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ATTESTATION CE / EC CERTIFICATE
Approbation du Systime Complet d'Assurance Qualit6 / Approvat of tull Quality Assurance System

ANNEXE ll point 3 Directive 93l42lCEE relative aux dispositift m6dicaux
ANNEX ll section 3 DIRECTIVE 93/42/EEC conceming medical devices

Fabricant (nom et adresse) / Manufacturer (name and addrcss)

TEKIA, INC.
17 Hammond Street, $uite 414,

IRVINE, CA 92618 USA

Gat6gorie du(des) dispositif(sl / Device(s) category
Lentilles intra-oculaires en silicone et leurs accessoires.

Silicone intraocular /enses and their accessones

Le LNEIG-MED atteste qu'i I'examen des rdsultats tlgurant dans le rapport r6f6renc6 K010041-R, le systame d.assurancg qualit6 -
pour la concsptlon, la production et le contr6le final - des dlsposififs m6dicaux 6num6r6s cidessus Esi conforme aux exigences de
I'annexe ll polnt 3 de la Dlrecdve 93/42ICEE.

LNE/G'MED cedifies that, on fhe basis of the results contained in the file referenced KO1OO41-R, the quality sysfem - for design,
manufacturing, and final inspection - of medical devices listed here aboved complies with the requirements of the Directiie 93/4?JEEC, annex
ll section 3

D6but de validit6 / Effective dafe ; May 12th, 2009 (inctuded)
Valable jusqu'au / Expiry date : May l1th,2012 (included)


