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Summary

HbA1c Control P contains the following analytes:

Hemoglobin Alc (HbA1lc)

Mindray BS measurement system is composed of Mindray BS-series

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

Components

HbA1lc Control P is a lyophilized control based on human blood. The

concentrations or activities of the control components are lot-specific and

almost at abnormal or pathological levels for the methods used.

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 control values are lot-specific with the matched models listed in the
value sheet.

4.The control should be run daily in parallel with the patient samples and
after calibration or reagent lot change.

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

6.The control 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 Iyophilized
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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.Dispense the required volume into a sample cup, and then run QC test you
have requested or have it analyzed in the same way as patient samples.

Storage and Stability

The control 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 control tightly capped when not in use. Once thawed to room

temperature, the control should not be re-frozen.

Once opened, the reagents are stable for 15 days when refrigerated on the

analyzer or refrigerator.

Materials required but not provided

1.Distilled/deionized water.

2.Mindray BS-series chemistry analyzer, calibrator and reagent kit.

3.General laboratory equipment.

Assay Values

The control assay values (the target value and range) determined by

Mindray standard transfer procedure and routine method are listed in the

value sheet. The target value was obtained from Mindray measurement

system and the range was calculated as the target values + 3 standard

deviations. The control values are specific for different lot numbers and

different model of chemistry analyzers, so please check the lot number and

model of analyzer before use.

Quality control

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; performance of the

analyzer; or the calibration process. Each laboratory should establish its own

internal quality control scheme and procedure for corrective action.
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P xoHTponb HbA1lc

PasMmep ynakoBku

4x1mn

HasHauenune

MaTonorunyeckunii KoHTponb HbAlc ncnonb3yeTcs AnNs KOHTPONS KayecTsa
VICCﬂeﬂOBaHVIVI FMUKO3UNMPOBAHHOIO remorno6uxa B U3MEpUTENbHbIX
cuctemax Mindray BS.

Kpatkas cnpaBka

MNaTonorunyeckuii koHTponb HbAlc coaepxuT cneayiowmne
aHanuTbl:FemMornobuH Alc (HbAlc)

AHanuTuyeckas cuctema Mindray BS  cocTouT M3 GMOXMMUYECKUX
aHanusaTtopos Mindray cepun BS, Habopos peareHtoB Mindray,
KanMbpaTopoB U KOHTPO/bHLIX MaTepnanos.

Cocras

Matonoruyeckuit KoHTponb HbAlc — nMOGUAN3NPOBAHHBIA KOHTPONbHbI
maTtepwan Ha OcHoBe YenoBeyeckomn KpoBW. KOHLleHTpaLlVIR KOMMOHEHTOB
KOHTPO/IbHOro Matepwana CI'IEL[IA("JI/I"IHB ansa Ka)KJZlOIZ napTmm npoaykrta v
HaxoauTcs, B OCHOBHOM, Ha YypOBHE MNOBbIWEHHbIX MaTo/IOrMYeCcKnx
3HaYeHWiA.

Mpeaynp n Mepbl P n

1.Tonbko Ans AMarHOCTUKM in vitro.

2.Ans paboTbl CMEUMANUCTOB WAM  NWL, MPOLEAWNX MOAFOTOBKY.
Heo6xoanMo cobntoaaTb Mepbl NPeaoCTOPOXHOCTM Npu paboTe CO BCeMU
NabopaTOpHbLIMI peareHTaMu.

3.3HaueHns KOHTPO/ILHOrO MaTepuana, cneunduyHbIe ANs KaXxAoM NapTui u
onpesieNieHHble AN KOHKPETHOW MOAeNM aHanusatopa, ykasaHbl B
Tabnuue 3HaueHWi.

4.KOHTPOMbHBIA ~ MaTepuan —cneayeT — aHanW3vpoBaTb — Kaxablii  pa3
napannesnbHo ¢ Npo6aMu OT NaLMEHTOB, a Takke Nocie KaaMbpoBKn Unu
CMeHbl NapTUn pearexTa.

5.0n8 obecneyeHws  AOMXHOM  paboTbl  aHANUTUHECKOW  CUCTEMbI
CBOEBPEMEHHO BbINOMHANTE MpPoUeAypbl PerynsipHoro 06cayxusaHus,
KanuBpOBKM 1 KOHTPONISl KayecTsa.

6.KOHTpOnbHbI MaTepuan 6bin NpoBepeH No Metoanke NOA Ha aHTUTena K
Bupycy BUY u renatuta C, a Takke Ha NOBEPXHOCTHbIN aHTUreH BUpYCa
renatuTa B ¢ oTpuLaTeNbHbIMU pesynbTataMu. OAHAKO, B CBS3M C TEM, UTO
CylWecTByloWMe METOAbl ONpeAeneHnus He WUCKIIoYaloT C abconioTHoM
[IOCTOBEPHOCTLI0 NOTEHUMANbHBIM PUCK HanMuns MHAEKLNN, C AaHHBIM
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MaTepuanoM cneayer obpawartbcs Kak € npo6oi, MNONy4YeHHON OT
60nbHOro Yenosekal.

7.Nacnopt 6e30nacHOCT MaTepmana nNpefoCTaBNSeTCA No 3anpocy.

8.0T BCex o0Tx0A0B u36aBnAlTECH B COOTBETCTBUM C  MECTHbIMU
HOpMaTusamu.

NoaroTtoBka

1.M3BneknTe 0ANH HNAKOH M3 XONOAWbHUKA U BbIAEPXKUTE A0 AOCTUXEHNS
KOMHaTHO/ TeMnepaTypbl.

2.BHMMaTeNIbHO  OCMOTPUTE BEPTMKANbHO PacroiOXeHHbId  hnakoH K
y6eanTech, YTo NMOBUNN3AT HaXoANTCA Ha AHe dnakoHa.

3.0CTOPOXHO yAanuTe 3aBUHUMBAIOLLMIACS KOMMAUYOK U Pe3nNHOBYIO NpoBKYy,
UCK/TIOUMB BbICbINaHME Kakoro-nn6o KonnuecTsa nuodunmsata.

4.PactBopuTe ao6asneHnem 1,0 M1 AUCTUNNMPOBAHHON/AEUOHU3NPOBAHHOMN
BO/ibI M0 60KOBOII CTeHKe (nakoHa, MEANEHHO 1 akKypaTHO.

5.0CTOPOXHO BO3BpaTUTE PE3MHOBYIO MPOBKY Ha MECTO U BblaepxuTe B
TeueHure 30 MUHYT NpU KOMHaTHOI TeMnepaType.

6.B vy # nepuoa neps iite  co, Moe, T unBas
NaKoH HeCKoNbKO pa3 1 OCTOPOXHO B3GanTbiBas KPyroBbIM BpalleHNeM
A0 MOHOrO pacTBOpeHMs Bcex YacTuu nnodunmsaTa. He ponyckaiite
06pa3oBaHms NeHbl.

7.Haneiite Tpebyemoe KONMYECTBO KOHTPO/LHOFO MaTepuana B Yalleyky
ANs Npo6 U NpoaHanu3MpyiiTe KOHTPOSb TOYHO Tak Xe, Kak uccneayete
06pasiibl NaLneHToB.

XpaHeHue u cTabunbHOCTL

KoHTponbHbI  MaTepuan cTabuneH [0 WCTEYEHUS Cpoka FOAHOCTY,

YKa3aHHOro Ha 3TUKeTKe, MNpu XpaHeHun B 3aKpbITOM d)ﬂaKOHE npu

TeMmnepaTtype 2~8C B 3alUMLIEHHOM OT CBETa MecTe. XpaHuTe pacTBOPEHHbIN

KOHTpOﬂhHhIn MaTepwuan B NJ1I0THO 3aKpbITOM d)naKoHe, eCcnu He ucnonb3yeTe

ero. 3anpellaeTcs MOBTOPHO 3aMOPaXMBaTb PaCTBOPEHHbIA KOHTPOJSbHbIN

maTepwuan nocne pasMopaXnusaHus.

Mocne BCKPLITUSI peareHTbl YCTOMYMBLI B TeuyeHe 15 Awelt, ecin

OXNaXAakTCa B aHANN3aTope Win XonoaunbHUKeE.

H Mma He B T

1.AMCTUNNMPOBaHHAS/AEMOHN3NPOBaHHas BOAa.

2.BuoxumMmnueckuit aHanusatop Mindray cepuu BS, kanubpaTtop u Ha6op
peareHToB.

3.NlaGopaTopHoe 060pyAoBaHMe OBLLEr0 Ha3HaueHNs .

PesynbTaTthl aHanusa
PesynbTaTbl aHanu3a KOHTPONbHOrO MaTepuana (UeneBoe 3HauyeHue W
AnanasoH), onpeeneHHbie C MOMOLWbI CTaHAAPTU30BAHHOM MeToAUKN
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KOMNaHun Mindray 1 06bl4HbIM METOAOM, NPEACTaBMEHbI B TaBNULIE 3HAUEHUIA.
Llenesoe 3HaueHue 6b10 MONYYEHO C WCNOML3OBAHWEM AHAUTUHECKON
cuctembl Mindray, a AuvanasoH BblYMCIEH Kak LeneBoe 3HauveHne + 3
CTaHAAPTHbIX OTK/IOHEHUSA. 3HayeHus KOHTPO/IbHbIX marepwuanos
cr 0] Aana p napTuit u p: Mopaenein XuMUHecKnx
aHanu3aTopos, MO3TOMy nepes WX MCMoNb30BaHMEM MNpoOBepsiiTe Homep
naptum (NoTa) KOHTPONLHOIO MaTepuana U Moaenb aHanusaTopa.
KoHTponb kauectsa
Pe3ynbTaT aHanu3a KOHTPO/bHOrO MaTepuana [AOMKEH HaxoauTbCs B
npeAenax AvanasoHa, onpeAeneHHOro B Tabnule KOHTPOMbHbIX 3HAaUeHMit.
Ecnn pesynbTaT aHanusa KOHTPO/bHOMO MaTepuana BbIXOAMT 3a Mpeaesnbl
AnanasoHa, cneayeT MpOBEPUTb aHanMUTMuYeckylo cuctemy. Hanpumep,
NPaBUILHOCTL PacNoNOXeHUs peareHTa wunu npobbl B aHanusaTope; CPok
FOAHOCTU WM YCNOBWS XpaHeHUs KanubpaTopa, peareHTa U KOHTPO/bHOMO
MaTepuana; YCTaHoBKYy NapaMeTpoB B MpOrpaMMHOM —obecnedeHuu;
napaMeTpbl aHanM3aTopa; UK npouecc kanubposku. B kaxaoit nabopaTtopun
CcneayeT yCTaHOBUTL COBCTBEHHYIO CXEMY BHYTPEHHEr0 KOHTPONS KauecTsa 1
NOPSA0K BbINOMHEHMS KOPPEKTUPYIOLNX ACHCTBHIA.
Jiutepatypa
1.Biosafety in Microbiological and Biomedical Laboratories; U.S. Department
of Health and Human Services; US Government Printing Office;
Washington: 2007.
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