DiaSys Diagnostic Systems GmbH

MNacnopt 3HaueHun

[ata obHoBneHuA: 04.06.2019
HanmeHoBaHue meguLMHCKOro usgenus, pacoska

«PeareHTbl 419 KanMBpPoBKKN GOTOMETPUYECKUX CUCTEM MPY ONpeaeneHUM BUOXMMMUYECKMX MapaMeTPoB in Vitro:
Kannbpatop MukosunmposaHHoro remornobuHa (TruCal HbAlc liquid)», 4 x 0,25 mn.

KaTanoxHbit Homep: 1 3320 99 10 043
OnucaHue NpoAyKTa U ero HasHavyeHue

Kanubpatop unkosmnmposaHHoro remornobuHa (TruCal HbAlc liquid) — npeactasnaet coboit Habop w3
yeTblpex CTabuaM3MpPOBaHHbBIX KUOKMX KanMOPaTOpPOB pPas/IMYHbIX YPOBHEM, W3rOoTOB/JEHHbIX Ha OCHOBE
YeN0BEYECKMX IPUTPOLUTOB.

KanubpaTtop MukosnamnposaHHoro remornobuHa (TruCal HbAlc liquid) ncnonbsyetca ans KanMbpoBKM TecTa Ha
[NMMKO3UANPOBaHHbIN remornobuH (one HbAlc FS) npoussoactea «DiaSys Diagnostic Systems GmbH», Fepmanus,
Ha NOJlyaBTOMAaTUYECKMX W ABTOMATUMYECKUX OMOXMMUYECKMX aHaM3aTopax B KAMHUKO-AMArHOCTUYECKUX W
BroXMmmMyecknx nabopaTopmsax U HayYHO-UCCNEA0BATE/IbCKOM NPAKTUKE.

Ycnosua xpaHeHusA

N3pgenne xpaHUTb KaK B HEBCKPbLITOM, TaK M BO BCKPbITOM dnakoHe npu TemnepaTtype 2-8°C B NIOTHO 3aKPbITbIX
dNaKoHax, B 3alLMLLEHHOM OT CBETa MecTe. M3beraTb 3arpsasHeHU.
CtabunbHoOCTb

Mpu cobnofeHMM peKomeHA0BaHHOrO cnocoba xpaHeHua Kanubpatop [NMKO3MAMPOBAHHOrO remornobuHa
(TruCal HbAlc liquid) Kak B HeBCKpbITbIX $GlaKOHAX, TaK U NOC/Ae BCKPbITUA CTabuneH A0 KOHLA CPOKa roAHOCTH,
0603HaYE€HHOro Ha 3TUKeTKe.

MoaroroBka

KannbpaTop MnkosnamposaHHoro remornobuna (TruCal HbAlc liquid) noctaBnseTca B »KMAKOM BUAE U FOTOB K
MCNO/Ib30BaHMUIO.

Mpoueaypa

Mpoueaypa onpeaeneHns U3N0KeEHa B MHCTPYKLMK MO NPUMEHEHUIO COOTBETCTBYOLLErO Habopa peareHToB AN
onpeaeneHnsa UCCesyemMoro aHaauTa.
Mpocnexxnsaemoctb

3HaueHuna KanubpaTopa [AMKo3uaMpoBaHHoro remornobuHa (TruCal HbAlc liquid) npousBoactBa «DiaSys
Diagnostic Systems GmbH», TepmaHus, CcTaHAapTM30BaHbl No pedepeHTHoMy metogy IFCC. 3HayeHua no
DCCT/NGSP B % paccumTaHbl U3 3HaYeHWi, NoaydeHHbIX IFCC meTogom.

ATTecToBaHHOe 3HayeHue Kanubpartopa MMnkosunmnposaHHoro remornobuHa (TruCal HbAlc liquid), ykasaHHoe B
nacnopTe, cneuMdmryHO TONbKO ANA AAHHOTO N0Ta KannbpaTtopa.

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

3HayveHus kanubpaTopa cornacHo IFCC (n3amepeHue no metoay hMKCMpPOBaHHOIO BPEMEHM)

Cpok KanubpoBoyHoe 3HayeHue, MMonb/Monb
HanmeHoBaHue, ypoBeHb Homep nota
rogHocTn 3-KOMMOHEeHTHasA cuctema 2-KOMMOHEHTHas cuctema
TruCal HbA1c liquid yposeHb 1 27137 2020-06 32,6 32,4
TruCal HbA1c liquid ypoBeHb 2 27138 2020-06 64,7 64,1
TruCal HbA1c liquid yposeHb 3 27139 2020-06 111 110
TruCal HbA1c liquid yposeHb 4 27140 2020-06 164 157




3HaueHus cornacHo DCCT/NGSP (%) (usmepeHue no metoay PUKCMPOBAHHOrO BpeMeHU) A0KHbI 6bITb NOyUYEHbI
13 3HaueHui IFCC nytem nepecueta

KanubposouHoe 3HaueHue, %

Haumenosanme, yposens Homep sora Cpox ropmocTy 3-KOMMOHEHTHasA cucTema 2-KOMMOHEHTHas cucTema
TruCal HbA1c liquid ypoBeHb 1 26417 2019-12 6,11 6,20
TruCal HbAlc liquid ypoBeHb 2 26418 2019-12 9,17 9,28
TruCal HbAlc liquid ypoBeHb 3 26419 2019-12 14,04 14,13
TruCal HbA1c liquid yposeHb 4 26420 2019-12 21,63 20,17

HbA1c (NGSP®) = 0.0915 x HbA1c (IFCC?) + 2.15
a: IFCC 3HayeHnAa B8 MMob/MONb

b: NGSP 3HaueHunsa B %




