DiaSys Diagnostic Systems GmbH
IMacnopt 3uauennii s TruCal HbAlc liquid

Lot 38094-38097 n0 2026-09-30
Jlata oonoBnenus: 28.08.2025.

HaumeHoBaHMe MeIUIIUHCKOT 0 U3/1eusl, pacoBka
«PeareHTsl I KaMUOPOBKH (HOTOMETPUUECCKUX CHUCTEM IPH ONpeeeHIH OHOXMMHUYECKHUX MapamMeTpoB in Vitro:

Kamu6patop I'mukosumuposannoro remorioouda (TruCal HbAlc liquid)», 4 x 0,25 mir.
Karanoxusiid Homep: 1 3320 99 10 043.

Onucanue NPOAYKTA U €ro Ha3HaAYeHHe

Kanu6patop ['mukosunupoBannoro remorioduna (TruCal HbA lc liquid) — mpeacrasnser coboii HaOop U3 YeTHIpeX
CTaOMIU3UPOBAHHBIX KHUIKUX KaluOpaTopoB pa3iUYHBIX YPOBHEH, HM3TOTOBICHHBIX Ha OCHOBE YEIOBEUECKUX
SPUTPOILIHUTOB.

Kamu6patop ['mukosunupoBannoro remorioomna (TruCal HbAlc liquid) ucnonb3yercs Anst KamuOpOBKH TecTa
Ha ['muko3unupoBannbelii remoriodoun (one HbAlc FS) mpomsBoactBa «DiaSys Diagnostic Systems GmbH»,
I'epmanus, Ha MOTyaBTOMaTHYECKUX M aBTOMAaTHYECKUX OMOXMMHYECKUX aHAIN3aTOpax B KIMHUKO-THArHOCTHYECKHUX
1 OMOXMMHYECKHUX JTa0OpaTOpUsIX M HAYYHO-HUCCIIeI0BATEIbCKON IPAKTHKE.

YcaoBus XxpaHeHust
Wznenue XxpaHUTh KaKk B HEBCKPBITOM, TaK U BO BCKPHITOM (uiakoHe mpH TemiepaType 2-8°C B IUIOTHO 3aKPBITHIX
(makoHax, B 3alIMIIEHHOM OT cBeTa MecTe. M30erars 3arps3HeHui.

CTaduIbHOCTD

[Ipu colbmoaeHNr PEKOMEHIOBAHHOTO CIOCO0a XpaHeHMs KairOpaTtop [nmukosmmmpoanHoro remorsioduna (TruCal
HbAlc liquid) xak B HEBCKPBITHIX (hIAKOHAX, TaK ¥ TIOCIIE BCKPBITHS CTAOMIIEH /IO KOHI[A CPOKA TOAHOCTH, 0003HAYEHHOTO
Ha 3THKETKe.

IoaroroBka
KamubpaTop ['muxosunupoannoro remoriodouna (TruCal HbAlc liquid) mocTraBisieTcst B )KUJIKOM BHJIIE U TOTOB
K HUCIOJIb30BaHUIO.

IIpouenypa
[Iponenypa omnpezneneHus M3NOKEHA B HMHCTPYKIHM IO NPHUMEHEHHIO COOTBETCTBYIOLIETO Habopa peareHTOB
JUTs ONIPEACIICHUS UCCIIEyEMOrO aHAIUTA.

IIpocaexxnBaeMocTb

3Hauenus kammoOpartopa ['nmukosmmmpoBannoro remornodwHa (TruCal HbAlc liquid) mpowmsBoactBa «DiaSys
Diagnostic Systems GmbH», ['epmanus, cranmaptuzoBanbl 1o pedepentHomy merony IFCC. 3nadenus mno
DCCT/NGSP B % paccunTanbl u3 3HaueHu, nmoyyueHHsix IFCC meromom.

ATtTecroBaHHOE 3HaueHue KanmoOparopa ['nmukosunmupoBanHoro remorsioouna (TruCal HbAlc liquid), yka3annoe
B TIACTIOPTE, CIEMU(PUIHO TOIBKO JUIS JAHHOTO JIOTa KaInOparopa.

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

3Havenus kaaudparopa coriacuo IFCC (m3mepenne no meroay ¢GuKCHpPOBAHHOIO BpeMeHH)

KanubpoBouyHoe 3HaYeHHEe, MMOJIb/MOJIb
HaumenoBanue, ypoBeHb Homep s0Ta Cpok rognocTu
2-KOMIIOHEHTHAsI CHCTeMa
TruCal HbAlc liquid yposens 1 38094 2026-09-30 26,4
TruCal HbAlc liquid yposens 2 38095 2026-09-30 53,3
TruCal HbAlc liquid yposens 3 38096 2026-09-30 110
TruCal HbAlc liquid ypoBens 4 38097 2026-09-30 130

3navenus coraacHo DCCT/NGSP (%) (u3mepenne mo MeToay (PpMKCHPOBAHHOI0 BpeMeHH) ObLIM MOJIY4YeHbl U3 3HAYCHUH
IFCC nyrem nepecuera

KanmoposouyHoe 3Hauenne, %
HaumenoBanue, ypoBeHb Homep soTa CpoK rogHocTu
2-KOMIIOHEHTHAsl CHCTEMA
TruCal HbAlc liquid yposens 1 38094 2026-09-30 4,57
TruCal HbAlc liquid yposens 2 38095 2026-09-30 7,03
TruCal HbAlc liquid yposens 3 38096 2026-09-30 12,22
TruCal HbAlc liquid yposens 4 38097 2026-09-30 14,05

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



