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Notified Body N" 0459

ATTESTATrcN / CERTIFICATE N'34048 rev. 0

D6livr6e a Paris le 29 mars 2018

lssued ln Parls on March 29th, 2018

ATTESTATION CE / EC CERTIFICATE
Approbation 
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ANNEX tt excluding section 4 Directive W4AEEC cancerning medical devices

Pour les dlsposltifs de classe lll, un certificat cE de conception est requis-
For class lll devices, a EC design certificate is required

Fabricant / Manufacturer

HANITA LENSES
Kibbutz Hanita

2288500 I$RAEL

Cat6gorie du{dee} dispositif{sl / Device(s) category

Lengffes de contact souples et dures, lentiltes intraoculaires, lentllles de eontact souples 54o/a de
teneur sn eau, anneau de tension capsulaire

Soft and hard contacf /enses, intraocular /enseg soft aontacf lenses 54Yo water content, capsular tension
nng

Voir d*tails *ur addendum / See attachment for additional information

Le LNE/G-MED atteste qu,i l.examen des r6suttats figurant dans le rapport ref6renc6 T{00216-5€1, le sy6tome d'e$surance

qualit€ - pour la conception, la production et le controle finat - des dispositifs m6dlcaux 6num6rfs ci-dessus esl eonforme aux

exigences de I'annexe ll excluant le point 4 de la Directive 93/42/GEE'

LNHG-MED ceriifios that, on fho basrs of tho results contained in the file referenced TA00216-*51, the quality sysfem - for deslgn,

manufacturing, and finat iispection - of medical devices listed hare above complies with the requirements of the Directive 93/42/EEC' annex

ll excluding section 4

La validit6 du pr$sent certificat est soumise A une vdrification pdriodique ou impr6vue
The validity of the certificate is subject to periodic or unexpected verification

D6but de validite / Effective date : March 29th,20{8 (included}

Valable jusqu'au / Expiry date : December 7th' 2019 (included)

LNE - 34048 rev. 0
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Addendum au certificat n'34048 rev- 0
Addendum of the cedificate n' 34048 rev.

Dossier / File N'T000216'5-5l

page 112
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ldentification des dispositifs I ldentification of devices

LNE/G-MED I 0459
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For the General Director.
Lionel DREUX

G-MED Certifi cation Director

ADD 720 DM 0701'31 rev 5 du 28t0712015

LgSwr*twire *xti*mg$ Se cxt&Hrulmgie g$ d-g*sm$s u Fta.rlls-'mcr.i pub'it ir{;ract;r. :ndustrici cr c'rnrmtrcial

L\E/C-MED n Organisnre notill4 n 0459

L nrr'Caston Boi$sier - ZiZZl paiirluO", 11 , Tc!. ;01 40 43 3? 00 - Fax :01 40 43 3? 37 " wwqlne"k ' &?'w'erlred'ff

Nom du disPositif m6dical
IradiCal deyreg iama

D6nomination commerclale
Commercidl designafion

Classe tlu DM
r$D irais

Intraocular Lens

OPAB 16

ila

OPAB 130

BALANCE (ABB3)

BAL 15

BAL 55

BAL 65

Blens

Seelens

Bunnylens/4-Lens AF

Seelens AF

SeeLens AF EASY

Bunnylens AF EASY/4'Lens AF EASY

Seelens MF

SeeLeNS MF EASY

BunnyLens MF/zLLens MF

Bunnylens MF EASY / a-Lens MF EASY

SeeLens HP

Bunnylens HPI 4-Lens HP

Vistor

Vistor F.ASY

lntraocular Lons and lnjector

Blens KIT

Seelens KIT

Bunnylens/4-Lens AF KIT

SeeLens AF KIT

Bunnylens AF/4{ens AF KIT

Seelens MF KIT

Bunnylens MFl4-Lens MF KIT

SeeLens HP KIT

Bunnylens HP/4-Lens HP KIT

Vistor KIT

Endo capsular Ring

ECR

CleaRing

Capsule Centerlng Devlce AssAnchor
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Addendum of the cerfifieate n" 34048 rev.0
Dossier / F,re N' TOO021 G5-S1
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LNE/G-MED i 0459

ce cerlilicat couvre les activit6s et les sites suivants :
This certificate covers thefollowing activities and sites:

Hanita Lenses

Kibbutz llanita 22885 00'Israel

Co.4pepfio-n, fabiicatiiln, oont6le fnal/ Desifi, n'am c iingJindl iontrol

Lionel DREUX
G-lttED Gertltication D lrector

720 DM 0701-31 rev 5 du 2AO7BO15
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