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ATTESTATION CE / EC CERTIFICATE
Approbation du Systime Gomplet d'Assurance Qualit6 / Approval of tullQuality Assurance Sysfem

ANNEXE ll point 3 Directive 93l42lCEE relative aux dispositifs m€dicaux
ANNEX ll section 3 DIRECTIVE 9Y42/EEC concerning medicaldevices

Fabricant {nom et adresse) / Manufacturer (naffE and addrcss)

TEKIA, INC.
{7 Hammond Street, Suite 414,

IRVINE, CA 92618 USA

Gat6gorie du(des) dispositif(sl / Devie(s) category

Lentilles intra-oculaires r6fractives de chambre ant6rieure en silicone.

Pha4c silinne anterior chamber iiltraocular lenses

Le LNEIG-MED atteste qu'i l'examen des r6sultats figurant dans le rapport r6f6renc6 K010041-R, le systlme d'assurance qualit6 -
pour la conception, la production et le contr6le final - des dispositifs m6dicaux 6num6r6s cidessus est conforme aux exigences de
I'annexe ll point 3 de la Directive 93l42lCEE.

LNE/G-MED ceftifies that, on the basis of the results contained in the file referenced K01A041-R, the quality sysfern - for design,
marufaduring, and final inspection - of medical devices listed here aboved complies with the requirements of the Directive 93/4VEEC, annex
llsedion 3

DSbut de validit6 / Effective date : November sth, 2009 (included)
Valable jusqu'au / Expiry date : May 1lth, 2012 {included)

LNE/c-MED; C€t 0459
For the General Director
Laurence DAGALLIER

tleputy Dircctor
LNE - 9610 rev. 3
Modifie le certificat 9610-2

Laboratoire national de m€trologie et d'essais " Erablissernel]t pubtic i caracrere tndustriel et commerciaj
LNE/G-MED " Organisme notifid n" O459
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l"t prrsri:' ure p*s:ion i pcrtager 
Date d'6mission / lssurn g date: November 5h, 2009

Certiiicaiiorl
iUadicai-Sant0

ldentification des dispositifs I ldentification of devices

Product description Reference

PH/\K C ANTERI OR CHAMBER I NTRAOCULAR
LENSES

KELI4AN DUET IMPLANT (Silicon optic / PMMA
haptic)

711.712

Se r6f6rer au(x) document(s) /See document(s)

D6claration de conformit6 authentifi6e h 23 Octobe 2{Xl9
D*lanlion of Conformity authenticated on Octoher 23, 2$)9

LNE/G-MEDI( (tolsq
ADD
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Pour Le Directeur G6n6ral
For the &neral Direclor
Laurence DAGALLIER

Directrice D6l6gu6e
Depdy Director

72ll DM 0701-3t rw I du 01112/2008
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