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2 levels x1 mL Location: Moldova
Intended use

HbA1c Calibrator is used for caM@mVéppWEmaNaAof

Hemoglobin Alc analyte on Mind

Summary

The analytes of HbAlc Calibrator are Hemoglobin Alc (HbAlc) and

Hemoglobin (Hb) . By calibrating the selected analytes, Mindray BS-series

chemistry analyzers can generate valid calibration factors, and then

calculate the concentration of each sample automatically after analysis.

Mindray BS measurement system is composed of Mindray BS-series

chemistry analyzers, Mindray reagent kits, calibrators and control materials.

Components

HbA1lc Calibrator is a lyophilized powder based on human blood. The

concentrations of the calibrator components are lot-specific.

Warnings and Precautions

1.For in vitro diagnostic use only.

2.Professional or trained person is required. Please take the necessary
precautions for handling all laboratory reagents.

3.The calibrator values are lot-specific with the matched models listed in the
value sheet.

4.Calibration is recommended after reagent lot change or execution of
specific maintenance or troubleshooting procedure.

5.Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement
system.

6.The calibrator was tested with Elisa methods and shown to be negative for
antibodies to HIV and HCV and nonreactive for HBsAg. However, as no
testing method can rule out the potential risk of infection with absolute
certainty, so this material should be handled as a patient specimen?.

7.Material safety data sheet is available on request.

8.Disposal of all waste material should be in accordance with local
guidelines.

Preparation

1.Take the vial out of the freezer and allow reaching room temperature.

2.Tap the vertically positioned vial gently and ensure that the lyophilized
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material is at the bottom of the vial.

3.Remove the screw cap and rubber stopper carefully, avoiding any loss of
lyophilizate.

4.Reconstitute by adding 1.0 mL distilled/deionized water to the side of the
vial slowly and exactly.

5.Carefully replace the rubber stopper and leave to stand for 30 minutes at
room temperature.

6.During the standing time, mix contents by inverting several times and
swirling gently to ensure that all components of lyophilizate are dissolved.
Avoid the formation of foam.

7.According to the calibration procedure described in the instrument manual,
use the specific value listed in the value sheet to set calibration parameter
and execute calibration.

Storage and Stability

The calibrator is stable up to expiration date indicated on the label when

stored in unopened vial at 2~8°C and protected from light.Once

reconstituted,please store calibrator tightly capped when not in use, it is

stable for 30 days when capped tightly at 2~8°C.

Materials required but not provided

1.Distilled/deionized water.

2.Mindray BS Chemistry analyzers and reagent kits.

3.General laboratory equipment.

Traceability of Calibrator

The calibrator values assigned by Mindray standard transfer procedure and

routine method are listed in the value sheet. The traceability process is

based on ISO 175112, This method has been standardized against the

approved IFCC reference method for the measurement of HbAlc in human

blood and can be transferred to results traceable to DCCT/NGSP by

calculation.

Quality control

Use Mindray control as sample to monitor the status of calibration. The

control result should be within the defined range as shown in the control

value sheet. If the control result falls outside the range, the measurement

system should be checked. For instance, position of reagent or sample

placed on the analyzer; expiration date or storage condition of the calibrator,

reagent and control; the parameter setting in software; or performance of

the analyzer.

References

1.Biosafety in Microbiological and Biomedical Laboratorie;U.S. Department
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of Health and Human Services; US Government Printing
Office;Washington: 2007.

2.ISO 17511:2003. In vitro diagnostic medical devices—Measurement of
quantities in biological samples—Metrological traceability of values
assigned to calibrators and control materials.
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Kanu6partop HbA1c

Pa3Mepb! ynakoBku

2 ypoBHSl X1 mMn

HasHauenune

Kanubpatop HbAlc wucnonb3yetca  aAns  KanubpoBKM  METOAWMKM
KOJIMYECTBEHHOrO  OonpejaeneHus remornobuHa Alc C  NOMOLbIO
aHanuTuuyeckon cuctemsl Mindray BS.

Kpatkas cnpaBka

AnanuTtamn kanubpatopa HbAlc sensiotca remornobun Alc (HbAlc) u
remornobuH  (Hb). MMocne kanubpoBkn Mo BLIGPAHHLIM  aHanWUTaMm
6uoxnummueckne aHanusatopbl Mindray cepum BS MoryT noctpouTb
KanMB6POBOUHYIO KPUBYIO M 3aTEM BbIYMCNATL KOHLEHTPaLMIO Kax/aoi Npobs!
aBTOMATWYECKW Mocie ee aHanusa. AHanuTuyeckas cuctema Mindray BS
cocTouT M3 6roxmmMuyeckux aHanusatopos Mindray cepun BS, Habopos
peareHToB Mindray, kannbpaTopoB N KOHTPO/bHbLIX MaTepuasnos.

Cocras

Kanu6patop ans onpeaenexus HbAlc — nmodunnsnposaHHblii MaTepuan Ha

OCHOBE 4eroBeYecKon KpoBwn. KDHL[EHTDBHMM KOMMOHEHTOB KanMGpaTupa

cneunduyHbl Ans KaxAoi napTum nNpoayKra.

Mpeny " Mepbl n

1.TonbKo Ans AMArHOCTUKK in vitro.

2.4ns  pa6oTbl CMeuManucToB WM /UL, NPOWEAWNX MOATOTOBKY.
Heo6xoanMo cobntoaaTb Mepbl NPea0CTOPOXHOCTM Npu paboTe CO BCEMU
nabopaTOPHLIMM peareHTamu.

3.3HaueHns kanubpaTopa, cneuuduuHble ANS  KaXAOW napTUM 1
onpesiefieHHble ANs KOHKPETHOW MOAENM aHanus3atopa, ykasaHbl B
Tabnuue 3HaueHuii.

4.KannbposKy pekoMeHAyeTCst NPOBOAWTL MOCNE CMeHbl NapTum peareHTa, a
Takxke rocne NpoBeAeHWs NNaHOBOro TEXHUYECKOro 06CNYXMBaHWS UK
PEMOHTHbIX DBGOT.

5.0n8 obecneyeHws  AOMXHOM  paboTbl  aHANUTUHECKOW  CUCTEMbI
CBOEBPEMEHHO BbINONMHAKTE NPOLEAYPbI PerynsipHoro o6cnyxusaHus,
KaﬂMGDOBKVI W KOHTpONS KayecTea.

6.Kannbpatop 6bin nposepeH no MeToanke MDA Ha aHTUTena K Bupycy BUY
1 renatuta C, a Takxe Ha MOBEPXHOCTHBIN aHTUreH BUpyca renatuta B ¢
oTpuuaTenbHbIMKU  pe3ynbTaTamu. OAHaKO, B CBA3M C TeMm, 4TO
CylWecTByloWME METOAbl ONpEeAeneHnUs He WUCKIIoYaloT C abconioTHoM
[IOCTOBEPHOCTLI0 MOTEHUMANbHBIA PUCK HaAMuns MHAEKLNN, C AaHHBIM
MaTepuanoMm cneayer obpawartbcsi kak C npo6oi, MONMy4YeHHON OoT
60onbHoOro Yenosekal.
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7.MacnopT 6e30nacHOCTV MaTepuana npeAoCTaenseTcs no 3anpocy.

8.0T BCex oTxopoB u3baBnanWTecb B COOTBETCTBMM C  MECTHbIMW
HopMaTuBaMu.

NoaroTtoBka

1.M3BneknTe 0ANH HNAKOH M3 XONOAWIbHUKA U BbIAEPXKUTE A0 AOCTUXEHNS
KOMHaTHO TemnepaTypbl.

2.BHUMaTENbHO OCMOTPUTE BEpPTUKANbHO PaCrONOXEHHbIN (hNakoH u
ybeaurtecsb, 4To NMoUNN3aT HAXOAUTCA Ha AHE (pnakoHa.

3.0CTOpPOXHO yAanuTe 3aBUHYMBAIOLMIACS KONMAYOK U PE3UHOBYIO NPO6KY,
WCKJTIO4YMB BbICbINaHMe Kakoro-nnbo konuyecrsa nmo¢mnmsaTa.

4.PactBopuTe gob6asneHvem 1,0 Mn ANCTUNANPOBAHHO/AENOHU3UPOBAHHO
BOAbI M0 60KOBOI CTeHKe (nakoHa, MEANEHHO U aKKypaTHO.

5.0CTOPOXHO BO3BpaTUTE Ha MECTO PEe3MHOBYIO MPOBKYy M BblaepXuTe B
TeueHune 30 MUHYT NpU KOMHaTHOI TeMnepaType.

6.B vy # nepuoa neps iite  co, Moe, nepeBopauuBas
NaKoH HeCKoNbKO pa3 1 OCTOPOXHO B36anTbiBas KPyroBbIM BpalleHNeM
A0 MOJHOrO pacTBOpeHMs Bcex vacTuu nnodunumsaTa. He ponyckaiite
obpasoBaHus neHbl.

7.B COOTBETCTBMM C METOAWKOMN KannbpoBKM, ONMCaHHO B PYKOBOACTBE NO
3KCnayataumu aHanusartopa, MCHOI’IthVITe COOTBETCTBYHOLLEE 3Ha4YeHune,
YKasaHHoe B TaGI'IVILlE 3Ha‘-IeHl/Il\/lI, Ans yCTaHOBKU napaMeTpa Kaﬂl’lﬁpOEKM
n ee npoeeaeHus.

XpaHeHue u cTabunbHOCTL

Kanu6paTop cTabuneH [0 WUCTeYeHMs Cpoka FOAHOCTM, yKa3aHHOrO Ha
3TUKETKE, NPV XPaHEHWM B 3aKpbITOM cdnakoHe npu TemnepaTtype 2~8 C B
3alUMILEHHOM OT CBeTa MecTe. XpaHWTe paCTBOPEHHbIi kanubpatop B
NNOTHO 3aKPbITOM (nakoHe, €ecnM He ucnonb3yeTe ero. [ocne
npuroToBnexus kanubpatop crabuneH B TeudeHnue 30 AHel Npu NNOTHO
3aKpbITOM Npobke npu TemnepaTtype 2~8C.

H Ma He B T
1.ncTMnNMpoBaHas/AeMoHN3NPoBaHHas Boaa.

2.BuoxumMmnueckune aHanusatopbl Mindray cepun BS 1 Habopbl peareHTOB.
3.labopaTtopHoe o6opyaoBaHmMe obLLEero HasHaueHus .

n b W ropa
3HaueHus KanubpaTopa, onpejenieHHble C MOMOLLbIO CTaHAAPTU30BaHHOM
MeToAMKM KoMnaHuK Mindray 1 06bl4HBIM METOAOM, NpUBEAEHbI B Tabnuue
#. Mpouecc npoc 0CTU M3MEePeHNit OCHoBaH Ha ISO 175112,
lMpocnexusaeMocTb: 3TOT MeToA 6bll CTaHAApPTU30BaH NO yTBEPXAEHHOMY
MKNAK sTanoHHoMy MeToay Ans waMepeHus HbAlc B KpoBM yenoseka U
MOMKET 6bITb NepeHeceH K pe3ynbTatam npocnexvsaemoctu 2o DCCT/NGSP
pacyeTHbIM nyTeM.

KoHTponb kauectsa
/N5t MOHWTOPMHIa NapaMeTpoB KannGpOBKM B kayecTse Npobbl MCNONb3yiiTe
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KOHTPONbHbIN  MaTepuan MpoM3BOACTBA KOMMaHuM Mindray. PesynbtaT

aHanMsa KOHTPO/IbHOMO MaTepuana AOMKEeH HaxoauTbCs B NpeAenax

AnanasoHa, OMpeAeneHHoro B Tabnuue KOHTPOSbHbIX 3HaueHwid. Ecnn

pesynbTaT aHanu3a KOHTPO/IbHOrO MaTepuana BbIXOAUT 3a npeaenbl

AnanasoHa, cneayeT NpOBEPUTb aHanMTMYecKylo cuctemy. Hanpumep,

NpaBUIbHOCTL PaCMONOXEHUs peareHTa unun npobbl B aHanusaTope; CPoK

rOZIHOCTU UMK YCNOBUS XpaHeHus kanubpaTopa, peareHTa U KOHTPOSIbHOro

MaTepuana, yCTaHOBKY MapaMeTpoB MporpaMMHoro obecneveHus wnu

napaMmeTpbl aHanusaTopa.
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of Health and Human Services; US Government Printing
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quantities in biological samples—Metrological traceability of values
assigned to calibrators and control materials.
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