DiaSys Diagnostic Systems GmbH

IMacnopt 3nauennii nust TruLab HbAlc liquid Level 1
Lot 37474 no 2026-02-28

Jata obnosnenus: 13.05.2025.
HaumenoBaHue MeIMUIMHCKOT0 U3AeJus, pacoBka

«PeareHThI Ul KOHTPOJISI Ka4eCTBAa M3MEPCHUI NPH ONMpEACICHUH OMOXMMHUUYECKUX MapamerpoB in Vitro: Kourposs
I'muko3mmpoBanHOTro TeMorioonna Yposenb 1 (TruLab HbAlc liquid Level 1)», 1x0,25 mur.

Karanoxusrit Homep: 5 9790 99 10 060.
Onucanue NPOAYyKTa U ero HAa3HAYeHHe

KonTpons ['mukosmnmupoBanHoro remorioouHa Yposenb 1 (TruLab HbAlc liquid Level 1) xunkwii KOHTPOJBHBIHA
MaTepHal Ha OCHOBE YCIIOBEUECCKUX IPUTPOIUTOB. KOHIIEHTpalus TIMKO3MIMPOBAHHOTO reMoTiiodonHa B koHTposie TruLab
HbAlc liquid Level 1 cooTBeTcTBYeT HU3KHM 3HAYECHHSIM.

Wznenwe mnpenHasHAYeHO [UIS TPOBEACHHS BHYTPIIA0OPATOPHOTO KOHTPOJII KadecTBA HPH  ONPEICIICHUN
['MUKO3WIMPOBAHHOTO TEMOTJIOOMHA HA aBTOMATHYECKUX M IOJTYaBTOMATHUYCCKHX OMOXMMHYCCKHX aHAJM3aTopax B
KJIMHUAKO-IMArHOCTUICCKUX U OMOXUMHYIECKUX JTA00PATOPUSAX U HAYYHO-HUCCIIETOBATEIBCKOM PAKTHKE.

KonTpons ['mukosunpoannoro remoriioonHa Yposens 1 (TruLab HbA 1c liquid Level 1) ¢ arTecToBaHHBIM 3HAYCHUEM
OTIPEIENACMOT0 AaHAIUTA TIPUMEHSICTCS JJ1s1 KOHTPOJIS IPAaBUIIBHOCTH M BOCIIPOU3BOIUMOCTH PE3YJILTATOB HCCIICIOBAHS IPH
BBIMOJTHCHNY aHAJTM30B HA aBTOMATHYECKUX U MOJTYaBTOMATHYECKIX OHOXMMUYECKUX aHAIN3aTOPaX.

YcnoBus xpaHeHus

W3nenue xpaHUTh Kak B HEBCKPHITOM ()IIaKOHE, TaK M IMOCJIE BCKPBITHA mpu Temmeparype 2-8°C B IUIOTHO 3aKPBITHIX
(bnakoHax, B 3allIMIICHHOM OT cBeTa MecTe. M30erarth 3arps3HeHuH.

CTa0dniabHOCTD

[Ipu cobmromeHNH peKOMEHIOBAHHOTO crioco0a XpaHEHUS KOHTPOJIb | JIMKO3MIMPOBAaHHOTO TeMOrjaobnHa YpoBeHb 1
(TruLab HbAlc liquid Level 1) xak B HEBCKpBITBIX (pIIaKOHAX, TaK M IOCIIE BCKPBITHS CTA0MIICH JI0 KOHIIA CPOKA TOJTHOCTH,
0003HaYEHHOTO Ha THUKETKE.

IToaroroBka

KonTpons ['mukozunuposannoro remornoouna Yposens 1 (TruLab HbAlc liquid Level 1) mocraBisiercs B dKUAKOM BHIIE
¥ TOTOB K UCIIOJIF30BAHUIO.
IIpoueaypa

[Iponenypa ompeneneHus HM3IOKEHa B HHCTPYKIMU II0 TPUMEHEHHIO COOTBETCTBYIOIIEro Habopa peareHTOB VIS
OTIpENIENICHHS NICCIIEAYEMOTO aHAITUTA.

IIpocaexuBaeMocTb

3HaueHust KOHTpoJs [mko3unupoBanHoro remMoriodonna Yposenb 1 (TruLab HbAlc liquid Level 1) onpeneneHsl ¢
ucrnoibr3oBaHueM HabopoB peareHToB one HbAlc FS u one HbAlc IS DiaSys mnst onpeneneHus TTUKO3WIMPOBAHHOTO
reMoryioOnHa, OTKaJTMOpOBaHHBIC C MOMOIIBI0 KamuOparopa [nmkosunupoanHoro remorioouna (TruCal HbAlc liquid)
npom3BozacTia «DiaSys Diagnostic Systems GmbH», ['epmanust. ATTecToBaHHBIE 3HAYCHHSI KOHTPOIS [ THKO3MIMPOBAHHOTO
remorsiobuna Yposens 1 (TruLab HbAlc liquid Level 1), yka3zannsie B macopre, crieni(U4HbI TOJIBKO YIS JAHHOTO JOTA
KOHTPOJIBHOTO MaTepuara.

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

3Hayenus coraacuo IFCC (MMoab/M0J1b) (M3MepeHHe N0 MeTOAY (PpMKCHPOBAHHOIO BPpeMeHH)

HaunmenoBanue, yposenb | Homep JioTa Cpok roasocru 3HauyeHus, MMOJIb/MOJIb
2-KOMIIOHEHTHAs CUCTEMA 36,1 (28,9 —43,3)
TruLab HbAlc liquid Level 1 37474 2026-02-28
InnovaStar® 35,6 (28,5 —-42,7)

3uauenus corjacio DCCT/NGSP (%) (u3mepeHue mo MeToay (pUKCHPOBAHHOTO BpeMeHH) ObLIH MOJyYeHbI 3
3navennii IFCC myrem mepecuera

HaumenoBaunue, yposenb | Homep Jota Cpok roaHocTu 3unauenus, %
2-KOMIIOHEHTHAs CUCTEMA 5,45 (4,79 — 6,11)
TruLab HbAZlc liquid Level 1 37474 2026-02-28
InnovaStar® 5,41 (4,76 — 6,06)

HbAlc (NGSPP) = 0,0915 x HbA1c (IFCC?) + 2,15
a: IFCC 3nauenus B MMOJIB/MOJIb
b: NGSP 3nauenus B %



