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ZERTIFIKAT ¢ CERTIFICATE

SWISS TS

CE-Certificate

Full quality assurance system

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

SWORTEC SA
Z.l. Les llettes, CP 70
CH-1870 Monthey 1

has introduced and applies a full quality assurance system
according to annex I1.3 of directive 93/42 EEC, including
the directive 2007/47/EC

for the product categories

Medical devices and associated software’s
dedicated to rehabilitation with neuromuscular
electrical stimulation

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 (including the directive 2007/47/EC). The quality
assurance system is regularly controlled by Swiss TS Technical Services
AG according to annex |I.5.

Registration number: 07-371-706
First certification: 16.07.2007
Valid until: 15.07.2013
CE mar?g of conformity: c € 1 253
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einrich A. Bieler

Wallisellen, 25.06.2010
Notified Body 1253

Swiss TS Technical Services AG
Richtistrasse 15

CH-8304 Wallisellen o
Swiss TS, a company of SVTI and TUV SUD SCESm013
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- Product list
= To CE-Certificate Production Quality assurance
g Product Categories GMDN-No. class rule
w MotionMaker ™ 38447 b 10
b= StimMaker ™ 38447 la 9
[
L Application Software 36502 b 10
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Company name: SWORTEC SA
Applies to certificate: 07-371-706 C € 1 2 5 3
First certification: 16.07.2007
Valid until: 15.07.2013
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Heinrich A. Bieler

Wallisellen, 25.06.2010
Notified Body CE 1253 of

Swiss TS Technical Services AG SCESm013
Richtistrasse 15

CH-8304 Wallisellen

Swiss TS, a company of SVTI and TUV SUD
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