HbA1c CONTROL
Lot: XXXXXXX

€rba’

Apb6a HbA1c KoHTpOnb HU3KUHK

JTIOT: XXXXXXX

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

XSYS0055 HBA1C CON L 1x0.25ml XSYS0055 1x0,25 mn
GY) e C€
INTENDED USE PROCEDURE NMPUMEHEHUE NPOLEOYPA
HbA1c liquid control is a human—based control. The HbA1c con-  Please refer to the reagent package insert for instructions for use. ~ HPA1C KOHTPOMb  HW3KMA — >XUAKWIA  KOHTPOMbHbIA  MaTepuan,  lMoxanyiicta, CcMOTpuTe MHCTPYKuMio k Habopy HbAlc (XSYS0054)

centration in HbA1c Control Low is normal.

STORAGE AND STABILITY

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

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

Proper storage and handling of this product must be observed.

WARNINGS AND PRECAUTIONS

Reagent of the kit is not classified like dangerous but contains less
than 0.1 % sodium azide classified as very toxic and dangerous
substance for the environment.

Each individual blood donation used for production of HbA1c
control 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
control with the same precautions used for patient specimens.

PREPARATION

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

CONTROL PREPARATION:

Hemolyzing Solution (R3) 500 pl

Control 10 pl

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

ASSIGNED VALUES
Target values according to IFCC (mmol/mol):

ASSAY VALUES

HbA1c control values according to DCCT/NGSP in % and accor-
ding to IFCC in mmol/mol have been derived from percentage va-
lues according to IFCC by calculation. Stated values are specific
for this single Lot of control.

WASTE MANAGEMENT
Please refer to local legal requirements.
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M3roTOBMEHHbIN Ha OCHOBE KpoBwW Yenoseka. KoHueHTpauus HbA1c B
KOHTPOJIe BbICOKOM HaxoamuTcsi B 06MacTv Natonornyecknx 3HaueHuii.

XPAHEHMUE U CTABUJIbHOCTb

HbA1c KOHTPOMb HU3KWIA 1O U MOCHE BCKPbITUSA CNeayeT XpaHuTb npu
Temnepatype 2-8 °C, B MecTe, 3alMLLIEHHOM OT BO3AENCTBUS CBETa U
BbICOKOW TemnepaTypbl. HbA1C KOHTPOsb HU3KKMIA A0 U NOCNe BCKPbITUS
npu cobmnioaeHNn YCroBuin XpaHeHNsi CTabuneH B TeHeHNe BCero cpoka
FOAHOCTM, YKa3aHHOTO Ha YMakoBKe MPWU OTCYTCTBUM KOHTaMWHaLuu
1 ucnapehus. Mocrne BCKpbITUS hriakoHbl HEMEANIEHHO 3akpblBaTb
KpbILLUKaMU 1 XpaHuTb npu (+2 — +8) °C, cobniopgas npasuna u cpoku
XpaHeHus.

NPEAYNPEXOEHUA U MEPbI MPEAOCTOPOXHOCTHU

[laHHbIN KOHTPONbHbLIA MaTepuan He KnaccuuLMpoBaH Kak OnacHbIW,
Ho cogepxuT meHee 0,1 % asnga HaTpus, KOTOpbIN KnaccuhuumnpyeTca
KakK TOKCUYHOE 1 oracHoe Anst OKpyxaloLLen cpefbl BeLeCTBO.

KpoBb [OHOpOB, ucrnonb3yemasi Afs NPOW3BOACTBA  KOHTPOMs,
npoTecTupoBaHa C  WCMOMb30BAHWEM  KOMMeEpYeckux Habopos
peareHToB Ha oTcytctBue HbsAg, anTtuten k BUY 1/2 (HIV-1/2) n
aHTuTen k Bupycy renatuta C (HCV). MockonbKy puck 3apaxeHus
Herb3sl MOMHOCTBIO UCKITIOUYUTb, paboTaTh C KOHTPOIbHBEIM MaTepUanom
Heo6X0AMMO OCTOPOXHO, kak ¢ obpasLam naumeHTa.

NOAroTOBKA

HbA1C KOHTpONMb HU3KWIA TOTOB K Wcronb3oBaHuio. MNpu pabote c
HbA1c koHTponem, HeoGXxoaMMO NpuAepPKUBaTLCS NpaBun paboTsbl ¢
obpasuamu naumeHToB. CM. uHcTpykumio HbA1c (XSYS0054).
[onroToBka KOHTpoNs:

emonuanpytowmii pacteop (R3) 500 mkn

HbA1c KoHTponb 10 mkn

Mepemeluatb, UHKYOGUpOBaTb, N3MepUTb B TeueHne 30 MUHYT nocne
CMeLUVBaHus.

Ans  nonyyeHus MH(*)OpMaLlVIVI o6 ucnonb3oBaHun KOHTPOJIbHOIo
martepuana.

KOHTPOJbHbIE 3HAYEHUSA

BHaveHus koHueHTpaumn HbA1c koHTponb HU3kuiA no cucteme DCCT/
NGSP B % v no IFCC B mMonb/monb 6binu nepecynTaHbl U3 3Ha4eHun
IFCC B %.

YTUNU3ALUA OTXOO0B
B coOTBETCTBUM C CYLLECTBYOLIMMI B KaXKOO0i CTpaHe npasunamv ans
[[aHHoro B1aa matepuana.
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ApTukyn HaumeHoBaHue kak B PY

Howmep PY farta Bbigauu PY

XSYS0055 Op6a HbA1c KoHTponb HU3kui

®C3 2011/09958 oT 14.05.2019

Lot No Exoiry Date Targer value Range 1SD ATTECTOBAHHbBIE 3HAYEHUA .
- piry (mmol/mol) (mmol/mol) (mmol/mol) LleneBble 3HayeHus no cucteme IFCC (Mmonb/Monb):
3-component system XXX XX.X — XX.X XXX LieneBoe 3HaueHune Ananasox 18D
Ne nota | Cpok rogHocTu
HbAtc Control Low 0000 mmiyyyy 2-component system XX.X XX.X — XX.X XXX P (MMONE/MONE), (MMonE/Monk) | (Mmons/monk)
HbA1c KoHTponb 3-KOMMOHEHTHasi cuctema XX, X XX,X = XX,X X, XX
Target values according to DCCT/NGSP (%): HU3KIA XHOOXRX M s CEeE XXX XXX — XX XXX
H 0 0 0,
EotiNo. Sl LEE llargeravaluel(i) Rangel(Zo) (1SDI(Zo) LleneBble 3HaueHusi no cucteme DCCT/NGSP (%):
3-component system XXX XXX — X.XX X.XX
HbA1c Control Low XXXXXXX mm/yyyy Ne nota | Cpok rogHocTu LleneBoe 3HayeHue (%) | OwnanasoH (%) 1 SD (%)
2-component system XXX XXX — X.XX XXX
HbA1c KoHTpoOnb 3-KOMMOHEHTHasi cuctema X, XX X,XX — X, XX X,XX
5 XXXXXXX mm/rrrr
HU3KMN 2-KOMMNOHEHTHas cuctema X,XX X, XX — X, XX X, XX
USED SYMBOLS / UCMOJNb3YEMbIE CUMBOIJbI
Catalogue Number Lot Number Expiry Date Manufacturer In Vitro Diagnostics See Instruction for Use Storage Temperature Content
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