EC-CERTIFICATE

(Full quality assurance system)

DQS Medizinprodukte GmbH

hereby certifies that the company

Sunoptic Technologies, LLC

6018 Bowdendale Avenue
Jacksonville, FL 32216
United States of America

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

An audit, documented in a report, performed by DQS, has verified that this quality assurance
system fulfils the requirements of

Annex Il — excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

with respect to the following medical devices:

Surgical invasive fiberoptic light guides

The manufacturer is subject to surveillance according to Annex Il, Section 5. The CE marking
with the Notified Body Number (0297) may be affixed on the devices listed in the certificate. An
EC Design Examination Certificate according to Annex Il, Section 4 is required for class Il
devices covered by this certificate.

Certificate registration no. 207267 MR2

Certification ID 170502509

Date of certification 2010-07-04

Valid until 2014-09-06

Frank Graichen Stefan Hofmann
Managing Director Head of Certification Body

August-Schanz-StralRe 21, 60433 Frankfurt am Main, Tel. +49 (0) 69 95427-0, medical.devices@dgs.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Notified Body Number 0297.


mailto:medical.devices@dqs.de

