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

No. CE 615365
Issued To: SAV-IOL SA

Falaises 74
2000 Neuchatel
Switzerland

In respect of:

Design, manufacture and final inspection of intraocular lenses

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 2797):

Gary E Slack, Senior Vice President Medical Devices
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 Number Device Name Intended purpose per IFU
Class IIb
35658 EDEN Implantable intraocular lens
35658 EDEN TORIC Implantable intraocular lens
35658 LUCIDIS Implantable intraocular lens
35658 LUCIDIS TORIC Implantable intraocular lens
35658 HARMONIS Implantable intraocular lens
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Date Reference
Number Action

23 December 2015 8165103 First issue.
07 February 2019 8481764 Traceable to NB 0086.
Current 3328556 Certificate renewed and device table added


