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ZERTIFIKAT ¢ CERTIFICATE ¢

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 17 08 66097 082

Manufacturer: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
GERMANY

Facility(ies): B. Braun Avitum ltaly S.p.A.

Via XXV Luglio, 11, 41037 Mirandola (MO), ITALY

Product Accessories for dialysis, infusion and apheresis
Category(ies): (class | sterile)

The Certification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with
MDD Annex V. This quality assurance system covers those aspects of manufacture concerned
with securing and maintaining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Directive. It is subject to periodical surveillance. See also
notes overleaf.

Report No.: 713113517

Valid from: 2018-01-10

Valid until: 2023-01-09

Date, 2017-10-11 ;
Stefan Prei

TOV SUD Product Service GmbH is Notified Body with identification no. 0123
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ZERTIFIKAT © CERTIFICATE & .U .[

CERTIFICATE
No. Q1N 16 06 66097 071

Holder of Certificate: B. Braun Avitum AG
Schwarzenberger Weg 73-79
34212 Melsungen
GERMANY

B. Braun Avitum AG
Schwarzenberger Weg 73-79, 34212 Melsungen,
GERMANY

Facility(ies):

B. Braun Avitum AG
Am Buschberg 1, 34212 Melsungen, GERMANY

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

Certification Mark:

Scope of Certificate:

Servicing of Active and Non-Active Medical Devices for
Extracorporeal Blood Treatment (Hemodialysis, Acute

Dialysis, Apheresis);

Design and Development, Production and Distribution

Product Service

of Non-Active Medical Devices in various Therapies;

Distribution and Servicing of Active Medical Devices for

Reverse Osmosis Systems, Central Concentrate

Supply, Ring Piping and Hot Rinse Disinfection Systems

Applied EN ISO 13485:2012 + AC:2012

Swndard(s): Medical devices - Quality management systems -
Requirernents for regulatory purposes

(ISO 13485:2003 + Cor. 1:2009)

DIN EN ISO 13485:2012

The Certification Bedy 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.: 713078602
Valid from: 2016-08-01
Valid until: 2019-07-31
Date, 2016-07-27 ;

Stefan Preif
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