
EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 505756
Issued To: Johnson & Johnson MEDICAL GmbH

Robert-Koch-Strasse 1
Norderstedt
22851
Germany

In respect of:

The design, development and manufacture of Wound Closure Devices (Sterile) and
accessories and Electrosurgical instruments and accessories (Non-Sterile)

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Frank Lee, EMEA Compliance & Risk Director

First Issued: 01 November 2006 Date: 20 October 2016 Expiry Date: 31 October 2021
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



BOWA-electronic GmbH & Co. KG
Heinrich-Hertz-Strasse 4-10
Gomaringen
72810
Germany

Manufacture

Ethicon Inc
655 Ethicon Circle
Cornelia
Georgia
30531
USA

Manufacture

Ethicon, Inc.
Route 22 West
P.O. Box 151
Somerville
New Jersey
08876-0151
USA

Design
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List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 505756
Date: 20 October 2016
Issued To: Johnson & Johnson MEDICAL GmbH

Robert-Koch-Strasse 1
Norderstedt
22851
Germany

Subcontractor: Service(s) supplied
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



Wenzler Medizintechnik
Daimlerstrasse 18
Frittlingen
78665
Germany

Manufacture
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Certificate History

Certificate No: CE 505756
Date: 20 October 2016
Issued To: Johnson & Johnson MEDICAL GmbH

Robert-Koch-Strasse 1
Norderstedt
22851
Germany
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.

Date Reference
Number Action

01 November 2006 4884698 Transferred from another Notified Body.
08 April 2008 7186986 Reissue due to change of company name.

26 October 2011 7756512
Certificate renewal.
Update of scope to reflect devices currently manufactured.

25 April 2016 8332735 Removal of J&J Medical GmbH as significant subcontractor.

20 October 2016 8603375

Certificate Renewal. Addition of subcontractors Ethicon Inc,
Cornelia, BOWA Electronic GmbH, Gomaringen and Wenzler
Medizintechnik, Frittlingen; all for the activity of manufacture.
Addition of subcontractor Ethicon Inc., Somerville for the activity
of design.


