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system and test ability of clinical laboratory.

Summary

lytes quality
easurement

ClinChem Multi Control (level 1) contains the following analytes:

Albumin (ALB)

a-Amylase (a-AMY)

Total Bilirubin (Bil-T)
Creatine Kinase (CK)

Gamma-Glutamyltransf
erase (y-GT)

Magnesium (Mg)
Triglycerides (TG)

Iron (Fe)

Sodium(Na®)
Immunoglobulin A (IgA)
Complement C3(C3)
HDL-Cholesterol
(HDL-C)

Apolipoprotein B (ApoB)

Antistreptolysin O (ASO)
Unsaturated Iron
Binding Capacity (UIBC)

Alkaline Phosphatase
(ALP)

Aspartate
Aminotransferase (AST)
Calcium (Ca)

Creatinine (CREA)
a-Hydroxybutyrate
Dehydrogenase
(a-HBDH)

Phosphorus (P)

Urea (UREA)
Cholinesterase (CHE)
Patassium(K*)
Immunoglobulin G (IgG)
Complement C4(C4)

LDL-Cholesterol (LDL-C)

Prealbumin(PA)

Transferrin(TRF)

Alanine
Aminotransferase (ALT)

Direct Bilirubin (Bil-D)

Total Cholesterol (TC)
Glucose (Glu)

Lactate Dehydrogenase
(LDH)

Total Protein (TP)

Uric Acid (UA)

Lipase (LIP)
Chlorine(CIl)
Immunoglobulin M (IgM)
C-Reactive Protein (CRP)
Apolipoprotein Al
(ApoA1)

Creatine Kinase-MB
(CK-MB)

Ferritin(FER)

Mindray BS measurement system

is composed of Mindray BS-series

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

Components

ClinChem Multi Control (level 1) is a lyophilized control based on human
serum. The concentrations or activities of the control components are
lot-specific and almost at normal levels for the methods used.
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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 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 5.0 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. The stability information is

as below.

2024-04,English 1-2 P/N: 046-008341-00(4.0)



mindray C E

Temperatures Stability
of storage Universal components Bil-T / Bil-D / UIBC
15~25°C 12 hours 8 hours
2~8°C 5 days 1 day
-25~-15°C 4 weeks 2 weeks

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.

References

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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KNMHUKO-XMMHUYECKUIA MY/IbTUKOHTPO/b(3HaueHue 1)

Pa3mepbl ynakoBku

20x5 mMn, 10x5 M, 6x5 mn

HasHauenune

K nuH YUK 0-XMMAYECKNIA MyNbTUKOHTPONb(3HaueHue 1) ncnonbsyercs Ans
KOHTPONS KayecTtBa WU3MEPEHUS PYTUHHbIX 6MOXUMUYECKUX aHanu3oB B
n3MepuTenbHbIX cuctemax Mindray BS.

Kpatkas cnpaBka

KNUHUKO-XMMUYECKINA MyNbTUKOHTPONb(3HaveHune 1) coaepxuT cneayolme

aHanuThI:

Anb6ymut (ALB)

Anbda-amunasa
(a-AMY)

06WHit 6UAMPY6EUH
(Bil-T)
Kpeaturkunasa (CK)
Famma-rnytamuntpaHcd
epasa (y-GT)
Marnuit (Mg)
Tpurnuuepuasbl (TG)
XKeneso (Fe)

Hatpuit (Na*)
NmmyHOrnobynun A
(1gA)

KoMnnemeHT C3 (C3)

Xonectepun JINBM
(HDL-C)

AnonunonpoTenH B
(ApoB)

aHTUCTpenToMM3MHa O
(ASO)

HeHacblleHHasa
Kenesoces3sbiBaoWan
cnoco6HocTs (UIBC)

im paHchep
(ALP) asa (ALT)
AcnapTtaTtamnHoTpaHche NpsiMoit 6unnpy6uH
pasa (AST) (Bil-D)

N 06Wuin xonectTepuH
Kanbuuit (Ca) ™0
KpeatnHuH (CREA) niokosa (Glu)
a-ruapokcmbyTupataer NakTataernaporeHasa
naporeHasa (a-HBDH) (LDH)

®ocdop (P)

MouesuHa (UREA)
Xonuuactepasa (CHE)
Kanuit (K*)
WMMyHornobynuH G
(1gG)

KomnnemeHT C4 (C4)

Xonectepur JIMHN
(LDL-C)

npeans6ymuna (PA)

Tpatcheppua (TRF)

06wt 6enok (TP)
Mouesas kucnota (UA)
Nunasa (LIP)
Xnopuast (CI)
NMmyHOrnobynun M
(1gM)

C-peakTuBHbIit 6enok
(CRP)
AnonunonpoTent Al
(ApoA1)

aKTBHOCTM
KpeaTuHKMHa3bi-MB
(CK-MB)

beppuTuH (FER)

AHanuTuyeckass cucTema Mindray BS cocToMT M3 BUOXMMUYECKUX
aHanusatopos Mindray cepun BS, Habopos pearenToB Mindray,
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KanMbpaTopoB U KOHTPO/bHLIX MaTepnasnos.

Cocras

KNUHUKO-XMMUYECKMIA MyNnbTUKOHTPONb(3HaveHne 1) npeacrasnsiet coboit

NMOMUNU3UPOBAHHBIA KOHTPOJIbHLIA MaTepuan Ha OCHOBE YesnoBeqeckoin

CbIBOPOTKM. KOHLEHTPAUMSi MAN aKTUBHOCTb KOMIMOHEHTOB KOHTPO/IbHOMO

matepuana cneumdbuyHbl ANs KaXAOW NapTUM NPOAyKTa W HaxXoAsTcs, B

OCHOBHOM, Ha YPOBHE HOPMaJIbHbIX 3HAUEHUIA.

Mpeny u Mepbl

1.TonbKO ANsi ANArHOCTUKM in vitro.

2.0ns paboTbl ChneuuanucTos WM NuU, NPOLWeAWnX MOArOTOBKY.
Heobxoaunmo cobnogate Mepbl NPeaoCTOPOXHOCTM Npu pabote co BceMun
Na6opaTOpHLIMK peareHTaMu.

3.3HaueHunsi KOHTPO/ILHOrO MaTepuana, crieunduyHbIe ANs Kaxaoi napTum
M onpejeneHHble Asi KOHKPETHOM MOAENM aHanu3aTopa, yKasaHbl B
Tabnuue 3Ha4YeHuiA.

4.KOHTpONbHLI ~ MaTepuan cneayeT aHanu3vpoBaTb  Kaxablih  pas
napannesbHo C Npo6aMu OT MaLMEHTOB, a Takke Nocie KaaMGpoBKN Un
CMeHbI NapTuu peareHTa.

5.0ns  obecnedyeHns  AO/KHOW  paboTbl  @HANUTUYECKOW  CMCTEMbI

CBOEBPEMEHHO BbINOMHSTE MPOLEAYPbI PEry/isipHOro  06C/TYXNBaHUS,

KanmMBPOBKM 1 KOHTPOSIS KayecTsa.

. KOHTpOnbHbI MaTepuan 6bin NposepeH no MeToanke MOA Ha aHTUTeNna k

supycy BWY u renatuta C, a Take Ha NOBEPXHOCTHbI aHTUreH BUpyca

renatuta B c oTpuUaTenbHbIMU pesysibTataMu. OHaKo, B CBSI3N C TEM, YTO

CylWecTByloliME MeTOAbl OfpeAeneHns He WCKIoualoT C abconmoTHoM

[IOCTOBEPHOCTLI0 MOTEHLMAMbHBIA PUCK HANUunsi UHGEKLNN, C AaHHBIM

MaTepuanoMm cneayer obpawartbcs kak € npo6oi, Mony4eHHoin ot

60onbHOro Yenosekal.

-

7.Macnopt 6e30nacHoCTU MaTepuana NpeAoCTaBnseTcs no 3anpocy.

8.0T BCex o0TxoaoB W36aBnsiiTecb B COOTBETCTBUM C  MECTHbIMU
HopMaTuBamu.

MoaroToeka

1.13BnekuTe 0ANH HNAKOH U3 XONOAN /I BHUKA W BIAEPXKNTE 10 JOCTUKEHMS!
KOMHaTHOW TeMnepaTypbl.

2.BHMMaTENbHO OCMOTPUTE BEPTUKANbHO PacrofOKEeHHbI  (GnakoH 1
y6eanTech, 4To IMOGUNKU3AT HaXoANTCS Ha AHe dnakoHa.

3.0CTOpPOXHO yaanuTe 3aBUHUMBAIOWINIACA KONNAYOK 1 PE3NHOBYIO NpOBKy,
MCKJTIOUMB BbICbINaHWe Kakoro-nn6o konuyectsa nuodunmsata.

4.PacTBopuTe fobaBneHnem 5,0 MN ANCTUNINMPOBAHHOW/AEUOHU3UPOBAHHOW
BOAbI N0 6OKOBO CTeHKe (hnakoHa, MeANEHHO U aKKypaTHO.

5.0CTOPOXHO BO3BpaTUTE PE3VNHOBYIO NMPOGKY Ha MEeCTo W BbIAEPXUTE B
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TeueHue 30 MUHYT NpuU KOMHATHOW TeMnepaType.

6.B 1 nepvoa nep nTe coaepxumoe, nepeBopavuBas
hnakoH HeCKonbko pas U OCTOPOXHO B36anTbiBas KPyrosbiM BpalleHuem
A0 MONHOro pacTBOpPeHWs Bcex 4vacTuu nuodwunusarta. He ponyckaiite
obpa3zoBaHus neHbl.

7.Haneiite TpebyemMoe KONMMYECTBO KOHTPO/SILHOrO MaTepuana B Yalleyky
Ans Npo6 1 NpoaHanusMpyinTe KOHTPONb TOYHO Tak Xe, Kak uccneayere
o0b6pa3sLbl NaLNeHToB.

XpaHeHune u cTabunbHOCTb

KoHTponbHbIN  MaTepuan crabuneH [0 UCTEYEHWs CpoKa FOAHOCTH,

YKa3aHHOro Ha 3TUKETKEe, NpPW XPaHeHWM B 3aKPbITOM (nakoHe npu

Temnepatype 2~8 C B 3aliMIIEHHOM OT CBeTa MecTe. XpaHuTe

PacTBOPEHHbI KOHTPO/bHbIA MaTepuan B NIOTHO 3aKpbITOM hakoHe, ecnn

He ncnonb3yerte ero. 3anpeu.laeTcﬂ NOBTOPHAasA 3aMOPO3Ka NPUroToB/IEHHOrO

KOHTPO/IbHOro mMartepuana. Hwuxe npueeaeHa MH¢0PMBL\MS| 0 crabunbHoCTU

AHA/INTOB NocC/1e NPUroToB/IEHNA KOHTPOSIbHOro Marepuana.

CrabunbHocTb

TemnepatypHble
paTvp YHUBEpCanbHble

PeXUMbl XpaHeHWs Bil-T / Bil-D / UIBC
KOMMOHEHTb!
15~25C 12 vacos 8 vacos
2~8C 5 aHen 1 nexb
-25~-15C 4 Hepenu 2 Heaenn

Mma He B T

1. AMCTUNNMPOBaHHas/AENOHN3MPOBaHHas BOAA.

2.Broxummnyeckuin aHanusatop Mindray cepun BS, kanubpaTopbl U Habopbl
peareHToB.

3.JlabopaTopHoe 060pyAoBaHMe 06Liero HasHaueHus.

Pe3synbTaThl aHanusa

Pe3ynbTaTbl aHanu3a KOHTPOSLHOrO MaTepuana(UeneBoe 3HaueHue U

AManasoH), OnpejeneHHble C MOMOLWbIO CTaHAAPTU30BaHHOM METOAWKM

KoMnaHuu Mindray 1 06bIYHbIM MeTOAOM, MpeAcTaBneHbl B Tabnuue

. Lenesoe 6bI10 MONYYEHO C  WCMONb30BAHUEM

aHanuTUueckoit cuctembl Mindray, a AvanasoH BbluMCIEH Kak Lenesoe

3HaueHMe * 3 CTAHAAPTHbIX OTK/OHEHMS. 3HAUEHUS KOHTPONbHbIX

MaTepuanos crieunduyHbl ANs PasnUUHLIX NapTUil U pasnnuHbIX Moaenei

XAMUYECKUX — @HaNu3aTtopos, MO3TOMY Mepea WX  WUCMOMb30BaHWUEM

npoBepsiTe HOMEp MapTUM(N0Ta) KOHTPONBHOTO MaTepuana U Moaesnb

aHanusaropa.

KoHTponk Kauectsa

Pe3ynbTaT aHann3a KOHTPONLHOTO MaTepuana AOMKEH HaXOAWUTbC B

npejenax AuanasoHa, onpeaeneHHoro B Tabauue KOHTPONbHbIX 3HaUeHMUil.
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Ecnu pesynbtaT aHanusa KOHTPO/IbHOrO MaTepuana BbIXOAMT 3a npeaenbl
AnanasoHa, cneiyeT MNpOBEpPWUTb aHanuUTU4Yeckyilo cuctemy. Hanpumep,
NpaBUbHOCTL PACMONOXEHUs peareHTa unun npobbl B aHanusaTope; CPoK
rOZIHOCTU UMK YCNOBUS XpaHeHus kanubpaTopa, peareHTa U KOHTPOJIbHOro
MaTepuana; YyCTaHOBKY MapaMeTpoB B MPOrpamMMHOM obecrnedyenuu;
napaMeTpbl aHanusatopa; uWnuM npouecc kanubposku. B kaxaon
nabopaTopuu cneayeT YCTaHOBUTb COGCTBEHHYIO CXEMYy BHYTPEHHero
KOHTPONS KayecTBa U NOPsAOK BbINOIHEHNS KOPPEKTUPYIOLWNX AEACTBUIA.
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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MpoussoauTens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Appec:Mindray building, Keji 12th Road South, High-Tech Industrial

Park,Nanshan, Shenzhen, 518057 P.R.China

ApApec 3N1eKTPOHHOM NouThbl: service@mindray.com

Be6-caitT: www.mindray.com

Ten.:+86-755-81888998

®akc:+86-755-26582680

MpeacraButens B EC: Shanghai International Holding Corp.

GmbH (Europe)

Appec: EiffestraBe 80, Hamburg 20537, Germany

Ten: 0049-40-2513175
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