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TANIMLAMA: Zaraccom Aspheric (ASB0125P) ve Zaraccom Aspheric L
(AS60130P) gézici lensleri (GIL), insan géziindeki opaklasmis lensin
yerine yerlestirilmek ve sferik aberasyonu azaltmak iizere n yiizeyi
asferik optige sahip cihazlar olarak tasarlanmigtir. Katlanabilir gézici
lensler hidrofobik akrilik malzemeden yapilmis olup; UV absorbe
edicidir, sterildir, tek parcadir ve arka kamaraya implantasyon icin
uygundur.

Bu lensler bikonveks optige ve destekleyici haptiklere sahiptirler.
Haptik konfigiirasyonu: Modifiye L-Haptik

Lenslerin Fiziksel Ozellikleri Asagidaki Gibidir:

Materyal Hidrofobik Akrilik (Akrilat-Metakrilat Kopolimer)
Kirma indeksi 151

Optik Dizayn Asferik, Bi konveks, keskin kenar

YAG Lazer Dayanikli

Sterilizasyon Etilen Oksit

Kirma gict +5 Dptile +30 Dpt arasi (0.50 Dpt araliklarla)
AC. 1184

Haptik Aci 0°

Su igerigi <%

Katlanahilir Asferik Onceden yiiklenmis (Preloaded) 6oz ici Lensler;
Tek kullanimUik steril enjektor sistemiile birlikte verilir. Enjektr sistemi
yiksek kaliteli malzemelerden Gretilmistir ve sadece katlanabilir oz
ici lens (GIL) implantasyonu icin tasarlanmistir. Enjektor sistemi ile
oftalmik cerrah, Zaraccom preloaded lenslerini 2,2 mm'lik
insizyonlarla géze givenli bir sekilde enjekte etmesini saglar.

Model AS60125P Model AS60130P

@ 1250 mm @ 1300 mm

ENDIKASYONLAR: Zaraccom Aspheric (AS60125P) ve Zaraccom
Aspheric L (AS60130P) katlanabilir arka kamara gozici lensleri kataraktl
lensleri cikarilmig yetiskin hastalarda afakiden kaynaklanan gérme
kusurunun dizeltilmesi amaciyla primer implantasyon icin endikedir. Bu
lensler, kapsiler kese igine yerlestirilmek tizere tasarlanmigtir.

KONTRENDIKASYONLAR: Bu giine kadar gozici lenslerin
implantasyonu i¢in mutlak bir kontrendikasyon bildirilmemistir.

Goreceli kontrendikasyon olarak degerlendirilebilen durumlar.
Aktif kronik dveit

Gozigi lensin retina ameliyatlar sirasinda olumsuz etki
yapabilecediretina hastaliklari



KOMPLIKASYONLAR:

Lens implantasyonlu veya implantasyonsuz katarakt cerrahisi
sonrasl olusabilecek komplikasyonlar:

- Endoftalmi

- Kanama

- Gozici basing artigl

- Ameliyat sonras enfeksiyon

« Retina yirtitmasi ve ayrilmasi

- Kistoid makiler 6dem

- Kornea ddemi

- Arka kapsil opasitesi

Gdzici lens implantasyonundan dogabilecek komplikasyonlar:
- Kapsiil hasari

- Vitreous kaybi

- Lensin kaymas, santralize olmamasi

- Gdzigi lens giciniin yanlis hesaplanmasi

- Implantasyon sirasinda gbzici lensin hasar gérmesi

Herhangi bir cerrahi islemde oldugu gibi, risk mevcuttur. Katarakt
yada implantasyon cerrahisinin potansiyel komplikasyonlari burada
yazili olanlarla sinirli degildir.

UYARILAR:

- Steril paketin acilmig halde olmas, hasar gérmesi veya steriliteye
dair herhangi bir siiphe olusmasi durumunda lens kullanilmamalidir.

- Lens son kullanma tarihinden sonra kullanilmamalidir.
- Bugdzici lensi herhangi bir yéntemle tekrar sterilize etmeyiniz.

- Lensitekrar kullanmayiniz. Tek kullanimUiktir. Sadece bir hasta igin
ve bir kere kullamlmalidir. Yeniden kullanim ve /veya tekrar
sterilizasyon, cihaz performansindan ddin verebilir ve hastanin
sagligina ve givenligine ciddi zarar verebilir.

5°C (41 °F) altindaki ve 35 °C (95 F) tzerindeki sicakliklarda
muhafaza edilmemelidir. Uretici lenslerin oda sicaklijinda
saklanmasini ve kullanilmasini 8nermektedir. Lensi giines isigina
maruz birakmayiniz.

Lens ve enjektdr sistemi dengeli tuz solisyonu veya muadili
soldsyonlar disinda sivilarla temas ettirilmemelidir.

- Bulens ve enjektdr sistemi viskoelastik materyaller ile giivenli bir
sekilde kullanilabilir.

- Lensi, lens yiizeyleri ya da haptiklere zarar vermekten kaginacak
sekilde dikkatle kullaniniz.

- Herhangi bir sekilde haptiklerin seklini degistirmeye calismayiniz.

- implantasyon sonrasi haptiklerin pozisyonu ters-S seklinde
olmalidir.
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ONERILEN A-SABITi:

Dis etikette belirtilmis dnerilen A-sabiti, bir rehber olarak
hazirlanmistir ve implant giic hesaplamalari icin baglama noktasidir.
Belirli lens modelleri, cerrahi teknikler, dlcim araclari ve cerrahi
sonrasi sonuglari ile edindiginiz klinik deneyimi esas alarak size
uygun kendi sabitinizi gelistirmeniz tavsiye edilmektedir. Lens gic
hesaplamalari ile ilgili ek bilgiye ihtiyaciniz oldujunda asagida
iletisim bilgileri verilen dretici ile temasa geginiz.

LENS GUCUNON HESAPLANMASI:

Arka kamara gozigi lensler icin gerekli lens giicinin cerrahi oncesi
hesaplanmasi, cerrahin deneyimi, tercihi ve lensin amaglanan
yerlesimine gdre yapilmalidir. Lens giicd hesaplama ydntemleri
asagidakireferanslarda tanimlanmistir.

Hoffer, K.J. The Hoffer Q Formula: A Comparison of Theoretic and Regression Formulas.
J.Cataract Refract. Surg.19:700-712,1993.

Holladay, J.T. et al. A Three-part system for Refining Intraocular Lens Power
Calculations.J. Cataract Refract. Surg. 14:17-24,1988.

Holladay, J.T., et al. Standardizing Constants for Ultrasonic Biometry, Keratometry, and
10L Power Calculations. J. Cataract Refract. Surg.23:1356-1370,1997.

Retzlaff, JA, Sanders, D.R, and Kraff, M. Lens Implant Power Calculation, 3rd ed.,
Slack, Inc., Thorofare, N.J, 1990,

HaigisW: The Haigis Formula, In: Intraocular lens power calculatios. HJohn Sammas
(eds)Slack Incorporated, Thorofare NJ, USA, pp 39-57, 2004

KULLANMA TALIMATLARI:

Preloaded Gil, Zaraccom asferik Gilleri kapsiler torbaya veya
sulkusa katlamak ve implante etmek icin kullanilir. Uygun cerrahi
teknik cerrahin sorumlulugundadr. Verilen prosedirdn egitimine ve
deneyimlerine dayanarak uygunlugunu degerlendirmelidir.

Gvenlikullanim igin asagida aciklanan adimlariizleyin.

1. implantasyondan dnce uygun lens modeline gére lens paketini,
dioptrisini ve son kullanma tarihini kontrol edin.

2. Steril enjektdr ve lensiiceren blisteri agin ve steril alana yerlestirin.




3. Lens, lens tutucu dizerinde dnceden yiklenmistir.

&. Enjektdrd, piston dzerine herhangi bir baski uygulamadan orta
bolaminin cevresinde tutun. Enjektdr ucunu BSS ile durulayin.
Ardindan, i¢ ug yizeyinin tamamen yaglanmasini sagjlamak icin
enjektdr ucunu yukaridan veya agizlik ucundan viskoelastik
malzeme ile doldurun. Katlama elemaninin her iki tarafini
viskoelastik ile yaglaym.
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5. Lensi, lens tutucudan enjektdre yiklemek icin sliderlar ok
yoninde sonuna kadar haptikleri uygun pozisyonda katlamak icin
kaydirin. Haptikler dogru sekilde katlanmig oldugunu kontrol edin.

Uyari: Haptiklerin dogru yerde katlanmis oldugunu gérmeden,
kesinlikle implantasyona devam etmeyin.




6. Ikinci bir ‘CLICK' sesi duyulana kadar katlama elemanini yavagca
lens tutucuya bastinin. Bu, enjektdr sisteminin givenli bir sekilde
'yiklendigini' ve enjeksiyona hazir oldugunu gdsterir.

7. Yiklendikten sonra, GIL hemen enjekte edilmelidir, ciinki
viskoelastik havaya maruz kaldifinda ¢ok uzun sire bekletilirse
kayganlii kaybedebilir.

8. GiL haptiklerinin GIL optik dzerine dogru sekilde katlanmasini
saglarken pistonu yavas, diz ve kontrolli bir sekilde yavasca
ilerletin. Piston ve enjektdr ucu arasinda haptikler sikigirsa, Gil
retraksiyonu gézlemlenene kadar piston dzerindeki basinci gevsetin.

Dikkat: Haptikler GIL icine dogru katlanana kadar implantasyona
devam etmeyin.

9. Devam etmek icin, insizyon boyunca enjektér ucunu
ydnlendirerek GIL enjekte edin. GIL enjektdrden ciktijinda pistona
basmay birakin. Enjektdr yumugak ucunun agizliktan ¢ikmasina
izin vermeyin. Enjektord gozden gikarin.

10. Standart irigasyon ve aspirasyon teknikleri ile viskoelastik
materyali goz ve GlLden iyice gikarin.

11 imha: Kullanimdan sonra, enjektdr sistemi, tek kullanimlk
cerrahi aletlerin atilmasi icin klinik rehberinize uygun olarak
atilmalidir.

12. Lensler dikkatlice kontrol edilmis ve denetlenmis olup Gretici
tarafindan yiksek kalitede bir Grin oldu§u garanti edilmistir.
Lensler implante edilmeden dnce ameliyat mikroskobu altinda
dikkatle incelenmelidir. Eger herhangi bir kusur veya deformasyon
fark edilir veya siiphelenilirse lens reticiye geri gonderilmelidir.
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Paket icerisinde bulunan hasta karti doldurularak, ileride hastanin
basvuracagl herhangi bir goz hastaliklari uzmanina gosterilmek
lzere saklanmasi agiklamasiyla, hastaya verilmek dzere
hazirlanmistir.

13. implantasyon, egitimli bir oftalmik cerrah tarafindan yetigkin
afakihastalara yapilmalidir.

14. Zaraccom arka kamara lensleri 22 mm'lik bir kesi yoluyla

enjektdr yontemiyle kapsiler kese iginde implantasyon icin
tasarlanmistir.

PAKETLEME:
ZARACCOM lensleri blister steril bir paket icerisindedir. Paketin

sterilitesi son kullanma tarihine kadar paketin hasar gormesi ve
acilmasi durumu haricinde garanti edilmistir.

SORUMLULUK:

Ureticinin sorumlulugu bu lenslerin tasarimi ve retimi ile sinirlidir.
Bu lenslerin kullanimi ile dogabilecek kazalari higbir sekilde
kapsamaz.

ETIKETLEMEDE KULLANILAN SEMBOLLER:

Sembol Aciklamasi Sembol Aciklamasi
Etilen oksit ile
STERILE E sterilize edilmigtir. g
Oriin 93/62/AT Avrupa Tibbi Direkifine

35T Sicaklik sinirlamasi:
(95°F) 5"5; (1,1“[;) altinda ve 1984 v:yuundmve gecerli saglk, guvenlik
. 35°C (95°F) iizerinde Avrupa Uyquluk lsareti Y@ FTE e LH
i Jﬁ O s i aon dopant

Son kullanma tarihi

saklamayiniz.

Tekrar sterilize etmeyini ;‘:’/\ Gil gindan k
\ ekrar sterilize etmeyiniz. 7 nes Isigindan koruyunuz.
Tekrar kullanimina
izin verilmez.
M Kullanim talimatlarini
Uretici okuyunuz.

Paket zarar gormils
ise kullanmayiniz.
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Foldable Aspheric Preloaded Intraocular Lens
Zaraccom Aspheric (AS60125P) and Zaraccom Aspheric L
(AS60130P)

DESCRIPTION: Zaraccom Aspheric (AS60125P) and Zaraccom
Aspheric L (AS60130P) Intraocular Lenses (IOLs) are designed for
cataract surgery as an anterior surface aspheric optic device to
replace the crystalline lens and to reduce the spherical aberration in
the human eye. Foldable 10Ls consist of hydrophobic acrylic and are
manufactured with bonded UV-absorber, are sterile, 1-piece and
suitable for posterior chamberimplantation.

They have a biconvex optic with supporting haptics. Haptic
configuration: Modified L-Loop

The physical properties are as below:

Material Hydrophobic Acrylic (Acrylate-Methacrylate Copolymer
Index of Refraction 151

Optical Design Aspheric, Bi Convex, Square edge

YAG Laser Compatible

Sterilization Type ~ Ethylene Oxide

Power +5 through +30 Dpt (0.50 Dpt increments)
AC. 118.4

Haptic Angle 0°

Water Content <1%

Foldable aspheric preloaded intraocular lenses are supplied with a
disposable sterile injector system. The injector system is made of
high-quality materials and has been designed exclusively for foldable
intraocular lens (IOL) implantation. The injector system allows the
ophthalmic surgeon to safely inject Zaraccom preloaded intraocular
lenses, intothe eye through 2.2 mmiincisions.

Model AS60125P Model AS60130P

@ 1250 mm @ 13.00 mm

INDICATIONS: Zaraccom Aspheric (AS60125P) and Zaraccom Aspheric
L (AS60130P) foldable posterior chamber IOLs aremdlcatedforprlmary
implantation for the visual correction of aphakia in adult patients with
in whom a cataractous lens has been removed. These lenses are
intended for placementin the capsular bag.

CONTRAINDICATIONS: To date there are no absolute
contraindications to Intraocular Lenses’ implantation.

Relative contra-indications include some forms of:
- Chronic active uveitis

- Retinal diseases in which the implant may interfere with retinal
surgery



COMPLICATIONS:

Cataract surgery, with or without lens implantation might be
associated with:

+ Ocularinflammation

- Hemarrhage

« Intraocular pressure elevation

- Post-operative infection

« Retinal breaks and detachment

- Cystoid macular edema

- Corneal edema

- Posterior capsule opacity
Complications related with Intraocular Lens implantation:
- Capsularrupture

+ Vitreous loss

- Lens decentration and luxation

- Wrong calculation of I0L power

- Damage of I0L during implantation

As with any surgical procedure, there is risk involved. Potential
complications accompanying cataract or implant surgery are not
limited to the abovementioned complications.

WARNINGS:

- Donotuse the intraocular lens in case the sterile bag was opened
ordamaged orin any case of doubt.

- Donotuse theintraocular lens after expiration date.
« Donotresterilize this intraocular lens by any method.

- Donot reuse the lens. Single use only. The lens must be used once
only for a single patient. Reuse and/or resterilization may
compromise device performance and could cause serious harm to
the patient ‘s health and safety.

- Do not store at temperatures under 5°C (41°F) and above 357C
(95°F). The manufacturer recommends the storage and usage of
lenses at room temperature. Do not expose the lens to sunlight.

- Do not soak the lens and injector system in solutions other than
balanced saline solutions or equivalents.

- This lens and injector system is used safely with viscoelastic
materials.

+ Handle the lens carefully to avoid damage to lens surfaces or
haptics.

- Donot attempt to reshape haptics in any way.
- Afterimplantation the lens position must be reversed-S.
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SUGGESTED A-CONSTANT:

The suggested A-constant indicated on the outer label is presented
as a guideline and is a starting point for implant power calculations.
Itis recommended that you develop your own constant appropriate
for you based on clinical experience with the particular lens models,
surgical techniques, measuring equipment, and postoperative
results. If additional information on lens power calculation is
needed, please contact with the manufacturer. The contact data are
given below.

CALCULATION OF LENS POWER:

Preoperative calculation of required lens power for these posterior
chamber intraocular lenses should be determined by the surgeon’s
experience, preference, and intended lens placement. Lens power
calculation methods are described in the following references:
Hoffer, K.J. The Hoffer Q Formula: A Comparison of Theoretic and Regression
Formulas. J. Cataract Refract. Surg.19:700-712,1993.

Holladay, J.T., et al. A Three-part system for Refining Intraocular Lens Power
Calculations. J. Cataract Refract. Surg.14:17-24,1988.

Holladay, J.T, et al. Standardizing Constants for Ultrasonic Biometry,
Keratometry, and I0L Power Calculations. J. Cataract Refract. Surg. 23:1356-
1370,1997.

Retzlaff, J.A, Sanders, D.R,, and Kraff, M. Lens Implant Power Calculation, 3rd
ed., Slack, Inc., Thorofare, N.J, 1990.

INSTRUCTIONS FOR USE: The injector system with preloaded lens is
used to fold and implant Zaraccom aspheric I0Ls in the capsular bag
or sulcus. The appropriate surgical technique is the responsibility of
the surgeon. He or she must assess the suitability of the given
procedure based on his or her education and experience.

Follow the steps as described below to ensure safe handling.

1. Prior to implanting, check the lens package for proper lens
model, dioptric power, and expiration date.

2. Open blister containing sterile injector and the lens and place it
inthe sterile field.

e
Exs
b




3. Thellensis preloaded on the lens holder.

4. Hold injector around its midsection without exerting any pressure
on the plunger. Rinse the injector nozzle with BSS. Next, fill injector
nozzle with viscoelastic material either from above or through the
nozzle tip, ensuring complete lubrication of inner nozzle surface.
Lubricate bath sides of the folding element with viscoelastic.
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5. To load the lens from the lens holder in the injector, move the
sliders to fold the haptics in the proper position to the end in the
direction of the arrow. Check that the haptics have been folded
correctly.

Caution: Do not continue implantation until haptics are correctly
folded onto the lens.




6. Gently push folding element into lens holder until a second CLICK'
is heard. This signals that I0L injector system is securely loaded" and
ready forinjection.

7. Once loaded, the I0L should be injected immediately, as the
viscoelastic may lose lubricity if allowed to stand too long while
exposed to air.

8. Gently advance the plunger in a slow, even, and controlled manner,
while ensuring the 0L haptics are correctly folded onto the 0L optic. If
haptics are caught between plunger and injector nozzle, slacken
pressure on plunger until I0L retractionis observed.

Caution: Do not continue implantation until haptics are correctly
folded ontothe IOL.

9. To proceed inject 10L by guiding injector tip through the incision.
Stop pressing plunger when I0L exits injector. Do not let the injector
softtip exit the nozzle. Withdraw injector from eye.

10. Thoroughly remove viscaelastic material from eye and I0L with
standard irrigation and aspiration technigues.

1. Disposal: After use, the injector system must be disposed in
accordance with your clinical guidance for disposal of single use
surgicalinstruments.

12. The lenses are carefully checked and inspected by manufacturer
toassure a high quality product.

The lenses are to be studied carefully under surgical operation
microscope before implantation. If a defect or deformation is noted
or suspected, the lens should be returned to the manufacturer. The
patient card included in the package is to be completed and given to
the patient, together with instructions to keep the card as a
permanent record to be shown to any eye care practitioner the
patient consultsin the future.
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13. Implantation has to be performed by a trained ophthalmic

surgeon to adult patients with aphakia. SYMBOLS USED ON LABELING:
14. Zaraccom posterior chamber lenses are designed for _— ot — _
implantation, in the capsular bag by injector method through a 2,2 ymoo I VY xplanation
:]An; }I(nAclﬁsll':J; E:Eryll“ezneedol:(sl:ilg g Use by date.

. : . . . Temperature limitation: c € Tm:f:%’&"c":::‘m".".‘.'::;;ﬂ::‘ﬁ'
ZARACCOM lenses are packaged in a sterile blister. The packaging J/'“ Y ST S oo
sterility is guaranteed until expiry date except in case of damaging or i e Gt LT O e

opening of the bag.
LIABILITY:

The manufacturer’s liability covers the design and production of ® (- @ Notto be used n case

\\'//

Do not resterilize. A\ Do not expose to sunlight.

these lenses; it shall be incurred in no way in case of accidents package is damaged
resulting of the use of these lenses.
Manufacturer EE Read usage instructions
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