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Lipids Calibrator is used for calibration of quantitative determination of lipids

analytes on Mindray BS measurement system.

Summary

Lipids Calibrator contains Apolipoprotein A1(ApoA1), Apolipoprotein B(ApoB),

HDL- Cholesterol (HDL-C) , LDL- Cholesterol (LDL-C) . 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

Lipids Calibrator is a lyophilized calibrator based on human serum. The

concentrations of the calibrator components are lot-specific.

Warnings and Precautions

1.Forin 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.

Preparation

1.Take the vial out of the freezer and allow reaching room temperature.
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2.Tap the vertically positioned vial gently and ensure that the lyophilized
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 Iyophilizate are dissolved.
Avoid the formation of foam.

7.According to the calibration procedure described in the instrument manual,
use the Calibrator value for all components and Dilution factor for ApoA1&
ApoB listed in the value sheet to set calibration parameter and execute
calibration.

8.For ApoA1& ApoB, Mindray BS-series chemistry analyzers can generate a
series of standard calibrator S2-56 (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 2~8C and protected from light. Once

reconstituted, please store calibrator tightly capped when not in use. Once

thawed to room temperature, the calibrator should not be re-frozen. The

stability information is as below.

Temperatures of storage Stability
15~25C 8 hours

2~8C 5 days
-25~-15C 4 weeks

Materials required but not provided

1.Distilled/deionized water.

2.Mindray BS chemistry analyzer and reagent kits.

3.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 method and (or) reference material.
Traceability information is given below. Details of traceability are available
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on request.
Analytes Reference methods/materials
ApoA1, ApoB WHO Standard Reference Material
HDL-C, LDL-C CDC Reference Measurement Method and NIST

Standard Reference Material

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
assigned to calibrators and control materials.
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Kann6patop nunupos

Pa3sMep ynakoBku

5x1 mn

HasHauenne

Kanu6patop aAns onpeaeneHusi MNMAOB MCNONb3YETCs ANs Kanubposkn
METOAMKM KOJIMYECTBEHHOTO OMpeieNeHNs TMMUAHbIX aHaNUTOB C MOMOLLbIO
aHanMTUYeckoi cuctemel Mindray BS.

KpaTtkas cnpaBka

Kanu6patop Ans onpejeneHuns NUNMAOB COAEPXMT anonunonpotenH Al
(ApoAl) , anonunonpotenmH B (ApoB) , xonectepuH NINBM (HDL-C) ,
xonectepuH JIMHM  (LDL-C) . Mocne kann6poBkn No BbIGpPaHHLIM aHanuTaMm
6uoxmmmnyeckme aHanusatopbl Mindray cepuu BS MoryT nocTpouth
KanMGPOBOYHYIO KPUBYIO M 3aTeM BbIMMCIATL aKTMBHOCTb KaX Ao npobbl
aBTOMaTMYeckM nocne ee aHanusa. AHanuTuyeckas cucTema Mindray BS
cocTouT U3 6roxmMmyeckux aHanmsatopos Mindray cepumu BS, HabGopos
peareHToB Mindray, kanM6paTopoB 1 KOHTPO/IbHbIX MaTepnanos.

Cocras

Kanubpatop nunuaoB— nuoduUAM3NPOBaHHbIA KanubpaTtop Ha OCHoBe
YeNnoBeyecKkoi CbIBOPOTKW. KOHUEHTPauuM KOMMOHEHTOB kanubpatopa
cneunduyHbl ANs KaXaoi nNapTum npoaykTa.

Mpeny n Mepbl

1.TonbKo ANst AMArHOCTUKY in vitro.

2.ns  paboTel CMEUMANUCTOB MAM /WL, MPOWEAWNX MOAFOTOBKY.
Heo6xoanMo cobitoaaTb Mepbl NMPeaoCTOPOXHOCTY Npu paboTe co BCeMM
NabopaTopHLIMIA peareHTamm.

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

4.Kann6poBKy pekoMeHAyeTCs NPOBOANTL NOC/IE CMEHbI NApTUW pearenTa, a
TaKxe Nocne NpoBeAeHNs NIaHOBOTO TEeXHWUYECKOro 06C/yXMBaHNA Wan
PEMOHTHBIX paboT.

5.0na obecneyeHuss AO/KHOW  paboTbl  aHaNUTUYECKOW  CUCTEMbl
CBOEBPEMEHHO BbIMO/HANTE MPOLEAYPbI PEryNsipHOro 06CNyXuBaHus,
Kanu6pOBKM U KOHTPO/IS KayecTsa.

6.Kanubpatop 6611 npoBepeH no Metoanke NMA Ha aHTUTena K Bupycy BUY
¥ renatuta C, a Takxe Ha NOBEPXHOCTHBIV aHTUreH BUpyca renatuta B ¢
OTpUUATeNIbHLIMM  pe3ysibTaTaMu. OpHako, B CBA3M C TeM, 4T
CylwecTsyloWMe METOAbI OMpeaeneHnsi He WUCK/IIoYaloT C abcomioTHoM
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AOCTOBEPHOCTbIO MOTEHUMaNbHbIA PUCK HANNYUA WHDEKLWUM, C AaHHbIM
MaTepuanom cneayeTt obpalwatbcsi kak € npo6oit, MonyyeHHoin oT
607bHOro Yenosekal.

7.Macnopt 6e30nacHoOCT MaTepmana nNpeoCTaBNseTCs No 3anpocy.

8.0T BCex oTXoAo0B n3basnsanTech B COOTBETCTBUM c MEeCTHbIMU
HOpMaTMeamu.

MoaroTtoBka

1./3BnekuTe oAnH d]l'IaKOH N3 XONOAUNbHWUKA U BblAEPXWUTE A0 AOCTUXKEHUA
KOMHaTHOM TemnepaTypbl.

2.BHUMaTeNbHO  OCMOTPWTE BEPTUKANbHO PAcMONIOXEeHHbI  (GnakoH 1
\/GSIJVITEC!:, yTo I'IVIO¢IVII'IVI33T HaxoauTCAa Ha AHe ¢II'IaKOHa.

3.0CTOPOXHO yaanuTe 3aBMHYMBAIOLIMIACA KONNAYOK 1 PE3MHOBYIO NPobKy,
VCKJTIOYMB BbICbINaHMe Kakoro-nnbo konuyecrsa nmo(bmnmaaTa.

4.PactBopuTe fo6aenenvem 1,0 MN ANCTUNNMPOBAHHOM/AEMOHN3NPOBAHOM
BOAbI N0 6OKOBOV CTEHKe (hnakoHa, MeANIEHHO U aKKypaTHO.

5.0CTOpPOXHO BO3BpaTUTE Ha MECTO Pe3MHOBYI MPOGKY W BblAepXuTe B
TeyeHne 30 MUHYT NPU KOMHaTHO TemnepaType.

6.B vy i nepuoa nep iTe copepxumoe, nepeBopaymBas
(hNaKoOH HECKONbKO pas U OCTOPOXHO B3GanTbiBas KPYroBbIM BpalleHnem
[0 MOJIHOTO PacTBOPEHMs Bcex yactuy nvodunusata. He Aonyckaiite
06pa3zoBaHmns NeHbl.

7.B COOTBETCTBMM C METOAMKON KannbpoBKM, ONUCaHHON B PYKOBOACTBE MO
3KCMNyaTaunn aHanusaTopa, UCMonb3yiTe 3HayeHue kanubpatopa Ans
BCEX KOMMOHEHTOB U akTopbl passeaeHus ans ApoAl u ApoB,
npuBeAeHHble B TabiMue 3HaueHWl, ANs  YCTaHOBKM NapaMeTpos
KanM6pOBKN 1 BLINOJTHWATE KaSMBPOBKY.

8.Buoxummuyeckne ananusatopsl Mindray cepuv BS MoryT aBTOMatuuecku
creHepupoBaTb Ans ApoAl n ApoB kanubpatopbl S2-S6 (S1:0.9% NaCl)
Ha OCHOBE OAHOrO CTaHAapTa. [lONoNHUTeNbHas MHbOpMauMs o
napameTpax passeAeHus AOCTYMHa Mo 3anpocy.

XpaHeHue u cTabuIbHOCTb

Kanu6patop cTabuneH A0 MCTeYeHMsi CpoKa FOAHOCTM, YKa3aHHOTO Ha

3TUKETKe, NPU XpaHeHUN B 3aKpbITOM (nakoHe npu Temnepatype 2~8 C B

3alMILEHHOM OT cBeTa MecTe. XpaHWTe pacTBOPeHHbI kanubpatop B

NNOTHO 3aKpbIToM hnakoHe, €M He WCronb3yeTe ero. 3anpeujaercs

NOBTOPHO 3aMopaXMBaTb KanuGpaTop nocie pasMopaxuBaHus. Huxe

npuBeaeHa MHbOPMaUms 0 CTabUNbHOCTM NpoayKTa.

TeMnepaTypHble PEXUMbl XpaHEHNs CTabunbHOCTb
15~25C 8 uacos
2~8C 5 pHeit
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-25~-15C 4 Hepenu

H ma He B T
1.lcTunnnpoBaHHas/AeMoHM3npoBaHas Boaa.

2.BroxumMmnyeckune aHanusatopsl Mindray cepun BS u Habopbl peareHToB.
3.NlabopaTopHoe o6opyaosaHue obuiero HasHaveHns n 0,9% NaCl.

n i Topa
Topa, or C MOMOUIBIO CTAHAAPTU30BaHHOM
METOAMKN KoMNaHuu Mindray v 06bi4HbIM METOAOM, NpuBeAeHb! B Tabnuue
#. Mpouecc npoc) MOCTU p 7 ocHoBaH Ha ISO 175112,

KaXablii  aHanuT (M3MepsieMblii napameTp) B JaHHOM kanubpatope
COOTBETCTBYET MMEIOWEMyCsl 3TafloHHOMY METOAy W (Unn) CNpaBoYHbIM
maTepuanaM.  WHdopmaums  mo  mpoc MOCTH peHuii
npeactasneHa Hwxke. [loApo6Hble AaHHble MO NPOC/EXWBAEMOCTH
M3MepeHWii NPeloCTaBNAIoTCA Mo 3anpocy.

AHanVTBI STanoHHbie MeToabl/ CNpasoYHbie Matepuansl

ApoA1, ApoB CTaHAapTHbie CNpaBoYHbie MaTepuansl BO3
STanoHHbIi MeToA uaMeperns CDC u CTaHaapTHbIe

HDL-C, LDL-
< ¢ crnpaBoyHble MaTepuanbl NIST

KoHTponb kauectsa
[Nt MOHWTOPWHra NapamMeTpoB KanuBpPOBKM B KauecTse Npobbl NCMoNb3yiiTe
KOHTPONbHbIA MaTepuan MpOM3BOACTBA KOMMaHuM Mindray. PesyneTaT
aHanusa KOHTPOMbHOTO MaTepuana AO/KEH HaXOAWUTLCH B npesenax
AManasoHa, OnpeAeneHHoro B Tabnuue KOHTPOJbHbIX 3HaueHuin. Ecau
pesynbTaT aHanusa KOHTPOJbHOrO MaTepuana BbIXOAMT 3a npeaesbl
AnanasoHa, CneayeT NpOBEPWTb aHanuTM4eckylo cuctemy. Hanpumep,
NpaBUIbHOCTL PACTIONOXKEHUS PeareHTa uin npobbl B aHanu3aTope; CPoK
FOAHOCTM WM YCNIOBUSI XPaHEHNs KannubpaTopa, peareHTa 1 KOHTPONbHOMO
MaTepuana; yCTaHOBKy napaMmeTpa B MpOrpaMMHOM o6ecredeHuu; win
napaMmeTpbl aHanusatopa.
Jntepartypa
1.Biosafety in Microbiological and Biomedical Laboratories; U.S. Department
of Health and Human Services; US Government Printing Office;
Washington:
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.

Fpadmueckme o603HaueHns
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