Chemiluminescence Inmunoassay Analyzer For Inflammatory disease ,Diabetes, Allergy

Mini-CLIA

Technical Specification:
Gold Standard P

Top Quality

Instrument type: | Bench-top Automatic Chemiluminescence Analyzer

Throughput: Up to 8 samples or assays perrun

Measuring tme. |20 s0mins Chemiluminescence Inmunoassay
Measuring principle: | Cheiluminescent Microparticle Immunoassay(CMIA) System_lnﬂammatory disease ’Diabetesl A"ergy

Sampling material: | Serum/Plasma

Test mode: Batch mode ° °
Test speed: >32 tests/hour M I n I - c L I A

Calibration: Factory Calibration, 2-point calibration every 90 days

Quality Control: |2 level-Lyophilised Quality Controls available

Monitor/Keyboard: | LCD Touchscreen

PC: Integrated

Interface: USB, RS232, Ethernet port supports LIS connection h
Data storage: Automatically stored TOp Qual’ty
Weight: 25KGS * ok ok ok ok
Dimensions: 525%480*530mm

Instrument Features

Industry-leading
precision and accuracy

B High level of accuracy from chemiluminescence technology

m  Ability torun serum/plasma samples

Flexible, reliable u
testing

8 simultaneous testsin under 20 minutes

B Flexibility to perform any of the assays

B Singletestreagent cartridge

Sim P le.User-friend Iy B Colortouchscreen controls

B | essthan4stepstogetaccurate result

Quallty and Compatlblllty B Easilyinterfaces with Laboratory Information Systems B PRECISE H CO NVEN I ENT B EFFICI ENT

B |-J,Westguard QC

IVD|iso 13485
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Performance for Inflammatory disease/Diabetes

/Allergy Chemiluminescence Test

Name Specimen Items Type LOD Linearity (r>0.990)
hs-CRP Serum/Plasma Inflammatory disease 0.05mg/mL 0.10-20mg/mL
PCT Serum/Plasma Inflammatory disease 0.02ng/mL 0.04-100ng/mL
Insulin Serum/Plasma Diabetes THIU/mL 1.0-500 u1U/mL
Total IgE Serum/Plasma Allergy 11U/ ml 5-20001U/ml

High Sensitive C-Reactive Protein (hsCRP) Assay Reagent Kit (CMIA)

CV% QC-L=4.17%;QC-M=5.21%;QC-H=3.26%

Compared with a commercially available immunoassay y=1.0235x-0.0569;r=0.9835; n=125

Procalcitonin (PCT) Assay Reagent Kit (CMIA)

CV% QC-L=6.98%;QC-M=6.78%;QC-H=5.19%

Compared with a commercially available immunoassay y=0.9876x+0.0786;r=0.9862; n=99

Insulin (INS) Assay Reagent Kit (CMIA)

CV% QC-L=3.63%;QC-M=4.02%;QC-H=2.35%

Compared with a commercially available immunoassay y=0.9466x+0.4812;r=0.9885; n=96

Total Immunoglobulin E (Total IgE) Assay Reagent Kit (CMIA)

CV% QC-L=4.68%;QC-M=3.08%;QC-H=3.75%

Compared with a commercially available immunoassay y=0.9826x+0.7947;r=0.9803; n=82

Mini-CLIA Inflammatory disease ,Diabetes, Allergy Reagents
Reagent Cartridge:

Substrate buffer:
Washing Buffer AMPPD, Enhancer, Preservative

Sample Well:
Not morethan 100 u L

Reading Well:
For PMT to read photon value

ALP Conjugate Buffer:

Alkaline Phosphatase (ALP) Superparamagnetic particles coated with antibody
labeled antibody/antigen

Micro-particles Buffer:

Sandwich immunoassay:
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IMMUNOREACTION SEPARATION ENZYME REACTION DETECTION

Reagent features:

® State-of-the-art Chemiluminescence test method

m Single test concept, one sample, one cartridge, one result

m Precision: CV<10 %

= Original Reagents, Calibrators & Quality controls with traceability system

m 18 months actual period of validity, 90 days calibration validity period
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