DiaSys Diagnhostic Systems GmbH

MNacnopT 3HaueHuw

[Jata obHoBneHuns: 19.11.2019
HanmeHoBaHMe meaULMHCKOro usgenus, pacoBka

«PeareHTbl 419 KOHTPO/IA KAYecTBa U3MEpPeEHUI NpU onpeaeneHnn BUOXMMUYECKUX NAPameTpoB in vitro: KoHTposnbHas
CbIBOpPOTKa MnonpoTtemnHa (a) YposeHsb 2 (TruLab Lp(a) Level 2)», 1x1 ma.

KaTanoxHbit Homep: 59840 99 10 046
OnucaHue NpoAyKTa U ero HasHayeHue

KoHTposibHaA cbiBOpPOTKa iMnonpoTtenHa (a) YposeHb 2 (TruLab Lp(a) Level 2) — nnodumnmsoBaHHas KOHTpPOAbHasA
CbIBOPOTKA, WM3rOTOB/IEHHAA HAa OCHOBE Ye/IOBEYECKOW CbIBOPOTKU. KOHUeHTpaums auvnonpotenHa (a) B KOHTPO/SbHOM
cbiBopoTKe TrulLab Lp(a) Level 2 cooTBeTCTBYET BLICOKMM 3HAYEHUAM.

N3penve npefHasHayeHO A/ NPOBEAEHMA BHYTPMIAOOPATOPHOrO KOHTPOJIA KayecTBa Mpu  OnpeaeneHuu
aunonpoteMHa (a) Ha aBTOMATMYECKMX W MOJIyaBTOMATUYECKMX OMOXMMUYECKMX aHaAu3aTopax B  KJAMHWUKO-
ANArHOCTUYECKUX U BUOXMMUYECKMX 1abOPaTOPUAX U HAYHHO-UCCNeL0BaTE/IbCKOWN MPAKTUKE.

KoHTposibHaA cbiBOpOTKa sunonpotenHa (a) YposeHb 2 (TruLab Lp(a) Level 2) c artrectoBaHHbIM 3HayeHWEM
onpeaenseMoro aHasuTa NPMMeHAETCS 418 KOHTPOAS NPaBUIbHOCTU M BOCNPOM3BOAMMOCTM Pe3y/IbTaTOB UCCAEA0BaAHMUA
Npw BbINOJIHEHWUW aHA/IM30B Ha aBTOMATUYECKMX U NMOJYaBTOMATUYECKUX DUOXMMMNYECKNX aHAIM3aTopax.

Ycnosusa xpaHeHusA

N3penve XpaHWUTb KaK B HEBCKPBLITOM (JIaKOHe, Tak U B pa3baBieHHOM COCTOAHUM Mpu TemnepaType 2-8°C B NJIOTHO
3aKpbITbIX GpJIAKOHAX, B 3aLMLLEHHOM OT CBeTa mecTe. M3beratb 3arpsisHeHUNA.
CrabunbHoOCTb

Mpu cobnofeHnn pekomeHA0BaHHOrO cnocoba xpaHeHus KoHTposibHas CbIBOPOTKa sMnonpoTtenHa (a) YposeHb 2
(TruLab Lp(a) Level 2) B HEBCKpbITbIX $1aKOHAX CTabuUAbHA A0 KOHLA CPOKa FOAHOCTM, 0603HAYEHHOrO HA 3TUKETKe, a
noc/ie BOCCTAaHOB/IEHUS HE MEHEE ABYX HeAEe/b.

MopgroroBKa

Ninodnamsat HaxogmuTCs B BaKyyMHOW repMeTM3MPOBAHHOW YMaKoBKe, MO3TOMY (AaKOH CleayeT OTKpPbIBAaTb O4YEHb
OCTOPOXKHO, YTOObI M36€XKaTb NOTEPU BbICYLLEHHOIO MaTepuana. Jaa NpUroToBAEHUA KOHTPOJIbHOM CbIBOPOTKM A06aBUTb
BO $AaKOH TOYHO 1 MA ANCTUAIMPOBAHHOM BOAbl. OCTOPOXKHO 3aKPbITb U OCTaBUTb GIAKOH Ha cTosie Ha 30 MUH, U3peaKa
nokauusas. M3beraiite neHoobpasosaHuAa! He BcTpsaxmusaiTe!

Mpoueaypa

Mpoueaypa onpeaeneHnna WU3NoXKeHa B MHCTPYKUMM MO MPMMEHEHUIO COOTBETCTBYylOWero Habopa peareHToB Ans
onpeaeneHnn uccaesyemoro aHaamTa.
Mpocnexnsaemoctb

3HayeHun 1A KOHTPOJIbHOM CbIBOPOTKM AnnonpotenHa (a) YposeHb 2 (TruLab Lp(a) Level 2) onpeaeneHb! npu nomowm
Habopa peareHToB JInnonpotenH (a) (Lp(a) 21 FS) ¢ ncnonbsosaHnem KannbpaTtopa amnonpotenHa (a) (TruCal Lp(a) 21),
«DiaSys Diagnostic Systems GmbH», lepmaHus. ATTecToBaHHOE 3HAYEHME KOHTPOJIbHOM CbIBOPOTKKU AMnonpoTenHa (a)
YposeHb 2 (TrulLab Lp(a) Level 2), ykasaHHoe B nacrnopTe, cneuyvMduyHO TOMbKO ANA AAHHOMO N0Ta KOHTPO/bHOro
maTepuana.

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

HoBasa cuctema ctaHgaptmMsaumm (mr/an)
HaumeHoBaHue, Homep
CpoK rogHocTH 3HauyeHue UHTepBan
ypOBeHb JloTa
TruLab Lp(a) Level 2 27296 2021-06 49,0 mr/an (490 mr/n) ngr/i)_ 58.8 mr/pn (392 - 588
CraHgapTtusaumsa B coorsetrcteum ¢ IFCC (SRM 2B)
HanmeHoBaHue, Homep
CpoK rogHocTH 3HaueHue WUHTepBan
ypOBeHb JloTa
TrulLab Lp(a) Level 2 27296 2021-06 116 Hmonb/n 92,8 - 139 Hmonb/n




