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MNacnopt 3HaueHun

[ata obHoBneHua: 10.09.2018
HanmeHoBaHue meguLMHCKOro usgenus, pacoska

«PeareHTbl 419 KanMBpPoBKKN GOTOMETPUYECKUX CUCTEM MPY ONpeaeseHUM BUOXMMMYECKMX 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
YeNI0BEYECKMX IPUTPOLUTOB.

KannbpaTop MunkosmnamposaHHoro remornobuna (TruCal HbAlc liquid) ncnonbsyetcsa ana KanmbpoBKM TecTa Ha
[NMMKO3UANPOBaHHbIN remornobuH (one HbAlc FS) npoussoactea «DiaSys Diagnostic Systems GmbH», Fepmanus,
Ha NOJlyaBTOMATUYECKUX M aABTOMATMYECKMX OUOXMMWYECKUX aHanM3aTopax B KAMHUKO-AMArHOCTUYECKUX W
BroXMmmMyecknx nabopaTopmsax U HayYHO-UCCNEA0BATE/IbCKOM NPAKTUKE.

Ycnosua xpaHeHusA

N3penme XpaHUTb KaK B HEBCKPbLITOM, TaK M BO BCKPbITOM dakoHe npu Temnepatype 2-8°C B NNOTHO 3aKPbITbIX
dNaKoHax, B 3alLMLLEHHOM OT CBETa MecTe. M3beraTb 3arpsasHeHU.
CrabunbHOCTbL

Mpn cobnogeHnn pekoMeHAoBaHHOro cnocoba xpaHeHusa Kanubpatop [NMKO3MAMPOBAHHOTNO remorsobuHa
(TruCal HbAlc liquid) Kak B HeBCKpbITbIX $GlaKOHAX, TaK U NOC/Ae BCKPbITUA CTabuneH A0 KOHLA CPOKa roAHOCTH,
0603HaYeHHOro Ha 3TUKETKe.

MoaroroBKa

KannbpaTop MunkosmnamposaHHoro remornobuna (TruCal HbAlc liquid) noctaBnseTca B »KMAKOM BUAE U FOTOB K
NCMNO/Ib30BaHMIO.

Mpoueaypa

Mpoueaypa onpeaeneHna N3NoXKeHa B MHCTPYKLUMM MO NPUMEHEHMIO COOTBETCTBYoLWEero Habopa peareHToB Ann
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 Kanubpatopa MMmnkosnnnposaHHoro remornobuHa (TruCal HbAlc liquid), ykasaHHoe B
nacnopre, cneunduYHO TobKO ANA AaHHOrOo ioTa Kaanbpartopa.
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3HauyeHus kanubpaTtopa cornacHo IFCC (uamepeHne No KOHEYHOWN TOUKe)

Kanu6poBo4Hoe 3Ha4yeHne, MMOJb/MONb

HanmeHoBaHue, ypoBeHb Homep nota | Cpok rogHoCcTH
3-KOMNOHeHTHasA cuctema 2-KOMMOHEHTHas cuctema
TruCal HbA1c liquid ypoBeHb 1 25579 2019-06 33,0 32,0
TruCal HbAlc liquid ypoBeHb 2 25580 2019-06 62,9 61,0
TruCal HbAlc liquid ypoBeHb 3 25581 2019-06 107 103
TruCal HbA1c liquid ypoBeHb 4 25582 2019-06 146 141

3HauyeHusa kanmbpaTopa cornacHo

DCCT/NGSP (usmepeHune no KOHEYHOMN TOYKeE)

HaunmeHoBaHue, YpOB€Hb

Homep nota

Cpok rogHoOCTH

KannbpoBouHoe 3HauyeHue,%

3-KOMNOHEeHTHaA cuctema

2-KOMMOHEHTHas cuctema

TruCal HbA1c liquid ypoBeHb 1 25579 2019-06 5,17 5,08
TruCal HbA1c liquid ypoBeHb 2 25580 2019-06 7,91 7,73
TruCal HbAlc liquid ypoBeHb 3 25581 2019-06 11,9 11,6
TruCal HbA1c liquid yposeHb 4 25582 2019-06 15,5 15,1

3HauyeHusa kanubpaTopa cornacHo IFCC (u3amepeHue no metoay (PMKCUPOBAHHOIO BPEMEHM)

Kann6poBo4yHoe 3Ha4yeHne, MMOJb/MONb

HanmeHoBaHue, ypoBeHb Howmep nota Cpox
roagHOCTHU 3-KOMMNOHEHTHaA cucrtema 2-KOMMNOHEHTHasA cucrtema
TruCal HbA1c liquid ypoBeHb 1 25579 2019-06 38.5 38.5
TruCal HbA1c liquid ypoBeHb 2 25580 2019-06 67.9 71.4
TruCal HbA1c liquid ypoBeHb 3 25581 2019-06 109 109
TruCal HbA1c liquid ypoBeHb 4 25582 2019-06 145 145

3HauyeHua kanmbpaTopa cornacH

o0 DCCT/NGSP (u3mepeHue no metony cu

KCMPOBaHHOIo BPEMEHM)

Cpok Kanu6poBouHoe 3Ha4yeHue,%
HanmeHoBaHue, ypoBeHb Homep nota
rogHocTn 3-KOMMNOHEHTHasA cucrtema 2-KOMNOHEHTHasA cucrtema
TruCal HbA1c liquid yposeHb 1 25579 2019-06 5.67 5.67
TruCal HbA1c liquid ypoBeHb 2 25580 2019-06 8.36 8.68
TruCal HbAlc liquid yposeHb 3 25581 2019-06 12.1 12.1
TruCal HbA1lc liquid yposeHb 4 25582 2019-06 15.4 15.4




