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HanmeHoBaHue meanuuHCKOro nsgenusa, cbacoska

«PeareHTbl AnA KOHTPONA KayecTBa U3MEpeHUU Npu onpeaeneHun BUOXMMMUYECKUX MapameTpos in vitro: KoHTponb
INnKo3unupoBaHHoro remornobuHa YposeHsb 2 (TruLab HbAlc liquid Level 2)», 1x0,25 mn.

KaTanoxHbiii Homep: 59800 99 10 060
OnucaHue NPoAyKTa U ero HasHayeHue

KoHTponb [nuKosunnposaHHoOro remornobuHa YposeHwb 2 (Trulab HbAlc liquid Level 2) »KMAKWA KOHTPOJbHbIN
MaTepuan Ha OCHOBE Yes/I0BEYECKUX IPUTPOLUTOB. KOHLLEHTPaLMA ITMKO3UANMPOBAHHOIO remoriobuHa B KoHTpone Trulab
HbAlc liquid Level 2 cooTBeTCTBYET BbICOKMM 3HAYEHUAM.

N3penve npegHasHayeHo ANA NpoBeAeHUMA BHYTPMNaboOpaTOPHOro KOHTPOAA KayecTBa Npu  onpeaeneHuu
[NMKO3UNNPOBAHHOIO remoriobuHa Ha aBTOMATUYECKUX U NMONYaBTOMATUYECKUX BUOXMMUYECKMX aHaAM3aTopax B KAMHUKO-
ANArHOCTUYECKUX U BUOXMMUYECKUX N1aboPaTOPUAX U HAYYHO-UCCAeL0BaTE/IbCKON NPAKTUKE.

KoHTponb MnkosunnposaHHoro remornobuHa YposeHb 2 (TrulLab HbAlc liquid Level 2) ¢ aTTecToBaHHbIM 3HaYeHUem
onpeaensiemoro aHanAuTa NPUMEHAETCA ANA KOHTPOAA NPaBUIbHOCTM U BOCNPOU3BOAUMOCTM Pe3y/bTaToB UCCAeA0BaAHMUA
Npw BbINOJIHEHUWN aHAIM30B HAa aBTOMATUYECKUX U NOJTyaBTOMaTUYECKMX DUOXMMUYECKNX aHaNM3aTopax.

Ycnosua xpaHeHus

N3penne xpaHWUTb Kak B HEBCKPbITOM (NaKoHe, TaK W Mocae BCKpbITUA npu TemnepaType 2-8°C B NJIOTHO 3aKpbITbIX
dNaKoHax, B 3alMLLEHHOM OT CBeTa mecTe. M3beraTb 3arpsisHeHU.
CrabunbHOCTb

Mpu cobnogeHnn pekomeHAOBaHHOro cnocoba xpaHeHWA KOHTPOAb [NMKO3MAMpoBaHHOrO remornobuHa YposeHb 2
(TruLab HbA1lc liquid Level 2) Kak B HEBCKpbITbIX ¢pJ1aKOHaX, TaK M MOCAe BCKPbITUA CTabuieH A0 KOHLA CPOKa rogHoOCTH,
0603Ha4YeHHOro Ha 3TUKETKe.

MoparoTtoBKa

KoHTponb MrKo3nmnnposaHHoro remornobuHa YposeHs 2 (Trulab HbAlc liquid Level 2) noctaBnseTcs B *KMAKOM BUAE U
rOTOB K MCNOJ/Ib30BaHUIO.
Mpoueaypa

Mpoueaypa onpefeneHUA M3/0XKEHa B WMHCTPYKUMM NO MPUMEHEHUIO COOTBeTCTBylolWero Habopa peareHToB ANA
onpeaeneHna UccaeLyemoro aHaauTa.
Mpocnexnsaemoctb

3HayeHUa KOHTpona [MKO3UAMPOBaAHHOrO remornobuHa YposeHb 2 (TrulLab HbAlc liquid Level 2) onpegeneHbl ¢
ncnonb3oBaHMem Habopos peareHToB one HbAlc FS u one HbAlc IS DiaSys gns onpeaeneHua rMnMKO3MAMPOBAHHOIO
remornobuHa, oTKanMbpoBaHHbIE C MOMOLLbIO Kanmbpatopa [MKosuanpoBaHHoro remornobuHa (TruCal HbAlc liquid)
npoussoactea «DiaSys Diagnostic Systems GmbH», FepmaHua. ATTecToBaHHble 3HAYEHUSA KOHTPOASA [NMKO3MIMPOBAHHOIO
remornobuHa YposeHb 2 (TruLab HbAlc liquid Level 2), ykasaHHble B nacnopte, cneunduyHbl TONbKO ANS AaHHOro J10Ta
KOHTPO/IbHOIO MaTepuana.

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

3HaueHua cornacHo IFCC (mmol/mol) (usmepeHune no metogy GUKCMPOBAHHOFO BpeMeHHM)

HanmeHoBaHue, ypoBeHb Homep nota Cpok rogHocTH 3HaueHus, MMonb/Mob
3-KOMMOHEeHTHasa cuctema 95,2 (76,2 — 114)
TruLab HbA1c liquid Level 2 29656 2021-11-30 2- KOMMOHEHTHas cUcTeMa 92,7 (74,2 — 111)
InnovaStar (New Application) 92,8 (74,2— 111)

3HaueHusa cornacHo DCCT/NGSP (%) (usmepeHue no metoay GUKCUPOBAHHOIO BpemeHu) 6binn nonyyeHbl U3
3HaueHui IFCC nyTem nepecyeta

HaumeHoBaHue, ypoBeHb Homep nora CpoK rogHoCTH 3HaueHun, %
3-KOMMOHEHTHas cuctema 10,9 (9,12 - 12,6)
TruLab HbAlc liquid Level 2 29656 2021-11-30 2- KOMMOHEHTHas cucTeMa 10,6 (8,94 —12,3)
InnovaStar (New Application) 10,6 (8,94 —12,3)

HbAlc (NGSPb) =0.0915 x HbA1c (IFCC?) + 2.15
a: IFCC 3HaueHuna B Mmosib/Monb
b: NGSP 3HaueHua B %




