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By Royai Charter

EC Certificate - Production Quallty Assurance

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

No. CE 59279

Issued To: Volk Optical Inc
7893 Enterprise Drive
Mentor
Ohio
44060
© USA

In respect of:

Those aspects of Annex V related to securing and maintaining sterility in the manufacture of

single use ophthalmic lenses for diagnostic examinations and for use in the therapy of
intraocular abnormalities.

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 0086):

Frank Lee, EMEA Compliance & Risk Director

First Issued: 29 June 2001 Date: 29 April 2016 Expiry Date: 29 March 2021
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Page 1 of 1

Jltla: of tI e I‘JuL-nt Buj‘ T“w: ap|:iuval wr‘udr 5 1II pro 'jLCL) e mrwJ ar‘Jao' r‘.'aanui'actured by a third party on behalf of the cempén-;
rtificate, unless specifically agreed with BSI.
sued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS5 8PP. Tel: + 44 845 080 9000

BSI Assurance UK Limited, registered in England under number 7805321 at 385 Chiswick High Road, Landon W4 4AL, UK.
A member of BSI Group of Companies.
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