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Intended use

Specific Proteins Calibrator is used for the calibration of quantitative
determination of specific proteins on Mindray BS measurement system.
Summary

Specific Proteins Calibrator contains the following analytes:

C- Reactive protein
(CRP)
Immunoglobulin AIGA) __ Immunoglobulin G (IgG) Immunoglobulin M(IgM)

Complement C3 (C3) Complement C4 (C4)

By calibrating the selected analytes, Mindray BS-series chemistry analyzers

can generate valid calibration factors, and then calculate the concentrations

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

Specific Proteins Calibratoris a liquid calibrator based on human serum. 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 when reagent lot is changed or certain
maintenance or troubleshooting procedure is performed.

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.
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Preparation

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

2.According to the calibration procedure described in the instrument manual,
use the Calibrator value and Dilution factor listed in the value sheet to set
calibration parameter and execute calibration.

3.Mindray BS-series chemistry analyzers can generate a series of standard
calibrator S2-S6 (S1:0.9% NaCl) automatically from a single standard.
Details of setting dilution parameter are available on request.

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 opened, it

is stable for 28 days when capped tightly and avoiding microbial

contamination at 2~8°C.

Materials required but not provided

1.Mindray BS Chemistry analyzers and reagent kits.

2.General laboratory equipment and 0.9% NaCl.

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, each analyte (measurand) in this calibrator is

traceable to the available reference material. Traceability information is

given below. Details of traceability are available on request.

Analytes Reference methods/materials
C3, C4, 1gA, 1gG, IgM ERM-DA470K
CRP ERM-DA472

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 Laboratories; U.S. Department
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
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assigned to calibrators and control materials.
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KanubpaTtop cneumndpuuecknx 6enkos

Pa3sMep ynakoBku

5x1 mn

HasHauenne

Kanubpatop cneunduyeckux 6enkos wucnonblyercs ANS KanubpoBku
METOAMK  KOJIMYECTBEHHOrO onpeaenexus creunduyecknx 6enkos ¢
NOMOLLLI0 aHaNUTUYECKo cuctemsl Mindray BS.

KpaTtkas cnpaBka

Kanu6patop cneunduyecknx 6e1kos COAEPXNT Cleayiolive aHanuTb!:

C-peakTusHbIi 6enok

(CRP)

VIMMyHOrOBYnMH A VMMyHOrnOByuH M
" 196

CTap MMyHOrNOByNUH G (IgG M

Komnnement C3 (C3) KomnnemenT C4 (C4)

Mocne KaﬂVI6DOEKVI no EblsDaHHblM aHanutam 6uoxmmMmyeckne aHanumsaTtopbl

Mindray cepun BS MOryT MocCTpouTb KasM6pOBOYHYIO KPUBYKD U 3aTem

BbIYUCNATE KOHUEHTpauuo Ka)’([:l()f;i Hposbl asTOMaTM4yecku nocne ee

aHanusa. AHanuTUyeckas cuctema Mindray BS cOCTOMT U3 6MOXMMUYECKMX

aHanusatopoB Mindray cepun BS, HabopoB peareHToB Mindray,

KannbpaTopoB M KOHTPO/IbHLIX MaTepuanos.

Cocras

Kanu6patop cneunduryeckmx 6enKoB — XUAKWIA KanubpaTop Ha ocCHoBe

CbIBOPOTKM. KOHUEHTPaLMM KOMNOHEHTOB KanubpaTopa cneunduyHbl ans

KaXaoi NapTin npoaykTa.

Mpeny n Mepbl

1.TonbKo ANst AMArHOCTUKY in vitro.

2.0ns  pa6oTbl CMeuManucToB WAM U, NpOWeAWMX MOAFOTOBKY.
Heo6xoanMo cobitoaaTb Mepbl MPeaoCTOPOXHOCTY Mpu paboTe co BCeMU
NabopaTopHbIMK peareHTaMu.

3.3HayeHns kanubpaTtopa, ChneunduyHble ANS  KaXAoh napTum w1
onpeneneHHble ANs KOHKPETHO MOAeNM aHanusatopa, ykasaHbl B
Tabnuue 3HaueHwit.

4.Kann6poBKy pekoMeHAyeTCs NPOBOAUTL NOC/E CMEHbI NapTUM pearexTa, a
Takxe Nocne NpoBeAeHNs NJaHOBOMO TEeXHWUYECKOro 06C/yXMBaHNSA WK
PEMOHTHbIX paboT.

5.0na obecneyeHuss AO/KHOW  paboTbl  aHaNUTUYECKOW  CUCTEMbl
CBOEBPEMEHHO BbIMO/HANTE NPOLEAYpbl PerynsipHoro o6cnyxusaHus,
Kanu6pOBKM 1 KOHTPONA KadecTsa.

6.Kannbpatop 6bi1 npoBepeH no Metoanke NMA Ha aHTUTena K Bupycy BUY
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v renatuta C, a TakxXe Ha NOBEPXHOCTHbIV aHTUreH BUpyca renatuta B ¢
oTpuuaTenbHbiMM  pesynbTatamu. OAHako, B CBA3M C  TeM, 4TO
CylulecTBylolWME METOAbl OMNpeAeNeHns He WCKIYaloT ¢ abcontoTHoMN
AOCTOBEPHOCTbIO MOTEHLMANbHbIA PUCK Hanuuns MHBEKUWUKU, C AaHHBIM
mMaTepuanoMm cneayeT obpawatbCs Kak C npoboii, MonyyeHHoil oT
607bHOro Yenosekal.

7.Macnopt 6e3onacHoCTM MaTepvana NpeAocTaBiseTcs no 3anpocy.

8.0T BCex O0Tx0A0B u3baBnANTeCb B COOTBETCTBUW C  MECTHbIMM
HOpMaTMBamu.

MoaroTtoBka

1./3BnekuTe oAuH ¢ll'IaKOH N3 XONOAUNbHWUKA U BblAEPXWUTE A0 AOCTUXKEHUA
KOMHaTHOM TemnepaTypbl.

2.B COOTBETCTBUM C METOAMKOI KannbpoBKM, ONMCaHHOK B PYKOBOACTBE NO
aKcnnyataumMn adHanusartopa, MCHOﬂbHyﬁTE 3Ha4yeHus KaﬂWspaTOpa 14
d)aKTOpH pa3sBeaeHuns, yKkasaHHble B TasﬂMLLe 3Ha\-leHMf;1, ANsA yCTaHOBKK
napameTpa KaﬂVIsDOEKVI n nposeguTte KaﬂMspOEKy.

3.AHanusatopbl Mindray cepun BS MoryT aBTOMaTU4yecku CreHepupoBaTh
cepuio CTaHAapTHbIX kanubpatopoB S2-S6 (S1:0.9% NaCl) Ha ocHoBe
oAHoro cTaHaapTa. [ononHuTeNbHas WHGOPMauus O  napameTpe
passeAeHus AOCTYyMHa o 3anpocy.

XpaHeHue n cTabuIbHOCTb

Kann6paTop cTabuneH Ao MCTEYEHWs CPOKa FOAHOCTM, YKa3aHHOro Ha

3TUKETKe, MPU XPaHeHWM B 3aKpbITOM diakoHe Npyu Temnepatype 2~8C B

3alUMLLEHHOM OT CBeTa MecTe. Mocnie BCKPbITUS YNakoBKW OH CTabuneH B

TeyeHue 28 iHel Npy NAOTHO 3aKPbITOM NPOBKe U UCKITIOYEHNN MUKPOGHOTO

3arps3HeHus npu Temnepatype 2~8C.

H Ma He B T

1.AHanu3aTopbl Mindray cepun BS n Habopbl peareHToB.

2.la6opaTopHoe o6opyaoBaHue obulero HasHaueHns n 0,9% NaCl.

n 7 TOopa

3 paTopa, onp C MOMOWbIO CTaHAAPTN30BaHHOM

METOAMKM KOMNaHUKM Mindray v 06bl4HbIM METOAOM, NPUBEAEHSI B Tabnuue
#. Mpouecc npocs MOCTW N3MEepeHUii ocHoBaH Ha ISO 175112,

aHanuT (M3MepsieMbli NapameTp) B AaHHOM KanubpaTope COOTBETCTBYeT

umetowmnmMes CrpaBoyHbIM MaTtepuanam. WHbopmauns no

NPOCNEXWBAaEMOCTM  W3MepeHWii  npeAcTaeneHa  Hwke.  Moapo6Has
MHbOPMaLMs 0 MPOCNEXNBAEMOCTM JOCTYMHA MO 3aMpocy.

AHaNUTbI DTanoHHble MeToabl/ CNpaBoyHble MaTepuanbl
C3, C4, 1A, I9G, IgM ERM-DA470k
CRP ERM-DA472
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KoHTponb kauecTBa

[Ans MOHMTOPMHra NapaMeTpoB KanmMbpoBKK B KayecTse Npobbl UCnonb3yiite

KOHTPOMbHbIA MaTepuan npousBoACTBa KoMnawuu Mindray. PesynbTtar

aHanusa KOHTPO/SIbHOMO MaTepuana [AO/KEH HaxoAuTbCA B npeaenax

AnanasoHa, onpeaeneHHoro B Taﬁnmue KOHTPOJIbHbIX 3HaueHuin. Ecm

pe3ynbTar aHanmn3a KOHTPO/IbHOMO MaTtepuana BbIXOAWT 3a npeaenbl

AvanasoHa, cneayeT nNpoBepWUTb aHaNUTMYECKylo cucTemy. Hanpumep,

NpaBuIbHOCTb PacnoNOXeHUsa peareHTa vnu ﬂp06b\ B @aHanusatope; Cpok

FOAHOCTU WU YCNOBUSA XpPaHeHUs KaﬂVI6paT0pa, peareHTa U KOHTPO/NIbHOIMO

MaTepuana; YyCTaHOBKYy napaMeTpa B MporpaMMHOM obecneuyeHuun; wnu

napaMeTpbl aHanusaTopa.

Jlutepartypa

1.Biosafety in Microbiological and Biomedical Laboratories; U.S. Department
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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