DiaSys Diagnostic Systems GmbH

Macnopt 3HaueHui

Jata obHoBneHuA: 29.10.2020
HaumeHoBaHue meguuMHCKOro usaenus, pacoBka

«PeareHTbl Ans KOHTPO/IA KayecTBa M3MEpPEHW Npu onpeaeseHnn BUOXMMUYECKUX MapaMeTpoB in vitro: KoHTposb
InMuKko3mnuposaHHoro remornobuHa YposeHb 1 (TruLab HbAlc liquid Level 1)», 1x0,25 ma.

KaTtanoxHbiit Homep: 59790 99 10 060
OnucaHue NPoAYKTa U ero HasHauyeHue

KoHTponb AnKosmnmposaHHOro remornobuHa YposeHb 1 (TruLab HbAlc liquid Level 1) WAKWI KOHTPOANbHbIN
MaTepuan Ha OCHOBE Ye/sI0BEYECKUX IPUTPOLMTOB. KOHLLEHTPALLMA TMKO3UANMPOBAHHOIO reMoriobuHa B KoHTpose Trulab
HbA1lc liquid Level 1 cooTBeTCTBYET HU3KMM 3HAYEHUAM.

U3penve npefHasHauyeHo AnA nNpoBeAeHUA BHYTPWMAAOOPATOPHOrO KOHTPOAA KayecTBa Npu  onpeaeneHum
[MUKO3MNMPOBAHHOIO reMornobuHa Ha aBTOMATMYECKUX M MOJlyaBTOMATUUYECKMX OUMOXMMMYECKUX aHanM3atopax B
KJIMHUKO-ANArHOCTUYECKUX U BMOXMMMYECKMX 1abOopaTOPUAX U HAYYHO-UCCNeA0BaTE/IbCKOM NpPaKTUKeE.

KoHTposb MnuKosmnmpoBaHHoro remornobuHa YposeHb 1 (Trulab HbAlc liquid Level 1) ¢ aTTrecToBaHHbIM 3HaYEHUEM
onpeaensiemoro aHanAnTa NPMMeHAETCA A1 KOHTPOAS NPaBUAbHOCTU U BOCNPOM3BOANMMOCTM Pe3y/bTaToOB MCC/Ie0BaHNA
NPV BbINOJIHEHUWN aHA/IM30B HA ABTOMATUYECKUX U MOJTYaBTOMATUUYECKMX BUOXMMUYECKUX aHaM3aTopaXx.

Ycnosua xpaHeHuUA

U3penve xpaHUTb Kak B HEBCKPbITOM G1aKoHe, TakK U Mocae BCKPbITUA npu Temnepatype 2-8°C B NJOTHO 3aKPbITbIX
¢dnakoHax, B 3alMLLEHHOM OT cBeTa mecTe. M3beraTb 3arpAsHEeHNN.
CrabunbHocTb

Mpu cobntoaeHN PEKOMEHAO0BAHHOIO Cnocoba XpaHeHUs KOHTPOJb [NIMKO3UAMPOBAHHOIO remornobuHa YposeHs 1
(TruLab HbA1c liquid Level 1) Kak B HEBCKPbITbIX GDNAaKOHAX, TaK M MOCaAe BCKPbITUA CTabuieH 40 KOHLLA CPOKa rogHoCTH,
0603HaYEeHHOrO Ha 3TUKETKE.

NoaroroBka

KoHTponb MnkosunanposaHHoro remorsiobuHa YposeHsb 1 (TruLab HbAlc liquid Level 1) noctaBnsertcs B XXUAKOM BUAE
M FOTOB K UCMO/1Ib30BaHMIO.

Mpoueaypa

Mpoueaypa onpeaeneHnsa M3NOMKEHA B WMHCTPYKUUM MO NPUMEHEHMIO COOTBETCTBYHOLLEro Habopa peareHToB Ans
onpeaeneHna UccaeLyemoro aHaimTa.
Mpocnexxnsaemoctb

3HayeHnn KoHTpons [NnKo3uaMpoBaHHoro remornobuHa YposeHnb 1 (TruLab HbAlc liquid Level 1) onpeaeneHsi ¢
ncnonb3oBaHMem Habopos peareHToB one HbAlc FS u one HbAlc IS DiaSys ana onpeaeneHus rMKO3WAMPOBAHHOIO
remorsiobuHa, oTKanMbpoBaHHbIe C NMOMOLLbIO Kannbpatopa nkosuamposaHHoro remornobuHa (TruCal HbAlc liquid)
npoussoactea «DiaSys Diagnostic Systems GmbH», lepmaHua. ATTecToBaHHble 3HAYEHUSA KOHTPOAA [IMKO3UINPOBAHHOTO
remornobuHa YposeHb 1 (TruLab HbAlc liquid Level 1), ykasaHHble B nacnopte, cneynuduyHbl TONbKO A5 AaHHOro /1oTa
KOHTPO/IbHOro MaTepunana.

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



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

HaumeHoBaHMe, ypoBeHb Homep nota CpoK rogHOCTH 3HaueHusa, mMmonb/monb
3-KOMMOHEeHTHaA cucTema 33,3 (26,6 —40,0)
TruLab HbA1c quuid Level 1 28967 2021-06-30 2- KOMMOHEHTHasA cucTema 33,5(26,8-40,2)

InnovaStar

37.6 (30.1-45.1)

3HaueHua cornacHo DCCT/NGSP (%) (u3amepeHue no metoay puKcMpoBaHHOro BpemeHu) 6b1an NoayyeHbl U3

3HaueHuit IFCC nytem nepecuera

HaumeHoBaHue, ypoBeHb Homep nora CpoK rogHOCTH 3HaueHua, %
3-KOMMOHEHTHaA cucTema 5,20 (4,58 - 5,81)
TruLab HbA1c liquid Level 1 28967 2021-06-30 2- KOMNOHEHTHaA cucTema 5,22 (4,60 -5,83)

InnovaStar

5.59 (4.90 — 6.28)

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

b: NGSP 3HaueHuna B %




