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ATTESTATION CE

HANITA LENSES
Kibbutz Hanita

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

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

ATTESTATION / CERTIFICATE

Délivrée à Paris le 17 mars 2021

Issued in Paris on March 17th, 2021

 / EC CERTIFICATE
ANNEXE II excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux

ANNEX II excluding section 4 Directive 93/42/EEC  concerning medical devices

Fabricant /  Manufacturer

GMED atteste qu'à l'examen des résultats figurant dans le rapport référencé T001073, le système d'assurance qualité - pour la
conception, la production et le contrôle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences de
l'annexe II 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 II excluding section
4.

Début de validité / Effective date :

Valable jusqu'au / Expiry date :

March 17th, 2021 (included)
May 26th, 2024 (included)

GMED - 34048 rev. 5
 Modifie le certificat 34048-4

On behalf of the President
Béatrice LYS

Technical Director

Approbation du Système Complet d'assurance Qualité/ Approval of full Quality Assurance System

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

2288500  ISRAEL
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 N° 34048 rev. 5

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

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

Voir document complémentaire GMED / See GMED additional document

n° 38190
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On behalf of the President 
Béatrice LYS 

Technical Director 
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Ce document complémentaire GMED n° 38190 rev. 0 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 
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 

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 

SeeLens 
BunnyLens 

BunnyLens Easy 
BunnyLens/4-Lens AF 

SeeLens AF 
SeeLens AF EASY 

BunnyLens AF EASY/4-Lens AF EASY 
SeeLens MF 

SeeLens MF EASY 
BunnyLens MF/4-Lens MF 

BunnyLens MF EASY / 4-Lens MF EASY 
SeeLens HP 

BunnyLens HP/ 4-Lens HP 
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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 

 

 

 

 

 

 

 

 

 

 

IIb 

 
 
 
 

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 
SeeLens 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 

 
Sites couverts et Activités / Locations and Activities 

 
Sites / Locations Activités / Activities 
Hanita Lenses 

Kibbutz Hanita  

2288500 Israel 

Conception, fabrication, contrôle final /  

Design, manufacturing, final control 
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tmproved medified ( hePtit *hePe
B-lens design optimizes the stability of the lens in the

capsular bag.

$qarare edg* design
B-[ens square edge design - intended to prevent cell

growth under the lens.

!mproved posterier <cpst*Ee fe*rsfi on
B.Lens 5" angulation and haptic shape, improve the

posterior capsular tension.

High refrsc$ive index
B'[ens High Refractive lndex (1,462), optimizesthe
profile of the lens thus enabling insertion through

a2 + 3.2 mm incision,

!nser$ion
B'Lens can be implanted with either Forceps or lnjector.

Superior fCIldwbillry wl*h * gem*le *n#
slpw ur:folding relewse
B'Lens material has excellent memory properties that

ensure a perfect foldability and perfectly slow and gentle

unfolding release.

IJV bloeken'
B.Lens material has a built in UV blocker that effectively

filters damaging UV radiation.

Ye$ loser c*nmpmtibEe
B.Lens is YAG laser comPatible

Eosy folding
with forceps

Gentle unfolding
from inieclor

N

N

F

Hofrt
Lenses\-/

www.honitolenses.com o emoil: morketing@honitolenses'com
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Europeon Authorized Rep. oBELls s.A., 34, ovenue de Tervuren,Bte 44,lO40 Brussels,Belgium



BunnyLens AF
P r o v i d i n g  Ab e r r a t i o n  F r e e  V i s i o n

Aspheric IOL Design using mini incision technique

Overall length                          11 mm (9 5D and above); 11 5mm for lower D

Optic diameter                       6 00 mm

Power range                            -10 00D – 8 00D (1 0D increments)

                                                  8 00 11 00 – 30 00 (0 5D increments)

                                                 30 00 – 35 00(1 0D increments)

Optic design                            Aspheric Bi convex design 

Finish                                        Double Square Edge

Haptic angulations                 5°

Material                                    Hydrophilic Acrylic HEMA/EOEMA copolymer  

                                                 with a UV and Violet Light Filter

Refractive Index                      1 46 (hydrated @ 35°c)

Y A G laser                               Compatible

A constant                               118 9 Carl Zeiss IOL MASTER

                                                 118 56 US Biometry

Placement                               Capsular Bag or Sulcus 

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

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.
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Technical Specifications

Hanita Lenses

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

mm  

Mini Incision implantation

5°

6mm

13
m
m

S e e  f o r  y o u r s e l f



• 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

 The BunnyLens AF provides excellent night vision, even

better than daylight vision with a standard spherical IOL

 The BunnyLens AF design provides excellent optical

quality at night conditions, near the theoretical limit

The BunnyLens AF design provides a visual advantage 

for patients over spheric lens even if decentered up to 

0 8 

Image of the SeeLens AF 

square edge using SEM (X400) 

in a wet cell

The BunnyLens AF design provides a visual advantage 

for patients over spheric lens even if tilted up to 10 

degrees

BunnyLens AF, the new Aspheric Intraocular 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. 

Advanced Optical Design
The aspheric BunnyLens AF was designed using the 
most advanced tools, by a professional R&D team of 
optical and mechanical engineers  
The optical profile algorithm was calculated using 
ZEMAX ™ software – a simulating tool for optimized 
optical design  
Calculations were aimed in order to minimize all 
aberrations, including the spherical aberration of the 
cornea, and to optimize the MTF (Modulated Transfer 
Function) of the IOL   
The BunnyLens AF is thinner than ever, being easily 
injectable through 1.8mm incisions at even high 
diopters when the IOL is usually too thick 

Eye Model
Optical design was performed using Arizona eye 
model  This advanced model is most suitable for 
IOL design, since it represents the eye anatomy with 
relation to age 
Hanita Lenses designed an aspheric surface IOL 
optimized 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 

Geometrical Design
Geometrical design

• BunnyLens AF ensures excellent stability and 

centration 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

Material
• The BunnyLens 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 

 Stability and Centration

Spheric Lens
Spherical abberation

SeeLens AF
Abberation free
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Lentile intraoculard de cameri posterioard

Sterile, acrilice, pliabile monobloc

Foldable B-lens

Hanita Lenses
Kibbutz Hanita - 22885 - Israel

Tel: +972(0)4 9950700

Fax:972 (0)4 9950755

e-mail : marketin g@hanitaleneses. com

OBELIS S.A.

Boulevard General Wahis 53

1030 Brussels - Belgium
Tel. +32(0) 2 732 5954

Fax: +32(0) 2 732 6003

Instructiune de exploatare

Informatii suplimentare privind produsele oftalmologice de calitate inaltd se pot
obfine adresAnd la numdrul de telefon, fax sau prin pogta electronica solicitarea

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

Dupd implantare, eliminate minutios qi complet resturiie de material elastic-vA'scos din
cavitatea sacului capsular al ochiului (globului ocular) prin spilarea acestei

cavitdfi/aspiratia lichidului din aceastd cavitate, in special, din spafiul dintre lentila
oculari si camera posterioard a sacului capsular al ochiului.

Responsabilitatea Companiei

Responsabilitatea Companiei cuprinde in exclusivitate constructia gi calitatea

confectiondrii lentilei intraoculare. Compania nu poartd vreo responsabilitate pentru
orice accidente legate de utilizarea acestui produs. Cu scopul asigurdr-ij-q4litdtii inalte

r unei 
"erig4ff^"r{or0ase 

gi

controlului cahtetii in procesul fabricdrii acestora. ln cazul i" .d4gi1* constatd vreo
; l-: I

defecliune (deformare) a articolului sau dacd apar dubii in privilpid^ gailffifli{H'iestuia,
'-1 :i:(r'lentila urmeazd.sd fie utilizatd. ,-:)ik-,,*r;.,, 

of,
Descriere: ''if.-rl'- i1"'
Lentild intraoculard acriliad cu monobloc pentru camera posterioard a globului ocular,

confectionatd de compania ,,Hanita Lenses". Lentild intraoculard pentru camera
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posterioare a globului ocular rcprezintd. un implant optic destinat inlocuirii

cristalinului ocular uman. Lentild intraoculari pentru camera posterioard a globului

ocular (IOL) este un dispozitiv optic acrilic hidrofil intraocular, confecfionat din

copolimer de tipul HidraxiEtil-Metil-Acrilat cu absorbant de taze ultraviolete, fixat

prin metoda suddrii cu laser. Lentilele se confectioneazd in diferite variante

constructive, prezentate mai sus in Fig.l.

Caracteristica materialului:
. Continut de ap6:25%
. Indice de refraclie1,452 (la 25...C)

. Lentila este compatibild cu radiafia iaser pe granatul de itriu - aluminiu'

Lentila se sterilizeazd crt abur.

INDICAIII:
Lentilele intraoculare pentru camera posterioari a globului ocular (IOL) de la

Compania ,,Harrita" sunt indicate in tratamentul chirurgical al cataractei senile,

congenitale sau traumatice. Lentilele intraoculare de tipul IOL sunt destinate plasdrii

in sacul capsular al ochiului.

CONTRAINDICAJII:
PAnd in prezent, contraindicafii absolute pentru implantarea lentiiei intraoculare nu s-

au depistat.

Contraindicafiile indirecte pot avea legdturX cu unele forme de maladii oftalmologice,

enumerate mai jos:

. Uveitd cronicd (inflamafia tunicii vasculare a globului ocular) infazd' activd.

. Afectiuni ale retinei, dacd implantul poate impiedica efectuarea interventiei

chirurgicale pe retina oculard.

COMPLICATII POSIBILF,:

Tratamentul chirurgical al cataractei, atAt in cazul implantirii lentilei, cAt 9i fdrS

implantarea acesteia poate fi asociat cu manifestdrile de mai jos:

. Inflamalia sclerei

. Hemoragie

' Hipertensiuneocular[
r. Infeclii postoperatorii

' Desprinderea de retind
. Edem eritematos (tumefiere)

. Edem cornean

. Opacitatea camerei posterioare a sacului capsular (globului ocular)

Complicafiite legate dircict 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.

ATENTTONAnT:
. Nu folosili lentila intraoculard,, dacd.aceasta are ambalajul exterior deteriorat

sau existd scurgere din containerul acesteia, sau dacd apar orice dubii.
. in cazulin care este neces arl. stertltzarea repetatd a lentilei, aceasta urmeazd

sd fie refurnatd obligatoriu Companiei ,,Hanita Lenses" pentru efectuarea

acestei sterilizdri.
. Lentila intraoculard cu termenul de valabilitate expirat nu poate fi utilizatd

in continuare. in niciun caznusterilizali lentila intraoculard cu forle proprii,

folosind orice metode de steriiizare.
. Nu pdstrafi lentila intraoculard la o temperaturi de peste 45"C (113" F).

. Pistrarea lentilei intraoculare la o temperaturi mai mici de L8oC poate

avea ca efect aburirea acesteia, care dispare complet in 2-3 ore atAt in

organismul viu, cAt gi in condifii de laborator, la temperaturi ridicate ale

mediului ambiant.
. Nu expunelilentila intraoculard acliunii vreunui lichid decAt a s o lu !ie i

de irig are s te rile sp e c i ale, destinateumezirii acesteiaintimpul

pdstrdrii.
. Dat fiind faptul cd lentila intraoculard de tipul IOL se usucd in rgediul

aerian, aceasta nu poate fi pdstratd in stare neumezitd. Pentru a evita

deteriorarea lentilei intraoculare de tipul IOL, aceasta trebuie umectatd cu

o solulie echilibratd sau o solufie analogicd chiar inaintea implantdrii, cAt 9i

atunci cAnd ea trebuie pdstratd un timp.

AMBALAI
Lentile intraoculare de tipul IOL de la Compania ,,Hanita" intr-un flacon infdqurat in

pachet steril. Sterilitatea ambalajului este garantatd numai dacd nu a fost afectatd

integritatea pachetului de ambalat.

de introducere a

mai potrivitd gi



. Se deschidd ambalajul gi sd se asigure de corespunderea informaliei interioare

privind lentila cu informalia de pe eticheta exterioari a cutiei.

. Se extragd pachetul steril cu lentila, sd deschidd pachetul steril, sd introducd

flaconul intr-un mediu steril, sd deschidd capacul 9i sd extragd lentila din

flacon.
. se spele lentila minulios in solulie fiziologicd sterild.

. Metode gi instrumente moderne de manipulare (depozitare) a lentilei.

. Notd: Capetele sclerale ale lentilei au o angulare (orientare unghiulard)

specificd, de aceea lentila va fi introdusd in ochi astfel incAt capitul scleral din

fafd sd fie orientat spre stAnga pentru ientilele de tipul B-Lens, Seelens sau

Helilens, in conformitate cu elementele proeminente indicative de pe lentiia

de tipul Bunnylens. Rotirea lentilei in ochi se va efectua in sensul acelor

ceasornicului.
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• Easily and safely injected through an incision as small as 1.8 mm. 
• Lower surgically induced astigmatism.
• Fast recovery after surgery, less inflammation.
• Less trauma to the cornea and the eye.
• Less endothelial cell loss.

Mini Incision implantation
 

www.hanitalenses.com     e.mail: marketing@ hanitalenses.com

* Additional power range can be provided by special order

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

Technical Specifications
Overall diameter . . . . . . . . . . 13.0 mm
Optic diameter . . . . . . . . . . . 6.0 mm
Power range* . . . . . . . . . . . .  +10.0 to +30.0 (0.5 D increments)
 +31.0 to +35.0 (1 D increments)
Optic design . . . . . . . . . . . .  Multifocal Diffractive Apodized Aspheric 
Edge design . . . . . . . . . . . .   360° Continuous Square Edge
Haptic angulation. . . . . . . . . . 5°
Material . . . . . . . . . . . . . . . Hydrophilic Acrylic with
 UV Blocker  and violet light filter
Refractive Index . . . . . . . . . . 1.46 (hydrated @ 35°c)
Nd-YAG laser . . . . . . . . . . . .  Compatible
Estimated A constant . . . . . . .  SRK/T IOLMASTER biometry: 118.6**
 SRK/T US biometry: 118.27**
Placement . . . . . . . . . . . . . .  Capsular Bag
CE Approved

Hanita Lenses
Hanita Lenses is a worldwide trusted manufacturer 
and provider of intraocular lens solutions for 
cataract surgery.
With more then 30 years of experience in meeting 
the varied needs of ophthalmic surgeons, the Hanita 
Lenses name is synonymous with high quality, 
reliability and service.
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SeeLens MF
The Premium Multifocal Solution

ADD. 
+2.25D +3D

Hanita Lenses Intraocular & Contact Lenses
Kibbutz Hanita 2288500  Tel: +972 4 9950700  Fax. +972 4 9950755
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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.

SeeLens 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.

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

Geometrical Design
• Excellent stability and centration   
 due to the unique haptic design                            

• Fixed position of IOL along 
 the visual axis allowing for highly  
 predictable refractive outcome

• 360O continuous square edge 
 in order to reduce PCO 

SEM image of SeeLens MF 
edge design[1]
[1]Image by Prof. Manfred Tetz, ATK 
Spreebogen Berlin.

*Based on Clinical results of the SeeLens MF Multi-center study by Prof. M. Tetz, Prof. R. Bellucci, Prof. J.L. Alio  

Designed to rejuvenate 
vision, the SeeLens MF 
works in harmony with 
the pupil to provide a 
quality depth of vision 
for all distances.

Due to its aspheric 
optical design profile, 
clinical results of the 
SeeLens MF show 
superior contrast 
sensitivity providing 
sharper vision in all 
lightning conditions.

Clinical Evaluation Results*

SeeLens MF provides stable position 
of the optic even in exceptionally 
small capsules

Diagram #1 

 

 

Designed to rejuvenate vision, the SeeLens MF works in harmony with the pupil to provide a 
quality range of vision for all distances.  
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Visual Acuity for Varied Distance 
Binocular Vision  
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