN1A KOHTPOAA NPaBUAbHOCTU M BOCMPOU3BOAMMOCTM pe3y/bTaTOB UCCAe0BaHUA
NPV BbINOJIHEHUWN aHA/IM30B HA ABTOMATUYECKUX U MOJTYaBTOMATUYECKMX BUOXMMUYECKUX aHaM3aTOpaXx.

YcnoBua XxpaHeHuA

N3pgenne XpaHUTb Kak B HEBCKPbLITOM G/JIaKOHE, TaK U B pa3baBNeHHOM COCTOAHMM Npu TemnepaType 2-8°C B NAOTHO
3aKpPbITbIX GNAKOHAX, B 3aLLMLLEHHOM OT CBETA MecTe. M3beraTb 3arpssHeHUA.
CrabunbHocTb

Mpu cobntoaeHnn pekoMeHAO0BaHHOrO cnocoba xpaHeHWs KOHTPo/sbHaA CbIBOPOTKa aunonpoTerHa (a) YpoBeHb 2
(TruLab Lp(a) Level 2) B HeBcKpbITbIX $pnakoHax cTabuabHa A0 KOHUA CPOKAa rogHoCTM, 0603HAYEeHHOro Ha 3TUKETKE, a
nocsie BOCCTAaHOB/IEHUA HE MeHee ABYX Hefeb.

NoaroroBka

NnodunnmsaTt HaxoaAUTCA B BaKYYMHOW FrepmMeTM3MPOBAHHOM YNAKOBKe, NO3TOMY (GJIakKOH c/iefyeT OTKPbIBAaTb OYEHb
OCTOPOKHO, YTOObI M36ekKaTb NOTEPU BbICYLLEHHOrO MaTepmana. [aa NpUroToBAEHUS KOHTPOIbHOW CbIBOPOTKM 006aBUTL
BO $GJ1aKOH TOYHO 1 MA AUCTUANMPOBAHHOM BOAbl. OCTOPOXKHO 3aKPbITb U OCTaBUTb GIAKOH Ha cTone Ha 30 MUH, U3peaKa
nokaumBas. M3beralite neHoobpasosaHua! He BcTpaxusaiTte!

Mpoueaypa

Mpoueaypa onpeaeneHUa M3NOXKEHA B MHCTPYKUMM NO NPUMEHEHUIO COOTBETCTBYOLLEro Habopa peareHToB ANA
onpeaeneHna nccaefyemoro aHaauTa.
Mpocnexknsaemoctb

3HayeHunn aNa KOHTPOJIbHOM CbIBOPOTKM AnnonpoTenHa (a) YposeHb 2 (Trulab Lp(a) Level 2) onpeaeneHbl npy nomoum
Habopa peareHToB JlunonpoteunH (a) (Lp(a) 21 FS) ¢ ncnonbsosaHnem KanunbpaTtopa aunonpotenHa (a) (TruCal Lp(a) 21),
«DiaSys Diagnostic Systems GmbH», FepmaHus. ATTecToBaHHOE 3HaYeHWE KOHTPOJIbHOW CbIBOPOTKM AunonpoTterHa (a)
YpoBeHb 2 (TruLab Lp(a) Level 2), ykasaHHoe B nacnopTte, cneuudu4HO TONbKO A/A AAHHOTO /10Ta KOHTPOJIbHOMO
martepuana.

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

Hosas cucrema craHgapTtusauum (mr/gn)
HanmeHoBaHue, Homep
CpoK roaHoCTH 3HayeHue UHTepBan
YpOBEHb Nora
Trulab Lp(a) Level 2 26193 2020-06 46,9 mr/an (469 mr/n) |37,5—-56,3 mr/an (375 - 563 mr/n)
CraHgapTusauma B coorserctsuum c IFCC (SRM 2B)
HaumeHoBaHue, Homep
CpoK rogHoCTH 3HaueHue UHTepBan
ypOBeHb Nota
TruLab Lp(a) Level 2 26193 2020-06 105 Hmonb/n 84,0-126 HMmoNb/N




