DiaSys Diagnostic Systems GmbH

Macnopt 3HaueHun

[ata obHoBneHuA: 09.10.2020
HaumeHoBaHue meguUUMHCKOro nspenus, pacoska

«PeareHTbl s KanMHPOBKM GOTOMETPUYECKUX CUCTEM NPU ONpeseneHnM BUOXMMUYECKUX NapamMeTpos in
vitro: KannbpaTop MunkosmnmposaHHoro remornobuHa (TruCal HbAlc liquid)», 4 x 0,25 mn.
KaTanoxHbin Homep: 1 3320 99 10 043
OnucaHue NPoAyKTa U ero HasHauyeHue

KannbpaTop MunkosmnmposaHHoro remornobuHa (TruCal HbAlc liquid) — npeacraesnset coboit Habop u3
yeTblpex CTabUAM3MPOBAHHBIX MUAKUX KannubpaToOpOB pPas/iMYHbIX YPOBHEN, M3rOTOBJEHHbIX HAa OCHOBE
YyesI0BEYECKUX IPUTPOLIUTOB.

Kanubpatop MukosmnnposaHHoro remornobuHa (TruCal HbAlc liquid) ucnonb3yetca ana Kannbposku
TecTa Ha [InKko3unnpoBaHHbI remornobuH (one HbAlc FS) nponssoactsa «DiaSys Diagnostic Systems GmbH»,
FepmaHuA, Ha NONyaBTOMATMYECKUMX W aBTOMATUYECKUX OMOXMMMUYECKMX aHann3aTtopax B K/AWMHWUKO-
ANArHOCTUYECKUX U BUOXMMUYECKUX 1aboPaTOPUAX U HAaYYHO-UCCIeA0BaTE/IbCKON NPAKTUKE.

Ycnosua xpaHeHus

MN3penne xpaHUTb KaK B HEBCKPbLITOM, TaK M BO BCKpPbITOM ¢iaKoHe npu Temnepatype 2-8°C B NAOTHO
3aKpbITbIX GaKOHAX, B 3aLUMLLEHHOM OT cBeTa mecTe. M3beraTb 3arpA3HEHUN.
CrabunbHOCTb

Mpu cobnogeHnn pekomMeHOoBaHHOro crnocoba XpaHeHua Kanubpatop [IMKO3WUIMPOBAHHOIO
remorsnobuHa (TruCal HbAlc liquid) Kak B HEBCKpbITbIX GaKOHaX, TaK M NOC/e BCKPbITUA CTabuieH A0 KOHUA
CPOKa rogHoCcT1, 0603HAYEHHOIO Ha ITUKETKE.

NoaroroBka

Kanubpatop mkosmnmposaHHoro remornobuHa (TruCal HbAlc liquid) noctaBnseTca B *KUAKOM BUAE U
rOTOB K MCNOJ/Ib30BaHUIO.
Mpoueaypa

Mpoueaypa onpeaeneHMa W3NOXKEHA B WHCTPYKLMM MO MPUMEHEHUIO COOTBETCTBYHOLWero Habopa
peareHToB A1 ONpeAesieHUs UCCeayemoro aHaauTa.
Mpocnexusaemoctb

3HauyeHua KannbpaTtopa MnuKosmamposaHHoro remornobuHa (TruCal HbAlc liquid) nponssogcrea «DiaSys
Diagnostic Systems GmbH», FepmaHus, cTaHZapTM30BaHbl No pedepeHTHOMy metoay IFCC. 3HayeHusa no
DCCT/NGSP B % paccumTaHbl U3 3HaYeHWU, nonydeHHbIX IFCC meTogom.

ATTecToBaHHOe 3HauyeHue Kanubpatopa [MKosunmMposaHHoro remornobuHa (TruCal HbAlc liquid),
yKa3aHHoe B nacnopre, cneunduyHoO ToNbKO A8 AaHHOro 0Ta KaanbpaTopa.

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



3HauyeHus kanubpaTopa cornacHo IFCC (namepeHue no metony (pMKCMPOBaHHOIO BpeMeHM)

Cpok KanubpoBoyHoe 3HauyeHue, MMosnb/Monb
HanmeHoBaHue, ypoBeHb | Homep nota
rogHoOCTH 3-KOMNOHEHTHaA cucTema 2-KOMMNOHEHTHas cucTema
TruCal HbA1c liquid ypoBeHb 1 29651 2021-11-30 29,0 30,0
TruCal HbA1c liquid ypoBeHb 2 29652 2021-11-30 71,3 71,9
TruCal HbA1c liquid yposeHb 3 29653 2021-11-30 119 116
TruCal HbA1c liquid yposeHb 4 29654 2021-11-30 145 145

3HaueHus cornacHo DCCT/NGSP (%) (usmepeHue no metoay PUKCMPOBAHHOro BpemeHu) 6b1an nonyyeHbl
13 3HaueHuit IFCC nytem nepecuera

KannbposouHoe 3HaueHue, %
HanmeHoBaHue, ypoBeHb Homep norta CpoK roaHoCTH
3-KOMNOHEeHTHaA cuctema 2-KOMNOHEHTHaA cuctema
TruCal HbA1c liquid ypoBeHb 1 29651 2021-11-30 4,80 4,90
TruCal HbA1c liquid ypoBeHb 2 29652 2021-11-30 8,67 8,73
TruCal HbA1c liquid ypoBeHb 3 29653 2021-11-30 13,04 12,76
TruCal HbA1c liquid yposeHb 4 29654 2021-11-30 15,42 15,42

HbAlc (NGSP®) = 0.0915 x HbA1c (IFCC?) + 2.15
a: IFCC 3HaueHnAa B MmoJsib/Mob

b: NGSP 3HaueHuna B %




