DiaSys Diagnostic Systems GmbH

Macnopt 3HaueHun

[Jata obHoBNeHuA: 22.07.2020
HanmeHoBaHue meguLMHCKOro usaenus, pacoska

«PeareHTbl 418 KanMBPOBKN GOTOMETPUYECKUX CUCTEM NPU ONpeseseHUM BUOXUMUYECKUX MapPaMeTPoB in vitro:
KannbpaTtop MunkosnnnposaHHoro remornobuHa (TruCal HbA1lc liquid)», 4 x 0,25 ma.

KaTanoxHbin Homep: 13320 99 10 043
OnucaHue NpoayKTa U ero HasHavyeHue

Kanubpatop lnukosumnmposaHHoro remornobuHa (TruCal HbAlc liquid) — npeactasnsetr coboii Habop w3
yeTblpex CTabUAM3MPOBAHHBIX KUAKUX KanMbpPaToOpoB pas/IMUHbIX YPOBHEN, W3rOTOB/JEHHbIX Ha OCHOBE
YeN0BEYECKUX IPUTPOLIUTOB.

Kanubpatop MunkosnamposaHHoro remornobuna (TruCal HbAlc liquid) ncnonbsyetcsa ana KanmbpoBKM TecTa Ha
FNMKo3MAnpoBaHHbIN remornobun (one HbAlc FS) npomssoactea «DiaSys Diagnostic Systems GmbH», Fepmanus,
Ha NOJIyaBTOMATUYECKUX M ABTOMATMYECKMX OMOXMMMYECKUX aHa/IM3aToOpax B KAMHUKO-AMATHOCTUYECKUX W
6rnoxummnyeckmx nabopaTtopmnax n HayuHoO-UCCNef0BaTENbCKOM NPaKTUKeE.

Ycnosua xpaHeHua

N3genne xpaHUTb KaK B HEBCKPbLITOM, TaK M BO BCKPbITOM dakoHe npu TemnepaTtype 2-8°C B NIOTHO 3aKpPbITbIX
dnakoHax, B 3alMLLEHHOM OT cBeTa mecTe. M3beraTb 3arpAsHeHUN.
CrabunbHoOCTb

Mpu cobnogeHMM pPeKoMeHA0BaHHOro crnocoba XpaHeHus Kanubpatop [NMKO3MAMPOBAHHOrO remornobuHa
(TruCal HbAlc liquid) Kak B HEBCKpbITbIX $1aKOHAX, TaK M MOC/Ee BCKPbITUA CTabuieH A0 KOHUA CPOKa rogHocTy,
0603HaYeHHOT0 Ha 3TUKETKe.

MoparoTtoBKa

KannbpaTtop MukosnamnposaHHoro remornobuHa (TruCal HbAlc liquid) noctaBnaeTtcs B KUAKOM BMAE U TOTOB K
NCMOJIb30BAHMIO.

Mpoueaypa

Mpoueaypa onpeaeneHna U3N0MKEHA B MHCTPYKLMW MO NMPUMEHEHMIO COOTBETCTBYOLWEero Habopa peareHToB A/
onpeaeneHua UCcnesyemoro aHaauTa.
Mpocnexnsaemoctb

3HayeHua KanubpaTopa [NMKosuampoBaHHoro remornobuHa (TruCal HbAlc liquid) npoussoactea «DiaSys
Diagnostic Systems GmbH», TepmaHusa, cTaHZ4apTM30BaHbl No pedepeHTHOMy meTogy IFCC. 3HayeHua no
DCCT/NGSP B % paccumTaHbl U3 3HaYeHUI, nonydeHHbix IFCC meTogom.

ATTecToBaHHOE 3HayeHue KanubpaTtopa [MmKosmanposaHHoro remornobuHa (TruCal HbAlc liquid), ykasaHHoe B
nacrnopTe, cneunduYHO To/IbKO AN JAHHOIO /ioTa KaanbpaTtopa.

Mpoussogurenn
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3HauyeHus kanubpaTtopa cornacHo IFCC (uamepeHue no metoay hmkcMpoBaHHOrO BpEeMEHM)

Cpok Kann6poBo4yHoe 3Ha4yeHne, MMOJb/MOnb
HanmeHoBaHue, ypoBeHb Homep norta
rogHoCTU 3-KOMMNOHEeHTHaA cuctema 2-KOMNOHEHTHasA cuctema
TruCal HbA1c liquid ypoBeHb 1 28963 2021-06-30 30,8 31,4
TruCal HbA1c liquid ypoBeHb 2 28964 2021-06-30 63,2 62,8
TruCal HbA1c liquid yposeHb 3 28965 2021-06-30 116 113
TruCal HbAlc liquid ypoBeHb 4 28966 2021-06-30 151 147

3HaueHusa cornacHo DCCT/NGSP (%) (M3mepeHune no metoay GUKCMPOBAHHOro BpemeHu) b6bian nonyyeHbl U3
3HaueHuit IFCC nytem nepecyerta

KanubposouHoe 3HaueHue, %

HanmeHoBaHue, ypoBeHb Homep nora CpOoK roaHocTn
3-KOMNOHEHTHan cuctema 2-KOMMOHEHTHan cuctema
TruCal HbA1c liquid ypoBeHb 1 28963 2021-06-30 4,97 5,02
TruCal HbA1c liquid ypoBeHb 2 28964 2021-06-30 7,93 7,90
TruCal HbAlc liquid ypoBeHb 3 28965 2021-06-30 12,76 12,49
TruCal HbA1c liquid yposeHb 4 28966 2021-06-30 15.97 15,60

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

b: NGSP 3HaueHna B %




