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Katlanabilir Multifokal 6oz ici Lensi Kullanim Talimati

TANIMLAMA: Zaraccom Katlanabilir multifokal gz ici lensleri (GIL), insan gézindeki
opaklasmis lensin yerine yerlestirilmek izere katarakt cerrahisiicin tasarlanan optik
bir cihazdir. Katlanabilir géz ici lensler hidrofobik akrilik malzemeden yapilmis olup;
UV absorbe ediciile dretilmistir, sterildir, tek parcadir ve arka kamaraya implantasyon
icin uygundur. Bu lensler bikonveks optige ve destekleyici haptiklere sahiptirler.

Zaraccom A100 multifokal katlanabilir hidrofobik akrilik tek parca lensi 360 derece
keskin kenar ozelligine sahiptir. Lens hem yakin hem uzak goris icin gézlik
bagimliligini azaltmak amaciyla tasarlanmistir. Bu lensin arka yizeyi difraktif
multifokal yizey dzelligine sahiptir. Lensin uzak kirma gic etiketin Gzerinde
belirtilmistir. Yakin kirma giicd, lensin gercek gictine +3.5 dioptri eklenmesiyle
hesaplanir.

Tablo!. Lenslerin fiziksel dzellikleri

Fiziksel Ozellikler Agiklama

Modeller A00

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

Optik Dizayn Difraktif plano konveks, 360° keskin kenar
Yakin ilavesi +35

YAG Lazer Stabil

Sterilizasyon Etilen oksit

Gig +10 Dpt +25 Dpt arasi (0.50 Dpt araliklarla)
Tahmini A.Konstant 17

(teorik olarak hesaplanmigtir)

Haptik Aci 0°

Haptik Konfigirasyonu Modifiye L-Haptik

Su igerigi <%l

Zaraccom A100

Sekil 1. Zaraccom GiL Modellerinin Tasarimi

Model A100
@ 12.5mm

5605

Posterior /

Diffractive
Surface

BIYOKOMPATIBILITE SONUGLARI: Zaraccom goz ici lens
malzemesinden kaynaklanan olas! hasta giivenligi riskleri, klinik disi
fizikokimyasal karakterizasyon ve biyouyumluluk testleri ile
uluslararasi standartlara uygun olarak degerlendirilmistir. Klinik digi
testler, lokal ve sistemik toksisite agisindan gavenlilik kaygilarinin
bulunmadigini; GIL malzemesinin fiziksel ve optik olarak stabil
oldu§unu ve dretim prosesinden ya da cihaz materyal(ler)inden
kaynaklanan ekstrakte edilebilir bilesenlerin bulunmadigini
gostermistir. Cihaz, Kullanma Kilavuzuna (IFU) gére okiler bir
implant cihazi olarak tasarlanan klinik amacr igin kullanildiinda
kabul edilebilir bir hasta givenlik profiline sahiptir.
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KULLANIM AMACI

ZARACCOM cok odakli (multifokal) gz ici lensleri, egitimli bir
oftalmik cerrahi uzmani tarafindan kullanilmasi amaglanan,
yetiskin hastalardaki afaki tedavisi ve fakoemillsifikasyon ile
kataraktli lensi alinmis hastalarda kullanilmak tizere
tretilmektedir. Yakin ve uzak gériise ihtiyag duyan, bagimsiz géris
alani arzulayan hastalara yoneliktir. Bu lensler, kapsil kesecigine
yerlestirilmek izere kullanilmaktadr.

ENDIKASYONLAR

Zaraccom A100 multifokal goz ici lensleri, gozliklerden bagimsiz
yakin ve uzak gords isteyen, kataraktli lensi cikarilmig, presbiyopisi
olan ya da olmayan yetiskin hastalarda afakiden kaynaklanan
gdrme kusurunun dizeltilmesine ydnelik primer implantasyon icin
endikedir.

KONTRENDIKASYONLAR

Bu giine kadar intraokdler lenslerin implantasyonu icin mutlak bir
kontrendikasyon bildirilmemistir. Onerilen sekilde kullanildiginda
Zaraccom GIL kullanimi icin bilinen bir kontrendikasyon yoktur.

Zaraccom A100

ARTIK RISKLER VE ISTENMEYEN ETKILER

Herhangi bir cerrahi islemde oldufu gibi, bir GIL'in takilip
takilmamasina bakilmaksizin risk mevcuttur. Katarakt ya da
implantasyon cerrahisinin potansiyel komplikasyonlari burada yazil
olanlarla siirli dedildir. Lens takilmasi ya da lens takilmamasi
durumlari dahil olmak {zere katarakt ameliyatlar asagidakilerle
bagdasabilmektedir:

- Endoftalmi

- Kanama

+ Intraokiiler basing artisi

- Ameliyat sonrasi enfeksiyon

+ Retinayirtilmasi ve ayrilmasi

+ Kistoid makiler 6dem

- Kornea 6demi

- Arka kapsil opasitesi

Intraokiler lensimplantasyonundan dogabilecek komplikasyonlar:
- Kapsiil hasari

- \litreous kaybi

- Lensin kaymas|, santralize olmamasi

- Intraokiiler lens giicinin yanlis hesaplanmasi

- implantasyon sirasinda intraokiiler lensin hasar gormesi
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UYARILAR VE ONLEMLER

- Goz ici lens implantasyonu st dizeyde cerrahi beceri
gerektirmektedir. Cerrah gdz ici lens implantasyonu girisiminde
bulunmadan dnce, gok sayida implantasyonu gézlemlemis ve/veya
asiste etmis olmali ve gbz ici lens implantasyonu hakkinda bir ya da
daha fazla kursu basariyla tamamlamis olmalidir.

- Ameliyattan tnce, prospektif hastalar bu GIL ile alakali muhtemel
riskler ve faydalar ile katarakt cerrahisiyle ilgili riskler ve faydalar
hakkinda bilgilendirilmelidir.

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

- Lens son kullanma tarihinden sonra kullanilmamalidir.

- Buintraokler lensi herhangi bir yontemle tekrar sterilize etmeyiniz.

- Lensi tekrar kullanmayiniz. Tek kullanimUktir. Sadece bir hastaicin ve
bir kere kullanilmalidir. Bu tek kullanimlk cihazin tekrar kullaniimasi
endoftalmi gibi ciddi yaralanmalara sebep olabilir.

- 5°C (41°F) altindaki ve 35 °C (95 °F) Gizerindeki sicakliklarda muhafaza
edilmemelidir. Uretici lenslerin oda sicaklginda saklanmasini ve
kullamitmasini dnermektedir (Bu durum géz ici lensinin kapsilde daha
yavas acilmasini saglar). Lensi giines 1s1§ina maruz birakmayiniz.

- Lens dengeli tuz soliisyonu veya muadili soltsyonlar disinda sivilarla
temas ettirilmemelidir.

Zaraccom A100

- Katlanabilir gézici lensleri oftalmik viskocerrahi cihazlar (OVD) ile
glvenlibir sekilde kullanilmaktadr.

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

- Herhangi bir sekilde haptiklerin seklini degistirmeye calismayiniz.

- Implantasyon sonrasi haptiklerin pozisyonu saat ydninin tersing
durmalidir.

- Yakin gecmiste kontakt lens kullanimi hastalarin refraksiyonunu
etkileyehilir. Bu nedenle kontakt lens kullananlarda cerrahlar kontakt
lens olmaksizin korneal stabiliteyi goz ici lens kirma gicini
belirlemeden dnce saptamalidir.

- 66z ici lens implantasyonunun uzun dénem etkileri saptanmamistir.
Bu nedenle, hekimler, ameliyat sonrasi hastalarini dizenli izlemeye
devam etmelidirler.

- Zaraccom gozici lensleri arka kamara lensidir. On kamaraya
yerlestirildigi takdirde, bir arka kamara lensinin givenlik ve etkinligi
saptanmamistir.

- Cerrahi sonunda, arka kapsil ile lens arasindaki bosluga dikkat
ederek OVD'nin gbzden cikanlmasi tavsiye edilir. Bu, Gil optigi
irigasyon/aspirasyon (I/A) ucuyla nazikce arkaya bastirilarak ve 0VD
ajanin gozden cikanilmasi icin standart I/A teknikleri kullanilarak
gerceklestirilebilir. Bu, arkada kalmis OVD'yi kolayca aspire
edilebilecegi on tarafa dogru itecektir.
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ONERILEN A-SABITI

Dis etikette belirtilmis onerilen A-sabiti, bir rehber olarak
hazirlanmigtir ve implant gii¢ hesaplamalari igin baslama noktasidir.
Belirli lens modelleri, cerrahi teknikler, élciim araclan ve cerrahi
sonrasi sonuglari ile edindiginiz klinik deneyimi baz alan size uygun
kendi sabitinizi gelistirmeniz tavsiye edilmektedir. Lens gig
hesaplamalari ile ilgili ek bilgiye ihtiyaciniz oldugunda iletisim
bilgileri verilen dretici ile temasa geginiz.

LENS GUCUNUN HESAPLANMASI

Dogru biometri basarili gérme sonuglari icin 8nemlidir. Arka kamara
intrackiiler lensleri icin gerekli lens giicindn cerrahi dncesi
hesaplanmasi, cerrahin deneyimi, tercihi ve lensin amaclanan
yerlesimine gdre yapilmalidir. A-Sabiti degeri, dis etiket Gzerinde
bulunmaktadir. Lens gici hesaplama yontemleri asagidaki
referanslarda 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
|0L 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.

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

KULLANMATALIMATI

1. Implantasyondan 6nce uygun lens modeline gore lens paketini,
dioptrisini ve son kullanma tarihini kontrol edin.

2. Paketi acin ve steril ortamda lensi ¢ikarin. Lens steril plastik bir
muhafaza icerisindedir. Lensi ¢ikarmak icin, i¢c kutunun kapagi ok
ydni ile gdsterildigi gibi geriye dogru yavasca cekilir, koruyucu kapak
kaldinlarak, lens i¢ kutudan forseps ile alinir. Lens implantasyona
uygun olacak sekilde konumlandinlmistir. Lens optik yizeyinde
herhangi bir cizik olusmamasi igin, bir lens penseti ile 6zenle alinip
yerlestirilmelidir.

3. Steril dengelituz cdzeltisi kullanarak lensi tamamen yikayiniz.

4. Lens dzerinde katlamaya bagl izlerin olusumunu en aza indirmek
icin, tim aletler titizlikle temizlenmig olmalidir. Uretici yuvarlak uglu
ve diizginyizeyli forseps kullanmanizitavsiye etmektedir.

5. GiL'i yalnizca lensi kutudan gikarirken haptik bolimiinden tutunuz.
Forsepsile optik alani kavramayiniz.
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6. Lensler dikkatlice kontrol edilmis ve denetlenmis olup Uretici
tarafindan yiiksek kalitede bir iriin oldugu garanti edilmistir. Lensler
implante edilmeden dnce ameliyat mikroskobu altinda dikkatle
incelenmelidir. Eger herhangi bir kusur veya deformasyon fark edilir
veya sliphelenilirse lens dreticiye geri gdnderilmelidir. Paketicerisinde
bulunan hasta karti doldurularak, ileride hastanin bagvuracaf
herhangi bir goz hastaliklar uzmanina gésterilmek izere saklanmasi
aclklamasiyla, hastaya verilmek dizere hazirlanmistir.

7. Implantasyon eitimli bir oftalmik cerrah tarafindan afakik yetigkin
hastalara yapilmalidir.

8. Santralizasyonun daha iyi olmasi icin lensi kapsil igerisine
yerlestirdikten sonra 90ila180 derece dondiriin.

9. Gil'i hasta icin en uygun cerrahi prosedirle implante ediniz.
Cerrahlar, ameliyattan dnce uygun aletlerin mevcut oldufunu
dogrulamalidir. Nitelikli uyumlu @rin igin: bknz. CIHAZ ILE BIRLIKTE
KULLANILMAS| HEDEFLENEN BASKA CIHAZLAR VE URUNLER

CIHAZ iLE BIRLIKTE KULLANILMASI HEDEFLENEN BASKA
CiHAZLAR VE URUNLER

Katlanabilir multifokal lensler, katlanabilir lensler icin tasarlanmis
olan katlama pensleriyle katlanabilirler ve implantasyon pensleriyle
implante edilebilirler. Arka kamara lensleri minimum 2.2 mm'lik bir
kesi yoluyla enjektdr yontemiyle kapsiler kese icinde implantasyon
icin tasarlanmigtir.

Zaraccom A100

ZARACCOM katlanabilir lenslerinin takilmasi igin uygun kartus
sistemleri de kullamlmaktadir. Uretici olarak uygunlugunu
onayladifimiz kartus sistemlerinin kullanitmasi dnerilmektedir.
Ureticinin tavsiye ettii Grinler diginda kullanimi, implantasyon
sirecinde lense zarar verebilir ve potansiyel komplikasyonlara neden
olabilir (6rn. GiL'in merkezinin kaymasi, egjilme veya yerinden
oynama, uzamsal carpilma, grme bozukluklari veya azalan/bulanik
gords). Ayrica kullanim talimatina uyulmadigi ve/veya egitimli
oftalmik cerrah diginda kullamildigi takdirde “Anormal Kullanim”
durumu olusacagindan, asagidaki tehlikeli durumlar ile
karsilasilabilinir. Bu durumun hastaya etkisi olmamakla beraber
gozici lensinin operasyonda kullanilmamasina sebep olur.

Anormal Kullanim Durumlars;

- Gozici lensinin kartus enjektor sistemine sikismasi,
« Haptik kopmasl, kirilmas,

- Optik ytzeyde cizilme, catlak,

- Gozici lensisin enjektdrden kontrolsiiz cikmasl.

Bu lenslerle kullanilabilecek nitelikli kartus enjektdr sistemi
KULLANMAKILAVUZU EK dokiimaninda belirtilmistir.
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MANYETiK REZONANS UYUMLULUGU

Zaraccom GiL manyetik rezonans (MR) agisindan giivenlidir. GIL, tim
manyetik rezonans gérintileme ortamlarinda bilinen bir tehlike
olusturmayan, iletken olmayan, metalik olmayan, manyetik olmayan
birmateryal olan akrilat/metakrilat kopolimer materyalden olusur.

GIL'IN OMRU
Zaraccom GIL materyalinin materyal karakterizasyonuna

dayanilarak, GILin hastanin 6mrii boyunca siresiz olarak stabil
olmasi beklenmektedir.

PAKETLEME VE SON KULLANMATARIHI

ZARACCOM lensleri etilen oksit ile terminal olarak sterilize edilmig
cift steril paket icerisinde kuru olarak satilir ve sadece aseptik
kosullar altinda agilmalidir. Paketin sterilitesi son kullanma tarihine
kadar paketin hasar gormesi ve agilmasi durumu haricinde garanti
edilmistir. Son kullanma tarihi kutunun dis ambalajinda net bir
sekilde belirtilmistir Son kullanma tarihi gegen tim lensler Anadolu
Tip Teknolojilerine geri gonderilmelidir.

SORUMLULUK

Ureticinin sorumlulugu bu lenslerin tasarimi ve Gretimi ile sinirldir
Bu lenslerin kullanimi ile dogabilecek kazalari highir sekilde
kapsamaz.

Zaraccom A100

CiDDi OLUMSUZ OLAYLARIN RAPORLANMASI

Makul degerlendirmeye gdre cihazla ilgili olarak
degerlendirilebilecek herhangi bir ciddi olay Anadolu Tip
Teknolajilerine bildirilmelidir:

Telefonile: +90 346 2181418
E-posta ile: mail@anadolutip.com.tr
internet sitesi: http://www.anadolutip.com.tr

Her bir GIL izlenebilirlik saglayan bir seri numaras! ile tanimlanir ve
bu bilgi Anadolu Tip Teknolojilerine verilmelidir.

NOT: Avrupada, bu ciddi olaylarn, ilgili Uye Devletin tibbi cihazlarla
ilgili yetkili makamina da bildirilmesi gerekir.
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ETIKETLEMEDE KULLANILAN SEMBOLLER:

Sembol Aciklamasi Sembol Aciklamasi
s‘eErliillile; t;las“i:niil:m g Son kullanma tarihi

oL Stcaklk sinirlamast: c E Orn 93/62/AT Avrupa T Diretifine
(Eat) 5°C (41°F) altinda ve 1984 g ve geer o, gvenk
.

35°C (95°F) iizerinde isarete bir sayeslk ediyorsa, uygunluk

Isaret
saklamayiniz. ”""m,’:'ﬁg,‘,‘{;"‘“ : belirtlen kurum tarafindan dogrulanir.

Tekrar sterilize etmeyiniz.

e
—0~
® 2
Tekrar kullanimina Paket zarar gérmis
izin verilmez. ise kullanmayiniz.

Gilnes 11gindan koruyunuz.

Kullanim talimatlarini

retici okuyunuz.
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KULLANMA KILAVUZU EK DOKUMANI

Uygun kartus ve enjektdr sistemleri asagidaki gibidir;
Uriin : Ustten Yiiklemeli Kartus Enjektdr Sistemi
Uretici ~ :0DCInc./ FRANSA

Model :Ergotouch FLY 2.2 ve Ergotouch FLY 2.4
Ergotouch FLY2.2 icintavsiye edilen Dpt araligi:
Zaraccom Gl icin 25.00 Dpt'ye kadar

Ergotouch FLY 2.4 icin tavsiye edilen Dpt aralifji:
Zaraccom Gil icin 25.00 Dpt istii

Kullanim talimatlan agagida dzetlenmekle birlikte ayrintili bilgi igin
litfen cihazin kendi kullanma talimatlarina bagvurunuz.

Ustten Yiiklemeli Kartug Enjektdr Sistemi Kullanim Talimati

1. Standart steril proseddrleri kullanarak blister/poset paketini agin.
Ierigi steril bir alana yerlegtirin.

2. Ustten Yiiklemeli Kartus Enjektor Sisteminin Kartus tiinelini ve
kartusun doldurma haznesini onaylanmis viskoelastik solisyonla
yeterince doldurun. Dengeli tuz cozeltisi tek kaydirici olarak
kullanilmamalidir.

3. Lensi simetrik olarak agik kartusun orta mentesesine yerlestirin.
Lensin asimetrik olarak yerlestirilmesi lensin kartus icinde
dénmesine neden olabilir.

Zaraccom A100

4. Mercegi yuvarlatitmis steril cimbizla her iki kilavuz rayina bastirin
ve serbestce hareket edebilmesini sajlamak icin mercegi yatay
olarak yavascaileri geri hareket ettirin.

5. Mercegin dogru sekilde hizalandigindan emin olun ve mercegin
kenarinin ve haptigin iceri sikismadigindan emin olun.

6. Klik-kilit mekanizmasi yerine oturana kadar kartusun kenarlarina
birlikte bastirin. isitilebilir Klik sesi, kartusun dogru sekilde
kapandigini gdsterir. Haptigin sikismadigindan emin olmak igin
kapattiktan sonra son bir gérsel kontrol dnerilir.

7. Kartugu enjektdrdin 6n ucuna yerlegtirin. Kartugu uygun konuma itin.

8. Pistonu dikkatlice ileriye dogru itin ve silikon ucun doldurma
haznesine dogru sekilde girdiginden emin olun. Silikon ug doldurma
haznesine sokulamazsa, pistonu baslangic konumuna geri gekin ve
silikon ucu steril cimbiz kullanarak diiz bir sekilde hizalaym. ic yay
birbirine bastirmaya baslayana kadar yastigi itmeye devam edin.
Pistonu birkac milimetre geri cekin ve ardindan tekrar ileri itin. Bu
adim, mercegin dogru sekilde kavranmasini saglar.

9. Goze agin viskoelastik girmesinden kaginmak igin pistonu lens
kartusun on tarafina gelene kadar yavasca itin, enjektdri insizyona
yerlestirmeden 6nce fazla viskoelastigi gézden uzaklastirin.

10. Kartusun ucunu kesi boyunca ydnlendirin ve iris boyunca géz
bebeginin yakin kenarina dogru itin.
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11. Lensin géze dogru sekilde yerlestirilmesini desteklemek icin
pistonu yavasca dne dogru bastirn ve ayni anda aleti gézden geri
cekin. Kartustan cikarilirken silikon ucun sismesini onlemek icin,
pistonuyalnizca lens tamamen ¢ikana kadar itin.

12. Lensi dikkatlice konumlandirin ve gerekirse uygun
konumlandirma kancas yardimiyla déndardn.

13. Standart irigasyon ve aspirasyon teknikleriyle viskoelastik
materyali gézden ve lensten gikarin.

Uriin ~ : Arkadan Yiiklemeli Kartug Enjektor Sistemi
Uretici  :ASTProductsInc./ ABD

Model :BIOLI-D, BIOLI-C

BIOLI-Cigin tavsiye edilen Dpt araligi:
Zaraccom GiL icin 25.00 Dpt'ye kadar
BIOLI-Dicintavsiye edilen Dpt araligi:
Zaraccom Gil icin 25.00 Dpt istii

Kullanim talimatlan asagida dzetlenmekle birlikte aynintili bilgi igin
litfen cihazin kendi kullanma talimatlarina basvurunuz.

Zaraccom A100

Arkadan Yiiklemeli Kartus Enjektdr Sistemi Kullanim Talimati

1. Blister ambalajinda herhangi bir hasar olup olmadigini kontrol edin.
Hasar gozlemlenir veya siphelenilirse, baska bir enjektdr seti
kullanin. Standart steril prosedirleri kullanarak blister ambalaji agin
ve enjektdr ve kartusu steril alana aktarin.

2. Arkadan Yiiklemeli Kartus Enjektdr Sistemine viskoelastik solisyon
uygulayin. Kartusu doldurmadan dnce, lensin yiklenmesinden ve
verilmesinden hemen dnce viskoelastik solisyonun ameliyathane
sicakliginda oldugundan emin olun.

3. Tutma pensi kullanarak mercegi optik kenarindan tutun ve mercegi
on tarafi yukariya gelecek sekilde kartusun arkasina nazikge
yerlestirin. Optik, kartusun yarisindan biraz daha fazla igeri
ilerleyene kadar lens yerlestirilmelidir. Lensi nazikce asagi itmek igin
tutma penslerini kullanin. Lensin kartusun alt yiizeyinde oldugunu
dogrulayin.

4. Tutma forsepsi kullanarak, takip eden haptigi kavrayin ve haptigi
optigin 6n tarafina yavasca katlayin.

5. Lensin kartusun alt yiizeyinde kalmasini ve takip eden haptikin
optigin Ustinde kalmasini saglarken, lensi penslerin izin verdigi
kadar kartusunicine yerlestirmek icin optik kenari yavascatin.

6. Buislem sirasinda Gil'i gizmemeye dikkat edin. Lensi ittikten sonra
ve hemen forsepsi gikarin.
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7. Kartusu el aleti yuvasina geriye dogru kaydirarak kartusu el aletine
takin.

8. Pistonu tek bir agir hareketle ilerletin. Piston, kartusla ilk temasi
saglamalidir.

9. Optigi ilerletmek ve katlamak icin pistonu yavasga ileri itin. Lensin
pistonla aynr hizda ilerledigini dogrulayin.

10.Yay yerine oturana kadar pistonu yavasca itmeye devam edin. Lens
gvenli bir sekilde teslim edilene kadar pistonu itmeye devam
etmeden dnce pistonu yaklasik 1mm hafifce geri cekin.

11. Lens kartus iginde hareket ederken, piston ucunun optigin
arkasinda oldugunu ve dnde gelen haptigin optigin dninde ilmekli
oldugunu dogrulayin. Onde gelen haptik, optiin katlanmis yanisi
arasinda geriye dogru ilmeklenmelidir. Onde gelen haptik geri
cevrilmezse, pistonu geri cekin ve mercegiyeniden yikleyin.

12. Kartusun ucunu kesikten gecirin. Ucu on kapsil acikliina
yerlestirin. Lensi yalnizca optik, kartustan gikana kadar ilerletin.

13. Mercek kartus ucundan giktiktan sonra kartus basligini geri cekin.

14. Uygun bir kanumlandirma aleti kullanarak mercegi yerlestirin ve
ortalayin.

15. Enjektdrii ve kartusu uygun sekilde atin.

Zaraccom A100

Onlemler

- Istten/Arkadan Yiiklemeli Kartus Enjektdr Sistemi yalnizca egitimli
oftalmik cerrahi uzman tarafindan kullanilmalidir. Cerrahi islemin
sonucu, ameliyat sirasinda alet ve diger drdnlerle birlikte kullanilan
beceri ve yeteneklere baglidir.

« Bu iriin steril olarak saglanir ve ic ambalaj islanir, acilir veya hasar
gorirse kullamlmamalidir.

- Tum icerikler tek kullamimlktir ve asla tekrar sterilize
edilmemelidir.

- Lensin gizilmesine veya hasar gérmesine neden olabileceginden,
ug kinlmig veya hasar gérmisse kartusu kullanmayin.

- Katlanabilir goz ici lensi kartusa koyarken daima viskoelastik
kullanin. Viskoelastik soltisyon uzun siire havaya maruz kaldiinda
yaglama dzelliklerini kaybedebileceginden lens kartusa takildiktan
hemen sonra enjekte edilmelidir.

- Litfen kullanma talimatlarini dikkatlice takip edin.

- Aletin yere dismesi veya steril olmayan herhangi bir Griine
dokunmasi durumunda, saglik kuruluslarindaki standart atik
kurallarina gére atin.

Yukaridaki dnlemlere uyulmazsa, dngdrilebilir riskler veya
komplikasyonlar sunlara neden olabilir:
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- Enjektdrin yanls tutulmasr, yiklenmesi ve kullanilmasi, lens ve
hastada doku hasari, iltihaplanma, kontaminasyon gibi hasara
neden olabilir.

- Kullanim sirasinda kontaminasyon, hastada enfeksiyon /
kontaminasyon olusturabilir.

- Tek Kullanimik Enjektorin ve/veya kartusun yeniden kullanilmasi
hastalar arasinda kontaminasyona neden olabilir.

- Gozici lensinin Kartus enjektdr sistemine sikismasi, haptik
kopmasi, kinlmasi, optik yizeyde cizilme, catlak gézici lensisin
enjektdrden kontrolsiz clkmasi gibi riskler meveuttur.

Zaraccom A100
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DESCRIPTION: Zaraccom foldable multifocal intraocular lenses (I0Ls) are
designed for cataract surgery as an optic device to replace the crystalline
lens 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 chamber implantation. They have a biconvex aptic with supporting
haptics. Zaraccom A100 foldable acrylic one-piece I0L incorporates a 360-
degree squared edge designed. The lens is designed to increase the spectacle
independency for both distance and near vision. This lens has a diffractive
multifocal surface on the posterior side of the lens. The labeled power of the
lens is the distance power. The near power represents a +3.5 diopter add in
actual lens power.

Tablel. Physical Characteristic of 10Ls
Physical Characteristic ~ Description

Models A100

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

Optical Design Diffractive plano convex, 360° Square Edge

Near add +35

YAG Laser Stable

Sterilization Type Ethylene Oxide

Power +10.0 through +25.0 Dpt ( 0.50 Dpt increments)

Estimated A. Constant 7

(Calculated theoretically)

Haptic Angle 0°

Haptic Configuration Modified L-Loop
Water Content <1%

Zaraccom A100

Figure 1: Design of Zaraccom 0L Models

Model A100
@ 12.5mm

o

Posterior /

Diffractive
Surface

BIOCOMPATIBILITY TESTING

Potential patient safety risks to the material(s) of this device were
evaluated through nonclinical physicochemical characterization and
biocompatibility testing in accordance with international standards
applicable to [0L devices. Nonclinical testing demonstrated no safety
concerns for local or systemic toxicity, that the I0L material was
physically and optically stable, and that there were no leachable
substances arising from the manufacturing process (including
sterilization) or device material(s) that posed a safety risk. The
device possesses an acceptable patient safety profile when used in
accordance with the Instruction for Use (IFU) for its intended clinical
purpose as an ocular implant device.
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INTENDED USE

ZARACCOM multifocal intraocular lenses are intended for use by a
trained ophthalmic surgeon, for the treatment of aphakia in adult
patients and in patients who have had their lenses removed by
phacoemulsification with cataracts. It is intended for patients who
need near and distance vision and who desire an independent field
of vision. These lenses are intended for placement in the capsular
bag.

INDICATIONS

Zaraccom A100 multifocal I0Ls are indicated for primary
implantation for the visual correction of aphakia in adult patients
with and without presbyopia in whom a cataractous lens has been
removed and who desire near and distance vision with increased
spectacleindependence.

CONTRAINDICATIONS

Todate there are no absolute contraindications to Intraocular Lenses
implantation. There are no known contraindications with the use of
Zaraccom |0L when used as recommended.

RESIDUAL RISKS AND UNDESIRABLE EFFECTS

As with any surgery, there is risk involved whether or not an I0L is
implanted. Potential complications accompanying cataract or implant
surgery are not limited to the abovementioned complications. Cataract
surgery, with or without lens implantation might be associated with:

+ Ocularinflammation

- Hemorrhage

« Intraocular pressure elevation

« Post-operative infection

+ Retinal breaks and detachment

« Cystoid macular edema

- Cornealedema

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

- Viitreous loss

- Lens decentration and luxation

- Wrong calculation of I0L power

- Damage of 0L during implantation
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WARNINGS AND PRECAUTIONS

- A high level of surgical skill is required for intraocular lens
implantation. The surgeon should have observed and/or assisted in
numerous implantations and successfully completed one or more
courses on intraocular lens implantation before attempting to
implantintraocular lenses.

- Prior to surgery, prospective patients should be informed of the
possible risks and benefits associated with this 10L as well as the
risks and benefits associated with cataract surgery.

- Do not use the intraocular lens in case the sterile package was
opened or damaged orin any case of doubt.

- Donot use the intraocular lens after expiration date.
- Do not resterilize this intraocular lens by any method.
- Do not reuse the lens. Single use only. The lens must be used once

only for a single patient. Reuse of this single-use device may result in
serious injury, such as endophthalmitis.

- Do not store at under 5°C (41°F) and above 35C (95F). The
manufacturer recommends the storage and usage of lenses at room
temperature (This allows the intraocular lens to open more slowly in
the capsule). Do not expose the lens to sunlight.

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

- This lens is used safely with viscoelastic materials (OVD).

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

- Donot attempt to reshape haptics in any way.

- After implantation the position of haptics must be placed opposite
of clockwise.

- Recent contact lens usage may affect the patient’s refraction;
therefore, in contact lens wearers, surgeons should establish corneal
stability without contact lenses prior to determining 10L power.

- The long-term effects of intraocular lens implantation have not
been determined. Therefore, physicians should continue to monitor
patients postoperatively on aregular basis.

- Zaraccom intraocular lenses are posterior chamber lenses. The
safety and effectiveness of a posterior chamber lens, if placed in the
anterior chamber, has not been established.

« Itis recommended that 0VD be removed from the eye at the close of
surgery with emphasis on the space between the posterior capsule
and lens. This may be accomplished by gently depressing the [OL optic
posteriorly with the irrigation/aspiration (I/A) tip while using standard
I/A techniques to remove the OVD from the eye. This should force any
trapped OVD anteriorly where it can be easily aspirated.



MF-05/2022-RV 02

Foldable Multifocal Intraocular Lens Instruction For Use
Zaraccom A100

SUGGESTED A-CONSTANT

The suggested A-constant indicated on the outer labelis presented as
a guideline and is a starting point for implant power calculations. It is
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 at
manufacturer details.

CALCULATION OF LENS POWER

Accurate biometry is essential for successful visual outcomes.
Preaperative calculation of required lens power for these posterior
chamber intraocular lenses should be determined by the surgeon’s
experience, preference, and intended lens placement. A reference A-
Constant value is located on the outer label. Lens power calculation
methods are described in the following references:

Hoffer, K.J. The Hoffer  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, JA, Sanders, DR, and Kraff, M. Lens Implant Power Calculation, 3rd ed, Slack, Inc., Thorofare,
N.J.1990.

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

INSTRUCTIONS FOR USE

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

2. Open the package and remove the lens in a sterile environment.
The lensis provided in a sterile plastic container. To remove the lens,
internal box cover is slowly pulled backward as shown by the arrow
direction. The protective cover lifts and the lens is taken out of the
internal box with forceps. The lensis placed in the proper position for
the implantation. The lens must be taken and implanted carefully, in
order not to scratch the optic surface by aninstrument.

3.Rinse the lens thoroughly using sterile balanced salt solution.

4. Tominimize the occurrence of marks on the lens due to folding, all
instrumentation has to be scrupulously clean. The manufacturer
recommends using forceps with round edges and smooth surfaces.

5.Handle the I0L by the haptics only when removing the lens from the
case. DONOT grasp the optical area with forceps.

6. The lenses are carefully checked and inspected by manufacturer
to assure 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.
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7. Implantation has to be performed on aphakic adult patients by a
trained ophthalmic surgeon.

8. After placing the lens in the capsular bag, rotate the lens 90 10 180
degree in order to better centralization.

9. Implant the I0L with the most appropriate surgical procedure for
the patient. Surgeons should verify that appropriate instrumentation
is available prior to surgery. Refer to ANY OTHER DEVICES AND
PRODUCTS WHICH ARE INTENDED T0 BE USED IN COMBINATION WITH
THE DEVICE for qualified of compatible products.

ANY OTHER DEVICES AND PRODUCTS WHICH ARE INTENDED TO
BE USED IN COMBINATION WITH THE DEVICE

The foldable lenses can be folded by various folding forceps
designed for foldable lenses and it can be implanted also by
implantation forceps and cartridge-injector systems. Posterior
chamber lenses are designed for implantation in the capsular bag by
injector method with a minimum incision size of 22 mm. It is
recommended to use cartridge systems that validated and approved
by manufacturer. The use of an unqualified combination may cause
damage to the lens and potential complications during the
implantation process (eg, 10L decentration, tilt, or dislocation,
spatial distortions, visual disturbances, or decreased/blurred vision).

In addition, if the instructions for use are not followed and/or used by
persons other than a trained ophthalmic surgeon, "Abnormal Use"
will occur, and the following hazardous situations may be
encountered. Although this situation has no effect on the patient, it
causes the intraocular lens not to be used in the operation.

Abnormal Use Cases;

- The intraocular lens gets stuck in the cartridge injector system,
- Haptic rupture, breakage,

- Scratches, cracks on the optical surface,

- Uncontrolled protrusion of the intraocular lens from the injector.

Qualified cartridge injector systems that can be used with Zaraccom
foldable 10Ls are listed at IFU ANNEX document.

MAGNETIC RESONANCE COMPATIBILITY

Zaraccom foldable hydrophobic IOL is magnetic resonance (MR)
Safe. The 0L consists of acrylate/methacrylate copolymer material,
which is a non-conducting, non-metallic, non-magnetic material
that poses no known hazards in all magnetic resonance imaging
environments.
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LIFETIME OF THE I0L

Based upon material characterization of the Zaraccom 0L material,
the I0L is expected to be stable indefinitely over the lifetime of the
patient.

PACKAGING AND EXPIRATION DATE

Zaraccom lenses are supplied in dry, in a double sterile package
terminally sterilized with ethylene oxide, and must be opened only
under aseptic conditions. The packaging sterility is guaranteed until
expiry date except in case of damaging or opening of the package.
The use-by date is clearly indicated on the outer box label of the
carton. Any intraocular lens held after the use-by date should be
returned to Anadolu Tip Teknolojileri A.S.

LIABILITY
The manufacturer’s liability covers the design and production of

these intraocular lenses; it shall be incurred in no way in case of
accidents resulting of the use of these lenses.

SERIOUS INCIDENT REPORTING

Any serious incident that may reasonably be regarded as device
related should be reported to;

Anadolu Tip Teknolojileri A.S.

By Phone: +90 346 2181418

By Email: mail@anadolutip.com.tr
Website: http://www.anadolutip.com.tr

Each 10L is identified by a serial number which provides traceability,
and this information should be given to Anadolu Tip Teknolajileri A.S.

NOTE: In Eurape, these serious incidents must also be reported to the
competent authority for medical devices of the appropriate State.



SYMBOLS USED ON LABELING:

Symbol

Explanation Symbol
Sterilized using
STERILE| @ ethylene oxide. g
Temperature limitation:
lower (em}wrs(ure limit is c € 1984
5°C (41°F) and upper uropean Conformil

European Conformity
Mark Notifed Bodies:

temperature limit is 35°C (95°F) KIWA (1984)

-
N

®
[13]

35°C
(95°F)
5 /H
(6rF)
@ Do not resterilize.

Re-use is not allowed

E®®

Manufacturer

Explanation

Use by date.

The product conforms to European Medical
Directve 93/42/EEC and mees applicable
ealth, safety and environmental

requirements. If the mark is accompanied
by unber. cofoniy
verified by the indicated notied body.

Do not expose to sunlight.

Not to be used in case
package is damaged

Read usage instructions
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IFUANNEX Document

Suitable cartridge and injector systems are as below;
Product : Top Loaded Cartridge Injector System
Manufacturer :0DC Inc./FRANCE

Model :Ergatouch FLY 2.2 ve Ergotouch FLY 2.4
Recommended power range for Ergotouch FLY 2.2:
Upt025,00 Dpt Zaraccom [0Ls

Recommended power range for Ergotouch FLY 2.4:
Over?25,00 Dpt Zaraccom I0Ls

The instructions for use are summarized, please refer to the device's
own IFU for detailed information.

Top Loaded Cartridge Injector System Instruction for Use

1. Open the blister pack using standard sterile procedures. Place
contents onto a sterile field.

2.Fillthe cartridge tunnel of the Top Loaded Cartridge Injector System
and the loading chamber of the cartridge sufficiently with validated
viscoelastic solution. Balanced salt solution should not be used as
the sole lubricant.

3. Place the lens symmetrically on the central hinge of the open
cartridge. Asymmetric insertion of the lens can lead to rotation of the
lensinthe injector.

4. Press the lens into both guide rails with rounded sterile tweezers
and gently move the lens back and forth horizontally in order to
ensure that it can move freely.

5. Ensure that the lens is correctly aligned and make sure that neither
the edge of the lens nor the haptic are wedged in.

6. Press the sides of the cartridge together until the click-lock
mechanism engages. The audible click demonstrates the correct
closure of the cartridge. A final visual check is recommended after
closure to ensure haptic is not trapped.

7. Insert the cartridge into the front end of the injector. Push the
cartridge to the very front position.

8. Carefully push the plunger forward and ensure that the silicone tip
correctly enters the loading chamber. If the silicone tip cannot be
introduced into the loading chamber, retract the plunger to the
starting position and align the silicone tip straight, using sterile
tweezers. Continue to push the cushion until the inner spring begins
to press together. Pull the plunger back a few millimeters and then
push it forward again. This step ensures that the lens is correctly
grasped.

9. In order to avaid excess viscoelastic entering the eye, gently push
the plunger until the lens is at the front of the cartridge, releasing the
excess viscoelastic well away from the eye before inserting the
injector into the incision.
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10. Guide the tip of the cartridge through the incision and push it
across the iris to the near edge of the pupil

11. Slowly press the plunger forward to support the correct delivery of
the lens into the eye and simultaneously withdraw the instrument
from the eye. To avoid swelling of the silicone tip during ejection from
the cartridge, only push the plunger until the lens has emerged
completely.

12. Position the lens carefully and if necessary rotate it with the aid of
the appropriate positioning hook.

13. Remove the viscoelastic material from the eye and the lens, with
standard irrigation and aspiration techniques.

Product :Back Loaded Cartridge Injector System
Manufacturer : AST Products Inc./USA

Model :BIOLI-D, BIOLI-C

Recommended power range for BIOLI-C:

Upto25.00 Dpt Zaraccom 10Ls

Recommended power range for BIOLI-D:

Over 25.00 Dpt Zaraccom IOLs

The instructions for use are summarized, please refer to the device's
own [FU for detailed information.

Back Loaded Cartridge Injector System Instruction for Use

1. Inspect the blister packaging for any damage. If damage is
observed or suspected, use another injector set. Open the blister
packaging using standard sterile procedures and transfer the
injector and cartridge to the sterile field.

2. Apply viscoelastic solution to the Back Loaded Cartridge Injector
System. Ensure that viscoelastic solution is at operating room
temperature before filling the cartridge, immediately prior to loading
and delivery of the lens.

3. Using holding forceps, grasp the lens by the optic edge and gently
place the lens anterior side up into the rear of the cartridge. The lens
should be inserted until the optic is a little more than half-way inside
the cartridge. Use the holding forceps to gently push down on the
lens. Verifying that the lens is on the bottom surface of the cartridge.

4. Using holding forceps, grasp the trailing haptic, and gently fold the
haptic onto the anterior side of the optic.

5. Slowly push the optic edge to position the lens as far into the
cartridge as the forceps will permit, while ensuring the lens remains
on the bottom surface of the cartridge and the trailing haptic remains
ontop of the optic.

6. Be careful not to scratch the I0L during this process. Remave the
forceps after pushing the lens, and immediately.
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7. Insert the cartridge into the handpiece by sliding the cartridge
backward into the handpiece slot.

8. Advance the plunger in one slow motion. The plunger should make
initial contact with the cartridge at the ramp.

9. Slowly push the plunger forward to advance and fold the optic.
Verify that the lens moves forward at the same rate as the plunger.

10. Continue to push the plunger slowly until the spring engages.
Slightly pull back the plunger about 1 mm before continuing to push
the plunger until the lens has been safely delivered.

11. As the lens moves through the cartridge, verify that the plunger tip
is behind the optic and the leading haptic is looped in front of the
optic. The leading haptic should become looped back between the
folded halves of the optic. If the leading haptic is not looped back,
retract the plunger and reload the lens again.

12 Insert the tip of the cartridge through the incision. Position the tip
at the anterior capsule opening. Advance the lens only until the optic
exits the nozzle.

13. Withdraw the cartridge nozzle once the lens has exited the
cartridge nozzle.

14.Place and center the lens using a suitable positioning instrument.
15. Discard the injector and cartridge accordingly.

Precautions

- The Top/Back Loaded Cartridge Injector System should be used by
trained and qualified professionals only. The result of surgical
procedure depends on skill and abilities used with the device and
other products during the surgery

- This product is supplied sterile and should not be used if inner
packaging is soaked, opened or damaged

- Al contents are for single use and should never bere-sterilized
- Donotuse the cartridge if tip has been broken or damaged

- Always use viscoelastic when loading the foldable intraocular lens
into the cartridge. The lens should be injected immediately after
being introduced into the cartridge as viscoelastic solution may lose
its lubricating properties when exposed to air for a long period of time

+ Please follow up carefully the loading instructions

- In case the device falls on the floor or touch any other unsterile
product, discard it according to standard rules for residues in health
establishments

If the above precautions are not followed, foreseeable risks or
complications could cause:

- Improper handling, loading and use of the injector can cause
damage to the lens and patient such as tissue damage,
inflammation, contamination
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- Contamination during use could generate infection / contamination
of the patient

+ Re-use of the Single-use Injector and/or cartridge could generate
contamination between patients

- There are risks such as the intraocular lens getting stuck in the
cartridge injector system, haptic breakage, scratches and cracks on
the optical surface, uncontrolled removal of the intraocular lens from
theinjector.



