DiaSys Diagnostic Systems GmbH

IMacnopt 3nauennii nust TruLab Lp(a) Level 1
Lot 35248 no 2025-10-31

Jata obrnosnenus: 05.12.2023.
HaumeHoBaHue MeAUIMHCKOI0 U3eus, pacoBka

«PeareHTbl 11 KOHTPOJS Ka4yecTBA HM3MEPEHHMH TPH ONPEISICHUH OMOXMMHYECKUX MapameTpoB in Vitro:
Kontponbnas ceiBopoTka nunonpoternna (a) Yposens 1 (TruLab Lp(a) Level 1)», 1x1 mi.

Karanoxusiii Homep: 5 9830 99 10 046.
Onucanue NpoayKTa U €ro Ha3HAYeHHe

Kontponbnas ceiBopoTka munonporenta (a) Yposens 1 (TruLab Lp(a) Level 1) — nuodunuzoBaHHas KOHTPOIbHAS
CBIBOPOTKA, U3TOTOBJICHHAs! HA OCHOBE YEJIOBEUECKON ChIBOPOTKH. KOHIEHTpalus nunonpoTerHa (a) B KOHTPOJIBHON
ceiBopoTke TruLab Lp(a) Level 1 cooTBeTcTByeT HU3KMM 3HAYESHIISIM.

Wznenue npeaHasHadyeHO IS TPOBEACHUS BHYTPHIAOOpAaTOPHOTO KOHTPOJS KadecTBA MpPU ONpeAeIeHUH
JlumonporenHa (a) Ha aBTOMATHYECKUX M II0JIyaBTOMAaTHUECKHMX OHOXMMHUYECKHX aHAJIM3aTOpax B KIMHUKO-
JUAarHOCTUYECKUX U OMOXUMHUYECKHX J1a00paTopusiX U HayYHO-HCCIIEN0BATEIbCKOM IPAKTHKE.

Kontponbnas ceiBopotka numnonportenna (a) Yposenb 1 (TruLab Lp(a) Level 1) ¢ arTecToBaHHBIM 3Ha4YeHUEM
OTIPENICNIIEMOTO  aHANNUTA MPHUMEHSETCS Ui KOHTPOJS NPaBWIBHOCTH W BOCHPOM3BOAMMOCTH PE3yJIbTAaTOB
UCCIICIOBAHUSI TIPH BBIIOJHEHHUM aHAJIM30B HAa aBTOMATHYECKMX M  IOJYaBTOMAaTHYECKHX OHMOXMMHYECKUX
aHaIM3aTopax.

YcnoBus xpaHeHus

Wznenwe xpaHuUTh KaKk B HEBCKPBHITOM (DIIaKOHE, TaKk M B pa30aBICHHOM COCTOSHUM NpHu Temreparype 2-8°C B
IUIOTHO 3aKPBITHIX (DJIaKOHAX, B 3alIMIIEHHOM OT cBeTa MecTe. M30erats 3arpsisHeHUi.

CTadnabHOCTD

[Tpu cobnroieHNH PEeKOMEHIOBAHHOTO cltoco0a XpaHeHUs] KOHTPOJIbHAS CBIBOPOTKA JIUIONPOoTenHa (a) YpoBeHb |
(TruLab Lp(a) Level 1) B HeBCKpHITHIX (hiakoHAX CTaOMIIbHA 0 KOHIA CPOKA TOHOCTH, 0003HAYEHHOTO Ha ITHKETKE,
a 1mocJie BOCCTaHOBJICHHUSI HE MEHEE JIByX HEJIelb.

IToaroroBka

JInopunuzat HaXOIUTCS B BAKYYMHOM reépMETU3UPOBAHHON YIIAaKOBKE, IOTOMY (UIAKOH CIIEAYET OTKPBIBATh OUCHb
OCTOPOXHO, YTOObI M30€XaTh MOTEPH BBHICYIICHHOTO MaTepuana. [yl NPUroTOBIEHHUS KOHTPOJIBHOM CBIBOPOTKU
Jn00aBHUTh BO (pIIaKOH TOYHO | MIT AMCTHIUIMPOBAHHOM BOABI. OCTOPOKHO 3aKPBITh H OCTaBUTH (pr1akoH Ha ctoje Ha 30
MUH, U3peaKa nmokaunBas. Mz0eraiite nenooOpazoBanus! He BcTpsxuBaiite!

IIpouenypa

[Iponienypa onpezieneHns: U3IOKEHA B HMHCTPYKIMU N0 MPUMEHEHUIO COOTBETCTBYIOIIETO Ha0Opa peareHToB IS
oTpeieNICHHs UCCIIEeyeMOT0o aHaJUTa.
IIpocaexunBaeMocTb

3HaveHus JUI KOHTPOJILHOW CHIBOPOTKH numonporerHa (a) Yposenb | (TruLab Lp(a) Level 1) onpenenenst npu
nomMomy Habopa pearentoB Jlunomnpotenn (a) (Lp(a) 21 FS) ¢ ucnons3oBanuem kanubOparopa JMHONpoTenHa (a)
(TruCal Lp(a) 21), «DiaSys Diagnostic Systems GmbH», I'epmanus.

ATTecTOBaHHOE 3HAauYeHHE KOHTPOJBHON CBHIBOPOTKH JsmmonporenHa (a) Yposenb 1 (TruLab Lp(a) Level 1),
YKa3aHHOE B MACIOPTE, CIEUPUIHO TOJIBKO JUIS JAHHOTO JIOTa KOHTPOJIBHOTO MaTepuaa.

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

HoBasi cucrema cranaaptusanuu (Mr/aj)

HaumenoBanwue, Homep

Cpoxk rogHocTH 3nauyenne HNuTepBan
YPOBE€Hb Jlora

TruLab Lp(a) Level 1 35248 2025-10-31 23,7 mr/nn (237 mr/n) | 19,0 — 28,4 mr/mn (190 — 284 mr/n)

Cranaaptusanus B coorsercTeum ¢ IFCC (SRM 2B)

HaumenoBanwue, Homep

Cpox rogHocTn 3Hauenne HNuTepBan
YPOBE€Hb Jlora

TruLab Lp(a) Level 1 35248 2025-10-31 40,0 amoub/n 32,0 — 48,0 HaMonb/n




