DiaSys Diagnostic Systems GmbH

Macnopt 3HaueHuit

JaTta obHoBneHuA: 29.10..2020
HaumeHoBaHMe meaULMHCKOro usgenus, pacoska

«PeareHTbl 417 KOHTPOAA KayecTBa M3MEPEHUN Npu onpeaeneHnn BUOXMMUYECKMX NapameTpos in vitro: KoHTposb
InMuKko3mnuposaHHoro remornobuHa YposeHb 2 (TruLab HbAlc liquid Level 2)», 1x0,25 ma.

KaTanoxHbiii Homep: 59800 99 10 060
OnucaHue NPoAYKTa U ero HasHaYeHune

KoHTponb AnKosmMnmposaHHOro remornobuHa YposeHb 2 (TruLab HbAlc liquid Level 2) WAKWI KOHTPOANbHbIN
MaTepuan Ha OCHOBE Ye/sI0BEYECKUX IPUTPOLMTOB. KOHLLEHTPALLMA TMKO3UANMPOBAHHOIO reMoriobuHa B KoHTpose Trulab
HbA1c liquid Level 2 cooTBeTCTBYET BbICOKMM 3HAYEHUAM.

U3penve npefHasHayeHo AnA NpoBeAeHUA BHYTPWMAIAOOPATOPHOrO KOHTPOAA KayecTBa Npu  onpeaeneHum
[NUKO3UNNPOBAHHOIO remornobvHa Ha aBTOMATMYECKUMX M MOJyaBTOMATUUECKMX OUOXMMWMYECKMX aHanu3aTopax B
KAMHUKO-AMArHOCTUYECKMX U BUOXMMUYECKMX N1aBOPaATOPUAX U HAYYHO-UCCEeA0BaTENbCKON NPaKTUKE.

KoHTponb MnKkosnnmpoBaHHoro remornobuHa YposeHb 2 (Trulab HbAlc liquid Level 2) ¢ aTrectoBaHHbIM 3HAYeHMEM
onpeaensiemoro aHaauTa NPUMEHSETCA 1A KOHTPOAA NPaBUIbHOCTM U BOCNPOU3BOAMMOCTU PesyNbTaToB UCCIe0BaHuUA
NPV BbINOJIHEHUWN aHA/IM30B HA ABTOMATUYECKUX U MOJTYaBTOMATUYECKMX BUOXMMUYECKUX aHaM3aTopaXx.

YcnoBua xpaHeHusA

N3penve xpaHWTb Kak B HEBCKPbITOM dnaKoHe, Tak M Moc/e BCKPbITUA Npu TemnepaTtype 2-8°C B NJIOTHO 3aKPbITbIX
dbnaKkoHax, B 3aLLMLLEHHOM OT cBeTa MecTe. M3beratb 3arpasHeHui.
CrabunbHOCTb

Mpu cobntoaeHn PeKOMEHA0BAHHOIO Cnocoba XpaHeHUs KOHTPOJb [NIMKO3UAMPOBAHHOIO remMornobuHa YposeHb 2
(TruLab HbA1c liquid Level 2) Kak B HEBCKPbITbIX GNaKOHAX, TaK M Mocae BCKPbITUA CTabuieH 40 KOHLLA CPOKa rogHoCTy,
0603HaYEeHHOrO Ha 3TUKETKe.

MoparoTtoBKa

KoHTponb MnkosnanposaHHoro remorsiobunHa YposeHs 2 (TruLab HbAlc liquid Level 2) noctaBnsercs B XXUAKOM BUAE
M TOTOB K MCMOJ/Ib30BaHMIO.

Mpoueaypa

Mpoueaypa onpeaeneHna M3NOMKEHA B WMHCTPYKUUM MO NPUMEHEHMIO COOTBETCTBYHOLWEro Habopa peareHToB Ans
onpeaeneHus uccaesyemoro aHaauTa.
Mpocnexxnsaemoctb

3HayeHnn KoHTponsa [NMKo3uAMpoBaHHOro remornobuHa YposeHb 2 (TruLab HbAlc liquid Level 2) onpeaeneHsi ¢
ncnonb3oBaHMem Habopos peareHToB one HbAlc FS n one HbAlc IS DiaSys ana onpeaeneHus rMKO3UAMPOBAHHOIO
remorsiobuHa, oTKanMbpoBaHHbIe C NMOMOLLbIO Kannbpatopa nkosmnamposaHHoro remornobuHa (TruCal HbAlc liquid)
npoussoactea «DiaSys Diagnostic Systems GmbH», lepmaHua. ATTecToBaHHble 3HAYEHUSA KOHTPOAA [IMKO3UANPOBAHHOTO
remorniobuHa YposeHb 2 (TruLab HbAlc liquid Level 2), ykasaHHble B nacnopTte, cneunduyHbl TONbKO A1A AAaHHOIO N0Ta
KOHTPOJIbHOIO MaTepuana.

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



3HaueHus cornacHo IFCC (mmol/mol) (usmepeHune no metogy pUKCMPOBAHHOrO BpeMeH M)

HanmeHoBaHue, ypoBeHb

3HaueHusa, Mmonb/monb

TruLab HbAlc liquid Level 2

3-KOMMOHEHTHasa cuctema

89,2 (71,4 — 107)

2- KOMMOHEHTHasa cucTema

87,4 (69,9 — 105)

InnovaStar

90.5 (72.4 — 109)

3HaueHua cornacHo DC

3mepeHue No metoay GUKCMPOBAHHOIO BpeMeHU) 6blan NoslyyeHbl U3
3HauveHui IFCC nytem nepecyera

HaumeHoBaHue, ypoBeHb

3HaueHua, %

TruLab HbAlc liquid Level 2

Homep nora CpoK rogHocTH
28968 2021-06-30
CT/NGSP (%) (v
Homep nora CpoK rogHocTH
28968 2021-06 -30

3-KOMMOHEHTHas cuctema

10,3 (8,68 — 11,9)

2- KOMMOHEHTHAas cucTema

10,2 (8,55 — 11,8)

InnovaStar

10.4 (8.77 — 12.1)

HbA1c (NGSP®) = 0.0915 x HbA1c (IFCC?) + 2.15
a: IFCC 3HayeHnAa B MmoJib/MONb

b: NGSP 3HaueHuna B %




