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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 733368

Issued To: nerbe plus GmbH & Co. KG
Porschestrafie 25
Winsen/Luhe
21423
Germany

In respect of;

Those aspects of Annex V concerned with securing and maintaining the sterility of sterile
swabs.

Die Aspekte des Anhang V, die die Sicherstellung und Erhaltung der Sterilitdt von sterilen
Wattestdabchen betreffen.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V, The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

QCWV\ C_Raclc

Gary E Slack, Senior Vice President Medical Devices
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EC Certificate - Production Quality Assurance

Supplementary Information to CE 733368

Issued To: nerbe plus GmbH & Co. KG
PorschestraBBe 25
Winsen/Luhe
21423
Germany

NBOG Device description Intended purpose

codes(s)

Class Is

MDS 0106 Sterile swabs -
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