CERTIFICATE

DQS Medizinprodukte GmbH

hereby certifies that the company

ENSINGER Oo.

FRAGEN. DENKEN. LOSEN.

ENSINGER GmbH

Rudolf-Diesel-Strasse 8
71154 Nufringen
Germany

has implemented and maintains a Quality Management System.

Scope:
Development, production and sales mostly of plastic products for medical applications

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

EN ISO 13485 : 2003 + AC : 2009

Certificate registration no. 000900 MP29 ***** AR

Certification ID 170500771 * 'S Zeuptralstille deir Léndue;
1 ZEC 5 'ée?i?m”ii?nei&ijﬁ:un‘d
Date of certification 2010-05-31 Medizinprodukten
ate ot certiiicatio 010-05-3 * g x %X ZLG-2Q-987.99.07-46
Valid until 2012-05-31
Gl Q L. Sy W~
Frank Graichen Stefan Hofmann
Managing Director Head of Certification Body

August-Schanz-Strale 21, 60433 Frankfurt am Main, Tel. +49 (0) 69 95427-0, medical.devices@dqgs.de 1/2
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Annex to Certificate
Registration No. 000900 MP29
Certificate ID 170500771

ENSINGER GmbH

Rudolf-Diesel-Strasse 8
71154 Nufringen

Germany

Location Scope

Ensinger GmbH Development, production and distribution of
Werk Nufringen extruded parts, profiles as well as semi-
Rudolf-Diesel-Stralle 8 finished parts made of duromeres and
71154 Nufringen thermoplastics

Germany

Ensinger GmbH Development, production and distribution of
Werk Cham extruded, machined and cast parts, profiles
Wilfried-Ensinger-StraRe 1 and semi-finished products mostly made of
93413 Cham thermoplastics

Germany

Ensinger GmbH Development, production and distribution of
Werk Ergenzingen injection moulded parts made of
Mercedesstrasse 21 thermoplastics

72108 Rottenburg

Germany

This annex (edition: 2010-05-31 ) is only valid in connection

with the above-mentioned certificate. 2/2



