
Technical SPecifications

Overall diameter...

Optic diameter...

Haptic angulation.

Optic design......

Edge design

Power range.......

Material....
Filtration..
Refractive Index.............
Y.A.G laser........
A constant (SRM)

Placement.

11 mm (10D and above); 11'5mm for lower D

6.00 mm

50

Aspheric

360o Continuous Square Edge

-5.0 to +10.0 (lD increments)
+10.5 to +30.0 (0.5D increment)

+31.0 tq +40.0 (lD increment)

Additional powers within the range can be supplied by special make to order*

Hydrophilic Acrylic HEMA/EOEMA copolymer

UV blocker and Violet Light Filter

1.46 (hydrated @ 35' c)

Compatible

Optical / Immersion US biometry: 1 l8'5*

Contact US biometrY: 118'168

Capsular Bag

I,Rt3#""::$ ** surgeons personatize the. ir A. constant based on their surgical techniques and equipment' experience and pos-

operative results. For more iiformation please visit Hanita Lenses weo'

Attributes ?
Advanced OPtical Design

TheasphericBunnyLensAFwasdesignedusingthemostadvancedtoo|s,byaprofessiona|R&Dteamofoptica|

il: rr",ij"1?r",ll,,3"Yrll3?:turated using. ZEMAX rM software - a simuratins tool for the optlcal design optimization'

carcurations were aimed in order to minimize ait'uu"iiuiion., incruding the-sphericar aberration of the cornea, and to

Jpiitit" ih" MTF (Modulated Transfer Function) of the IOL'

Eye Model

The optical design of BunnyLens AF was performed using the advanced Arizona Eye modsl lrl

The parameters and Oimeniions of the eye ;;;i;;;;;risistent wlttr average humin data The model was designed

to r.nlt"f' clinical levels of aberrations' both on and off axis'

The retina 
"u*rruru'il 

o"rig;"0 to split the tanqential and sagittal foci off-axis'

The result is an accurate simutation ot tne- viJui"p;;?..*^if the BunnyLens AF in the Post- operative eye

fri ii.io crli"; G;;i;il ophthalmic optics; Jim Schwieserlins; Nov 2004'

Geometrical Design

rBunnyLensAFensuresexce||entstabilityandcentrationduetofour-point-fixatedmechanica|designofthehaptics.
o 360" double square edge in order to minimize PCO

o Excellent memory - slow gentle release' superior foldability

T,li",il,1l"r*ns AF is made from hvdrophlic ":'vri'-Hlry :P*=Y:i:::!;;r 
materiar with a uv and'vioret Lisht

Filter, havins a proven excellent reputation '"d 'i;;; ;;;; 
;f d';i""i;xperience ) ' -

The Bunnylens AF is charaoterized by excellent biocompatibility and mechanical quality' ' /

The BunnyLens AF material incorporates a natural yellow, violei filtering' 
"f"otopno'e 

ior betterl pr$ection of the r'""
',1.\,c-1,:' . 16'retina. ,.!. ' .ly/4 ,

. ;i.r;. v r\

'..''1.1.1'""
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GMED certifie que le systdme de management de la qualit6 d6veloppt6 par

GMED certifies that the quality managemenf syslem developed by

HANITA LEH$ES

Kibbutz Hanita

2288500 TSRAEL

pour les activit6s
far the activities

Conception, fahrication et vonte de: lentilles de contact souples et dures, lentilles intrasculaires.
anneaux de tension capculaire et syst*m* de livraison de lentille intraoculaire Bliable

Desrgn, manufacturing, and sa/es of; soff and hard contact /enseg tntraocular /enses, Capsulat Tension
Rrngs and foldable lntra Ocular Lens Delivery System

rdaliedes sur le{s} site{s} de
performed on the locattan{s) of

Hanita Lenses
Kibbutr Hanita 2288500 l$R

NF EN l$O {3485 : 2016

Dfbut de validitd / Effective dafe ; October 22nd, 2018 (included)
Valable Jusqu'au / Expiry date : Fecember 7th, 2019 (includsd)
Etabli le /Issuedon; October 22nd. 2018

ss$rffis
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i preed
i trffi GMEDN'a4o+7-1
g H $YtXtitS Ce certifical est d6livr€ selon les r6gles de certlficatisn GMED
o' !t ti,tlt*$llltl{'l
g A$ldn ss n'.1-ts0€
g LJd.dcsstt6.cradh

.tFd*.d.p!nlbl.6ur Modifie le Certi*Cat34047-0

GMED r 9oci6t6 par Actions SimpLifi6e au capitaL de 300 000 € . Organisme Notifid/Notified Body n" 045?
Sidge social: 1, ruE Gaston Boissier - 75015 Paris . T6l. :01 40 43 37 00 r gmed.fr

Technieel Eifettgf :.':,i :- 
r

i This certificate is issued according to tfie rules otcylO *'tr13ti"" 
a*{', tU/

est conforme aux eNigences des norrnes internationa!€s
complres with the requiremenfs of fhe internatianal standards

CERTIFICAT
CERT I F I CATE OF REG/STRA N AN

N'34047 Rev.'N

On beh nt
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Notified Body N'0459

Approbation du Syst€,me Gomplet C'agsurance Qualit6/ Approvat of fu!! QualrfyAssurance Syslem
ANNEXE Il excluant le polnt 4 Directive Sil ACEE relative aux dispositifs m6dicaux

ANNEX ll excluding secfion 4 Directive 93/4UEEC concerning medical devices
P o u r'es 

I ;i :li: :1 fr :X$ii:,'X tT'"SlXf ffi f, ii:?: ::iff :oes 
t re c u i s

Fabricant / Manufacturer

HANITA LENSE$
Kibbutz Hinita

2288500 ISRAEL

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

Lentilles de contact souples et dures, lentilles intraoculaires, lentllles de eontact souples 54% de
teneur en eau, ann€au de tenEion capsulaire

Soft and hard contacf /enses, intraocular lenseg sofr confacf /enses 54Ta water content, cap$alar tensian
rmg

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

Le LNE/G-MED atteste qu'i l'examen des r6sultats figurant dans le rapport ref6renc6 T000216€€1, le systeme d'stsurancE
qualit6 - pour la conception, la Froduction et le contr6le final - des dispositifs m6dlcaux 6num6r6s ci-dessus est conforme aux
exigences de I'annexe ll excluant le point 4 de la Direstive 93/42!CEE.

LNHG-MED cerlifies that, on fhs basis of the resu/fs contained in the fite referenced T000216-5-51, the quality sysfem - for design,
manufacturing, and finat inspection - of medical deylces listed here above complios with the requirements of the Directive 93/42/EEC, annex
ll excluding section 4

La validit6 du pr6sent certificat est soumise d une vdrification pdriodique ou imprdvue
The validity of the certificate is subject to periodic or unexpected verification

DSbut de validit6 / Effective date : March 29th, 20{8 {included}
Valable jusqu'au / Expirydate: December 7th,2019 {included)

LNE - 34048 rev. 0

$-gbqlfW***gW nm*$[Wfi&I .,*q nf&Brw{mgig €g duegsaig.'. Etabtlssement public } caractEre industrlel et commercial

LNryG-MED . Organisrne notifi€ n" 0459
l.rueGastonBoissier-75724ParisCedexl5*T6l.:Ol 404337OO*Fax:0l 40433737"wwwlne.fr*www.grned-fr

ATTESTATION / CERTIFICATE N" 34048 rev. 0

D6livr6e i Paris le 29 mars 2018

lssued ln Paris on March 29th, 2018

ATTESTATION CE / EC CERTIFICATE
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Addendum au certificat n'34048 rev. 0
Addendum of the cedificate n" 34048 rev.
Dossier i File N" T000216-5-51

page 112

0

fdentification des dispositifs I ldentification of devices

LNE/G-MED | 0459

fuNffi
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ADD

For the General Dire'qfaL ."

Lionel DREUX .

G-MED Ce rtifi cation Ott""tb;.. I -l .

720 DM 0701-31 rev 5 du 28/07/2015

Le$Wfg€g*fe g1g*i6n*$ Sg ett&*gq$$*gFe e$ S-eSgg$$ u ftartis"enrenl pub,i( A cnract('-r. rndtrslricl er c'rnrm\ rcial

L\E/C-MED . Orgarrisnrc noti{lC n' 0459

f.nrr,CasionBoi$sier-75724ParisCedexl5,T*!.:A1 4A433700.F.1x:01 40433737"wwslne.fr6th'$tw'€med'fr

Nom du dispositif m€dical
illedrcal device name

D6nomination commerclale
Commercial d esign ati o n

Classe du DM
,vb ca""

Intraocular Lens

OPAB 16

9th

OPAB 130

BALANCE AB83)
BAL 15

BAL 55

BAL 65

Blens

Seelens
Bunnvlens/4-Lens AF

Seelens AF

SeeLens AF EASY

BunnyLens AF EASY/4-Lens AF EASY

S€€Lens MF

SeeLens MF EASY

Bunnylens MF/zl-Lens MF

Bunnylens MF EASY / 4-Len. ltt|6 SASY

SeeLens HP

Bunnylens HP/ tf-Lens HP

Vistor

Vistor EASY

;ng?6sul31, Lens tnd lni€ctor

Blens KIT

Seelens KIT

BunnyLene/4-Lene AF KIT

Seelens AF KIT

Bunnylens AF/4{ens AF KIT

Seelens MF KIT

BunnyLens MF/4-Lens MF KtT

Seelens HP KIT

Bunnylens HP/4-Lens HP KIT

Vistor KIT

Endo capsular Ring
ECR

CleaRing

Gapsule Centerlng Devlce AssAnchor

.i. lr,. L
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Addendum au certificat n" 34048 rev' 0-niAinAui 
of the ceftificate n" 34048 rcv'

Bossier I Fite N' T000216-5-S1

prge tf2

ce certiticat couvre les activit6s et les sits suiYants :

This certificate covers the following activities and sites:

Hanita Lenses

Kibb[tz'Hanita 22885 00 Israel

Co4oeptign, faliijcatibn' conu'61 e fual / Des@' manufac'turing Jinal' eontrol

LNE/G-MED I 0459

Lionel DREUX
G-ilED Certifhation Dlrectsr

720 DM O7O1-3'l rev 5 du 281072A15
ADD

Uutilig*ltg ilsti4'fisl d* u**$ralog$* g* d'*sx**x n ftabiis.ncntent publk i (;ra(td'c indultriclcl (onmorciEi
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Lentile intraoculard de camerd 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 59s4
Fax: +32(0) 2 732 6003

Instrucfiune de exploatare

Informatii suplimentare privind produsele oftalmologice de calitate inaltd se pot
obtine 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 resturile de material elastic-vAr.oJdr.,
cavitatea sacului capsular al ochiului (globului ocular) prin spdlarea acestei
cavitdfi/aspirafia lichidului din aceastd cavitate, in special, din spaliul dintre lentila
oculard 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 asigurdrifcalitdtii itdt-ii inalte
a produsului finii, lentilele intraoculare se supun unei verifr&r{})$6q
controlului calitdfii in procesul fabricdrii acestora. in cazul in cdfti{e constatd vreo
defecfiune (deformare) a articolului sau dacd apar dubii ir', p.ivffi,talifrttiffbesfuia,
lentila urmeazd sd fie utilizat6,. ',-|,,.i. s ii i

11,,;i*-..:,.'. . {"
Descriere: "i:"',...-.{F..7j'"

Lentild intraoculard acriiicd cu monobloc pentru camera posterioard a globului ocular,
confectionati de compania ,,Hanita Lenses". Lentitd intraoculard pentru camera



posterioare 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, confec[ionat din

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

prin metoda sud.drii cu laser. Lentilele se confectioneazd in diferite variante

constructive, prezentate mai sus in Fig.l.

Caracteristica materialului:

' Continut de ap6:25"/"

. Indice de refraclie'1.,452 (la 25...C)

. Lentila este compatibild cu radialia laser pe granatul de itriu - aluminiu.

Lentila se sterilizeazd. cu abur.

INDICAfII:
Lentilele intraoculare pentru camera posterioard 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 plasirii

in sacul capsuiar al ochiului.

CONTRAINDICAIII:
pAnd in prezent, contraindicalii absolute pentru implantarea lentilei intraoculare nu s-

au depistat.

Contraind.icaliile indirecte pot avea legdturd cu unele forme de maladii oftalmologice,

enumerate mai jos: r

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

. Afecliuni ale retinei, dacd implantul poate impiedica efectuarea intervenliei

chirurgicale Pe retina ocular5.

COMPLICATII POSIBILE:

Tratamentul chirurgical al cataractei, atAt in cazul implantdrii lentilei, cAt 9i fdrd

implantarea acesteia poate fi asociat cu manifestdrile de mai jos:

. Inflamalia sclerei

. Hemoragie

' Hipertensiuneoculard
. Infecliipostoperatorii

' Desprinderea de retini
. Edem eritematos (tumefiere)

' Edem cornean
. Opacitatea camerei posterioare a sacului capsular (globului ocular)

Complicaliile legate direct de implantarea lentilei intraoculare:

' Ruptura capsulei oculare



. Pierderea corpului vitros

' Deplasarea centrului ientilei
. Calculul incorect al puterii dioptrice a lentilei
. Deteriorarea lentilei in procesul implantdrii acesteia.

ATENTIONARI:
. Nu folosili lentila intraoculard, daci aceasta are ambalajul exterior deteriorat

sau existd scurgere din containerul acesteia, sau dacd apar orice dubii.
. ln cazulin care este necesard sterilizarea repetatd a lentilei, aceasta urmeazd

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

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

in continuare. in niciun caznusterilizafi lentila intraoculard cu forfe proprii,

folosind orice metode de sterilizdre.
. Nu pdstrali lentila intraoculard la o temperaturd de peste 45'C (113? F).

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

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

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

mediului ambiant.
. Nu expuneli lentila intraoculard acliunii vreunui lichid decAta s o I u !i e i

d e i r i g a re s te r i I e s p e c i a 1e, destinateumezirii acesteiain timpul

pdstrdrii.
. Dat fiind faptul cd lentila intraoculard de tipul IOL se usucd in me{iul

aeriary 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.

AMBALAT

Lentile intraoculare de tiput 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 deschidi ambalajul gi sd se asigure de corespunderea informaliei interioare

privind lentila cu informafia de pe eticheta exterioard a cutiei.

' Sd extragd pachetul steril cu lentila, sd deschidd pachetul steril, sd introducd

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

flacon.
. Sd spele lentila minulios in solufie fiziologicd sterild.
. Metode si instrumente moderne de manipulare (depozitare) a lentilei.
. NotS: Capetele sclerale ale lentilei au o angulare (orientare unghiulard)

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

fald si 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.

C € oqtz T644F 612009
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Pozilia de stAnga

See Lens Angularea 50

Pozilia de stAnga

B-lens Angularea 50

ffiu*nr*yL*:r*s

Pozilra de stAnga

Bunny Lens Angularea 50


