HbA1c CALIBRATOR SET
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Cat. No. Pack Name Packaging (Content) KaT.Ne ®dacoBka

XSYS0057 HBA1C CAL SET 4x0.25ml XSYS0057 4 x 0,25 mn
GY) e C€
INTENDED USE LITERATURE XAPAKTEPUCTUKA YTUIU3ALKUA OTXOO0B
HbA1c Calibrator Set is a set of four liquid-stable calibrators with 1. The Diabetes Control and Complications Trial Research ~ HbA1c Habop kanuGpaTopoB npeAcTaBnsieT CcoBor  KOMMMEKT B COOTBETCTBUM C CYLLECTBYIOLUMMM B K@XA0M CTpaHe npasurnamu Ans

different levels based on human blood material (erythrocytes).

STORAGE
The calibrators both unopened and opened must be stored at
2-8°C, protected from light and heat.

STABILITY

Unopened and opened until the end of the indicated month of
expiry if contamination and evaporation are avoided after having
opened the bottles.

Proper storage and handling must be observed.

WARNINGS AND PRECAUTIONS

Reagents of the kit are not classified like dangerous but contain
less than 0.1 % sodium azide classified as very toxic and dange-
rous substance for the environment.

Each individual blood donation used for production of HbA1c
Calb. was found to be non-reactive when tested with approved
methods for HBsAg, anti-HIV-1+2 and anti-HCV. As there is no
possibility to exclude definitely that products derived from human
blood transmit infectious agents, it is recommended to handle the
calibrator with the same precautions used for patient specimens.

PREPARATION

HbA1c Calibrator set is ready to use. Calibrators must be treated
the same way as patient samples. Please refer to the package
insert of the reagent HbA1c, Cat. No. XSYS0054

Calibrator preparation:

Hemolyzing Solution (R3) 500 pl

Calibrator 10 pl

Mix and allow to stand for 5 minutes or until complete lysis is
apparent.

PROCEDURE
Please refer to the reagent package insert for instructions for use.

ASSAY VALUES

The calibrator values have been made traceable to the approved
IFCC reference method.

Values according to DCCT/NGSP in % have been derived from
the values according to IFCC by calculation. Calibrator values lis-
ted below are specific for this lot number of calibrator only.

WASTE MANAGEMENT
Please refer to local legal requirements.
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ASSIGNED VALUES
Target values according to IFCC (mmol/mol):

Calibrator Value

HbA1c

Lot No. | Expiry Date | 3-component | 2-component
Level system system
(mmol/mol) (mmol/mol)
1 XXXXXXX mm/yyyy XX.X XX.X
2 XXXXXXX mm/yyyy XX.X XX.X
3 XXXXXXX mm/yyyy XXX XXX
4 XXXXXXX mm/yyyy XXX XXX

N3 YeTblpex XUOKUX CTabunbHbIX Kanm6paTopoa, C pasnunyHbIMK
YPOBHSIMU KOHLIEHTPALMM, N3rOTOBMEHHBLIX Ha OCHOBE KPOBW YerioBeka
(apuTpouuTOB).

XPAHEHUE

HbA1c Habop kanubpaTopoB A0 M NOCMe BCKPbITUSA CriedyeT XpaHUTb
npu Temnepatype 2-8°C B 3alMLIEHHOM OT CBETa W BbICOKOW
Temneparypbl MecTe.

CTABUNbHOCTb

HbA1c Habop kanubpaTopoB [0 ¥ nocne BCKpbITUS cTabunex
B TeYEHWe BCEro Cpoka FOAHOCTU, YKa3aHHOro Ha ynakoBke, Mpu
VICKITKOHEHNN KOHTAMWUHALMK W BbINapuBaHus.

CobntofjaiiTe yCrioBUsi XpaHeHus Ans COXpaHeHUsi CTabunbHOCTU B
TeyeHWe BCEro Cpoka rogHoCTH.

NPEAYNPEXOEHUA U MEPbI MPEAOCTOPOXHOCTHU

PeareHTbl, Bxoaswwme B Habop, He knaccuuumMpoBaHbl Kak onacHble
BellecTBa, HO copepxar MeHee 0,1 % asnga HaTpus, KOTOPbIA
KnaccuuLMpyeTcs Kak TOKCMYHOE UM OnacHoe BellecTBO Ans
okpy>xatoLLeii cpeabl. KpoBb JOHOPOB, Mcronb3yemasi Ans Npon3BoacTBa
kanubpatopa ¥ KOHTPOMNsi, MPOTECTMpOBaHa C UCMONb30BaHNEM
KOMMep4yecknx HabopoB peareHTOB Ha oTcyTcTBue HbsAg, aHTuTen k
BWY 1/2 (HIV-1/2) n anTuten k Bupycy renatuta C (HCV). Mockonbky
3apaXeHWsi Hemnb3sl MOSHOCTBI UCKMIOYUTL, paboTtaTb ¢ Habopom
KanubpaTopoB Heobxoanmo cobniofas Bce Mepbl NPefoCTOPOXHOCTU.

NnoAroToBKA
HbA1c Habop kanubpatopoB rotoB k ucnonb3oBaHuio. Pa6orartb ¢
Kanm6paTopaMV| HeOGXO[J,I/IMO TakK Xe, Kak C 06pa3uaM|/| nauneHToB.

Calibrator values according to DCCT/NGSP (%):

Calibrator Value

T;C:r Lot No. | Expiry Date | 3.component | 2-component
system system
1 XXXXXXX mm/yyyy XXX % XXX %
2 XXXXXXX mm/yyyy X.XX % X.XX %
3 XXXXXXX mm/yyyy XXX % XXX %
4 XXXXXXX mm/yyyy XX.X % XX.X %
Expiry Date Manufacturer

ul

Cpok rogHoCTH MpoussoguTerns

In Vitro Diagnostics
WH BUTpO AnarHocTvka

Moxanyiicta, CMOTpUTE WHCTPYKUMIO K Habopy peareHToB Ans
onpepenennsi  HbA1c (XSYS0054) pana ©Gonee nogpoGHoi
MHbopmaLmm.

MoaroToBka kanubparopa:

Femonuavpytowwmii pacteop (R3) 500 mkn

Kanu6patop 10 mkn

I'IepememaTb, AaTtb MNOCTOATb B TeyeHue 5 MWHYT Unu A0 NOMHOro
nusuca.
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AaHHOro Buaa marepuana.
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KOHUEHTPALUU KANTUBPATOPOB
3HaveHus no cucteme IFCC (Mmonb/Monb):

KoHueHTpauuu kanubpaTtopa

3-KOMNOHEeHTHaA | 2-KOMNOHeHTHas

HbA1c o Cpok
Level | NemoTa | o aHocTu | cuetema (XL-1000) | cuctema (XL-100,
XL-200, XL-640)
(Mmonb/monb) (Mmmonb/monb)
1 XXXXXXX Mm/rrrr XX, X XX, X
2 XXXXXXX Mm/rrrT XX, X XX, X
3 XXXXXXX mm/rrrr XXX XXX
4 XXXXXXX mm/rrrr XXX XXX

3HaueHus no cucteme DCCT/NGSP (%):

KoHueHTpauuu kanubpaTtopa

° HbA1c Cpok

Moxanyiicta, obpaTuTecb K WHCTPYKUMM K Habopy peareHToB Ans Ll Ne nora ropHocTi | 3-KOMMOHeHTHasi | 2-KOMNOHeHTHas
onpepenenust HbA1c ans nonyyexns 6onee noapo6Ho MHdopmMaLmu. cuctema cucrtema
KANVMBPOBOY HbIE 3HAYEHMUSA 1 XXXXXXX mm/rrrr X,XX % X,XX %
3HayeHns1 KOHLIEHTpaLWK kanubpaTopoB paccunTaHbl B COOTBETCTBUM 2 XXXXXXX Mm/rrTT XXX % XXX %
C YyTBEPXXAEHHbBIM 3TanoHHbIM MeTogom IFCC. 3 i o %
3HayeHnsi B % no cucteme DCCT/NGSP 6binu nepecunTaHbl 13 oo ML R X2
3HayeHwit IFCC. 4 XXXXXXX mm/rrrr XX,X % XX,X %
3HayeHns kannbpaTopoB, ykasaHHbIE HIDKE, MOTYT BbITb MCMOMb30BaHbI
TONbKO A1t AA@HHOTO HOMepa IoTa.

ApTtukyn HaumeHoBaHue kak B PY Howmep PY [ara Bbigaun PY

XSYS0057 Opba HbA1c Habop kanubpatopos »C3 2011/09958 ot 14.05.2019

See Instruction for Use

Mepen vcnonb3oBaHeM
BHUMaTENbHO Mayqal?lTe WHCTPYKUMIO
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