ConvaTec GDC

- First Avenue
l I Deeside Industrial Park
St Flintshire CH5 2NU
United Kingdom
Convalec Telephone: 01244 584300

P R R — ey
www.convatec.com

DECLARATION OF CONFORMITY

DMR Product Group 1010A: Urology Catheters
Classification (MDD Annex IX): Class | Rule 5

This is to confirm that the medical device products in the attached list comply with the Essential
Requirements laid down in Annex | of Council Directive 93/42/EEC and are CE-marked in
accordance with the requirements of Annex V of this Directive.

Manufacturer: ConvaTec Limited,
Address: First Avenue,
Deeside Industrial Park
Deeside
CH5 2NU

United Kingdom

Notified Body: BSi (0086)

This Declaration of Conformity is valid for an undetermined period of time.

Signed: Date:

oshiliz

Linda Harris (dd/mm/yyyy)
Regulatory Affairs Director
Europe, Middle East and Africa

Issue: 7
Issue Date: 5" November 2012
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ConvaTec ConvaTec GDC

First Avenue

Deeside Industrial Park
Flintshire CH5 2NU
Spojené kralovstvi
Tel.: 01244 584300

www.convatec.com

PROHLASENI O SHODE

DMR produktova skupina 1010A: Urologické katétry
Klasifikace (Dodatek IX Smérnice o zdravotnickych prostredcich):
Trida | Pravidlo 5

Timto potvrzujeme, Ze zdravotnické prostfedky uvedené v pfipojeném seznamu spliuji
zakladni pozadavky stanovené Dodatkem | smérnice Rady 93/42/EHS a jsou opatfeny
oznacCenim CE v souladu s poZadavky Dodatku V této Smérnice.

Vyrobce: ConvaTec Limited,
First Avenue
Deeside Industrial Park
Deeside
CHS5 2NU
Spojené kralovstvi

Notifikovana osoba: BSi (0086)

Toto Prohlaseni o shodé se vystavuje na dobu neurcitou.
Podepsano:

Linda Harris Datum:
Reditelka Regulatornich zalezitosti
Evropa, stfedni vychod a Afrika 5.11.2012



DMR PRODUKTOVA SKUPINA 1010A: UROLOGICKE KATETRY
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