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PMMA Intraocular Lens

DESCRIPTION / INTENDED USE

Sipa-LENS PMMA Intraocular Lens (IOL) manufactured by Sidapharm, is an
optical device for the replacement of natural crystalline lens in human eyes.
The IOL comprises of two parts; the central clear optic (which acts as
visual zone) and the peripheral haptic (which helps in lens anchorage).
It is made from clinical grade Polymethyl Methacrylate (PMMA) with an added
UV-absorbing compound.

To allow the surgeon's flexibility in meeting individual patient requirements,
Sidapharm offers several distinct types of lenses, which range from 6.00 to
+35.00 diopter* (please refer to IOLs box for each one’s specific
characteristics).

SUPPLY FORMAT

Sipa-LENS PMMA lenses are supplied in a lens carrying case made of
Polystyrene contained in a heat-sealed medical-grade pouch, sterilized using
Ethylene oxide (ETO). The contents of the pouch are sterile unless the
package is opened or damaged.

INDICATIONS

These IOLs can be used for visual correction of aphakia in adult patients
whose cataract lens has been removed by extra-capsular cataract extraction.
The lens is intended to be placed in the capsular bag.

PRECAUTIONS

Do not keep the lens in direct sunlight or at temperature greater than
45°C. Keep from freezing.

Do not use if the sterile packaging has been opened or damaged.

Only skilled surgeons with experience in either viewing and/or assisting
numerous surgical implantation and successfully completed at least one
course on IOL implantation, should attempt implantation of these lenses.
Pouch should be opened only under sterile conditions.

Do not soak or rinse lens in solutions other than sterile BSS or equivalent
of such.

Do not attempt to autoclave and resterilize this lens.

Do not autoclave this lens.

Handle the lens carefully. Locking forceps or needle holders should never
be used to pick up lenses.

Do not reshape the supporting structures (haptics).

The patient must be advised that the doctor or the medical center should
be informed of any side effects not referred in this information.

Do not use lens if it is accidently dropped. The implications of reuse other
than adverse reactions are not clinically well known.

CONTRA-INDICATIONS

Patients with the following conditions are not suitable candidates for
IOL operation. Otherwise, there is risk for their eyesight.

* Patient with eyes having fore shortened anterior segments, e.g. micro
ophthalmic or certain forms of chronic angle - closure glaucoma
For anterior chamber implantation, previous history of, or
predisposition to retinal detachment
Patients in whom the IOL may interfere with the ability to observe,
diagnose or treat posterior segment disease
Recurrent anterior or posterior segment inflammation of unknown
aetiology
Abnormality of the iris which would preclude adequate fixation of the lens,
such as aniridia, hemi-iridectomy or severe atrophy.

WARNINGS
The effectiveness of UV-absorbing lenses in reducing the incidence of
retinal disorders has not been established.

The safety of the use of the Neodymium-YAG laser and 10Ls with UV-
absorbing materials has not been established. The physician is urged to
use extreme caution in such cases where a patient with UV-absorbing
I0Ls is treated with a Neodymium-YAG laser.

The compression force exerted on the eye tissue by t
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type of lens depending on the eye dimensions. Lacation: Maldova
"In-the-bag lenses" should be used only when capsulorhexis Is per o'rmeg

and the posterior capsule is in good condition.

Care should be taken to avoid breakage of haptic while inserting lens
through the scleral tunnel of small incision.
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ADVERSE REACTIONS
The reuse of IOL may cause:
e Cross contamination which will lead to microbial infection.
* Improper mechanical properties.
* Repeated use may affect aesthetic appearance of lens which will lead to
visual defects,

INSTRUCTIONS FOR USE

Do not attempt to expand the haptics, flex them out of the plane of the lens,
twist or torque the lens, in order to avoid breakage.

1. In a sterile environment, peel apart to open the pouch and remove the
lens case.

2. Unscrew the lens case with care and grasp the lens optic using smooth
edged forceps and lift.

3. Soak or rinse lens in sterile balanced salt solution or sterile normal
saline solution.

4. The lens, due to some static charge produced while opening the lens
case, may stick to the cap in rare instances.

5. Ensure that the lens is in good condition for optic and haptic surfaces
for adherence of any particles.

6. Prior to implantation examine the lens for power, type, proper
configuration and optical surfaces.

7. During insertion handle tenses by haptic portion only.

8. Carton box contains extra labels. These are for convenience in
maintaining and reporting records of implantable lenses during clinical
investigation. One of the labels could be affixed in patient's case sheet,
for future reference.

9. Rinse the lenses in sterile B.S. Solution before implantation, to
minimize the static discharge which enhances the microbial
contamination.

SPECIFIC INSTRUCTIONS

e The need for a secondary iridectomy for pupillary block may be
prevented by one or more iridectomies at the time of IOL implantation,
especially in cases of anterior chamber IOL implantation

e Physicians considering lens implantation in patients with cataracts
associated with macular degeneration or retinal degeneration,
glaucoma, or corneal diseases, should be aware that the patient may
not achieve improvement in central visual acuity caused by these
pathologies

e Secondary glaucoma has been reported occasionally in patients with
pre-existing glaucoma who received posterior chamber lens implants.
The intraocular pressure of implant patients with glaucoma should be
carefully monitored post-operatively

e The safety and effectiveness of a posterior chamber lens if placed in the
anterior chamber has not been established. Such implantation has been
shown to be unsafe in some cases

e The "A" constant value is only an estimate value. It is recommended
that surgeon derives his/her own value based on his/her clinical
experience.

SDANT
SDHS, SDALP

Applicable Models: (anterior chamber)

(posterior chamber)

* Out-of-range diopters may be produced upon request
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Evdogpakdég PMMA

MNEPIFPA®H / MPOOPIZOMENH XPHZH

O PMMA ev80¢ako6g Sipa-LENS TToU kataokeuddetal atrd Tnv Sidapharm eivai

éva ommkG €i00G O€ avTIKATdoTaon TOU QUOIKOU KPUOTOAAIKOU @OKOU OTOUG

avBpwIvoug opBaAuoUg.

O evdopakdg atroTeAeiTal atrd dUo PEPN: TO KEVTPIKO SId@avo oTTIKS (T OTToio

Opa wg OTTIKA JWvn) Kal TO TTEPIPEPEIOKS ATITIKO (TO OTToio BonBdel oTn

oTaBepotroinon Tou @akol). O evOOPAKOG KOATAOKEUAJeTal OTTd  1ATPIKAG

diaBabpiong MeBakpuAikd MoAuMeBUAIo (PMMA) pe emmrpOoBeTn oUvBeon

aTTopPPOPNONG aKTIVWV UV.

H Sidapharm mpoo@épel apkeToUg dIAPOPETIKOUG TUTTOUG PAKWV, TTPOKEINEVOU

Ol XEIPOUPYOl VO €XOUVHEUENKTOUG TPOTTOUG QVTIMETWTTIONG €VavVTl TWV

ATTQAITACEWY TWV ‘mﬂ n'.:“ Koi eival dlaBéaipol oe dioTrTpieg amd 6.00
i ) TIKE TOU KGOt OUyKeKpIuévou evoopakou,

ULiE 6TTWS ot

AIAGEZH

O PMMA evdogakoi Sidapharm  Trapéxovial  OTTOOTEIPWHEVOl  HE
alBuAevogeidio (EO), oe €idIkA Brikn TToAucTupeviou péoa oe BeppokoAAnuévo
pouch. Ta TrepiexOpeEVA TTAPAPEVOUV OTTOOTEIPWHEVA £@OoOV TO pouch Bev
£x€l avoIXBei | KATOOTPAPEI.



ENAEIZEIZ

AuTtoi oI @akoi pTTopouv xpnoipotroinBolv yia Tnv omTik di6pbwaon Tng
apakiog og eVANKEG aOBEVEIG TwV OTIOIWV O QAKOG ME KATOPPAKTN EXEl
aTmopakpuvlei pe €gaywyn Tou Katappdktn Tou Trepipakiou. O  @aKog
TIpoopideTal va TOTTOBETNOEI OTOV OAKO TOU TTEPIPAKIOU.

NPO®YAAZEIZ

Mnv SiaTnpeite Tov @akd o€ ameubeiag NANIOKO Qwg ) o€ Bepuokpaacieg
Avw Twv 45° C. MnVv Tov TTayWVETE.

MnV Tov XpnOIJOTIOINCETE €AV N OTTOCTEIPWHEVN CUOKEUQTIA EXEl AVOIXOET
| KOTOOTPAYEI.

Movov katapTiopévol XelpoUpyol UE euTTElpia TTapakoAouBnong kailf
OuvOPOUNG Ot TTOANEG XEIPOUPYIKEG EUPUTEUCEIG KAl Ol OTToi0l €XOUV
OAOKANPWOEI ETTITUXWG KAT EAGXIOTOV Hia EKTTAIOEUOT TTEPT ENPUTEUTEWV
€VOOPAKWY, Ba TTPETTEI VA ETTIXEIPACOUV EPPUTEUCT TETOIOU EIDOUG PAKOU.
To pouch Ba TTpéTTel va avoiyeTal JOVO UTTO OTTOCTEIPWHEVEG OUVONKEG.
EpBarriete Tov @akd pévo oe didhupa BSS ry avrioToixo.

Mnv emIXeIpAOETE va TOTTOBETAOETE Ot KAiBavo aTmooTeipwang Kol va
ETTOVOTIOOTEIPWOETE TOV EVOOPAKO.

XeIpIOTEITE PE TTPOTOYXA TOV QAKOS. Agv TIPETTEI TTOTE VA XPNCIUOTTIOIOUVTal
yia TO OAKWUA Tou @akoU AaBideg TTou KAEIBWVOUV 1 BEAOVOKATOXO

Mnv TPOTTOTTOIEITE TNV UTTOGTNPIKTIKK SOUN (OTTTIKA)

O aoBevig TTpéTTel va OUPBOUAEUBET OTI 0 1aTPOG ) TO 1ATPIKG KEVTPO Ba
TIPETTEI VO EVNUEPWIVOVTAI YIO KABE TTaPEVEPYEIQ TTOU TUXOV TTOPOUCIacOEi
KOl OEV AVAPEPETAI GTO TTAPOV EVTUTTO.

Mnv xpnoipoTroifoeTe Tov Qakd, €av Katd AdBog oag téael. O1 ETITTAOKEG
AOyw eTTavVaXpnoIPOTIOINONG TTEPAV TWV OVETTIBUPNTWY EVEPYEIWV OEV
eival KAIVIKE yVWOTEG.

ANTENAEIZEIZ
O1 a0Beveig Pe TIG TTAPAKATW KATAOTACEIG Oev €ival KATGAANAoI uTToWn@Iol yia
eméuBaaon evdopakou. Edav etmixeipnBei, n 6pach Toug TiBeTal o€ Kivduvo.

AoBeveig pe o@BaAPoUG TTOU €XOUV HIKPG eUTTPOOBIa TUAPATA, TT.X.
MIKPOQBOAUIa i} CUYKEKPIPEVEG HOPPEG YAQUKWHATOG KAEIOTAG YwViag

MNa epeuTeuon mpooBiou BaAdpou, I0TOPIKG TTPonyoUpevo ) TTPodIGBeon
atroKOAANONG ap@IBANCTPOEIBOUG

AoBeveig 0TOUG OTTOIOUG O EVOOPAKAOG UTTOPET va eUTTOdioEl TN duvaTdTnTa
TTapatipnong, diIdyvwong r Bepatreiag aoBeveIWV OTTIOBIOU TUAHATOG
Emavalappavopevn @Aeypovhy TpocBiou 1 omoBiou TuApatog aTmd
dayvwoTn aitia

Ip101KA avwpaAia n otroia Ba PTTOPOUCE VO ATTOKAEIOE! ETTAPKY OTEPEWON
TOU Qakou, 6TTwG avipidia, NuI-IPIBEKTONR 1) coBapr) aTpogia

NPOEIAOMNOIHZEIZ

Agv €xel TEKUNPIWOET N ATTOTEAEOUATIKOTNTA TWV PAKWY TTOU ATTOPPOPOUV
aktiveg UV wg TIpog TNV HEIWON TTEPIOTOTIKWY OUPIBANCTPOEIDIKWY
dlaTapaywv

H aogaAng xprion tou NeodUpiou-Aéilep ypavdrtn utpiou aloupiviou
(Nd:YAG) kal Twv £vdoQakwy PE UAIKG atroppd®nong akTiviv UV, dev
€xel TekunPIwBel. O Bepdmwyv 10TPOG TTPOTPETTETAI va  gival  TTOAD
TIPOOEKTIKOG OTaV O€ aoBevr) PE EVOOPAKO OTTOPPOPNONG OKTIVWV UV
e@apuogeTal Aéiep Nd:YAG

Aev €xel TekunpiwBei n dUvaun CUMTTIEGNG TTOU OOKEITAlI ATIO TOV (QAKO
oToug 0pBaApIKoUg 10Toug. O BepdTTwy 10TPOG TTPETTEI VO YVWPICEl TOV
TPOTTO ETTIAOYAG TUTTOU PakoU avaAoya pe TIG dlacTdaelg Tou o@BaAuou.
Mpétel va d00¢ei TTPOTOXA WATE VA ATTOPEUXOE TO OTTACINO TWV ATITIKWV
KOTA TNV €10AyWYr TOU @akoU PéCw ToU OKANPIKOU TOUVEA UIKPAG TOUNG.

ANEMIOYMHTEZX ENEPTEIEZ
H eravaxpnoipoTroingn Twv Q@AKWY YTTOPET VO TTPOKOAETEL:

EmpdéAuvon Trou ptropei va odnynoel o€ JikpoRBiakr poAuvon.

ABEUITEG PNXAVIKES IBIOTNTEG

EmavelAnuuévn xprion ptropei va emnpedosel TNV aiobnTikr €Y@Aavion Tou
POKOU, TO OTT0IO PTTOPET Va 0dNYNOElI O€ OTTTIKEG AVWHAAIEG.

OAHTIEZ XPHZHZ

[Mpokelyévou va ATTOQUYETE TO OTIACIYO, UNV ETTIXEIPACETE VO EKTEIVETE TA
ATITIKA, VO To AUYIOETE TIEPA ATTO TO ETTITTESO TOU QAKOU, VO OTPERAWOETE i} va
OTPEWETE TOV POKO.
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2.
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>e amooTelpwpévo TepIBaAAov, avoifte To pouch kal BydATte €§w Tn BrKkn
TOU Qakou.

ZeRIBWOTE TTPOCEKTIKG TN BrKN TOU PaKOU, TTIACTE TO OTITIKO TOU PAKOU PE
xpron AaBidag pe atmaAd akpa kai TPABAETE TOV.

.EpBamtiote A EeTTAUVETE TOV QOKO O€ OTTOOTEIPWHEVO 10GTOVO aAATOUXO

SIGAUpa ) OTTOCTEIPWHEVO QUGIOAOYIKO AAATOVEPO.

.Ze OTIAVIEG TIEPITITWOEIG, AOYyw MEPIKOU OTOTIKOU NAEKTPIOPOU TTOU

dnuioupyAdnke KaTd TO Avolypa Tng BnKng Tou @akou, auTtog iowg EXEl
KOAAGCEI OTO KOTTAKI.

. BeBaiwbeite 611 0 Pakdg gival o€ KAA KATAOTOON OTIG OTITIKEG KAl OTTTIKEG

ETTIPAVEIEG VIO TNV TIPOOKOAANGN KAETTOI0U CwaTISoU.

.Mpiv atmé Tnv ep@lTEUaN, €EETAOTE TOV POKO WG TTPOG TN SIOTITPIA TOU, TOV

TUTTO, TN GWOTHA OOWNA TOU KAl TIG OTITIKEG ETTIPAVEIEG.
Katd tnv eicaywyn, XEIPIOTEITE TO TEVIWMPOTA POVO aATIO Ta OTITIKG
TUAMATA.

. ZTO KOUTI TTEPIEXOVTAI ETTITTPOCOETEG AUTOKOAANTEG ETIKETEG YIa EUKOAIQ 0T

dlaTPNON Kal TNV avapopd TwV GTOIXEIWY TWV EUPUTEUPEVWV EVOOPAKWV
KaTéd TNV KAIVIKA) TeKunpiwan. Mia atrd Tig eTIKETEG PTTOPET VO TTIKOAANBEI
0oTO (pAKeAO TOU aoBevoUG, yIa HEAAOVTIK) avagpopd.

9.Mpiv ammd Tnv ep@UTEUON, EETTAUVETE TOUG QOKOUG OE OTTOOTEIPWHEVO

106T0v0 oAaToUXO OIGAUNA, WOTE VO MPEIWOETE TNV OTATIKA OTTOQOPTION
TTOU €VIOXUEI TNV PIKpORIakA yéAuvaon.

IAIAITEPEZ OAHTIEZ

E@apudoipa MovtéAa: SDANT

Mia 1 d0o 1pidekTOpéG Katd Tn didpkela NG ePPUTEUONG, IOWG
ATTOTPEWOUV TNV aVAYKN VIO SEUTEPOYEVH IPIBEKTOMN TNG KOPNG, 18iwg O€
TIEPITITWOEIG EPPUTEUTNG EVOOPAKOU TTpooBiou BaAdpou.

O1 BepdTTovTeG 1aTPOI TTOU £EETACOUV TNV EPPUTEUCT QAKOU O€ aOBEVEIG PE
KOTAPPAKTN TTOU OXETIETaI pE EKQUAION TNG wXPAG KNAIdag 1 ek@UAIon
Tou ap@IBANCTPOEIdOUG, YAQUKWHA 1 KEPATOEIDIKEG AOBEvEIEG, Ba TTPETTEI
va Aappdavouv uttown 6T PTTopEl va unv BEATIWOEI N KEVTIPIKNA OTITIKA
o&uTnTa Tou aaBevi Adyw auTwv Twv TTaBoAoyiwv

MepioTaoiakd, éxel avagepBei deutepoyevég YAaUKwUa O€ aoBeveig e
TTPOUTTAPXWV YAQUKWHG ol oTroiol déxOnkav eu@UTEUan QakoU oTTioBiou
BaAdpou. H evdo@BAaAuio Trieon Twv aoBevwv Pe YAAUKWUO  TTOU
OéxOnKav euQUTEUDT, METEYXEIPNTIKWG, Ba TIPETTEl va TTapakoAoubeital
TIPOCEKTIKG

Aev  €xel TeKUNPIWOEl N OO@AAEID KOl N OTTOTEAEOPATIKOTNTA  TNG
ToTToB£TNONG PaKoU otmiaBiou BaAdpou oTov TPdoBIo BaAapo. TéTolou
€id0UG EUQUTEUDN, OE OPIOUEVEG TTEPITITWOEIG €xel aTTOdEIXOEl WG MNn
aoPaAnG.

H iy Tng “A" oTaBepdg eival ekTiunon pOvov. ZUoTAVETAl O XEIPOUPYOg
va g§ayel Tn dIKA Tou TIPA BacI{OPEVOG GTNV KAIVIKH TOU EUTTEIpIaL.

(TrpoaBiou BaAdpou)

SDHS, SDALP (ommoBiou Bahapou)

* Ymdpyel n duvatotnta Tapaywyng, KATOTIV QITAUATOG, SIOTITPIWY EKTOG TOU
avapepOUEVOU EUPOUG

USED GRAPHICAL SYMBOLS
FPA®IKA ZYMBOAA E XPH:ZH

Caution! Consult accompanying document
Mpogoxr! ZUPBOUAEUTEITE TO CUVOBEUTIKO £VTUTTO

J) B>

Do not reuse
Mnv €TTOVOXPNOILOTIOIEITE

o~
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Read instructions before use
AloBdaaoTe TIg 0dnyieg PO TNG XPHong

Do not use if package is damaged
Mnv XpnoIPOTIOIEITE €AV N CUCKEUOTIa €XEI KATAOTPAPET

@)=

Sterilized using ethylene oxide
AtrooTelpwbnke Pe aiBulevoieidio

STERILE [EO]

Do not resterilize
MnvV ETTOVATTOOTEIPWVETE

Keep dry
AtrobnkeuoTe o€ Enpd pépog

1@'

;/‘+’:, Keep away from sunlight
/-\ Kparriote pakpié atmé nAiakd wg
V Temperature limits
/] Opia Beppokpaciag
I Manufacturer
KataokeuaoTrig
Reference number
ApiBudg avagpopdg
LoT Lot/Batch Number

Ap1Budg Mapridag

Manufacture Date
Hugpopnvia Kataokeung

Use by date
Huepopnvia Angng xpriong

B [

CE mark and Notified Body No.
Zrpavon CE kai apiBuog Koivotroinuévou Opyaviogol

a)
m

Contribution to recycling system
ZupBoAr o ouoTnpa avakukAwong

SIDAPHARM

SIDAPHARM P.C.

21, Stageiriti & 24 Em.Fili str.
Thessaloniki GR-54352,
Greece, European Union

SIDAPHARM LK.E.

Zrayeipitn 21 & Epp.®iln 24,
Ogooalovikn 54352
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T: (+30) 2310906660 F: (+30) 2310989846 info@sidapharm.gr
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