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DESCRIPTION / INTENDED USE

SIDA-LENS hydrophobic one-piece acrylic foldable intraocular lenses (IOLs) are
optical devices of high precision, manufactured by cast molded blanks of
european origin and surgical quality copolymer that incorporates a polymerisable
UV blocker. They are available either in clear or yellow (with blue-light filtering
chromophore bonded to the material) optic and in aspheric or spherical types;
consult label on the carton box for the technical characteristics of each model.
These intraocular lenses are indicated for implantation in the posterior chamber
of the eye, replacing the natural human crystalline lens that has developed
Cataract, thus functioning as a refractive medium for the visual correction of
aphakia in adult patients. Their 360° square-edge profile minimizes the chances
of PCO, while their biconvex surfaces minimize effects of tilt, decentration and
aberration.

INDICATIONS

SIDA-LENS IOLs are indicated in the following (non-limited) conditions: in
conjunction with or following extracapsular cataract extraction or
phacoemulsification in the elderly; patients who are not good candidates for
contact lenses; who cannot adopt well to cataract spectacles; who are of
advanced age; suffer from macular disease etc.).

CONTRA-INDICATIONS

Surgeons should weigh potential risk vs. potential benefit before implanting a
lens. IOL implantation is not advisable in cases that it might worsen an existing
condition, interfere with a diagnosis or treatment of pathology, or present a risk to
patient’s sight.

Some such conditions that have to be respected are: severe optic atrophy;
chronic uveitis; microphthalmia; uncontrolled glaucoma; retinal detachment;
corneal dystrophy.

WARNINGS

Surgeon has to evaluate the risk which is involved in IOL implantation, as with all
surgical procedures. Complication accompanying cataract surgery may include
the following: retinal detachment; corneal endothelial damage; infection
(endophthalmitis); hypopyon; corneal edema; persistent glaucoma; pupillary
block. The list is indicative only.

The safety and effectiveness of IOL implants has not been verified in patients
with preexisting ocular conditions. Alternative methods should be examined
before considering the possibility of lens implantation.

Surgeons should continue to monitor patients postoperatively on a regular basis,
as long-term effects on IOL implantation have not been determined.

An against-the-guidelines reuse of IOL may cause poor mechanical properties
and cross contamination leading to microbial infection.

Some adverse reactions which have been associated with IOL implantation are
intraocular infection, hypopyon and secondary surgical interventions, like lens
repositioning, wound leak and retinal detachment repair.

PACKAGING

SIDA-LENS hydrophobic acrylic foldable intraocular lenses (IOLs) are supplied
sterile in a polypropylene lens case contained within a heat-sealed sterilizable
peel pouch and terminally sterilized using Ethylene Oxide (EtO).

Contents remain sterile till the written expiration date as long as the package is
not opened or damaged.

Apart from the lens case, each box contains: enough product identification
stickers for maintaining a record of the IOL implantation; a Patient ID-card, which
patients are advised to save after their lens implantation; this informational
leaflet.

PRECAUTIONS

Store the lens out of direct sunlight, at room temperature <40°C. Do not freeze.
Do not use if sterile pouch is opened or damaged.

Pouch should be opened only under sterile conditions and within short time
before use.

Only skilled surgeons with experience should attempt implantation.

Handle the lens carefully without the use of locking forceps.

¢ Do not reshape the supporting structures (haptics).
¢ Do not re-sterilize this lens.

DIRECTIONS FOR USE

Do not attempt to pull the haptics out of the plane of the lens or twist or torque

the lens to avoid breaking the lens.

1. Before implanting, carefully examine the package for IOL type, power,
proper configuration and expiration date, as well as any defects or damages.

2. Handle in a sterile environment. Peel apart to open the pouch and carefully
remove the lens case.

3. In case your storage has cold conditions, slightly warm the lens by placing it
with its package on a hot surface (<40 °C) for a while.

4. Open the cap of the lens case with care. Remove the lens using smooth-
edged forceps.

5. Particles adhered to the surface of the lens should not exist. Examine the
lens carefully, prior to use.

6. If you use forceps to implant the lens, viscoelastic should be applied to both
sides of the IOL optic, before folding, and the comprehensive force on the
lens should be minimized to reduce the potential of the lens to adhere to it or
to the instruments. Also, ensure that the forceps do not come in contact with
the central portion of the lens optic, as permanent marks can be formed on
the visual axis.

7. Labels are contained in the package, which can be used to maintain and
report records of IOL during clinical investigation.

NOTES

e The A constant provided on the outer label is an estimated value and given
as a guideline for implant power calculation. It is recommended that surgeon
derives his/her own constant value based on clinical experience, surgical
techniques, measuring equipment and postoperative results.

e SIDA-LENS intraocular lenses are available from 0.0 to +40.0 diopters (D) in
steps of 0.5D or 1.0D, depending on the model and the diopter range. Out-
of-range diopters are available upon request.

o Refractive Index of lenses: 1.56
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DISCLAIMER

The manufacturer will not be liable for any injury suffered to a patient as a result
of: any implantation method or technique used by a surgeon to implant the lens;
any prescription selection and use of the lens for any individual patient or
patient's condition.

The manufacturer makes no expressed or implied warranties in connection with
the sale of this intraocular lens. The manufacturer is liable only for the design
and production of the intraocular lens and not for any incidental, consequential,
indirect or exemplary damages of any kind, directly or indirectly arising from the
purchase or use of this product.
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MNEPIFPA®H / MPOOPIZOMENH XPHZH

O1 udpogoPol evog-Tepaxiou akpuAikoi avadiThoUpevol evdogakoi SIDA-LENS
gival OTITIKG eu@uTEPATA UWNAAG OKPIBEIOG, KATAOKEUAOPEVOI aATTO  TTPO-
oxnuaTiopéva blanks gupwTTaikig TTPOEAEUONG KOl XEIPOUPYIKAG TTOIOTNTOG TA
OTTOi0 EVOWMATWVOUV TTOAUPEPIOUEVO @GiATpo UV. AlaTiBevtal e diauyég i KiTpivo
(ve  evowpaTwpévo OTO  UAKO  XPWHOPOPO  QIATPOPIOHATOG  TNG  MTTAE
akTIVOBOAiag) oTTiké Kal o€ ao@aipikd i o@aipikd TUTTO (BA. ETIKETQ €TTi TNG
OUOKEUOOTOG YIO TO TEXVIKGE XAPAKTNPIOTIKA KABE povTéAou).

Autoi o1 gvdogakoi TTpoopifovTal yia €UQUTEUCN OTov OTTioBio BdAauyo Tou
o@BaAuoU, avTIKOBICTWVTAG TOV QUOIKG QOKO TTOU TIOPOUCIiaoE KOTAPPAKTN,
AeiToupywvtag wg péoo d1IdBAaong yia Tnv omTikA 816pBwaon TnG agakiag o€
evAAikeg aoBeveic. To Tpogih square-edge Tou BlaBétouv  Katd  360°,
eAayioToTrolei TNV MBavoTNTa £PPAviong B6Awaong otrioBiou Trepipakiou (PCO),
EVW Ol OUQIKUPTEG ETTIPAVEIEG TOUG EAOXIOTOTTOIOUV TIG CUVETTEIEG ATTO TTIBAvVA
KAion, aTTwAEIa KevTpapiopaTog Kai aberration.

ENAEIZEIZ

O1 evdopakoi SIDA-LENS IOLs gvdeikvuvTal OTIG TTAPOKATW (Un TTEPIOPICIPEG)
KOTOOTACEIG: O€ OUVOUOOUSO ME 1 OKOAOUBWVTAG EEWTTEPIQAKIKY OPAipEDN
KOTAPPAKTN A @akoBpuwia utrepriAIkwy, acBeveig ol otroiol dev emdExovTal
QPOKWV ETTOPAG, dev dUvavTal va TTPocapuooTolv o€ Yuahid Katappdkrn, eival
HEYAANG NAIKiag, TTAOXOUV aTTO 00BEVEIEG WXPAG KNAIDAG K.A.TT.).

ANTENAEIZEIZ

O1 1atpoi Ba TpéTrel va Cuyiocouv Toug TTBavolg KIivoUuvoug évavTl Tou TBavou
opéAoug TIpIV TNV eu@UTEUON €vdopakoU. H ep@lTeuon Oev ouvioTatal O€
TIEPITITWOEIG TTOU UTTOPEl va XEIPOTEPEUOEI Pia UTIGpXouoa KatdaTtaon, va
£TTNPEATEl pia BIAyvwaon 1 aywyn, i va 8IoKIvOuveUoel TRV 6pacn Tou aoBevoulg.
Mepikég TETOIEG KATAOTAOEIG TTOU TIPETTEI va Ang@Bolv utréywn eival: cofapn
OTITIKI) OTPOQIa, XPOvia PayoeldiTida, HIKPOPBaAia, aveCEAEyKTO YAQUKwUQ,
atmokdAANon au@IBANoTpoeIdolg, duoTpogia KEPATOEIOOUG.

NPOEIAONOIHZEIZ

O xelpoUpyog 1aTpOG TTPETTEI va agloAoyei Tov KivOuvo TTou aTroppéel atTmd TNV
eP@UTEUON £vOOPAKOU, OTTWG CupBaivel e OAEG TIG XEIPOUPYIKEG Bladikaaieg. O1
EMITTAOKEG TTOU GUVOJEUOUV HIa €TTEURACN KOTOPPAKTN  UTTOpEi va eival ol
akOAouBeg:  atrokOAAnon  ap@iBAnoTpoeidolg,  evdobnAiakry  BAGBn  Tou
KEPATOEIBOUG, POAUvON (evOO@BOANITIdA), UTTOTTUOV, OIBNUA TOU KEPATOEIBOUG,
ePpEVOV YAQUKWHA, KOPIKOG aTTOKAEIONOG. H AioTa gival pévo evOEIKTIKN.

H ao@dAsia Kal n atmmoTEAEOUATIKOTNTA TWV EPPUTEUCEWV EVOOPAKWY OEV EXEI
emBeBaiwbei ot  0aoBeveic pe  TTPOUTIAPYXOUCEG  OQOOAUIKEG  TTAOACEIG.
EvaAAakTikéG péBodOI Ba Tpémrel va eeTaaTolv TPV ammé TNV €§€Taon Tng
€UQUTEUONG POKOU.

O1 xeipoupyol Ba TTPETTEI va OUVEXICOUV va TTOPAKOAOUBOUV PETEYXEIPNTIKG TOUG
aoBeveig og TOKTIKA BAON, KAOBWG OI HOKPOXPOVIEG ETTITITWOEIG TNG EPPUTEUTNG
£vOoPaKoU dev £XOUV KABOPIOTEI.

Mia emravaxpnaoiyotroinon evdo@akou, Katd Trapdfacn Twv odnyiwv, PTTopei va
TIPOKAAECEl KOKEG MNXAVIKEG 1016TNTEG KAl €TTIMOAUVON TIoU 0dnyAoEl Of
HiKpoBiakr poAuvan.

KdTroleg avemmbuunTeg €VEPYEIEG TTOU EXOUV OUCXETIOTEI PE TNV €PQUTEUON
evdopakoU  gival:  evOo@BAApia  poAuvon, uToTIUOV KOl OeuTEPEUOUTEG
XEIPOUPYIKEG TTAPEUPRATEIG, OTTWG ETTAVATOTTOBETNON evdogakol, dlappor Tou
TpaUpaTog Kal £mMBI6pOwan TNG atrokdAANoNg au@IBANCTPoEIdOUG.

ZYZKEYAZIA

O1 udpodgoBor akpuAikoi avaditrholpevol evdogakoi SIDA-LENS Trapéxovral
aTTooTEIpWHEVOlI  O€  Brikn  TTOAUTTPOTTUAEviou, 1N oTToia  €OwkKAgieTal o€
BePUOKOAANPEVO ETTIOEXOMEVO OTTOOTEIPWONG GAKO, OPICTIKWG OTTOCTEIPWUEVO!
pe xprion aibulevoteidiou (EtO).

To TTEPIEXOUEVO TTOPAUEVEI OTTOCTEIPWHEVO PEXPI TNV NUEPOUNVia ARgng, epooov
n ouokeuaaia dev £xel avoixBei i KATAOTPAPEI.

Ektég amd Tn OfAkn pe Tov evdoQakd, KABE OUOKEUQOia TTEPIEXEl: QAPKETA
QUTOKOAANTA  TOUTOTTOINONG TOU TIPOIGVTOG Yo Tnv dlATAPNon Opxeiou Tng
eP@UTEUONG, €va BeATiIO TAUTOTNTAG a0BEVOUG, TO OTTOI0 OI A0BEVEIG oUVIOTWVTAI
VO OTTOBNKEUOOUV METE TNV €PQUTEUCN Tou €vOOPAKOU TOUG, TO TIAPOV
TTANPOPOPIaKd GUAAGDIO.

NPO®YAAZEIZ

¢ AtroBnkeuvete Tov EvBo@akd ekTOg dueang ékBeong aTov RAIo, o€ Bepuokpacia
Swyatiou <40° C. Mnv Tov KaTayUXeTE.

¢ Na pnv xpnolpotroleital v n aTeipa BrKN £XEI AVOIXTE ] KATACTPAPEI.

¢ H 6rkn Ba TpéTrel va avoiyeTal pévo KATW aTré aTTOOTEIPWHEVEG CUVONKES Kal
o€ oUVTOUO XPOVIKO BIGOTNHA TTPIV aTTé TN XPAon.

e Mévo egeidikeupévol xelpoUpyol pe epTTeipia Ba TTPETTEl va €TTIXEIPOUV TNV
eU@UTEUON.

o XeIpIOTEITE TOV EVOOPAKS TIPOCEKTIKA Xwpig TN Xprion locking AaBidwv.

¢ Mnv avapop@QWVETE TIG OUEG UTTOOTAPIENG (OTTTIKG onpeia).

e Mnv emixeipeite emavamooTeipwaon Tou Evdoeakou.

OAHTFIEZ XPHZHZ

MNa va amopUyeTe To aTTG0IYO Tou EvOo@akoU, unv eTTIXEIPAOETE va TPABASETE Ta
ATITIKA €W aTTO TO ETTITTESS TOU 1 VA TOV AVACTPEWETE 1) VO TOV GUCTPEWETE.

1. Mpiv TNV EPPUTEUCT, TTPOCEKTIKA €EETAOTE TNV OUCKeuaaia Tou Evdogakol
yia Tov TUTTO, TNV dI0TTTpia, TNV 0plr) diaudppwan, TNV nuepounvia ARgNG,
KaBWG Kal yia TuXOV eEAaTTWPATa 1 {nyieg.

2. XepioTeite TOov Ot OTOOTEIpWHEVO TTEPIBAANOV. Avoifte Tpafwvtag TO
OAKOUAGKI KOl 0aIpéTTE TIPOCEKTIKA TN Brkn Tou Evdogakou.

3. Ze TIEPITITWON TTOU N OTTOBKEUON €XEI WUXPEG OUVONKEG, BEpUAvETE EAapPa
ToV £vB0QaKd TOTTOBETWIVTAG TOV yia Aiyo o€ pia Beppn emi@aveia (<40 °C).

4. Avoifte pe TTPOCOXN TO KATIAKI TNG BAKNG Tou evdo@akoU. AQaIipéoTe Tov
evOoPaKo pe Aafida Asiwv akpwv..

5. Agv Ba TIPETEl va UTTAPXOUV CWHATIdIa KOANPéva oTnv €TTIQAVEID TOU
Evdogakou. Mpiv amd Tn Xprion, €{eTdOTe TOV TIPOOEKTIKA yia TETOIO
owparidia.

6. Edv xpnoiyotroigite AaBida yia Tnv epueUTEUCN TOU EVOOPOKOU, Ba TTPETTEI va
€QPAPUOOTEl  1EWO0EAAOTIKO O€  aPPOTEPEG TIAEUPEG TOU  OTITIKOU  TOU
€vOO@aKOU, TIPIV TNV avadiTTAwan Kai N GUVOAIKH dUvaun eTTi Tou evOOPaKOU
Ba TPETTEl va gival EAGXIOTN, WOTE Vo PEIWBET N TOavOTNTA 0 EVOOPAKOG VO
KkoAAoel petagl Tou fy otnv AaBida. ETriong, alyoupeuteite 611 n AaBida dev
£PXETAI O€ ETTAPN PE TO KEVTPIKO KOPMATI TOU OTITIKOU TOU, KABATI UTTopEi va
SnuioupynBouv pévipa onudadia aTov OTITIKG dova.

7. ETkéTEG TTEPIEXOVTAI OTNV CUOKEUACIA Kal TTOpoUV va xpnolpoTtroinBouv yia
TNV dlathpnon Kal TRV avagopd apxeiwv Twv Evoopakwv Katd TNV KAIVIKA
¢peuva.

ZHMEIQZEIZ

e H o1aBepd A avaypd@eTal TNV €EWTEPIKN ETIKETA KAT €KTiUNON Kal OideTal
wg 0dnyog yia Tov KaBopioud Tng dIOTITPIAG TOU EUPUTEUPATOG. ZUVioTaTal O
XEIPOUPYOG va €gayel Tn BIKA Tou TINA aTabepdg, Baoi{éuevog otnv KAIVIKA
TOU EWTTEIPIA, TIG XEIPOUPYIKEG TEXVIKEG, TOV €EOTTAIONO PETPNONG Kal Ta
METEYXEIPNTIKA ATTOTEAEOUATA.

e O evdogakoi SIDA-LENS eivar dia8éaipol og diotrrpieg (D) amd 0.0 £wg
+40.0 oe Brjpata 0.5D r 1.0D, avdloya Pe TO POVTEAO Kal TO €UPOG
dI0TTITPiaG. AIOTITPIEG EKTOG TOU TTAPATIAVW ava@epOuevou elpoug duvavtal
va gival SIaBETIPEG KATOTTIV AITAPATOG.

o Agiktng 81G0Aaong evoopakwyv: 1.56
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AMNOMNOIHZH EYOYNHZ

O KaTaoKEUOOTAG BeV EUBUVETAI VIO OTTOIOVORTIOTE TPAUMATIOPO UTTOOTEI 0BEVAG
ouvetreia: KGBe PeBSDOU ePPUTEUONG 1 TEXVIKAG TTOU XPNOIUOTIOINONKE aTTd
XEIPOUPYO yia Tnv eu@UTEUON TOu evOOPOKOU, KABE €TmIAOyR Kol XPrion Tou
€vOO@aKOU yia OTTOIOVONTTIOTE a0BEV i} KATAoTAON AoBevn.

O KATaOoKEUOOTAG BEV EKPPALEI i} UTTOVOEI EYYUAOEIG CUVOEBUEVEG UE TNV TTWANCN
autou Tou evdopakoU. O KaTaoKEUAOTAG €uBUveTal YOVO yia Tov oXedIaoPO Kal
TNV TTapaywyr] Tou €vdo@akoU Kal Oxl YO OTTOIECOATIOTE CUMTTWHATIKEG,
eTmakOAoubeg 1 éupeceg BAABeg otroioudnTote TUTTOU, Aueca 1 éppeca
TIPOKUTITOUCEG OTTO TNV ayopd 1 xpron autol Tou TTPoidvToG.
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