|

Imtmedica

EC Declaration of Conformity

The company

imtmedical ag

Gewerbestrasse 8
9470 Buchs SG
Switzerland

declares on sole responsibility that the following medical products of class Ilb

Description Product name Type(s)
Ventilator bellavista 1000
Ventilator bellavista 1000e
Ventilator bellavista 1000 neo

comply with the essential requirements (Annex |) of Directive 93/42/EEC as amended by Annex I
of Directive 2007/47/EC.

Notified Body DEKRA Certification GmbH
Handwerkstrasse 15
D-70565 Stuttgart
Identification no.: 0124

Directive/Standard Date of Valid until Certificate No.
Certification

Annex |l, Directive 93/42/EEC 2018-10-27 2023-10-26 50747-16-04

EN ISO 13485:2016 2018-10-27 2021-10-26 50747-14-00

The conformity of the products with the applicable provisions of Annex Il excluding section (4) of
Directive 93/42/EEC is declared by affixing the CE marking

C€ o

imtmedical ag

Buchs, October 27, 2018 Ramin Amiri, Regulatory Affairs- & Quality Manager
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