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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 066097 0091 Rev. 04

Product Service

Holder of Certificate: B. Braun Avitum AG

B/BRAUN Schwarzenberger Weg 73-79
SHARING EXPERTISE 34212 Melsungen
GERMANY

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production, Distribution and
Servicing of Active and Non-Active Medical Devices for
Extracorporeal Blood Treatment (Hemodialysis, Acute
Dialysis, Apheresis);

Design and Development, Production and Distribution of
Non-Active Medical Devices in various Therapies; Design and
Development, Production, Distribution and Servicing of
Active Medical Devices for Reverse Osmosis Systems,
Central Concentrate Supply, Ring Piping and Hot Rinse
Disinfection Systems; Design and Development, Production
and Servicing of Active Medical Devices for Intensive Care

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). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?g=cert:Q5 066097 0091 Rev. 04

Report No.: 713232489 713255066 _CN
Digitally signed by Ceaicovschi Tudor
Valid from: 2023-03-17 Date: 2024.10.03 16:43:34 EEST
Valid until: 2024-07-31 B Mol e
[MOLDOVA EUROPEANA |
CD_
Date, 2023-03-17 Christoph Dicks

Head of Certification/Notified Body
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

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

Facility(ies): B. Braun Avitum AG
Schwarzenberger Weg 73-79, 34212 Melsungen, GERMANY

See Scope of Certificate

B. Braun Avitum AG

Am Buschberg 1, 34212 Melsungen, GERMANY

See Scope of Certificate

B. Braun Avitum AG

Dérnbach 22, 34286 Spangenberg, GERMANY

See Scope of Certificate

B. Braun Avitum AG, Werk Glandorf
Kattenvenner Strale 32, 49219 Glandorf, GERMANY

See Scope of Certificate
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