DiaSys Diagnostic Systems GmbH

IMacnopt 3nauennii TruLab HbAlc liquid Level 2
Lot 36764 no 2025-12-31

Jata obnosnenus: 20.01.2025.
HaumenoBaHue MeIMUIMHCKOTO0 U3Ae/us, ¢pacoBka

«PeareHTsI 1711 KOHTPOJIS KadyecTBa M3MEPEHHI TP OTpeIeNICHNH ONOXUMHYECKUX MapaMeTpos in vitro: KonTpons
I'muko3unmmpoBanHoro remoriioomHa Yposens 2 (TruLab HbAlc liquid Level 2)», 1x0,25 mo.

Karanoxusiii Homep: 5 9800 99 10 060.
Onucanue NpoayKTa U €ro Ha3HAYEHHe

Kontpons ['muko3unmmpoBanHoro remoriioonra Yposens 2 (TruLab HbAlc liquid Level 2) sxunkuit KOHTpOJIBHBIN
MaTepuajg Ha OCHOBE YeJIOBEUYECKHUX JIPUTPOLUTOB. KOHIEHTpauus TIUKO3HIMPOBAHHOTO I'eMOTJIOOWHAa B KOHTPOJIE
TruLab HbAIc liquid Level 2 cooTBeTCTBYET BEICOKUM 3HAYCHUSIM.

W3nenne mnpenHasHaueHO /I TMPOBENCHUS BHYTPWIA0OPATOPHOTO KOHTPOJII KAadecTBa NPH  ONIpeIeeHUN
['MUKO3UIMPOBAaHHOTO TEMOTTIOOMHA HAa aBTOMATHYECKHX M IIOJyaBTOMATHUECKHX OMOXMMHYECKHX aHAJIM3aTOpax B
KJIMHAKO-TUarHOCTHYECKUX U OMOXUMHUYECKHUX J1a00paTopusiX U HayYHO-HCCIIEI0BATEIbCKON MPaKTHKE.

Kontpons ['mukosunmpoBanHoro remornobuna YposeHb 2 (TruLab HbAlc liquid Level 2) ¢ arrecroBaHHBIM
3HAQUCHHUEM OIPEJIeNIeMOr0 aHAINTa MPUMEHSETCS Ul KOHTPOJIS MIPABIIIBHOCTU M BOCIIPOM3BOIUMOCTH PE3YIIbTaTOB
WCCIICIOBAHUSl TIPH  BBITIOJIHEHWHM AHAJM30B HA aBTOMAaTHYECKUX M IOJYaBTOMATHYECKHX OHOXMMHYECKUX
aHamM3aTopax.

YcnoBus xpaHeHus

Wznenve xpaHUTh Kak B HEBCKPHITOM (hJIaKOHE, TaK W MOCIIE BCKPBITUS MpH TemmepaType 2-8°C B MIOTHO 3aKPBITHIX
(bnakoHax, B 3alUIIEHHOM OT CBeTa MecTe. M30eraTh 3arpsi3HeHHIA.

CradujabHOCTh

[Ipu cobmoeHNH PeKOMEHIOBAaHHOTO CIIOCO0a XPaHEHUSI KOHTPOIb | TMKO3MINPOBAaHHOTO TeMOTiIo0nHa Y POBEHD 2
(TruLab HbAlc liquid Level 2) kak B HEBCKpPHITHIX (IaKOHAX, TaK M IMOCIE BCKPHITUSI CTAOMJICH J0 KOHIA CpPOKa
TOJJHOCTH, 0003HAUEHHOT'O Ha STHKETKE.

IToaroroska

Kontpons ['muko3unuposanHoro remornobuna Yposens 2 (TruLab HbAlc liquid Level 2) mocraBnsiercst B sKuaKOM
BHUJIC Y TOTOB K UCIIOJIb30BaHHIO.

IIpoueaypa

[pouemypa ompeneneHust U3JI0KEHA B MHCTPYKIUH IO MPUMEHEHHIO COOTBETCTBYIOIIETO HAabOpa pPearcHTOB IS
OTIpeJIeJICHHSI UCCIIEyeMOTo aHATUTA.

IIpocaexunBaeMocTb

3HaveHus KoHTpous [ muko3unupoBanHoro remorsioduna Yposens 2 (TruLab HbAlc liquid Level 2) onpexnenens ¢
ucnojn30BaHreM HabopoB peareHToB one HbAlc FS u one HbAlc IS DiaSys st onpeneneHus TiIMKO3UINPOBAHHOTO
reMorIoOMHa, OTKAIMOpOBaHHBIE C MOMOIIBID KamuOpaTtopa [nmukosunupoanHoro remoriioduna (TruCal HbAlc
liquid) mpomssoactBa «DiaSys Diagnostic Systems GmbH», I'epmanus. ATTecTOBaHHBIE 3HAYCHHS KOHTPOJIS
['muko3unuposanHoro remoriiodnHa Yposens 2 (TruLab HbAlc liquid Level 2), ykazanHele B acropte, crienuUIHbI
TOJIBKO JJIsl IAHHOTO JIOTa KOHTPOJIBHOTO MaTepHara.

IIpousBoagure/n
DiaSys Diagnostic Systems GmbH
Alte Strasse 9, 65558 Holzheim, Germany

3navenus cornacuo IFCC (mmol/mol) (u3mepenue no MmeToay (pMKCHPOBAHHOTO BPpeMEHHM)

HaumenoBanue, yposenb | Homep siora Cpok roanocTa 3Ha4YeHns, MMOJIb/MOJIb
2-KOMIIOHEHTHAs CUCTEMA 87,2 (69,8 — 105)
TruLab HbAXc liquid Level 2 36764 2025-12-31
InnovaStar® 87,0 (69,6 — 104)

3nayvenus coriiacio DCCT/NGSP (%) (m3mepenue no Metoay ¢puKcHpoOBaHHOr0 BpeMeHH) ObLTH NMOJTy4YeHbI U3 3HAYeHHUI
IFCC nyTtem nepecuera

HaumenoBanmue, yposenb | Homep Jora | Cpok rogHoctu 3navenns, %
2-KOMIIOHEHTHAs CUCTEMA 10,1 (8,53 -11,7)
TruLab HbAlc liquid Level 2 36764 2025-12-31
InnovaStar® 10,1 (8,52 -11,7)

HbA1lc (NGSP®) = 0,0915 x HbAlc (IFCC?) + 2,15
a: IFCC 3HaueHus B MMOJIB/MOJIBb
b: NGSP 3nauenus B %



