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Dedicated line of bar coded reagents with CE applications

Clinical Chemistry

Parameter Cat. No. Tests/Kit Te@sts
ALAT (GPT) FS (IFCC mod.) 12701 99 10 920 4 x 200 800
Albumin FS 10220 99 10 923 4 x 200 800
Alkaline Phosphatase FS 37°C 10441 99 10 920 4 x 200 800
a-Amylase CC FS 10501 99 10 921 4 x120 480
ASAT (GOT) FS (IFCC mod.) 12601 99 10 920 4 x 200 800
Bicarbonate FS 10950 99 10 923 4 x 200 800
Bilirubin Auto Direct FS 10821 99 10 920 4 x 200 800
Bilirubin Auto Total FS 10811 99 10 920 4 x 200 800
Calcium P FS 1118199 10 920 4 x 200 800
Chloride 21 FS 1122199 10921 4 x50 200
Cholesterol FS 10' 11300 99 10 923 4 x 200 800
Cholinesterase FS 1140199 10921 4x120 480
CK-MB EFS 1164199 10921 4x120 480
CK-NAC FS 11601 99 10 921 4 x120 480
Creatinin FS 11711 99 10 920 4 x 200 800
1171199 10921 4 x50 200
Creatinine PAP FS 11759 99 10 920 4 x 180 720
Ethanol FS 10881 99 10 921 4 x120 480
Gamma-GT FS (Szasz mod./IFCC stand.) 12801 99 10 920 4 x 200 800
Glucose GOD FS 10' 12500 99 10 923 4 x 200 800
Glucose Hexokinase FS 1251199 10 920 4 x 200 800
HbA1c net FS 13348 99 10 921 4 x 100 400
13348 99 10 920 4 x 200 800
HDL-C direct FS 13561 99 10 920 4 x 200 800
13561 99 10 921 4 x120 480
HDL-C Immuno FS 13521 99 10 920 4 x 200 800
1352199 10 921 4 x120 480
B-Hydroxybutyrate 21 FS 13711 99 10 921 4 x120 480
Iron FS Ferene 119119910921 4x120 480
Lactate FS 14001 99 10 921 4x120 480
LDH FS IFCC 14211 99 10 920 4 x 200 800
LDL-C Select FS 1412199 10921 4 x120 480
Lipase DC FS 1432199 10921 4 x120 480
Lp-PLA; FS 17181 99 10 922 1x50 50
Magnesium XL FS 1461099 10921 4 x120 480
NEFA FS 1578199 10 921 4 x120 480
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Clinical Chemistry

Parameter Cat. No. Tests/Kit T%s
Pancreatic amylase CC FS 10551 99 10 921 4 x120 480
Phosphate FS 15211 99 10 920 4 x 200 800
Phospholipids FS 1574199 10 921 4 x120 480
Potassium FS 1522199 10 921 4 x 100 400
Sodium FS 14808 99 10 921 4 x 100 400
Total bile acids 21 FS 1223899 10 921 4 x50 200
Total protein FS 12311 99 10 920 4 x 200 800
Total protein UC FS 1021099 10 921 4x120 480
Triglycerides FS 10' 1571099 19 923 4 x 200 800
UIBC FS 1192199 10 921 4 x120 480
Urea FS 13101 99 10 920 4 x 200 800
Uric acid FS TOOS 13001 99 10 920 4 x 200 800
Immunoturbidimetry
Parameter Cat. No. Tests/Kit T%s
Albumin in Urine/CSF FS (Microalb.) 10242 99 10 921 4 x 100 400
Antistreptolysin O FS 17012 99 10 921 4 x 100 400
Apolipoprotein A1 FS 17102 99 10 921 4 x 100 400
Apolipoprotein B FS 171129910921 4 x 100 400
Complement C3c FS 11802 99 10 921 4 x 100 400
Complement C4 FS 1181299 10 921 4 x 100 400
CRP FS 17002 99 10 920 4 x 200 800
CRP U-hs (hs application) 17045 99 10 920 4 x 100 400
Cystatin C FS 17158 99 10 921 4 x 100 400
17158 99 10 926 2x100 200
D-Dimer FS 17268 99 10 921 4 x 100 400
17268 99 10 926 1x 100 100
Ferritin SR 1724599 10921 4 x 80 320
17245 99 10 926 2x80 160
one HbAlc FS 13329 99 10 922 4 x 100 400
13329 99 10 927 2x100 200
Immunoglobulin A FS 17202 99 10 921 4 x 80 320
Immunoglobulin E FS 1723999 10921 4 x 80 320
1723999 10 926 2x80 160
Immunoglobulin G FS 1721299 10921 4 x 80 320
Immunoglobulin M FS 1722299 10 921 4 x 80 320
Lp(a) 21 FS 1713999 10921 4 x 100 400
Myoglobin FS 17098 99 10 921 4 x 100 400
17098 99 10 926 2x100 200
Prealbumin FS 10292 99 10 921 4 x 100 400
Rheumatoid factor FS 1702299 10921 4 x100 400
Transferrin FS 1725299 10 921 4 x 100 400
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About CE certification

The abbreviation CE stands for a certification mark, which indicates European conformity
with health, safety, and environmental protection standards for products sold within the
European Economic Area (EEA). It is as well found on products sold outside the EEA that
are manufactured in, or designed to be sold in, the EEA. This makes CE marking
recognizable as a quality sign worldwide even outside the EEA and allows free sale of the
product throughout the EEA.

CE Marking on applications represents the manufacturer’s declaration that a product meets
all applicable safety and environmental requirements or that the importer claims compliance
with the relevant EU legislation. CE marked products have undergone the relevant
conformity assessment procedure approved by validated test procedures and substantiated
by extensive documentation.

Providing CE applications is the manufacturer’'s commitment to ensure best possible assay
performance to guarantee the evidence of results with intended use.

In order to enable our customers to meet regulatory guidelines, DiaSys provides CE
applications for the complete range of their clinical chemistry and immunoturbidimetric
reagents on all DiaSys system analyzers.

CE marked applications comply with the European Directive 98/79/EC; certified according to
the quality management system ISO 13485.
CE marked applications allow laboratories to use the dedicated DiaSys system kits on the
respective DiaSys systems without further evaluation from their side thus avoiding labor,
cost and time consuming procedures.

A large share of the underlying data (such as precisions, method comparison, linearity, carry
over, interferences, various stability data etc.) is collected by DiaSys itself according to CLSI
protocols (The Clinical & Laboratory Standards Institute)

For applications and more:

https://Iwww.diasys-diagnostics.com/service-areal/instructions-for-use-reagents/

DiaSys Phone: +49 6432 91 46-0

Diagnostic Systems GmbH Fax: +49 6432 91 46-32

Alte Strasse 9 E-Mail: reagents@diasys.de

65558 Holzheim, Germany www.diasys-diagnostics.com August 2020

CHOOSING QUALITY.


mailto:reagents@diasys.de

