DiaSys Diagnostic Systems GmbH
IMacnopt 3uauennii s TruCal HbAlc liquid
Lot 34973-34976 no 2024-12-31
Jlata obnoBnenus: 13.11.2023.

HaumeHoBaHMe MeIUIIUHCKOTO U3/1eJusl, pacoBKka
«PeareHTsl I KannOpOBKH (HOTOMETPHYECKUX CHUCTEM IIPH OINpeIeIcHIN OHOXMMHUYIECKHX TapaMeTpoB in Vitro:

Kamubparop I'mukosunuposannoro remoriioounna (TruCal HbAlc liquid)», 4 x 0,25 mu.
Karanosxusiit Homep: 1 3320 99 10 043.

Onucanue NPOAYKTA U €ro Ha3HaAYeHHe

Kanu6patop ['mukozunupoBannoro remorioouna (TruCal HbA lc liquid) — mpeacrasnser coboii Habop U3 YeTHIpex
CTaOMIU3UPOBAHHBIX KUIKUX KalnuOpaTopoB pa3lUYHBIX YpPOBHEH, HW3TOTOBIECHHBIX Ha OCHOBE YEIOBEUECKUX
SPUTPOILIUTOB.

Kamu6patop ['mukosunupoBannoro remorioomna (TruCal HbAlc liquid) ucnonb3yercst Ansi KaTuOPOBKH TecTa
Ha ['mukosunupoBannblii remoriodoun (one HbAlc FS) mpoumsBomctBa «DiaSys Diagnostic Systems GmbHy,
I'epmanus, Ha MOTyaBTOMAaTHYECKUX M aBTOMAaTHYECKUX OMOXMMHYECKUX aHAIN3aTOpaxX B KIIMHUKO-INArHOCTHYECKHX
1 OMOXMMHYECKHUX JTa00paTOpUsIX M HAYYIHO-HCCIIeI0BATEIbCKON IIPAKTHKE.

YcaoBus XxpaHeHust
Uznenue XxpaHUTh KaKk B HEBCKPBITOM, TaK U BO BCKPHITOM (uiakoHe mpH TemiepaType 2-8°C B IUIOTHO 3aKPBITHIX
(makoHax, B 3alIMIIEHHOM OT cBeTa MecTe. M30erars 3arpsi3sHeHu.

CTaduIbHOCTD

[Ipu cobmoaeHH PEKOMEHIOBAHHOTO CIOC00a XpaHeHHs KaimuOpaTtop [nmukosmimmpoBanHoro remorioduna (TruCal
HbAlc liquid) xak B HEBCKPBITHIX (hIAKOHAX, TaK ¥ TIOCIIE BCKPBITHS CTAOWIIEH /IO KOHI[A CPOKA TOAHOCTH, 0003HAYEHHOTO
Ha 3THKETKe.

IHoaroroBka
KamubpaTop ['mukoszunuporanHoro remoryioouna (TruCal HbAlc liquid) mocTtaBisieTcst B )KUIKOM BHJIE U TOTOB
K HUCIOJIb30BaHUIO.

IIpouenypa
[Iponenypa omnpezaeneHUs M3NOKEHA B WHCTPYKIUH IO NMPUMEHEHHIO COOTBETCTBYIOIIETO HAabOpa peareHTOB
JUTsL ONIPEACIICHUS UCCIIEIyEMOr0O aHAIUTA.

IIpocaexnBaeMocTb

3Hauenus kammoOpartopa [nmukosmmmposannoro remornodwHa (TruCal HbAlc liquid) mpomsBoactBa «DiaSys
Diagnostic Systems GmbH», ['epmanus, cranmaptuzoBanbl 1o pedepentHomy wmeroay IFCC. 3naueHus mo
DCCT/NGSP B % paccunTanbl U3 3HaueHu#, nonyueHHsix IFCC meTogom.

ATtTecroBaHHOE 3HaueHue KanmoOparopa ['nmukosuimpoBanHoro remorsioouna (TruCal HbAlc liquid), ykasanHoe
B TIACTIOPTE, CIEHU(PUIHO TOIBKO JUIS JAHHOTO JIOTa KAIMOparopa.

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

3Havenus kaauopatopa coriacuo IFCC (m3mepenue no Meroay ¢puKCHUPOBAHHOTO BpeMeHH)

KaaubpoBouHoe 3Ha4YeHHE, MMOJIB/MOJIb
HaumeHoBaHue, ypoBeHb Howmep s10Ta Cpoxk rogHocTn
2-KOMIIOHEHTHAsI CHCTeMa
TruCal HbAlc liguid yposess 1 34973 2024-12-31 20,0
TruCal HbAlc liquid ypoBens 2 34974 2024-12-31 51,1
TruCal HbAlc liquid yposeHs 3 34975 2024-12-31 104
TruCal HbAlc liquid ypoBens 4 34976 2024-12-31 150

3navenus coraacHo DCCT/NGSP (%) (u3mepenne no Mmeroay pUKCHPOBAHHOTO BpeMeHH) ObLIU MOJy4eHbI U3 3HAYCHHIT
IFCC nmyrtem nepecuera

Kanun6posBounoe 3Hauenue, %
HaumenoBanue, ypoBeHb Homep s0Ta Cpok rognocT
2-KOMIIOHEHTHAsI CHCTeMa
TruCal HbAlc liquid yposens 1 34973 2024-12-31 3,98
TruCal HbAlc liquid yposens 2 34974 2024-12-31 6,83
TruCal HbAlc liquid ypoBeHns 3 34975 2024-12-31 11,67
TruCal HbAlc liquid ypoBens 4 34976 2024-12-31 15,88

HbAlc (NGSP) = 0,0915 x HbA1c (IFCC?) + 2,15
a: IFCC 3nauenus B MMOJIL/MOJIb
b: NGSP 3nauenus B %



