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determination of rheuM@lDagydAR%Ugg\?gM@njray BS

measurement system.

Summary

The analyte of RF Calibrator is rheumatoid factor. 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

RF Calibrator is a liquid calibrator based on rheumatoid factor solution. 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. Do not swallow and avoid
contact with skin and mucous membranes.

3.When the calibrator accidentally enters the eyes and mouth, or contact
with the skin, immediately wash with plenty of water. If necessary, visit
the doctor for further medical treatment.

4.Avoid direct exposure to sunlight and freezing. The results can’t be
assured when stored at inappropriate condition.

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

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

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

8.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?.
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9.Material safety data sheet is available on request.

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

Preparation

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

2.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 2~8C and protected from light. Once opened, it

is stable for 30 days when capped tightly and avoiding microbial

contamination at 2~8C.

Materials required but not provided

1.Mindray BS Chemistry analyzers and reagent kits.

2.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, the analyte (measurand) in this calibrator is traceable

to Manufacturer’s selected measurement procedure.

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
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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Kanu6paTtop peBmatomaHoro c¢akropa

®dacoska

5 ypoBHeit x 0,5 mn

HasHaueHune

Kanu6paTop pesmaTouaHoro dbaktopa UCMONb3yeTcs AN Kanubposku npu
KO/IMYECTBEHHOM ~ OnpeaeneHnn  peematouaHoro caktopa (RF) Ha
n3mepuTenbHol cucteme Mindray BS.

Kpatkas cnpaBka

AHanusvpyemoe coeauHeHue kanubpatopa RF— peBMaToMaHblil hakTop.
Mytem Kannbposkun BbI6paHHOro pyemoro co
6uoxmmmueckne aHanusatopbl Mindray cepuu BS MOryT nonyuutb
[I0CTOBEpHble NapaMeTpbl KaMGPoBKM 1 3aTeM aBTOMaTUYeCKM paccunTaTh
KOHLEHTPaunn B kaxaoMm obpasue nocne ero aHanmsa. AHanuTMyeckas
cuctema Mindray BS coctouT u3 6uoxumuueckux aHanusatopos Mindray
cepun BS, Habopos peareHToB Mindray, kann6paTopoB M KOHTPOSbHbIX
maTepuanos.

Cocras

Kanubpatopa RF npeacTtaBnsitoT coboit )uakve kanubpatopa Ha ocHoBe

pacTsopa peBMaTOMAHOro (hakTopa. KOHLEHTpaLmm KOMNOHEHTOB

KanubpaTopos creunduyHbl ANs KaXAoi NapTuu NpoaykTa.

Mpeny " Mepbl n

1.TonbKo AnNs AMArHOCTUKK in vitro.

2.Ans  paboTbl cCneuvanuctoB WAM  NUL, NPOLIEALNX MOArOTOBKY.

Heobxoanmo cobnioaaTts Mepbl NPeAOCTOPOXHOCTH Npu paboTe o BCeMn

ﬂaGOpaTOthIMM peareHTamu. He ﬂOﬂyCKaﬁTe WX rNOTaHUS U KOHTaKTa C

KOXEM 1 cnn3ncTbiMu obonoukamu.

.Mpu cnyyaiiHom NonasaHum kaaubpaTtopa B Fnasa UK poToBYI MOOCTb, @

TaKKe Ha KOXY HeMeANeHHO 06MIbHO MPOMOiTe 3TO MecTo Boaoi. Mpwu

HeobxoAMMOCTU obpaTuTech K Bpayy ANS MONYYEHWs MeAMLIMHCKOR

nomowm.

MckniounTe BO3AENCTBIE NPSMOTO CONHEUHOrO CBETA W 3aMOpaxuBaHue.

Mpy HecobntoAeHUM COOTBETCTBYIOWMX YCIOBUIA XPaHEHWs peareHToB

NosyyYeHNe KOPPEKTHLIX Pe3y/IbTaToB aHaNN30B He rapaHTUpyeTcs.

5.3HaueHns kanubpaTopos, creunduuHble ANS  Kaxaoi napTum U
onpefieNieHHble ANsl KOHKPETHOW MOAENM aHanu3atopa, ykasaHbl B
Tabnuue 3HaueHWi.

6.KannbposKy pekoMeHAyeTCs NPOBOANTL MOCNE CMeHbl NapTum peareHTa, a
Takxe Mocne NpoBeAeHNs NNaHOBOro TEXHUYECKOro 06CYXMUBaHUS Unn
PEMOHTHbIX paboT.
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7.HeobxoaMMo MpoBOAWTL MNaHOBOE TexHuyeckoe obCnyxuBaHne U
CTaHaapTHbIe onepauuy, BKloyas kanubpoBKy M aHanus Ans Nposepku
napameTpoB aHaNUTUYECKO CUCTEMb.

8.Kann6patopel 6bi1 NposepeHb! Mo MeToanke UPA Ha aHTUTeNa K BUpYCY
BWY 1 renatuta C, a Takxe Ha NOBEPXHOCTHbIN aHTUIEH BUpyCa renatuta
B C oTpuuaTenbHbIMM pesynbTaTamu. OfHako, B CBA3M C TeM, 4TO
CylIeCTBylOLIME MeTOAbl ONPEAENEeHUsi HE MCKNIYaloT C abConNioTHOM
[I0CTOBEPHOCTbIO MOTEHLMANbHBIA PUCK HaNMUMs MHEKLUM, C AaHHBIM
MaTepuanoM cneayet obpawartbcs kak C npo6oi, MNoMy4YeHHON OoT
60nbHOro Yenosekat.

9.MacropT 6e30NacHoOCTV MaTepuana NPeaoCTasNseTcs no 3anpocy.

10.YTUNM3upyiiTe BCe OTXOAbI B COOTBETCTBUM C MECTHBIMU HOPMaTUBaMM.

MoaroToBka

1./3BnekuTe NakoH W3 XONOAWIbHUKA W BbIAEPXMUTE A0 AOCTUXEHMS
KOMHaTHOl TeMMepaTypbI.

2.B COOTBETCTBUM C METOAMKOI KanMGpOBKY, ONMCAHHOI B PYKOBOACTBE MO
3KCM/lyaTaUMm aHann3aTopa, UCMONb3yiiTe COOTBETCTBYIOILEE 3HAaYeHMe,
y oe B Tabnuue i, ANS yCTaHOBKW NapaMeTpa KannGposku
1 ee NposeseHus.

XpaHeHue u cTabunbHOCTb

Kanu6paTtopa CTabunbHbLIAO MCTEYEHWUs! CPOKa FOAHOCTM, YKasaHHOro Ha
3TUKETKE, NPU XPaHEeHUM B 3aKpbiToM hnakoHe npu TeMnepaType 2~8 °C B
3alLMLLEHHOM OT cBeTa MecTe. ocne BCKPLITUS YNaKOBKU OHW CTabnibHbl B
TeueHue 30 AHEN NPpY NNOTHO 3aKPbITOM NPOGKE N UCKTIOYEHUN MUKPOBHOTO
3arpssHeHus npu Temnepatype 2~8 °C.

H Ma He B T
1.Broxummnyeckue aHanmsaTopsl Mindray cepuu BS v Habopbl peareHToB.
2.06bl4HOe nabopaTtopHoe 060pyAoBaHue.

n b Topa

3HaueHus kannbpaTopos, OnpesieNeHHbIe C MOMOLLbLIO CTaHAaPTU30BaHHON

npoueaypbl KoMnaHuu Mindray 1 06bI4HBIM METOZOM, NPUBEAEHDI B Tabnvue
#. Mpouecc npoc 0CTU M3MEepeHNit OCHoBaH Ha ISO 175112,

aHanusMpyemoe CoeAMHeHWe (M3MepsieMas BeNMuYMHA) B @HHbIX

kanubpaTopax NpocnexusaeTcs A0 MNpoueaypbl M3MepeHus, BbiGpaHHO

Npou3BoAUTENEM .

KoHTponb kauectsa

[nsi MOHUTOPUMHIa NapaMeTPOB KannMGpOBKY B KauecTse NPoBbl UCMoNb3yiTe

KOHTPONbHLIA  MaTepuan MNpOM3BOACTBA Komnawum Mindray. PesynsTat

aHanu3a KOHTPOMbHOrO MaTepuana AOMKEH HaxXoAUTbCA B NpeAenax

AnanasoHa, onpeaeneHHoro B Tabnuue KOHTPOMbHBLIX 3HaueHWd. Ecnan
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pesynbTaT aHanu3a KOHTPONbHOTO MaTepuana BbIXOAMT 3a Mnpeaenbl
AnanasoHa, cneayeT NpOBEPUTb aHanUTMYecKyl cuctemy. Hanpumep,
NPaBWILHOCTb PACrONIOKEHWsi peareHTa uan npobbl B aHanusatope; CPok
FO/IHOCTM WM YCIIOBUSI XPaHEH!s KannubpaTtopa, peareHTa U KOHTPONbHOrO
MaTepuana; ycTaHoBKy napametpa B MpOrpaMMHOM o6ecrnedeHuu; wnn
napaMeTpbl aHanusatopa.
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quantities in biological samples—Metrological traceability of values assigned
to calibrators and control materials.
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