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ATTESTATION/ CERT\FICATE N' 9609 REV.3
D6livr6e i Paris le 15 mars 2010

lssued in Paris on March 1fth, 2010

ATTESTATION CE / EC CERTIFICATE
Approbation du Systeme Complet d'Assurance Qualit5 / Approval of full Quality Assurance System

ANNEXE ll point 3 Directive $|AACEE relative aux dispositifs m6rCicaux
ANNEX 11 section 3 DIRECTIVE 9T4ZEEC concerning medicaldevices

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

i
9
3
9

TEKIA, INC.
'17 Hammond Street, Suite 414,

IRVINE, CA 92618 USA

Cat6gorie du(des) dispositif(sl / Device(s) category

Lentilles intra-oculaires trois pidces en acrylique hydrophile

th ree p i ece h yd ro p h i I i c acryl i c i ntraocul a r /enses

Le LNE/G-MED atteste qu'i l'examen des r6sultats figurant dans le rapport r6f€renc6 K010041-R, le systdme d'assurance qualit6 -
pour la conception, la production et le contr6le final - des dispositifs m6dicaux 6num6r6s cidessus est conforme aux exigences de
l'annexe ll point 3 de la Directive 93l42lCEE.

LNEIG-MED cerlifies that, on fhe basis of the results contained in the file referenced K0I0O41-R, the quality sysfem - for design,
manufaduring, and final inspection - of medical devices listed here aboved complies with the requirements of the Directive g3/4VEEC, annex
llsedion 3

D6but de validit6 / Effective date : March 15th, 2010 (included)
Valable jusqu'au / Expiry date : May 1 1th,2012 (included)

LNE/G-MEDI c€l o+sg
LNE - 9609 rev. 3
Modifie le certificat 9609-2

Laboratoire national de m€trologie
LNE/C-MED . Organisn'ie notifi6 n' O459

Deputy Director
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Addendum au certificat n'9609 rev. 3
Addendum of the ceftificate n"9609 rev. 3
Dossier I File N'K010041-R
Date d'6mission / /ssurn g date: March 1gth, 2010
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ldentification des dispositifs I ldentification of devices

Product description Refercnce

TEK-LENS II

3 PIECE HYDROPHILIC ACRYLIC
INTMOCULAR LENSES

611, 611Y,
612,612Y,
613,613Y,

614,
616,616Y,
617 ,617Y,
6't8,618Y

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

D6claration de conformitti authentifi6e le 10 mars 2010
Declaration of Conformity authenticated on March 1A, ZO10

LNE/G-MErl( (lolsg
Directrice D616gu€e
Deputy Director
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