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Hata obnosnenus: 05.12.2023.
HaunmeHoBaHHe MEeAUIMHCKOI0 U3eus, pacoBka

«PeareHThl U1 KOHTpOJS KadyecTBa H3MEPEHMH IIPU ONpEeAETICHUH OMOXMMMYECKHX MapaMeTpoB in Vitro:
KonTtposbHas cbIBOPOTKa BBHICOKOUYBCTBUTENbHOTO C-peaktuBHOro Oenka YposeHb 1 (TruLab CRP hs Level 1)»,
3x1 M.

Karanoxusiii Homep: 5 9730 99 10 046.

Onucanue NpPoayKTAa U €ro Ha3HAYeHHe

KonTtposbHas chIBOpOoTKa BBEICOKOUYBCTBUTENbHOT0 C-peakTuBHOrO Oenka YposeHns 1 (TruLab CRP hs Level 1)
IpeAcTaBiIsieT co00ll CTaOMIM3MPOBAHHYIO JKMIKYIO KOHTPOJBHYIO CBIBOPOTKY, H3IOTOBJIEHHYIO HA OCHOBE
YeII0BEYEeCKOH CBIBOPOTKH U crienuduieckoro O0ydepa. KoHmeHTpanns BBICOKOYYBCTBUTENBHOTO (C-peakTHBHOTO
Oenka B KOHTpoIbHOM ceiBopoTke TruLab CRP hs Level 1 cooTBeTcTBYyeT HU3KUM KOHIICHTPALHSM.

Wznenue mpeaHa3HaueHO Ui INPOBEACHUS BHYTPUIA0OPATOPHOTO KOHTPOJIL KadecTBa Ipu omnpexneneHun C-
peakTUBHOrO Oe€lKa B BBICOKOUYBCTBUTEJIBHOM JHAla30HE Ha AaBTOMATUYECKUX U  MOIyaBTOMAaTUYECKUX
OMOXMMHMUYECKUX aHATN3aToOpaXx B KIMHUKO-AMATHOCTUYECKUX M OHOXMMHYECKMX JabopaTropusix M HAy4YHO-
HCCIIEN0BATEIbCKOMN IIPAKTHKE.

KoHTponbHas chIBOpOTKa BEICOKOUYBCTBUTENBHOTO C-peakTrBHOTO Oenka YpoBeHb 1 (TruLab CRP hs Level 1) c
aTTeCTOBAaHHBIM  3HAUCHHEM  OMNpENENIIEMOr0  aHaluTa MpHUMEHSEeTCS sl KOHTPOJNS MPaBHIBHOCTH H
BOCIIPOM3BOJUMOCTH  PE3yJbTaTOB HCCICAOBAHMS TMPH  BBHINOJHEHWHM aHAIM30B HA  aBTOMAaTHYECKHX H
MOJTyaBTOMAaTUYECKUX OMOXUMHUYECKUX aHAIN3aTOpax.

YcnoBus xpaHeHus

W3nenne XpaHWTh Kak B HEBCKPBHITOM (JIAaKOHE, TaK W IOCIE BCKPBITUS mpH Temmeparype 2-8°C B IUIOTHO
3aKpBITHIX (pIIaKoHaX, B 3aLIMILIEHHOM OT cBeTa MecTe. M30erats 3arpsisHeHui.
CradujabHOCTh

[Tpu coGmtogeHnn PEeKOMEHIOBAHHOTO CIIOCO0a XpaHEHUS! KOHTPOJIbHAsI CHIBOPOTKA BBHICOKOYYBCTBHUTENBHOTO C-
peaktuBHOrO Oenka YpoBeHb 1 (TruLab CRP hs Level 1) B HeBCKpbITHIX (priakoHax cTaOWIbHA OO KOHIA CPOKa
TOJHOCTH, 0003HAUEHHOTO Ha 3TUKETKE, a [10CJIe BCKPBITHA HE MEHEE TPEX MECSLEB.

IToaroroska

KonTtposbHas chIBOpOTKa BBEICOKOUYBCTBUTENbHOTO C-peakTnBHOTO Oenka YposeHns 1 (TruLab CRP hs Level 1)
MOCTABJISIETCA B )KUAKOM BHJIE U TOTOBA K HCIOJIb30BAHUIO.

IIpouenypa

[Iponenypa onpezieneHus: U3IOKEHA B MHCTPYKIMU N0 MPUMEHEHUIO COOTBETCTBYIOIIETO Ha0Opa peareHToB IS
OIIpEe/IEIEHHS UCCIIEyEeMOr0 aHAUTA.

IIpocaexunBaeMocTb

3HaveHus 1J1s1 KOHTPOJIBHOM CHIBOPOTKH BBICOKOUYBCTBUTENbHOTO C-peakTuBHOTO Oenka Yposens | (TruLab CRP
hs Level 1) ompenenensl mnpu momomu Habopa peareHToB C-peakTUBHBIA O€NOK YHUBEpCATBHBIN /
BeicokouyBcTBUTENbHBIH ~ (CRP  U-hs) ¢ wucnosnp3oBanmem — kamuOparopa  C-peaktuBHOro  Oenka
BeicokouyBcTBUTENBbHOTO (TruCal CRP hs) npousBoactsa «DiaSys Diagnostic Systems GmbH», I'epmanus.

ATTecTOBaHHbBIE 3HAUCHHS KOHTPOJBHOH CHIBOPOTKH BBICOKOUYBCTBUTENHHOTO C-peakTHBHOTO Oeiika YpoBeHb |
(TruLab CRP hs Level 1), yka3anHble B macrnopTe, crielu(pHIHbI TOJIBKO IS JAHHOTO JIOTa KOHTPOJIBHOTO MaTepHaa.
IIpousBogure/n

DiaSys Diagnostic Systems GmbH

Alte Strasse 9, 65558 Holzheim, Germany

Homep Cpok

HaumeHoBaHUe, ypOBEHb
J0Ta TOJHOCTH

3navenue HNuTepBan

TruLab CRP hs Level 1 35338 2025-09-28 0,973 mr/n 0,808 — 1,24 mr/n




