-|rEIEf|ex Risch Sdn. Bhd. (128555-V)

MEDICAL Rusch Mfg. Sdn. Bhd. (177085-X)

P.O. Box 28
Kamunting Ind. Estate
DECLARATION OF CONFORMITY 34500 Kamuniing, Perak
West Malaysia.
Manufacturer : Risch Malaysia EhOPe: 605-8915 1;1
Kamunting Industrial Estate ax: 605-8912 699
34600 Kamunting www.teleflexmedical.com

Perak Malaysia

Catalog No.: 19401, 19402

Device Group — Classification: HO01 — Class Ila Rule 2

Device Description: Humid-Vent Filter Compact S

We herewith declare that the above mentioned products meet the
provisions of the following EC Council Directives and Standards. All
supporting documentation are retained at the premises of the
manufacturer and may be accessed, where appropriate, direct from the
manufacturer or their European Representatives.

Authorized Representative:  Teleflex Medical
High Wycombe,
England

DIRECTIVES

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning Medical
Devices (MDD 93/42/EEC)

Notified Body: DEKRA CERTIFICATION GmbH
Handwerkstrale 15
D-70565 Stuttgart, Germany

Registration No.: 50076-16-02 C € 0124

Certificate of a QA System:  50076-51-01

Certificate on: Annex Il, Section 3 of the Directive 93/42/EEC
CE Mark was affixed: June 14, 2006

Technical File Compliance Confirmation

File No.: TF — HOO1* Issued By: _Meli Omar Date: January 31. 2005
Place: Rusch Sdn. Bhd.

Signature, Date: //’H I

Name: r\;ialr‘c;al 'Augustin

Position: Director, QARA - R&D

Note : This declaration is valid until June 2011

* Refer latest revision

A Division of Teleflex Incorporated
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