DiaSys Diagnostic Systems GmbH

Macnopt 3HaueHui

[aTta obHoBNeHuA: 22.07.2020
HaumeHoBaHMe meaULMHCKOro usgenus, pacoska

«PeareHTbl 4N1A KOHTPO/IA KayecTBa U3MePEHUA Npu onpeaeneHmm BUOXMMMUYECKMX NapamMeTpoB in vitro: KoHTposibHan
CbIBOPOTKa AunonpoteunHa (a) YposeHb 1 (Trulab Lp(a) Level 1)», 1x1 ma.

KaTanoxHbiii Homep: 59830 99 10 046
OnucaHue NPoAyKTa U ero HasHayeHue

KoHTposnbHasA cblBOpOTKa aunnonpotenHa (a) YposeHb 1 (Trulab Lp(a) Level 1) — nuodunnsoBaHHasa KOHTPO/bHAA
CbIBOPOTKA, WM3roTOB/IEHHAA HAa OCHOBE Y€/I0BEYECKOMN CbIBOPOTKM. KOHUEHTpauua AunonpoTerHa (a) B KOHTPOJIbHOM
cbiBopoTKe Trulab Lp(a) Level 1 cooTBETCTBYET HU3KUM 3HAYEHUAM.

U3pgenve npeaHasHayeHo A/1a NpoBedeHWs BHYTPWIAbOpaTOPHOTO KOHTPO/IA KayecTBa Mpu  onpegeneHun
NunonpotenHa (a) Ha aBTOMATMYECKMX W MNOJyaBTOMATUYECKMX OMOXMMMYECKMX aHa/nM3aTtopax B  KAWMHUKO-
ANArHOCTUYECKUX U BUOXMMMYECKUX NabopaTopPMAX U Hay4HO-UCCAeA0BaTeIbCKON NPaKTUKe.

KoHTponbHasA cbiBOpoTKa saunonpotenHa (a) YposeHwb 1 (TruLab Lp(a) Level 1) c aTTectoBaHHbIM 3HaYeHWEM
onpeaensiemoro aHaanTa NPUMeEHAETCA A1 KOHTPOAS NPaBUAIbHOCTU U BOCNPOM3BOAUMOCTM PE3y/bTaTOB UCCIeL0BaHNA
NPV BbINOJIHEHNWN aHA/IM30B Ha aBTOMATUYECKUX U NOJIYyaBTOMATUUYECKMX BUOXMMUNYECKUX aHaNM3aTopax.

YcnoBua xpaHeHusA

U3penve XpaHWTb Kak B HEBCKPLITOM ¢/lakoHe, Tak U B pa3baBieHHOM COCTOAHUKM Mpu TemnepaType 2-8°C B NAOTHO
3aKpbITbIX G1AKOHAX, B 3aLUMLLEHHOM OT CBETA MecTe. M3beraTb 3arpsisHeHUA.
CtabunbHocTb

Mpu cobnofeHnn pekomeHOoBaHHOro cnocoba XpaHeHWA KOHTPO/IbHAA CbIBOPOTKa aAunonpoTenHa (a) YposeHb 1
(TruLab Lp(a) Level 1) B HeBCKpbITbIX $NakoHAxX CTabuabHa A0 KOHUA CPOKa rogHoCTM, 0603HAYEHHOro Ha 3TUKETKe, a
nocne BOCCTAHOBJ/IEHUS HE MeHee ABYX Heaeslb.

MoparoTtoBKa

NnodunnunsaTt HaxoaAUTCA B BaKYYMHOW repmMeTM3MpPOBaHHOM YyMaKoBKe, MO3TOMy (GIaKOH c/edyeT OTKPbiBaTb OYEHb
OCTOPOMKHO, YTOObI M36eKaTb NOTEPU BbICYLLEHHOro matepuana. [aa NpUroToBaeHUs KOHTPO/IbHOW CbIBOPOTKKN A06aBUTb
BO $N1aKOH TOYHO 1 MA1 AUCTUANMPOBAHHOM BoAbl. OCTOPOXKHO 3aKPbITb U OCTaBUTbL GIAaKOH Ha cTone Ha 30 MuH, n3peaka
nokaumsas. N3beralite neHoobpasosaHua! He BcTpsaxmBaiTe!

Mpoueaypa

Mpoueaypa onpeaeneHns M3NOKEHA B WMHCTPYKUUM MO NMPUMEHEHMIO COOTBETCTBYHOLLEro Habopa peareHToB A
onpeaeneHna uccnesyemoro aHaauTa.
Mpocnexnsaemoctb

3HayeHUa oNs KOHTPO/IbHOM CbIBOPOTKM AannonpoTenHa (a) YposeHb 1 (TruLab Lp(a) Level 1) onpeaeneHbl npu nomoLm
Habopa peareHToB JlnnonpoteunH (a) (Lp(a) 21 FS) c ucnonb3osaHuem KannbpaTtopa annonpotenHa (a) (TruCal Lp(a) 21),
«DiaSys Diagnostic Systems GmbH», lepmaHus.

ATTecToBaHHOE 3Ha4YeHWe KOHTPOJIbHOM CbIBOPOTKM annonpoteunHa (a) YposeHb 1 (TrulLab Lp(a) Level 1), ykasaHHoe B
nacnopTe, cneunduyHo TobKO AN AAaHHOTOo /10Ta KOHTPOIbHOTO MaTepuana.

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

Hosas cuctema craHgaptusauum (mr/gn)

HanmeHoBaHue, Homep
CpoK roaHoCTH 3HauyeHHe WUHTepBan
ypoBeHb JNlora
Trulab Lp(a) Level 1 28166 2021-06-30 19,9 mr/an (199 mr/n) 15,9 — 23,9 mr/an (159-239 mr/n)
CtaHaapTu3auua B cootsetcteum ¢ IFCC (SRM 2B)
HanmeHoBaHue, Homep
CpoK roaHoCcT! 3HauyeHHe WUHTepBan
ypoBeHb JNlora

Trulab Lp(a) Level 1 28166 2021-06-30 40,7 Hmonb/n 32,6 — 48,8 HMmonb/n




