DiaSys

Diagnastic Systems

EU DECLARATION OF CONFORMITY

Manufacturer: DiaSys Diagnostic Systems GmbH
Alte Strasse 9
65558 Holzheim
Germany
SRN: DE-MF-000025417
(single registration number)
Product name Intended use Risk
class
Pyridoxal-5- Supplementary reagent for quantitative in vitro determination of ASAT | A

Phosphate FS

(GOT) and ALAT (GPT) in human serum or heparin plasma on
automated photometric systems.

We, as the manufacturer of the devices take sole responsibility for and hereby declare that the

mentioned products listed under Annex | meet the provisions of the Regulation (EU) 2017/746

on in vitro diagnostic medical devices

Conformity route:

Annex IX Quality Management System for class A devices and
technical documentation according Annex Il and Annex Il

DiaSys Diagnostic Systems GmbH

Holzheim, 2026-05-19

DY.J n GofKa

Mp agingd Director + CEO
Y
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DiaSys

Diagnastic Systems

Product name REF Analyser Basic UDI-DI
specific
Intended Use

Pyridoxal-5-Phosphate 2 5010 99 10 030 Supplementary | 40518392501084
FS reagent for
guantitative in
vitro
determination
of ASAT (GOT)
and ALAT
(GPT) in
human serum
or heparin
plasma on
automated
photometric
systems.
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