G M ey D ATTESTATION /CERTIFICATE N° 33808 rev. 1
L Déllvrée & Paris le 26 novembre 2019

GROUPE LNE Issued In Paris on November 26th, 2019

ATTESTATION CE /EC CERTIFICATE

Approbation du Systdme d'assurance Qualité de la Production/ Approval of Production Quality Assurance Syslem
ANNEXE V point 3 Directive 93/42/CEE relative aux dispositife médicaux
ANNEX V seclion 3 DIRECTIVE 9342/EEC conceming medicel devices
Pour les dizpositifs de classe IIb ou Hl, un certificat CE de type est requis
For clasa lib or lll davices, a EC type certificate is required

Fabricant / Manufacturer

HANITA LENSES
Kibbutz Hanita
2288500 ISRAEL

Catégorle du{des) dispositifis) /Device(s) calegory

Systéme de fourniture de lentille intra-oculaire pliable utilisé pendant les interventions
ophtalmologiques

Foldable Intra Ocuiar Lens Delivery System used during ophthaimology procedures

Voir détails sur addendum
See attachment for additional information

GMED atteste qu'd I'examen des résultats flgurant dang le rapport référencé T000486-1-R, le systdme d'assurance quallié - pour la
production et le contrdle final - des dispositifs médicaux énumérés cl-dessus est conforme aux exigencee de I'annexe V point 3 de
la Directive 93/42/CEE.

GMED certifies that, on the basis of the resuits contained In the file referenced TO00486-1-R, the quality system - for manufacivring and final
inspection - of medical devices listed here above complies with the requirements of the Directive 9342/EEC, annex V section 3.

La validité du présent cerlificat est soumise & une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Début de validité / Effective date : November 26th, 2019 (included)
Valable jusqu'au / Expiry date : December 7Tth, 2022 (included)

Béatrice LYS
Renouvelie le certificat 33908-0 Technical Director

GMED - 33808 rev. 1

GMED,_bS-P-v0-0F-2018

0 € » Organisme Notifié/Notified Body n® 0459
3 ::.' 40 43 37 00 » gmed.fr

Siége social : 1, rue Ga%iﬁgh%gg

Location: Moldova

BGMED » Société par Agtiofig g‘ ﬁéeeaw caipital delf 6



_—— Addendum au certificat n° 33908 rev. 1 page 1/1
G M - D Addendum of the certificate n° 33908 rev. 1

— Dossier / File N° T000486-1-R
GROUPE LNE

Identification des dispositifs / /dentification of devices

Classe du
Description du Dispositif Médicsl | Référence Commerciale du Dispositif Médical ";&“gl"
Medical Devics Description Medical Device Commerciel Reference Number Medlical Device
Class
Injectors for IOL insertion Softdect 1.8 and Softlect 2.4 lia

Ce certificat convre les activités et les sites suivants :
This certificate covers the following activities and sites:

Hanita Lenses
Kibbutz Hanita 2288500 Israel

Fabrication, contrile final / Manufacturing, finai control

GMED | 0459

On behalf of the Prasident

Béatrice LYS
Technical Director

GMED - Société par Actions Simplifiée au capital de 300 000 € + RCS Paris 839 022 522 » Organisme nofifié n° 0459
Siége social ; 1, rue Gaston Boissier - 75015 Paris = Tél. : 01 40 43 37 GO0 » gmed.fr

ADD - 720 DM 0701-31 rev B ou D108/2018



I
G M [ D ATTESTATION / CERTIFICATE N° 34048 rev. 2
[

GROUPE Délivrée & Paris le 26 novembre 2019
LNE issued in Paris on November 26th, 2019

ATTESTATION CE /EC CERTIFICATE

Approbation du Systdme Complet d'assurance Qualltd/ Approval of full Quaiity Assurance Sysiem
ANNEXE Il axcluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX it excluding section 4 Directive 93/42/EEC concerning medical devices

Pour les dispositifs de classe ll, un cartificat CE de conception est requis
For class lll devices, a EC design certificate is required

Fabricant / Manufacturer

HANITA LENSES
Kibbutz Hanita
2288500 ISRAEL

Catégorle du(des) dispositif(s) / Device(s} cafegory

Lentilles intraoculaires, anneau de tension capsulaire pliable et systéme de livraison de lentllle
intraoculaire

Infraocular lenses, capsular tension ring and Foldable Intra Ocular Lens Delivery System

Voir détails sur addendum / See attachment for additional information

GMED atteste qu'd Pexamen des résultats figurant dans le rapport référencé TODD4BE-1-R, TO00486-2-DOCR, le systdme
d'asgurance qualitsé - pour la conceptlon, la production et le contrdle final - des dispositifs médicaux énumérda cli-dessus ast
conforme aux exigences de I'annexe Il excluant le point 4 de la Directive 93/42/CEE.

GMED certifies thai, on the basis of the resuls contained in the fife referenced T000486-1-R, TODO486-2-DOCR, the qualily system - for
design, manufactuning, and final inspection - of medical devices listed here above complies with the requirements of the Directive
G3M2/EEC, annex I excluding section 4

La validité du présent certificat est soumise & une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Début de validité /Effective date : November 26th, 2019 {included)
Valable jusqu'au /Expiry date : December 7th, 2022 (included)

GMED - 34043 rev. 2
g Renouvelle le certificat 34048-1 Technical Director

GMED - Société par Actions Simplifiée au capital de 300 D00 € » Organisme Notifié/Notified Body n® 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr
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GROUPE LHNE

Addendum au certificat n® 34048 rev. 2
Addendum of the ceificate n° 34048 rev. 2
Dossier / Fite N° T0O00486-1-R, T000486-2-DOCR

page 1/2

Identification des dispositifs / /dentification of devices

Nom du dispositif médical
Madical device name

Dénomination commerciale
Commercial designation

Classe du DM
MD Class

Intraocular Lens

OPAB 18

OPAB 130

BALANCE (ABBE3)

BAL 15

BAL 5%

BAL B5

Blens

Seslens

Bunnyiens

Bunny! ans Easy

Bunnylens/4-Lens AF

Seslans AF

Seelens AF EASY

BunnyLens AF EASYF4-Lens AF EASY

Seelens MF

Seelons MF EASY

Bunnybens MF/d-Lens MF

BunnyLans MF EABY / 4-Lens MF EASY

Seelens HP

BunnyLens HF{ 4-Lens HP

Seelens HP Easy

BurnyLens HP Easy

Vistor

Vistor EASY

Intansity SL

intenajty BN

Intensity BN EZ

intraccular Lens including Kiis with
Injector SaftJect

Blans KIT

Seelans KIT

BunnylLens/4-Lens AF KIT

Seelans AF KIT

BunnyLens AF/4-Lens AF KIT

BeolLens MF KIT

BunnyLens MF/4-Lens MF KIT

Seolens MP KIT

SunnyLens HP/d-Lengs HP KIT

Visitor and Vistor EASY KIT

Endo capsular Ring

ECR

CleaRing

Capaule Centering Davice

Hb

GMED | 0459

BMED = Socité par Actions Simplifide au capital de 300 000 € » Organisme Notitié/Notified Body n® D459

On behalf of the President

Béatrice LYS
Technical Director

Sidge social : 1, rue Gasion Baissier - 75015 Paris » Tél, : 01 40 43 37 00 ¢ gmed.fr

ADD - 720 DM 0701-31 rev 8 du 1/08/2G16




. Addendum au certificat n® 34048 rev. 2 page 2/2
G M [ D Addendum of the certificate n® 34048 rev. 2

[ Dossier / File N° T000486-1-R, T000486-2-DOCR
GROUPE LNE

Ce certificat couvre les activités et les sites suivants :
This certificate covers the following activities and sites:

Hanlta Lenses
Kibbutz Hanita 2288500 Israel

Conception, fabrication, contréle final / Design, manufacturing, finai control

GMED | 0459

On behalf of the President
Béatrice LYS
Technical Director

GMED « Sociétd par Actions Simplifiée au capital de 300 000 € = Organisme Notifié/Notified Body n® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris ¢ Tél, ;07 40433700 » gmed.lr ADD - 720 DM 0701-31 rev 6 du 0140872018



G M — D CERTIFICAT
— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 34047 Rev. 2

GMED certifle que le systéme de management de la qualité développé par
GMED certifies that the quality management system developed by

HANITA LENSES
Kibbutz Hanita
2288500 ISRAEL

pour les activités
for the activities

Conception, fabrication et vente de lentilles de contact souples et dures, lentilies intraoculaires,
anneaux de tension capsulaire. Fabrication et vente de systéme de livraison de lentille intraoculaire
pliable

Design, manufacturing, and sales of soft and hard contact lenses, intraocular lenses, and Capsular Tension
Rings. Manufacturing and sales of Foldable Intra Ocular Lens Delivery System

réalisées sur le(s) site(s) de
performed on the location(s) of

Hanlta Lenses
Kibbutz Hanita 2288500 ISR

est conforme aux exigences des normes internationales
complies with the requirements of the infernational standards

NF EN ISO 13485 : 2016

Début de valldité / Effeclive date : November 26th, 2019 {included)
Valable jusqu'au /Expiry dafe : December Tth, 2022 {Included)
Etablile //ssuedon: November 28th, 2019

cofruc On behalthof-the-PTe
. Béatrice LYS
E Technical Director
{ERTIRCATION GMED N° 34047-2
g‘ % mm Ce certificat est déllvré salon les régles de certification GMED 7 Thig certiflcate |s [ssued according 1o the rules of GMED certification
40804

stportke daponible ru Renowvella le certificat 34047-1

GMED - Société par Actions Simplifiée au capital de 300 000 € = Organisme Notifié/Notifiad Body n® 045%
Sidge social : 1, rue Gaston Boissier - 75015 Paris ¢ Tél. ;: 01 40 43 37 00 » gmed.fr



G M — D CERTIFICAT
— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 34047 Rev. 2

GMED certifle que le systéme de management de la qualité développé par
GMED certifies that the quality management system developed by

HANITA LENSES
Kibbutz Hanita
2288500 ISRAEL

pour les activités
for the activities

Conception, fabrication et vente de lentilles de contact souples et dures, lentilies intraoculaires,
anneaux de tension capsulaire. Fabrication et vente de systéme de livraison de lentille intraoculaire
pliable

Design, manufacturing, and sales of soft and hard contact lenses, intraocular lenses, and Capsular Tension
Rings. Manufacturing and sales of Foldable Intra Ocular Lens Delivery System

réalisées sur le(s) site(s) de
performed on the location(s) of

Hanlta Lenses
Kibbutz Hanita 2288500 ISR

est conforme aux exigences des normes internationales
complies with the requirements of the infernational standards

NF EN ISO 13485 : 2016

Début de valldité / Effeclive date : November 26th, 2019 {included)
Valable jusqu'au /Expiry dafe : December Tth, 2022 {Included)
Etablile //ssuedon: November 28th, 2019

cofruc On behalthof-the-PTe
. Béatrice LYS
E Technical Director
{ERTIRCATION GMED N° 34047-2
g‘ % mm Ce certificat est déllvré salon les régles de certification GMED 7 Thig certiflcate |s [ssued according 1o the rules of GMED certification
40804

stportke daponible ru Renowvella le certificat 34047-1

(LR

[ x

GMED - Société par ADliphsIBiriplifiée ¢ Papiiatsla i € « Organisme Notifié/Notified Body n® 045%
Sikge social : 1, rue GaElore EXI2$i69 1 79 SFFER ";? 91|40 43 37 00 = gmed.fr



Mini Incision implantation

® Easily and safely injected through an incision as small as 1.8 mm.
e lower surgically induced astigmatism.

® Fast recovery after surgery, less inflammation.

® less frauma fo the cornea and the eye.

® less endothelial cell loss.

Technical Specifications

émm 28l

Overall diameter ..................... 11.00 mm —
Optic diameter ....................... 6.00 mm
Power range..............cc... 10.0 to 30.0 (0.5D increments) 4mm D11mm

31.00 to 35.00 (1.0 D increments)
Optic design ........ooooeiieiii Multifocal Diffractive Apodized Aspheric & i
Fdge design........................... 360° Continuous Square Edge afgu,aﬂm
Haptic angulation.................... OF
Material .................o Hydrophilic Acrylic HEMA/EOQEMA copolymer
RIS UV Blocker and violet light filter
Refractive Index....................... 1.46 (hydrated @ 35°]
YAGlaser......oooocccoevviinn. Compatible
Estimated A constant................ SRK/T IOLMASTER biometry: 118.5*

SRK/T US biometry: 118.16*
Placement ...........c..ocooooi Capsular Bag

CE Approved

* It is recommended that surgeons personalize their A-constant based on their
surgical techniques and equipment, experience and postoperative results.
For more information please visit Hanita Llenses web site.

Digitally signed by Pereteatco A >
Date: 2021.10.07 23:48:25 EES%

Hanita Lenses

Hanita Lenses is a worldwide trusted manufacturer
and provider of infraocular lens solutions for cataract
surgery. VISIBLE
With more then 30 years of experience in meeting PERFECTION
the varied needs of ophthalmic surgeons, the Hanita
lenses name is synonimus with high quality, reliability
and service.

ADD. F

- ~  Bunnvlens MF

|—| O n ”-O www.hanitalenses.com  e.mail: markefing@ hanitalenses.com . . : B
The Premium  ulti ocal Solution

T1042 07/12

oS! * /s
4
3 g%“




Bunnylens MF, ihe new diffractive
multifocal aspheric intraocular lens from
Hanita Lenses, provides the patient with
an excellent depth of focus for the near,
intermediate and far visual ranges.
The use of Bunnylens MF reduces
spectacle dependency for reading,
driving or using the computer.

Advanced Optical Design

The Bunnylens MF was designed using the most advanced tools by a professional R&D team of
optical and mechanical engineers.

The optical diffractive apodized aspheric profile was developed using proprietary algorithms
and the Zemax™ software. Calculations were optimized in order to provide optimal energy
distribution in different light conditions, minimize spherical aberrations and generate +3.0 D
addition power for near vision, equivalent to +2.4D at the spectacle plane.

Apodized Diffractive Optics

The aspheric - diffractive profile of the Bunnylens
AF has been clinically proven to provide an
excellent and aberration free vision, in all
conditions and for all distances.

The diffractive steps are located in the 4mm
central zone, suiting pupil sizes in various
lighting conditions.

The steps follow an apodization function,
meaning they reduce in height according to an
algorithm designed so the patient can function
comfortably all day long.

Geometrical Design

® Bunnylens MF ensures excellent
stability and centration due to the
4-point haptic design.

* \Wide angle of contact with the
capsular bag.

® 360" sharp square edge for lowered
fee?

SEM image of Bunnylens MF
edge design [ 1]

[1]image by Prof. Manfred Tetz, ATK
Spreebogen Berlin.

Bunnylens MF provides wide angle
of confact with the capsular bag

Clinical Evaluation Results’

Visual Acuity for Varied Distance

The state-ofthe-art apodized diffractive surface
provides visual functionality throughout the day:

® In photopic conditions, when the pupil is

100
90
&0

Energy distribution between far (blue) and near (red) vision

small, the Bunnylens MF distributes 65% of %:g ad —-
the light for far vision and 35% for near vision, %50-%{ —li
iding light for all daytime activit je .
providing light tor all daytime activities. 9 e
® In mesopic and scotopic conditions, distance 5?2 U
4 —

vision gets most of the light energy, enabling
night vision and driving in the dark, when the
pupil is enlarged.

Pupil diameter [mm]

00 16 24 30 36 40 44 48 52 58 60

Binocular Vision
Designed to rejuvenate 0-30
vision, the Bunnylens MF o2
works in harmony with 125
the pupil to provide a @ 020
quality depth of vision <
for all distances. 3 o4
© 0.10
§
0.05
000 Distance 100cm 63cm 40cm
M Average 0.00 0.28 0.22 0.10
Contrast Sensitvity
Due to its aspheric 2 ———
optical design profile 18 - ~=Photopic
P ) ' 1.6 4/ ¢ ~fi-Mesopic -
clinical results of the .
. 14 ~ —
Bunnylens MF showing i ~ I~
superior contrast S ~
. 1 w 1 S
sensetivity providing = ag \‘\!
sharper vision in all 0.6
lightning conditions. 04
02
0
3.00 6.00 9.00 15.00 18.00 21.00

Cpd

* Based on the multicenter study of the Seelens MF lenses by Prof. M. Tetz, Prof. R. Bellucci, Prof. J.L. Aloi
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GMED_b2)

.
[ ATTESTATION / CERTIFICATE N° 34048 rev. 5
_— Délivrée a Paris le 17 mars 2021

FRBWEE LMNE Issued in Paris on March 17th, 2021

ATTESTATION CE / EC CERTIFICATE

Approbation du Systéeme Complet d'assurance Qualité/ Approval of full Quality Assurance System
ANNEXE Il excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX Il excluding section 4 Directive 93/42/EEC concerning medical devices

Pour les dispositifs de classe lll, un certificat CE de conception est requis
For class Ill devices, a EC design certificate is required

Fabricant / Manufacturer
HANITA LENSES
Kibbutz Hanita
2288500 ISRAEL

Catégorie du(des) dispositif(s) / Device(s) category

Lentilles intraoculaires, anneau de tension capsulaire pliable et systeme de livraison de lentille
intraoculaire

Intraocular lenses, capsular tension ring and Foldable Intra Ocular Lens Delivery System

Voir document complémentaire GMED / See GMED additional document
n° 38190

GMED atteste qu'a I'examen des résultats figurant dans le rapport référencé T001073, le systéme d'assurance qualité - pour la
conception, la production et le contréle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences de
I'annexe Il excluant le point 4 de la Directive 93/42/CEE.

GMED certifies that, on the basis of the results contained in the file referenced T001073, the quality system - for design, manufacturing, and
final inspection - of medical devices listed here above complies with the requirements of the Directive 93/42/EEC, annex |l excluding section
4.

La validité du présent certificat est soumise a une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Début de validité [ Effective date : March 17th, 2021 (included)
Valable jusqu'au / Expiry date :  May 26th, 2024 (included)

Digitally signed by Pereteatco 4 i%g 7 DocuSigned by:
Date: 2021.09.17 22:32:21 EESEs Y .
LA Pratrioe ‘/15
EF33BDA9BAAD4AS...
On behalkg e President
GMED - 34048 rev. 5 Béatrice LYS
Modifie le certificat 34048-4 Technical Director

GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n° 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 « gmed.fr





= Document complémentaire GMED n° 38190 rev. 0 page 1/2
p— GMED additional document n° 38190 rev. 0
= Dossier(s) / File(s) N° T001073

Délivré a Paris le 17/03/2021
BRENE Issued in Paris on 03/17/2021

Ce document complémentaire GMED n° 38190 rev. O atteste de la validité du certificat
CE n° 34048 rev. 5 au regard des informations listées ci-dessous.

This GMED additional document N° 38190 rev. 0 attests to the validity of CE certificate n°
34048 rev. 5 with regard to the information listed below.

Fabricant / Manufacturer: Hanita Lenses
Kibbutz Hanita
2288500 Israel

Identification des dispositifs / Identification of devices

Désignation du dispositlf / Accessories Réf commerciale du Classe du DM
marqués CE dispositif ou code article MD Class

Device designation / EC marked accessories Device commercial reference or
article code

EXTEND SL
EXTEND SL EASY
EXTEND BN
EXTEND BN EASY
EXTEND Toric
EXTEND Toric EASY
OPAB 16
OPAB 130
BALANCE (ABB3)
BAL 15
BAL 55
BAL 65

Blens b
Intraocular Lens SeelLens
BunnyLens
BunnyLens Easy
BunnyLens/4-Lens AF
Seelens AF
Seelens AF EASY
BunnyLens AF EASY/4-Lens AF EASY
Seelens MF
SeelLens MF EASY
BunnyLens MF/4-Lens MF
BunnyLens MF EASY / 4-Lens MF EASY
SeelLens HP
BunnyLens HP/ 4-Lens HP

DocuSigned by:

GMED| 0459 Babre bys.

GMED - 38190 rev. 0 On behalf of the President
Béatrice LYS
Technical Director

GMED -« Société par Actions Simplifiée au capital de 300 000 € « Organisme Notifié/Notified Body n® 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr 720 GMED 0901-4 rev 1 du 15/09/2020





GROUPE LNE

Document complémentaire GMED n° 38190 rev. 0

p— GMED additional document n°® 38190 rev. 0
= Dossier(s) / File(s) N° T001073

page 2/2

Délivré a Paris le 17/03/2021
Issued in Paris on 03/17/2021

Désignation du dispositlf / Accessories
marqués CE
Device designation / EC marked accessories

Réf commerciale du
dispositif ou code article
Device commercial reference or

article code

Classe du DM
MD Class

Intraocular Lens

Seelens HP Easy
BunnyLens HP Easy
Vistor
Vistor EASY
Intensity SL
Intensity BN
Intensity BN EZ
Intensity SL HP
Intensity BN HP
Intensity SL HP EZ
Intensity BN HP EZ
VisTor MF
VisTor MF Easy
INTENSITY Toric
INTENSITY Toric EZ
INTENSITY Toric HP
INTENSITY Toric HP EZ

Intraocular Lens including Kits with Injector SoftJect

Blens KIT
Seelens KIT
BunnyLens/4-Lens AF KIT
Seelens AF KIT
BunnyLens AF/4-Lens AF KIT
SeelLens MF KIT
BunnyLens MF/4-Lens MF KIT
Seelens HP KIT
BunnyLens HP/4-Lens HP KIT
Visitor and Vistor EASY KIT

Endo capsular Ring

ECR
CleaRing

Capsule Centering Device

AssiAnchor

IIb

Sites couverts et Activités / Locations and Activities

Sites / Locations

Activités / Activities

Hanita Lenses
Kibbutz Hanita
2288500 Israel

Conception, fabrication, contrble final /
Design, manufacturing, final control

GMED | 0459

GMED - 38190 rev. 0

DocuSigned by:

Bratriee (s

EF33BDA9BAAD4AS. ..

On behalf of the President
Béatrice LYS
Technical Director

GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr

720 GMED 0901-4 rev 1 du 15/09/2020






nita Lenses

o Modified C haptic shape

e Square edge design - Optic and Haptic

e High refractive index

e Excellent memory - Superior foldability - Slow and
gentle unfold"'"g___

® Mcnufccture""“fro Z'f EMA/EOEMA,
25% water content W[fh uv blocker

e Yag laser comp_ctiib_lg

e Insertion through a 2mm - 3.2mm

Overall length............. cerererenssesnerensennnnene 12,50 M
OpHiC dIaMELEr...cvcvverecrcrcieiseinsinersassssisssneeenee 6.00 MM
POWET BANGE.isimmissisnsimisnvainivinssasnsimsnss +1.00 to +7.00 (1 dpt increments)
+8.00 to +30.00 (0.5 dpt increments)
+31.00 to +40.00 (1 dpt increments)
OPHC ABSIGN....oirvevesissismmissssisssssssss e Bi Convex
FINISH. . oavsemessusssssrmmsersssssssssensasnssnsnssesssnsasasasssnasses Square edge
2 7T0i ) (71| P————————_ (11 L] ¢
Haptic angulation.....cuumwmsseasisssmsmsmnsrssssassrasaoe 5
MIBLBIIAL, crosessmnnmpensrmmemansuonsrannssessmssnsnsssssisssepaRbIAES Hydrophilic Acrylic UV
Refragtive indeX. . ciwsmammiiismimmmmissmmi 1.462 (35°C)
08 BB s sssmmassmsnsenpasmmonmmnyrsoncnsy. NOIIDALDY
A COMBIAAL. coruarorsrmsmmnsamsesensememmsssriiipisivainicaionss 1 1062
PLSBITEAL ot i Capsular Bag
7y More than 250,000 implants using ACRYU(} GBPGWMER
H anita HEMA/EOEMA, 25% water content have beén successfuﬂy
[ensesU . _implanted worldwide.' SRl £




T1007 08/07

Improved modified C haptic shape
B-Lens design optimizes the stability of the lens in the
capsular bag.

Square edge design
B-Lens square edge design - intended to prevent cell
growth under the lens.

Improved posterior capsule tension
B-Lens 5" angulation and haptic shape, improve the
posterior capsular tension.

Easy folding
with forceps

High refractive index

B-Lens High Refractive Index (1,462), optimizes the
profile of the lens thus enabling insertion through

a 2 + 3.2 mm incision.

Insertion
B-Lens can be implanted with either Forceps or Injector.

Superior foldability with a gentle and
slow unfolding release

B-Lens material has excellent memory properties that
ensure a perfect foldability and perfectly slow and gentle
unfolding release.

UV blocker

B-Lens material has a built in UV blocker that effectively
filters damaging UV radiation.

YAG laser compatible
B-Lens is YAG laser compatible

Gentle unfeolding
from injector

@12.50

H anl 1' A www.hanitalenses.com # email: marketing@hanitalenses.com

Lensesu Hanita Lenses ® Infraocular & Contact Lenses & Kibbutz Hanita 22885 Israel © Tel. 972 4 9950700 @ Fax @72 4 99507’55 J % /
European Authorized Rep. OBELIS S.A., 34, avenue de Tervuren, Bte 44, 1040 Brussels,Belgium. - ': ~ 0364 o
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Hanita
lenses\_/

Mini Incision implantation

* Easy to fold and inject safely through an incision of 1.8

mm

Technical Specifications

Overalllength ............
Optic diameter...........

Powerrange .............

Opticdesign .............
Finish. . ..o
Haptic angulations .. ......

Material ... . ..
Refractive Index ..........
YAGIlaser...............

Aconstant...............

Placement...............

Hanita Lenses

Hanita Lenses is an Intfraocular Lens and contact lenses manufacturer which is active

11 mm (9.5D and above); 11.5mm for lower D
6.00 mm

-10.00D - 8.00D (1.0D increments)

8.00 11.00 - 30.00 (0.5D increments)

30.00 - 35.00(1.0D increments)

Aspheric Bi convex design

Double Square Edge

50

Hydrophilic Acrylic HEMA/EOEMA copolymer
with a UV and Violet Light Filter
1.46 (hydrated @ 35°C)
Compatible

118.9 Carl Zeiss IOL MASTER
118.56 US Biometry

Capsular Bag or Sulcus

in the Israeli domestic market and the global market since 1981.

Hanita Lenses' strategy focuses on technology and innovative R&D, in order to keep
the company as a dynamic leading player in the Medical Device Ophthalmic market.

The company holds high-end technologies and vast knowledge in the refractive and

cataract surgery field.

www.hanitalenses.com ® email: marketing@hanitalenses.com

Hanita Lenses @ Intraocular & Contact Lenses ® Kibbutz Hanita 22885 Israel ® Tel. 972 4 9950700 ® Fax. 972 4 9950755
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BunnylLens AF

Providing Aberration Free Vision

Aspheric I0L Design using mini incision technique



Spheric Lens
Spherical abberation

Seelens AF
Abberation free

* Bunnylens AF reduces spherical
aberration to minimum.

* Bunnylens AF improves functional vision

* Bunnylens AF improves night vision

* Bunnylens AF designed with the most

advanced optical tools
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The BunnylLens AF provides excellent night vision, even
better than daylight vision with a standard spherical IOL

Bunnylens AF, the new Aspheric Infraocular lens from
Hanita Lenses, provides the patient with an excellent
vision quality at day and night conditions, by using
state-of-the-art aberration free aspheric optical

design.

The aspheric BunnylLens AF was designed using the
most advanced tools, by a professional R&D team of
optical and mechanical engineers.

The opfical profile algorithm was calculated using
LEMAX ™ software - a simulating tool for optimized
optical design.

Calculations were aimed in order to minimize all
aberrations, including the spherical aberration of the
corneq, and fo optimize the MTF (Modulated Transfer
Function) of the IOL.

The BunnylLens AF is thinner than ever, being easily
injectable through 1.8mm incisions at even high
diopters when the IOL is usually too thick.

Eye

Optical design was performed using Arizona eye
model. This advanced model is most suitable for
IOL design, since it represents the eye anatomy with
relafion to age.

Hanita Lenses designed an aspheric surface IOL
opfimized for the aged patient. Thus, the result is
an advantageous accurate simulation of the visual
performance of the lens in a post-operative average
eye.
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The BunnylLens AF design provides excellent optical
quality af night conditions, near the theoretical limit

 Geo

Geometrical design

* Bunnylens AF ensures excellent stability and
cenfration due to four- point-fixated mechanical
design of the haptics.

* 3600 double square edge in order to minimize
PCO

* Excellent memory - slow gentle release, superior
foldability

Image of the Seelens AF
square edge using SEM (X400)

in a wet cell
Decentration
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The Bunnylens AF design provides a visual advantage
for patients over spheric lens even if decentered up to
0.8

* The BunnylLens AF is made from hydrophilic acrylic
HEMA/ EOEMA copolymer material with a UV
and Violet Light Filter, having a proven excellent

reputation and many years of clinical experience

* The Bunnylens AF is characterized by excellent

biocompatibility and mechanical quality.

Tikt
Seelens AF Vs, Spherical 1OL
==Spherical ==ispherical

The BunnylLens AF design provides a visual advantage
for patients over spheric lens even if tilted up to 10
degrees
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Instructiune de exploatare

Informatii suplimentare privind produsele oftalmologice de calitate naltd se pot
obtine adresand la numarul de telefon, fax sau prin posta electronica solicitarea

catalogului de publicitate complet al lentilelor (intra)oculare ale Companiei , Hanita”.

Dupa implantare, eliminate minutios si complet resturile de material elastic-vascos din
cavitatea sacului capsular al ochiului (globului ocular) prin spdlarea acestei
cavitdti/aspiratia lichidului din aceasta cavitate, in special, din spatiul dintre lentila

oculard si camera posterioard a sacului capsular al ochiului.
Responsabilitatea Companiei

Responsabilitatea Companiei cuprinde in exclusivitate constructia si calitatea
confectiondrii lentilei intraoculare. Compania nu poarta vreo responsabilitate pentru
orice accidente legate de utilizarea acestui produs. Cu scopul asigurdrii calitatii inalte
a produsului finit, lentilele intraoculare se supun unei ver1frcar1 nguroase si
controlului calititii in procesul fabricirii acestora. in cazul in cAre se constata vreo
defectiune (deformare) a articolului sau dacd apar dubii in prwmta cahtétu aces‘rma
lentila urmeaza sd fie utilizata. ok (\jﬁ”

Descriere:
Lentild intraoculara acriliea cu monobloc pentru camera posterioara a globului ocular,

confectionatd de compania ,Hanita Lenses”. Lentild intraoculard pentru camera



posterioard a globului ocular reprezintd un implant optic destinat inlocuirii
cristalinului ocular uman. Lentild intraoculard pentru camera posterioard a globului
ocular (IOL) este un dispozitiv optic acrilic hidrofil intraocular, confectionat din
copolimer de tipul HidraxiEtil-Metil-Acrilat cu absorbant de raze ultraviolete, fixat
prin metoda sudérii cu laser. Lentilele se confectioneaza in diferite variante

constructive, prezentate mai sus in Fig.1.

Caracteristica materialului:
*  Continut de apa: 25%
* Indice de refractie 1,452 (la 25...C)
» Lentila este compatibild cu radiatia laser pe granatul de itriu - aluminiu.

Lentila se sterilizeaza cu abur.

INDICATII:

Lentilele intraoculare pentru camera posterioard a globului ocular (IOL) de la
Compania ,Hanita” sunt indicate in tratamentul chirurgical al cataractei senile,
congenitale sau traumatice. Lentilele intraoculare de tipul IOL sunt destinate plasarii

in sacul capsular al ochiului.

CONTRAINDICATIL:
Pani in prezent, contraindicatii absolute pentru implantarea lentilei intraoculare nu s-
au depistat.
Contraindicatiile indirecte pot avea legaturd cu unele forme de maladii oftalmologice,
enumerate mai jos: .

= Uveitd cronici (inflamatia tunicii vasculare a globului ocular) in faza activa.

» Afectiuni ale retinei, daci implantul poate impiedica efectuarea interventiei

chirurgicale pe retina oculara.

COMPLICATII POSIBILE:
Tratamentul chirurgical al cataractei, atat in cazul implantarii lentilei, cat si fird
implantarea acesteia poate fi asociat cu manifestdrile de mai jos:
* Inflamatia sclerei
* Hemoragie
* Hipertensiune oculara |
* Infectii postoperatorii | = eNoES OR
» Desprinderea de retind ey S
* Edem eritematos (tumefiere) 38037 (ﬁﬁ’{
* Edem cornean ' '
= Opacitatea camerei posterioare a sacului capsular (globului ocular)
Complicatiile legate diréct de implantarea lentilei intraoculare:

* Ruptura capsulei oculare



* Pierderea corpului vitros

* Deplasarea centrului lentilei

» Calculul incorect al puterii dioptrice a lentilei

» Deteriorarea lentilei In procesul implantdrii acesteia.

ATENTIONARI:

Nu folositi lentila intraoculard, daca aceasta are ambalajul exterior deteriorat
sau existd scurgere din containerul acesteia, sau daca apar orice dubii.

In cazul in care este necesaré sterilizarea repetatd a lentilei, aceasta urmeaza
sd fie returnata obligatoriu Companiei ,Hanita Lenses” pentru efectuarea
acestei sterilizdri.

Lentila intraoculard cu termenul de valabilitate expirat nu poate fi utilizatd
in continuare. In niciun caz nu sterilizati lentila intraoculara cu forte proprii,
folosind orice metode de sterilizare.

Nu péstrati lentila intraoculara la o temperatura de peste 45°C (113° F).
Pistrarea lentilei intraoculare la o temperaturd mai mica de 18°C poate
avea ca efect aburirea acesteia, care dispare complet in 2-3 ore atat in
organismul viu, cit si in conditii de laborator, la temperaturi ridicate ale
mediului ambiant.

Nu expuneti lentila intraoculard actiunii vreunui lichid decatasolutiei
de irigare sterile speciale, destinate umezirii acesteia in timpul
pastrarii.

Dat fiind faptul cd lentila intraoculara de tipul IOL se usuca in mpediul
aerian, aceasta nu poate fi pdstratd in stare neumezitd. Pentru a evita
deteriorarea lentilei intraoculare de tipul 10L, aceasta trebuie umectata cu
o solutie echilibratd sau o solutie analogica chiar Inaintea implantdrii, cat si

atunci cand ea trebuie pdstrata un timp.

AMBALA]
Lentile intraoculare de tipul IOL de la Compania ,Hanita” intr-un flacon infdsurat in

pachet steril. Sterilitatea ambalajului este garantata numai dacd nu a fost afectata

integritatea pachetului de ambalat.

INSTRUCTIUNI DE UTILIZARE

Existd . diferite metodologii chirurgicale de introducere a lentilei mtraoculare

Chirurgul urmeazd si aleagd metoda cea mai potrivitd si optimd pentru’ f1eeare

pacient:

= Si verifice prezenta inscriptiei pe eticheta cutiei de ambalaj si sa se aagure (-0

lentila este exact de modelul, puterea dioptrica necesara sica termenul acesteia

nu a expirat.



=S4 deschidd ambalajul si sd se asigure de corespunderea informatiei interioare
privind lentila cu informatia de pe eticheta exterioard a cutiei.

»  S3 extragi pachetul steril cu lentila, sd deschidd pachetul steril, sa introduca
flaconul intr-un mediu steril, si deschida capacul si sa extraga lentila din
flacon.

*» Si spele lentila minutios in solutie fiziologica sterila.

» Metode si instrumente moderne de manipulare (depozitare) a lentilei.

» Noti: Capetele sclerale ale lentilei au o angulare (orientare unghiulard)
specifica, de aceea lentila va fi introdusé in ochi astfel incat capatul scleral din
fatd sa fie orientat spre stanga pentru lentilele de tipul B-Lens, SeeLens sau
HeliLens, in conformitate cu elementele proeminente indicative de pe lentila
de tipul BunnyLens. Rotirea lentilei in ochi se va efectua in sensul acelor

ceasornicului. L
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Pozitia de stanga Pozitia de stanga
See Lens Angularea 5 Bunny Lens Angularea 5

Pozitia de stanga
B-lens Angularea 5°



Mini Incision implantation

® Easily and safely injected through an incision as small as 1.8 mm.
® lower surgically induced astigmatism.

® Fast recovery after surgery, less inflammation.

® |ess trauma to the cornea and the eye.

® less endothelial cell loss.

Technical Specifications o, gamm
Overall diameter . . ... ... .. 13.0 mm anguiation s /
Optic diameter . . . ... ... .. 6.0 mm
Power range™ . ... ... ... .. +10.0 to +30.0 (0.5 D increments)

+31.01t0 +35.0 (1 D increments)
Opficdesign . ... ...... .. Multifocal Diffractive Apodized Aspheric B T
Fdge design . . .. ...... .. 360° Continuous Square Edge \_opfic body
Haptic angulation. . . .. ... .. 5° Jl
Material . . .. ... ... ... Hydrophilic Acrylic with

UV Blocker and violet light filter
Refractive Index . . . ... .. .. 1.46 (hydrated @ 35°¢)
Nd-YAG laser . ... ...... .. Compatible
Estimated A constant . . . . . .. SRK/T IOIMASTER biometry: 118.6**

SRK/T US biometry: 118.27**
Placement . . .. ... ... .. Capsular Bag

CE Approved

*  Additional power range can be provided by special order

** |t is recommended that surgeons personalize their Aconstant based on their surgical
techniques and equipment, experience and postoperative results. For more
information please visit Hanita lenses web site.

Hanita Lenses

Hanita Lenses is a worldwide frusted manufacturer
and provider of infraocular lens solutions for
cafaract surgery.

With more then 30 years of experience in meeting
the varied needs of ophthalmic surgeons, the Hanita
lenses name is synonymous with high quo|ify,
reliability and service.
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|_| O n | TO Hanita Lenses Intraocular & Contact Lenses

lenses Kibbutz Hanita 2288500 Tel: +972 4 9950700 Fax. +972 4 9950755




SeelLens MF, the diffractive multifocal
aspheric intraocular lens from Hanita
lenses, provides the patient with an
excellent depth of focus for the near,
intermediate and far visual ranges.

The use of Seelens MF reduces
spectacle dependency for reading,
driving and using the computer.

Advanced Optical Design

The Seelens MF was designed using the most advanced tools by a professional R&D team of
optical and mechanical engineers.

The optical diffractive apodized aspheric profile was developed using proprietary algorithms
and the Zemax™ software. Calculations were optimized to provide optimal energy distribution
in different light conditions and minimize spherical aberrations.The available addition powers of
+2.25 or +3.0 diopters in IOL plane allow the surgeon to select a treatment option with either a
longer or shorter focal distance, depending on patient lifestyle and personal preference.

Apodized Diffractive Optics

The aspheric - diffractive profile of the Seelens
MF has been clinically proven to provide an
excellent and reduced spherical aberration,
in all conditions and for all distances.
The diffractive steps are located in the 4mm
central zone, suiting pupil sizes in various
lighting conditions.

The steps follow an apodization function,
meaning they reduce in height according
to an algorithm designed so the patient can
function comfortably all day long.

The state-ofthe-art apodized diffractive surface provides visual functionality throughout the day:
® In photopic conditions, when the pupil is small,the Seelens MF distributes 60% of the light for
far vision and 40% for near vision, providing light for all daytime activities.

® In mesopic and scotopic conditions, distance vision gefs most of the light energy, enabling
night vision and driving in the dark, when the pupil is enlarged.

Geometrical Design Y

® Excellent stability and centration
due o the unique haptic design

® Fixed position of IOl along
the visual axis allowing for highly
prediciable refractive outcome

SEM image of Seelens MF
Seelens MF provides stable position edge design[1]

of the optic even in exceptionally [1]lmage by Prof. Manfred Tetz, ATK
small copsu|es Spreebogen Berlin.

e 360° continuous square edge

in order to reduce PCO

Clinical Evaluation Results*

Visual Acuity for Varied Distance
Binocular Vision (Add+3)
Designed to rejuvenate 030
vision, the Seelens MF 02t
works in harmony with s
the pupil to provide a % 020
quality depth of vision s
for all distances. 3 o4
© 010
.‘>£
0.05
000 Distance 100cm 63cm 40cm
W Average 0.00 0.28 0.22 0.10

Contrast Sensitvity (Add+3)

Due fo its aspheric s pu —e—Photopic _

optical design profile, e | Lm T -B-Mesopic -

clinical results of the L T~

Seelens MF show 12 i
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sensitivity providing ~
sharper vision in all 06
lightning conditions. 04
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*Based on Clinical results of the Seelens MF Multi-center study by Prof. M. Tetz, Prof. R. Bellucci, Prof. J.L. Alio
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