m medical imaging electronics

EC-Declaration of Conformity

according to Directive 83/42/EEC, Annex Il excluding scction (4)

MIE medical imaging electronics GmbH

represented by the presidents Thomas Kbl and Glnther W. Kkl

declares in own responsibility that following described system fulfills the requirements of Annex | of the

Directive 93/42/EEC.

Manufacturar:

Product Name:

Product Description:

Classiflcation:
Validity:

Mame and Address of Notified
Body:

Motified Body number:

MIE medical imaging electronics GmbH

Hauptstr. 112,

D-23845 Seth, Germany

Tel.: +49 4194 99770 mis@misgarmany.de
Fax; +49 4194 99F7F-55 WWW. M-S cintron.com
System ECAM - SCINTRON

Anger type of whole-body and SPECT Gamma-Camera with one alt.
two high resolution rectangular detectors and Nuclear Medicine
Workstation for the whole nuclear medicine diagnostic

Claszs lla
(according to Rule 10 of Annex X to Cauncil Directive B3/42/EEC)

This Declaration of Conformity is valid undil 26.05.2024

DEK.RA Certification GmbH
Hamndwerkstrale 15
D-TOS65 Stuttgar, Germany

0124

Quality Management System: EM IS0 13485:2016/AC: 2016
Medical Devicas — Quality Management Systams —
Reguirements for regulatory purposes
3
S
Seth, 20.08.2021 i i
Date j Signature President d
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