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Hydrophilic One-Piece Acrylic Foldable
Intraocular Lens
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DESCRIPTION / INTENDED USE

SIDA-LENS hydrophilic one-piece acrylic foldable intraocular lenses (IOLs) are
optical devices of high precision, manufactured by high-quality clinical grade
UV-absorbing hydroxyl ethyl methyl acrylate (HEMA). 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 I0Ls 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 adapt well to cataract spectacles; who are of
advanced age.

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. Complications 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 hydrophilic foldable intraocular lenses (IOLs) are supplied sterile
by steam, in a hydrated state, in a blister pack which is enclosed in an also
sterile autoclaved pouch. It is strictly advised to open the peel pouch under
sterile conditions only.

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: the appropriate cartridge and
injector; 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.

It is strictly advised to leave the Lens in saline or equivalent substance, to
avoid dehydration until ready to fold for implant. For obtaining best results,
the Lens should be folded and implanted within 3 minutes after removing
from the saline.

« Do not soak or rinse lens in solution other than sterile balanced salt solution
or sterile normal saline solution or equivalent of such.

« 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

1. In a sterile environment, peel apart pouches of injector and cartridge,
and take them out.

2. Hold cartridge in 180 open position for loading the IOL and apply a thin
layer of viscoelastic in the lens loading chamber and in the barrel, to
serve as a lubricant for IOL’s free movement during the injection.

3. Open lens’ tray and take it out using forceps. Place it in the cartridge
and gently press the lens using flat forceps. At the same time, close the
cartridge without pinching the haptic or the edge of the optic.

4. Make sure neither the optic nor the haptic is caught between the
shutters (If this happens, then open the cartridge, remove the lens and
reload the lens according steps 2-3).

5. Load cartridge into the injector. Ensure that there is no gap between the
shutters, before loading the cartridge into the injector.

6. Gently push the plunger until lens moves towards the cartridge tip end,
till lens will completely come out of the cartridge. To avoid rotating the
lens when it comes out of the cartridge, lens has to be properly loaded
in the center of the cartridge and near the barrel.

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 -10.0 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.

¢ Refractive Index of lenses: 1.46
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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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SIDA-LENS

EAAHNIKA

Y3po6@ihog Evog-Tepayiou AKpuAikég
AvaditrAoupevog Evdopakog

MEPIFPA®H / MPOOPIZOMENH XPHZH

O1 udpd@IAol akpuAikoi avadittAoupevol evdopakoi SIDA-LENS™ eivar evog-
TEPOXiOU OTITIKEG OUOKEUEG UWNAAG  OKPIBEIDG, KATOOKEUOOWEVOlI  OTTd
uEBAKPUAIKO udpogu-aiBuieoTépa (HEMA), UAIKG uwnAAg TToI6TNTAG, 1OTPIKAG
SlaBaduiong kal aroppdPnong akTivwy UV. AlatiBevtal pe diauyég R KiTpivo
(ME eVOWPOTWHEVO OTO UAKO  XPWHOPOPO  QIATPOPIOUATOG TNG  UTTAE
aKTIVOBOAIOG) OTITIKG Kol 0€ ag@aipikd 1 pn aopaipikd TUTTO (BA. €TIKETA €TTi
TNG CUCKEUOGIAG YIa TA TEXVIKA XAPAKTNPIOTIKG KABE povTéAou).

Autoi ol gvdogakoi TrpoopifovTal yia eu@UTEUCn OTOoV OTTioBlo BdAapo Tou
o@BaAPOU, avVTIKOBIOTWVTAG TOV QUOIKG GOKO TTOU TTAPOUCIOCE KATAPPAKTN,
AeIToupywvTag wg péoo dIdBAaong yia TV oTITIKA SI6pBwon ThG agakiag o€
evAhkeg aoBeveic. To Tpo@iA square-edge Tou OiaBétouv katd 360°,
ehayioToTrolel TNV MBAvOTNTA  €PPaviong BoAwong oTmioBiou  Trepiakiou
(PCO), evwy oI au@IKUPTEG ETTIPAVEIEG TOUG EAAXIOTOTTOIOUV TIG CUVETTEIEG ATTO
moavr) KAion, amwAela KEvTpapiopaTog Kal aberration.

ENAEIZEIZ

O1 evdogakoi SIDA-LENS I0Ls gvdeikvuvTal OTIG TTApAKATW (Un TTEPIOPICIUEG)
KOTOOTAOEIG: OE OUVOUOOUO HE 1 OKOAOUBWVTAG EEWTTEPIPAKIKT aPAipEON
KOTOPPAKTN A QakoBpuwia utreprAikwy, aoBeveig o1 otroiol dev emIdEXOVTAI
POKWV ETTOPAG, dev dUvAvTal VO TIPOCAPUOCTOUV O€ YUOAIG KOTAPPAKTN, €ival
MEYAANG nAIKiag, TTaoXouV aTTd aoBéveleg wyPAag KNAIdag K.A.1T.).

ANTENAEIZEIZ

O 1atpoi Ba TpéTel va fuyioouv Toug Bavoug KIvaUvoug évavti Tou TBavou
o@éNoug TTPpIV TNV euQUTEUCN evdopakoU. H eu@UTeuon dev ocuvioTartal o€
TIEPITITWOEIG TTOU WTTOPEI VO XEIPOTEPEUTEl MIa UTTAPXOUCSa KATdoTaon, va
eTTNPEGoel pia didyvwon [ aywyr, 1 va Oiokivouveloel Tnv épacn Tou
aoBevolg.

Mepikég TETOIEG KOTAOTAOEIG TTOU TTPETTEl va An@Bolv uttdywn eival: goBapn
OTITIKA aTpoYia, XPovia payoeldiTida, HIKpopBaApia, avetéAeykTo yAalkwya,
atrokdAAnon apIBANcTPoeIdoUg, duaTpoia KepaToeldoug.

NPOEIAOMNOIHZEIZ

O x€eIpoUpPYOG 10TPOG TIPETTEI VA agloAoyei ToV KivOuvo TTou aTToppéel aTrd TNV
€MPUTEUON EVOOPOKOU, OTTWG CUMPBAIVEI HE OAEG TIG XEIPOUPYIKEG OIOBIKATIEG.
Ol emITTAOKEG TTOU GUVODEUOUV [ia €TTEURACN KATAPPAKTN WTTOPEi va gival ol
akOAoubeg:  atmmokOAAnon  ap@IBAnoTpoeidolg, evdoBnAiakry BAGBn  Tou
KEPATOEIBOUG, HOAUVON (evOO@PBaApiTIdN), UTTOTTUOV, OIBNUA TOU KEPATOEIBOUG,
ePpévoV YAaUKwUa, KOPIKOG atroKAEIoNOG. H AioTa gival povo eVvOEIKTIKN.

H ao@dAeia kal n amroTEAEOHATIKOTNTA TWV EUPUTEUCEWY EVOOPAKWYV deV EXEI
emPBePaiwBei ot aoBeveig pe  TPOUTTAPYXOUCEG OPBOAUIKEG TTABNOEIG.
EvaoAAakTiKéG péBOdOI Ba TpéTTel va egeTaoTolv TIpIv aTmd TNV €géTaon Tng
€MPUTELONG PaKOU.

O1 xeipolUpyol Ba TTPETTEI va GUVEXICOUV va TTAPOKOAOUBOUV WETEYXEIPNTIKA
Toug aoBeveig Ot TOKTIKA BAon, KOBWG O PAKPOXPOVIEG ETITITWOEIG TNG
EMPUTEUONG EVOOPAKOU BEV EXOUV KABOPIOTEI.

Mia emavaypnoigotroinon evdogakou, katd Trapdfacn Twv odnylwv, PTToPEi
va TTPOKAAECEl KAKEG UNXAVIKEG 1IB1OTNTEG KAl €TMIPOAUVON TToU 0dnynoel o€
JikpoBiakr) poAuvon.

Karroieg avemBUUNTEG EVEPYEIEG TTOU €XOUV OUCXETIOTEI PE TNV €PPUTEUON
evdo@akoU eival:  evdo@BAApia  pOAuvan, UTTOTTIUOV  Kal  OEUTEPEUOUCEG
XEIPOUPYIKEG TTAPEPPACEIG, OTTWG ETTAVATOTTIOBETNON £vdoPakoU, dlappon Tou
TpaUpaTog Kal €mdIopOwaon TNG atmokOAANoNG au@IBANCTPOEIdOUG.

AIAGEZH

O1  udpoégidol  avaditholpevol  evdogpakoi  SIDA-LENS  mapéyovtal
ATTOOTEIPWUEVOI PE OTMO, Ot evudatwpévn KatdaTtaon, ot TTakéTo blister 1o
OTIOI0 EUTTEPIEXETAI OE ETTIONG OTTOOTEIPWHEVO AUTOKAEIGTO pouch. ZuoTrveTal
auoTnpwg To pouch va avoiyetal uTTd OTEIPEG TUVORKEG POVOV.

To TIEPIEXOUEVO TTAPOMEVEI QATTOOTEIPWHEVO PEXPI TNV nuepounvia AAgNG,
£QOOOV N CUCKeUOTia dev £Xel avolxBei ) KATAOTPAPEI.

Ektdg amd 1n Orkn pe Tov €vOOPOKO, KABE OUOCKEUATIO TTEPIEXEL: OPKETA
autokOAANTa TOUTOTTOINONG TOU TIPOIGVTOG yia TNV dlaTAPNCN apXEiou Tng
eupUTEUONG, €va OeATio TAUTOTNTAG acBevolg  -TO OToI0 Ol aoBEeveig
OUVIOTWVTAI VA aTroBNKEUOOUV WETE TNV €PPUTEUON TOU £vOOPAKOU TOUG, TO
TTapoOV TTANPoPopIakd QUAAGDIO.

NPO®YAAZEIZ

Amobnkelete Tov Evdopakd ekTég dueong €kBeong oTtov Ao, o€
Beppuokpacia Swyatiou <40° C. Mnv Tov KaTayUyeTE.

Na pnv xpnoigoTrolgital €div n aTeipa Bk €XEl avOIXTEN i KATAGTPOPEI.

H 6nkn Ba Tpétel va avoiyeTal povo KATw OTTO ATTOOTEIPWHEVEG OUVONKEG
KOl 0€ GUVTOHO XPOVIKO SIGoTNUA TTPIV aTtré Tn Xpron.

Moévo egeidikeupévol xelpolpyol pe euTreipia Ba TTPETTEN va €TTIXEIPOUV TV
ep@UTEUON.

Mo va aTTo@UyETE TNV OQUIATWOT TOU PAKOU PEXPI AUTOG Va Eival ETOINOG VO
OITAWBEI yIa TNV EUPUTEUCT, CUOTAVETAI QUCTNPWG VO OPHVETE TOV PAKO OF
ahatouxa ) avaloyn ouadia. MNa kaAUTEpa atToTEAéTHATA, O PAKOG Ba TTPETTEI
va SITTAWVETAI KOI VA EPQUTEVETAI EVTOG 3 AETTITWV ATIO TNV aQaipecr] Tou
atré 10 ahatoUyo didAupa.

Mnv Bubicete 1 EemAévere Tov evdogakd ot GAAO JidAupa €kTOG aTTO
alatouxo didAupa éktTAuong (BSS), oTeipo @uaioloyikd opd i 100dUvapo
AUTWV.

XelpIoTeiTe TOV EVOOPOKS TTPOTEKTIKA Xwpig TN xpran locking AaBidwv.

Mnv avapop@wVeTe TIG JOPEG UTTOOTAPIENG (ATITIKG onueia).

Mnyv eTTIxeIpEiTE €ETTAVATIOOTEIPWON TOU Evdogakou.

OAHTIEZ XPHZHZ

1. e amoaoTeipwyévo TTEPIBAANOV, aVOoIgTE TIG CUOKEUATIEG TOU £VBETN Kal TOU
@ualyyiou Kail ByAaATe Ta £Ew. X

2. KpatioTe 1o Quaiyylo avolktd o€ Béon 180 yia TNV ¢OpTWon Tou £viopakou
KOl EQPAPHPOOTE £va TTaXU OTPWHA IEWO0EAACTIKOU GTO BAAAUO POPTWONG KAl
oTnVv KAvvn, WoTe va AeIToupyrnoel oav ANITTavTikG yia eAeUBepn kivnan Tou
€vOOPAKOU KaTd TnV €vOeon.

3. Avoi¢te TO dIOKiO TOU @akoU Kal agaipéoTe Tov MPe Xpron AaBidag.
ToTToBeTAOTE TOV OTO QUOIYYIO KAl THIECTE TOV €AAPPE pE XPAon €TTiTTedNG
AaBidag. Tautdxpova, KAEIOTE TO QUOIYYIO XwPiG va ouvBAiWeTe Ta aTrTIKA 1
TNV GKpn Tou OTITIKOU.

4. BeBaiwBeite 611 1600 TO OTTIKG, 600 KAl Ta ATITIKA TUAUaTta, Oev €Xouv
mooTel peTagy Twv KAgioTpwv (Eav éxer ouuBei autd, avoilte 1o @uaiyyio,
aQaIPETTE Kal EMavaToTToBeTHOTE TOV Paké ouupwva ue 1a Bruara 2-3).

5. BeBaiwbeite 0TI TO QuUOiyylo €xel KAgioel epunTIKA, TTPOTOU TO QOPTWOETE
oaToV EVOETN.

6.Méate ehappd 1O €UROAO PEXPI O QAKOG va KIvnBei TTpOog TO PUYyXOG Tou
@ualyyiou kail TeAgiwg €Ew ammd autd. MNa va aTmoQeuxBei n TTEPIGTPOPR TOU
@oKoU Katd Tnv €£0d6 Tou OTTd TO QUOIiYYIO, O QAKOG Ba TTPETTEl va EXEl
POPTWOEI CWOTA OTO KEVTPO TOU QUOIYYIOU Kal KOVTA OTNV KAvvN.

ZHMEIQZEIZ

e H o1aBepd A avaypd@eTal TNV EWTEPIKN ETIKETO KAT €KTiUNON Kal OideTal
wg 0dnyog yia Tov kaBopiopd Tng SIOTITPIAg Tou EUUTEUPATOG. ZuvioTaTal O
XEIPOUPYOG va e€Ayel T BIKR Tou TINA oTabepdg, Baoifopevog otnv KAIVIKA
TOU EWTTEIPIO, TIG XEIPOUPYIKEG TEXVIKEG, TOV €EOTTAIONO PETPNONG Kal Ta
METEYXEIPNTIKA ATTOTEAEOUATA.

e O evdopakoi SIDA-LENS eival diaBéaipol ae diomrtpieg (D) amd -10.0 wg

+40.0 oe Brjpata 0.5D r 1.0D, avaAoya Pe TO POVTEAO Kal TO €UPOG

SioTrTpiag. AIOTITpiEG €EKTOG TOU TTAPATIAVW ava@epduevou eipoug duvavtal

va gival I00€01UEG KATOTTIV QITAPATOG.

Aeiktng d1d6Aaong evdopakwv: 1.46
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AMOMNOIHZH EYOYNHZ

O koTaooKeuaoTAg Oev €uBUVETAl yia OTTOIOVONTIOTE TPOUMATIOPO UTTOOTEN
aoBeviig ouvetreia: kGBe peBOdOU €u@UTEUONG N TEXVIKAG TIOU XPNOIMO-
TTOIBNKE aTTd XEIPOUPYO Yia TNV €U@UTEUCN TOU £vOOo@aKoU, KABe €TTIAOYAG
Kal Xprong Tou evdogakoU yia oTrolovdnTroTe aoBevr A KatdaTaon acBevr.

O koTaokeuaoTAg Oev ekPPAdel 1 UTTOVOEI €yYUNOEIG OUVOEOUEVEG HE TNV
TTWANon autol Tou evdopakou. O KaTaOKeUaoTAg euBuveTal pévo yia Tov
oxedlaoud Kal TNV TTOpaywyr] Tou &vdo@akou Kal Oxl yia OTToIECONTIOTE
OUUTTWHOTIKEG, ETTAKOAOUBEG A éupeaeg BAAREG otToloudnTroTe TUTTOU, AUETT 1)
£€upeoa TTPOKUTITOUTEG aTTé TNV ayopd ) Xprion auTou Tou TTPoidvToG.
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