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ZERTIFIKAT ¢ CERTIFICATE &

SWISSTS
CERTIFICATE

The certification body of Swiss TS Technical Services AG
hereby confirms that the company

Ortho Select GmbH
Eltastrasse 2
D-78573 Wurmlingen

has introduced and applies a management system for

The development, manufacturing and distribution
of implants and instruments for osteosyntheses

according to:

ISO 13485:2003 Quality management
for medical devices

Registration number: 05-304-605
Initial certification date: 09.11.2005
Valid until: 08.11.2014

Heinrich A. Bieler
Head of the certification body

Wallisellen, 19.10.2011

The certification body
of Swiss TS Technical Services AG
A SVTI and TUV SUD company SCESmO013
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ZERTIFIKAT @ CERTIFICATE @

SWISSTS

CE-Certificate

Full quality assurance system

The conformity assessment body for medical devices of Swiss TS
Technical Services AG hereby certifies that:

Ortho Select GmbH
Eltastrasse 2
D-78573 Wurmlingen

has introduced and applies a full quality assurance system
according to annex 1.3 of directive 93/42 EEC.

for the products

according to annex

The full quality assurance system covers design, manufacturing and final
inspection of the products according to the requirements of annex 1.3 of
the directive 93/42 EEC. The quality assurance system is regularly
controlled by Swiss TS Technical Services AG according to annex I1.5.

Registration number: 05-304-717
First certification: 09-11-2005
Valid until: 08-11-2014

CE marking of conformity: c € 1 2 53

’

Heinrich A. Bieler
Head of the certification body

Wallisellen, 19.10.2011
Notified Body 1253

Swiss TS Technical Services AG
Richtistrasse 15

CH-8304 Wallisellen

Swiss TS, a company of SVTI and TUV SUD SCESmMO013




SWISSTS

Product list

To CE-Certificate -
Full quality assurance system
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Term UMDNS Class
Plates, Bone 13-050 lIb
Fixation Device, Internal, Nails 16-078 lIb
Screws, Bone 16-101 b
Fixation Device, Internal, Stables 16-103 IIb
Wires, Bone 16-104 le]
Fixation Device, Internal, Pin 16-085 lIb
Fracture Fixation System, external 15-767 lIb
Orthopaedic burs 17-995 lla
Saw Blades 13-449 lla
Handpiece, surgical 17-949 lla
Shaver System, Arthroscopy 17-918 lla
Shaver Blades 17-117 lla
K Pump System, Arthroscopy 17-223 lla
Arthroscopes, rigid 10-198 lla
g
Company name: Ortho Select GmbH
Applies to certificate: 05-304-717
First certification: 09.11.2005
Valid until: 08.11.2014

CE marking of conformity: c € 1 2 53

r

Heinrich A. Bieler
Head of the certification body

Wallisellen, 19.10.2011
Notified Body CE 1253 of
Swiss TS Technical Services AG

Richtistrasse 15 SCESmO013
CH-8304 Wallisellen . 1/1
Swiss TS, a company of SVTI and TUV SUD page

ZERTIFIKAT & CERTIFICATE




