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ZERTIFIKAT e CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 045726 0014 Rev. 00

Holder of Certificate: Hoffrichter GmbH

OUTE Mettenheimer Stralle 12/14Digitally signed by Maxim Victor
HOFFRICHTER 19061 Schwerin gate: 29%\/} ({gsoé 0%;'23;2£1 EEST
5ervona Respiratory Care GERMANY ng;;)ll(l)n 1\(/)[01d10g\?a 1gnature
Facility(ies): Hoffrichter GmbH

Mettenheimer Stralle 12/14, 19061 Schwerin, GERMANY

Certification Mark:

\ ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and development, production, distribution
and service of Lung ventilators, Respiration-
Therapy-Devices as well as Software for evaluation
and service

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713163944
Valid from: 2019-11-01
Valid until: 2022-10-31

C@IL\/

Date, 2019-10-31 Christoph Dicks
Head of Certification/Notified Body
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TUV SUD Product Service GmbH - Certification Body ¢ Ridlerstraie 65 + 80339 Munich ¢ Germany
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