Chemiluminescence Immunoassay Analyzer For Hormone
Mini-CLIA

Technical Specification:

Gold Standard

Top Quality Instrument type: | Bench-top Automatic Chemiluminescence Analyzer

Throughput: Up to 8 samples or assays perrun

Chemiluminescence Inmunoassay
System-Hormone

Mini-CLIA

Measuring time: | 20-40 mins

Measuring principle: | Cheiluminescent Microparticle Immunoassay(CMIA)

Sampling material: | Serum/Plasma

Test mode: Batch mode
Test speed: >32 tests/hour
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

Flexibility to perform any of the assays

B Singletestreagent cartridge
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Mini-CLIA Hormone assay solutions

Name Specimen LOD Linearity (r>0.990)
FSH Serum/Plasma 0.1TmlU/mL 0.2-200mIU/mL
PRL Serum/Plasma 0.1ng/mL 0.5-200ng/mL

PROG Serum/Plasma 0.1ng/mL 0.10-40.00ng/mL
E2 Serum/Plasma 10pg/mL 10-2400pg/mL

B-HCG Serum/Plasma 0.5mlU/mL 1-3500mIU/mL
AMH Serum/Plasma 0.02ng/mL 0.05-23.00ng/mL
LH Serum/Plasma 0.1TmIU/mL 0.2-200mIU/mL

TESTO Serum/Plasma 0.05ng/mL 0.1-20ng/mL

Follicle-Stimulating Hormone (FSH) Assay Reagent Kit (CMIA)

CV%

QC-L=5.80%;QC-M=3.52%;QC-H=3.42%

Compared with a commercially available immunoassay

y=1.0277x-0.0757;r=0.9758; n=87

Prolactin (PRL) Assay Reagent Kit (CMIA)

CV%

QC-L=5.42%;QC-M=3.10%;QC-H=3.10%

Compared with a commercially available immunoassay

y=1.0368x-0.4367;r=0.9887; n=95

Progesterone (PROG) Assay Reagent Kit (CMIA)

CV%

QC-L=7.75%;QC-M=7.37%;QC-H=6.61%

Compared with a commercially available immunoassay

y=0.9868+0.1334;r=0.9823; n=95

Estradiol (E2) Assay Reagent Kit (CMIA)

CV%

QC-L=8.13%;QC-M=7.08%;QC-H=4.80%

Compared with a commercially available immunoassay

y=1.0637x-0.0186;r=0.9737;n=80

Beta-Human Chorionic Gonadotropin (3-HCG) Assay Reagent Kit (CMIA)

CV%

QC-L=7.63%;QC-M=5.08%;QC-H=7.02%

Compared with a commercially available immunoassay

y=1.0326x-0.2124;r=0.9837;n=95

Anti-Mullerian Hormone (AMH) Assay Reagent Kit (CMIA)

CV%

QC-L=2.54%;QC-M=2.46%;QC-H=1.94%

Compared with a commercially available immunoassay

y=1.0504x+0.0481;r=0.9836; n=97

Luteinizing Hormone (LH) Assay Reagent Kit (CMIA)

CV%

QC-L=2.29%;QC-M=3.01%;QC-H=3.65%

Compared with a commercially available immunoassay

y=1.0411x-0.2780;r=0.9873;n=108

Testosterone (TESTO) Assay Reagent Kit (CMIA)

CV%

QC-L=7.74%;QC-M=6.25%;QC-H=5.64%

Compared with a commercially available immunoassay

y=1.0137x-0.0186;r=0.9837; n=113

Mini-CLIA Hormone Reagents

Reagent Cartridge:

Sample Well:

Not morethan 100 uL

Sandwich immunoassay: &
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Micro-particles Buffer:
Superparamagnetic particles coated with antibody
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Reagent features:
® State-of-the-art Chemiluminescence test method
m Single test concept, one sample, one cartridge, one result

® Precision: CV<10 %
m Original Reagents, Calibrators & Quality controls with traceability system

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