HbA1c CONTROL
Lot: XXXXXXX
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Apb6a HbA1c KoHTponb BbICOKMMA

JTIOT: XXXXXXX

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

XSYS0056 HBA1C CON H 1x0.25 ml XSYS0056 1x0,25 mn
GY) e C€
INTENDED USE PROCEDURE NMPUMEHEHUE MPOLIEAYPA

HbA1c liquid control is a human—based control. The HbA1c con-
centration in HbA1c Control High is pathological.

STORAGE AND STABILITY

The controls both unopened and reconstituted 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 bottles.

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.

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

ASSAY VALUES

HbA1c control values according to DCCT/NGSP in % and accor-
ding to IFCC in mmol/mol have been derived from percentage
values according to IFCC by calculation.

WASTE MANAGEMENT
Please refer to local legal requirements.
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HbA1c KOHTpPOMb BbLICOKWIA — XWOKWA KOHTPOMbHBIA  MaTepuan,
M3roTOBMEHHbIN Ha OCHOBE KpoBwW Yenoseka. KoHueHTpauus HbA1c B
KOHTPOJIe BbICOKOM HaxoamuTcsi B 06MacTv Natonornyecknx 3HaueHuii.

XPAHEHMUE U CTABUJIbHOCTb

HbA1c KOHTpoOnb BLICOKWIA [O W MOCNE BCKPbITUS CNeayeT XpaHuTb
npu Temnepatype 2-8 °C, B MecTe, 3alUMLLEHHOM OT BO3[ENCTBUS
cBeTa ¥ BbiCOKoW TemnepaTypbl. HDA1c KOHTpPOnb BbICOKWIA A0 W nocne
BCKPbITUS NPU COBMIoIeHNI YCNOBUIA XpaHeHNsi cTabuneH B TeveHue
BCEro Cpoka FOAHOCTM, YKa3aHHOTO Ha ynakoBke Mpu OTCYTCTBUM
KOHTaMWHaLMM 1 ncnapeHus. MNocne BCKpbITUS riakoHbl HEMEANEHHO
3aKpbIBaTh KpbILLIKaMu U XpaHuTb npu (+2—+8) °C, cobniogas npasuna
1 CPOKW XpaHeHUs.

NPEAYNPEXAOEHUA U MEPbI NPEOOCTOPOXHOCTU

[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 KOHTponb BbICOKMI FOTOB K Wcnonb3oBaHuto. Mpu pa6ote ¢
HbA1c koHTponem, HeoGXxoaMMO NpuAepPKUBaTLCS NpaBun paboTsbl ¢
obpasuamu naumeHToB. CM. uHcTpykumio HbA1c (XSYS0054).
MonroToBka KOHTPONS:

emonuanpytowmii pacteop (R3) 500 mkn

HbA1c KoHTponb 10 mkn

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

Moxanyiicta, cMOTpuUTe WHCTPYKUMio Kk Habopy HbA1c(XSYS0054)
Ans nonyveHust MHopMauunm 06  WCMONb30BAHUU  KOHTPOMBHOTO
martepuana.

KOHTPOJbHbIE 3HAYEHUSA

BHayeHns koHueHTpauun HbA1C KOHTPOMb BbLICOKUIA MO CUCTEME
DCCT/NGSP B % # no IFCC B mMmonb/mMonb 6binu nepecunTaHbl 13
3HauveHuii IFCC B %.

YTUNU3ALUA OTXOO0B
B coOTBETCTBUM C CYLLECTBYOLIMMI B KaXKOO0i CTpaHe npasunamv ans
[[aHHoro B1aa matepuana.
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ApTtukyn HaumeHoBaHue kak B PY Howmep PY [ara Bbigaum PY
LSS ED VALIES XSYS0056 3p6a HbA1c KoHTporh Bicokuir ©C3 2011/09958 ot 14.05.2019
Target values according to IFCC (mmol/mol):
Lot No. Expiry Date Targer value Range 1SD ATTECTOBAHHbIE 3HAYEHUA
- piry (mmol/mol) (mmol/mol) (mmol/mol) LleneBble 3HaueHus no cucteme IFCC (Mmonb/Monb):
3-component system XX.X XX.X — XXX XXX
HbA1c Control High XXXXXXX mm/yyyy E % Ne norta Cpok rogHoCcTU (DICERR SHEREITE Buagason 18D
2-component system XX.X XX.X — XXX X.XX (Mmonb/Monb) (Mmonb/Monb) | (MMonb/Monb)
3-KOMMOHEHTHas cucTema XX,X XX, X — XXX X, XX
Target values according to DCCT/INGSP (%): AEAIBEELIIND || oo M
BbICOKUI 2-KOMMOHEHTHasA cucTema XX,X XX, X — XXX X, XX
Lot No. Expiry Date Targer value (%) Range (%) 18D (%)
3-component system XXX XXX — XXX XXX Lenesble 3HaueHus no cucteme DCCT/NGSP (%):
HbA1c Control High XXXXXXX mm/yyyy
2-component system X.XX X.XX — XX.X X.XX Ne nota | Cpok rogHocTn LleneBoe 3HaueHue (%) | Auana3soH (%) 18D (%)
HbA1c KoHTponb 3-KOMMOHEHTHasi cuctema X, XX X,XX — XX,X X,XX
- XXXXXXX MM/rrrT
BbICOKUN 2-KOMMOHEeHTHas cucTeMa X, XX X,XX — XX,X X,XX
USED SYMBOLS / UCMOJIb3YEMbIE CUMBO/bI
Catalogue Number Lot Number Expiry Date Manufacturer In Vitro Diagnostics See Instruction for Use Storage Temperature Content
KatanoxHbln Homep LOT Homep naptun Cpok rogHocTu MpownssoguTens WH BUTpO AnarHocTvka Mepen ncnonb3osaHnem Temneparypa xpaHeHus CONT CopepxaHue
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BHMMaTesIbHO MGyQaIZTe WHCTPYKUMIO
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