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ELEKTROTECHNICKY ZKUSEBNi USTAV 

ELECfROTECHNICAL TESTING INSTITUTE -CZECH REPUBLIC 

ELEKTROTECHNISCHE PRÜFANSTALT-TSCHECHISCHE REPUBLIK 

INSTITUT ELECfROTECHNIQUE D'ESSAIS -REPUBLIQUE TCHEQUE 

3JIEKTPOTEXHJ14ECKHH HCI1biTATEJibHbJi:l HHCTHTYT- 4EWCKMI PECilY6JIHKA 

Pod Lisem 129, 171 02 Praha 8 -Troja 

EC DESIGN-EXAMINATION 

CERTIPI CA TE 
issued in accordance with Annex 2 ofGovemment Order No. 54/2015 Coll. 
(Annex li of Directive 93/42/EEC) 

No.: MED 150089 

The Electroteclmical Testing Institute, Notified Body No. 1014, pe1fonned the design examination of medica1 device 

Nonabsorbable surgical suture made from polytetrafluorethylene, class 111 

SERAMON® 
Keydent® PTFE Dental Suture 
Pledgets as accessories 

Articles according to Iist CE24 

in accordance with Annex 2 clause 8 of Govemment Order No. 54/2015 Coll., which specifies technical requirements for medica1 
devices (Annex II clause 4 of Directive 93/42/EEC) at 

manufacturer SERAG-WIESSNER GmbH & Co. KG 
Zum Kugelfang 8-12, 95119 Naila, Germany 

and states that the design of medical device meets the provisions of Govemment Order No. 54/2015 Coll. (Directive 93/42/EEC) 

The details of the medical device design examination are presented in the audit report No. 501111 of: 28.05.2015. 

The manufacturer must infonn the notified body about any intention of substantial changes to the approved design of medical device 
which could affect the confonnity with essential requirements in accordance with Annex I of Govemment Order No. 54/2015 Coll. 
(Annex I of Directive 93/42/EEC). h1 that case the conditions under which the certificate has been issued are violated, the notified 
body may suspend the validity of the ce1tificate or cancel the certificate. 

Edition! 

The first issue of this certificate from with validity until 
The validity of this Certificate is limited until: 27.5.2020 

28.5.2015 

Prague Miroslav Sedlacek 
Head of Certification Body 
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