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Innovations In Clinical Diagnostics



PRODUCT OFFERINGS
CLINICAL CHEMISTRY ASSAYS

Anemia Markers

DZ526A Ferritin Assay
510(k) Cleared, CE*

Cancer Markers

DZ169A Human Kappa Free Light Chain Assay
510(k) Cleared, CE*, Health Canada Registered

DZ170A Human Lambda Free Light Chain Assay
510(k) Cleared, CE*, Health Canada Registered

DZ863A Carcinoembryonic Antigen Assay
CE*

DZ869A Alpha-Fetoprotein Assay
CE*

Cardiovascular Markers

DZ128A LDL-Cholesterol Assay
510(k) Cleared, CE*, Health Canada Registered

DZ129A HDL-Cholesterol Assay
510(k) Cleared, CE*, Health Canada Registered

DZ131B Lipoprotein (a) Assay
510(k) Cleared, CE*, Health Canada Registered

DZ141A Apolipoprotein A-1 Assay
510(k) Cleared, CE*, Health Canada Registered

DZ142A Apolipoprotein B Assay
510(k) Cleared, CE*, Health Canada Registered

DZ145A Cardiac Troponin | Assay
CE

DZ147A Myoglobin Assay
510(k) Cleared, CE*

DZ566B Diazyme oxLDL Assay
510(k) Exempt

DZ568A Homocysteine Enzymatic Assay
510(k) Cleared, CE*, Health Canada Registered

510(k) Cleared, CE*, Health Canada Registered
CE*

10-0148 PLAC® Test for Lp-PLA, Activity
510(k) Cleared, CE*, Health Canada Registered
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DZ568B Homocysteine 2 Reagent Enzymatic Assay

DZ785A Heart-Type Fatty Acid-Binding Protein (H-FABP) Assay

Coagulation Markers

DZ179A D-Dimer Assay
510(k) Cleared, CE*

DZ768A Fibrinogen Assay
510(k) Cleared
Diabetic Markers

DZ112B Glycated Serum Protein Assay
510(k) Cleared, CE*, Health Canada Registered

DZ152A 1,5-Anhydroglucitol (1,5-AG) Assay
510(k) Cleared

DZ168A Direct Enzymatic HbA1c Assay
510(k) Cleared, CE*, Health Canada Registered

DZ168C Direct HbA1c Assay (Enzymatic, On-Board Lysis)
510(k) Cleared, CE*, Health Canada Registered
Other

DZ153A Beta-Hydroxybutyrate Assay
510(k) Exempt, CE*, Health Canada Registered

DZ187A Retinol Binding Protein Assay
510(k) Exempt, CE*
Electrolyte Markers

DZ113C Enzymatic Potassium Assay
510(k) Cleared, CE*

DZ114B Enzymatic Sodium Assay
510(k) Cleared, CE*

DZ122A Carbon Dioxide Enzymatic Assay
510(k) Cleared, CE*
Inflammatory Markers

DZ135A hsCRP Assay
510(k) Cleared, CE*

DZ178C Myeloperoxidase (MPO) Immunoassay
CE*

¢ Coming Soon
* Inquire for IVDD / IVDR status
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PRODUCT OFFERINGS
CLINICAL CHEMISTRY ASSAYS

Gastrointestinal Health Markers

DZ134A Pancreatic Elastase Assay
510(k) Exempt

DZ137A Lactoferrin Assay
510(k) Exempt

DZ202A Calprotectin Assay
510(k) Cleared, CE*
Liver Markers

DZ042A Total Bile Acids Assay
510(k) Cleared, CE*, Health Canada Registered

DZ082B a-L-Fucosidase (AFU) Assay
CE*

DZ117A Adenosine Deaminase Assay
CE*

DZ123A 5’-Nucleotidase Assay
510(k) Exempt, CE*, Health Canada Registered
Renal & Pancreatic Markers

DZ062A N-Acetyl-B-D-Glucosaminidas (NAG) Assay
CE*

DZ072B Creatinine Liquid Reagent Assay
510(k) Cleared, CE*

DZ132A Lipase Assay
510(k) Exempt, CE*

DZ133C Cystatin C Assay
510(k) Cleared, CE*, Health Canada Registered

Sepsis Markers

DZ558A Procalcitonin (PCT) Assay
510(k) Cleared, CE*, Health Canada Registered

Therapeutic Drug Monitoring Markers

DZ115A Colorimetric Lithium Assay
510(k) Cleared

DZ116B Enzymatic Lithium Assay
510(k) Cleared, CE*, Health Canada Registered
Vitamin Markers

DZ888A EZ Vitamin D Assay
510(k) Cleared, CE*, Health Canada Registered

USA: Research Use Only
Not For Use In Diagnostic Procedures

Cancer Markers
DZ863B Carcinoembryonic Antigen Assay
DZ869B Alpha-Fetoprotein Assay

Cardiovascular Markers

DZ560A Small Dense Low-Density Lipoprotein-Cholesterol (sdLDL) Assay

DZ561A High-Density Lipoprotein Ill (HDL3) Assay
DZ567A ST2 Assay ¢

DZ785B Heart-Type Fatty Acid-Binding Protein (H-FABP) Assay

Diabetic Markers
DZ188A Adiponectin Assay

Inflammatory Markers
DZ178D Myeloperoxidase (MP0O) Immunoassay

Liver Markers
DZ082C a-L-Fucosidase (AFU) Assay
DZ117C Adenosine Deaminase Assay

Renal and Pancreatic Markers
DZ062B N-Acetyl-B-D-Glucosaminidase (NAG) Assay

Therapeutic Drug Monitoring Markers
DZ110A Tacrolimus Assay ¢
DZ120A Cyclosporine Assay ¢

Sepsis Markers
DZ626A Serum Amyloid A (SAA) Assay

¢ Coming Soon

* Inquire for IVDD / IVDR status
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PRODUCT OFFERINGS
CHEMILUMINESCENT ASSAYS

Cardiovascular Markers

DZ565A Diazyme DZ-Lite OxPL Lipoprotein Assay
510(k) Exempt

Liver Markers

DZ903A DZ-Lite MMP-7 CLIA Kit ¢
Research Use Only - Not For Use In Diagnostic Procedures

Lung Disease Markers

DZ902A DZ-Lite MMP-1 CLIA Kit &
Research Use Only - Not For Use In Diagnostic Procedures

Neurology Markers

DZ191A Amyloid-B42 CLIA Kit ¢
Research Use Only - Not For Use In Diagnostic Procedures

DZ192A Amyloid-B40 CLIA Kit &
Research Use Only - Not For Use In Diagnostic Procedures

DZ193A Neurofilament Light Chain (NfL) CLIA Kit &
Research Use Only - Not For Use In Diagnostic Procedures

DZ194A pTau-181 CLIA Kit ¢
Research Use Only - Not For Use In Diagnostic Procedures

DZ195A pTau-217 CLIA Kit
Research Use Only - Not For Use In Diagnostic Procedures

DZ196A ApoE4 CLIA Kit ¢
Research Use Only - Not For Use In Diagnostic Procedures

Instruments

DZ-Lite c270™
510(k) Cleared, CE*

DZ-Lite 3000 Plus
510(k) Cleared, CE*

DZ-Lite i2000 ¢

+ Coming Soon

* Inquire for IVDD / IVDR status






DZ-Lite™ ¢270

A Fully-Automated, Reliable, Bench-Top Solution
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Instrument: 510(k) Cleared, CE*

* Inquire for IVDD / IVDR status information &
full menu




DZ-Lite 3000 Plus

Integrated design
Simple and smart operation
Compact size and weight
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Instrument: 510(k) Cleared, CE*

Scan for more
* Inquire for VDD / IVDR status information &
full menu
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DIAZYME LABORATORIES, INCG.
12889 Gregg Court, Poway, CA 92064 USA
Tel: +1-858-455-4768 | +1-888-DIAZYME | Fax: +1-858-455-3701
Web: www.diazyme.com | Email: sales@diazyme.com

Diazyme Europe GmbH

Zum Windkanal 21 01109 Dresden, Germany
Tel: +49-351-886-3300 | Fax: +49-351-886-3366
Web: www.diazyme.de | Email: sales@diazyme.de

Shanghai Diazyme Co., Ltd.

Building 8, 3879 Dongchuan Road
Minhang District, Shanghai, 200245
Phone: +86-21-54843802 or 54843812 ext. 8501
Fax: +86-21-51320663
Web: www.lanyuanbio.com | Email: service@lanyuanbio.com
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