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URUN KULLANIM KILAVUZU

1. Uriin Agiklamasi

IMPLATECHONE protez serisi, farkh tip endosteal cap, uzunluk ve platformda IMPLATECHONE dental implantlarin
restorasyonunda kullanilan abutmentlardan olusur. Hastanin ihtiyaglarina uyacak sekilde cesitli sekil ve
blyikliklerde mevcuttur.

IMPLATECHONE protezlerden, abutment ve kopingler arasi baglanti olusumu igin yararlanilir. IMPLATECHONE dis
implantlar farkli tiir, boy ve platformlardan olusmaktadir.

2. Kullanim Amaci
IMPLATECHONE abutmentlar ¢igneme fonksiyonunun yerine getirilmesi amaciyla dis eksikliklerinin giderilmesinde
protezlere destek amagli kullanilir.

3. Hedef Hasta Grubu

IMPLATECHONE dental implantlari kontrendikasyonlarda belirtilen durumlara sahip olmayan, biylime ve
gelisimini tamamlamis tam veya kismi dissizlige sahip hastalarda IMPLATECHONE dental implantlari ile birlikte
kullanilmak Gzere tasarlanmistir.

IMPLATECHONE dental implantlari sadece dis hekimleri tarafindan kullanilabilir.

Klinisyenlerin IMPLATECHONE dental implantlarini glivenli ve dizgin bir sekilde kullanabilmeleri icin yeterli
implantoloji bilgisi ve uygulama becerisine sahip olmalarinin yaninda kullanim talimatlarina uymalari
gerekmektedir.

4. Endikasyonlar
implant Ustii protezlere dayanak olmasi amaciyla dogrudan kemik igi implantlara vidalanarak baglanirlar.

Tam ve kismi dissiz hastalarda

Cene ve yliz defektlerinde

Asiri rezorbe kret ile karakterize tam dis eksiklikleri

Hareketli bolimli protez kullaniminda gliclik ¢ceken hastalarda hareketli protez kullanmayi red eden hastalarda
Dislerini prepare ettirmek isteyen hastalarda

Oldukga uzun bosluk iceren sabit protez hastalarda

Herhangi bir dissiz sahada veya tam protezin oturdugu yumusak dokularda meydana gelmis ciddi hasarlarda
Kirilma dayanimlarinin yiksek olmasi nedeniyle asiri overbite, bruksizm veya yabanci cisim isirma aliskanligi olan
bireylerde

Hastanin agiz kapatisi nedeniyle abutmentin ylksekliginin 7 mm’den aksiyal kalinligin ise 0,7 mm’den az oldugu
durumlarda ve cerrahi olarak abutmanttin 30 dereceden fazla agilanmasi gerektigi olgularda ve posterior bélgede
seramik abutmentlara nazaran kullaniimasi

Posterior bolgede ve kdpri dayanagi olarak
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5. Kontrendikasyon
Titanyum ve titanyum alagimlarina karsi asiri hassasiyeti olan bireylerde kullanimi kontrendikedir. implant tedavisi
kontrendikasyonlariigin ilgili IMPLATECHONE dental implant kullanim kilavuzlarina bakin.

- Aktif enfeksiyon,

- Yabanci cisim hassasiyeti / malzeme alerjisi, (bu durum tespit edilmeli ve gerekli nlem alinmalidir)

- Kemik yapisinin durumu ve kemik yogunlugunun yetersizligi, (Dental implantin ve abutmentin performasi
yerlestirildigi kemik durumuna ve yogunluguna baglidir.)

- Dissiz bosluk karsi komsu ve komsu disler tarafindan daraltildiginda dayanak dislerin kuron boylarinin ¢ok kisa
oldugu durumlarda,

- Destek dislerin kron uzunluklarinin ¢ok kisa oldugu durumlarda,

- Bruksizm gibi parafonksiyonel aliskanliklar varliginda,

- Kanath kopru (Kantilever) kullanimi tasarlandiginda,

- Destek disler yeterli periodontal destekten yoksun ise kullaniimazlar,

- Kron kenarinin dis etinin skallop yapisina uyum saglayamamasi,

- Uygun bir estetigin saglanabilmesiigin, implantin daha derine yerlestiriimemesi sonucu olusan derin dis eti cepleri,

- Kronun simantasyonu ve siman artiklarinin temizlenmesinin zorlasmasi,

- Dis eti altindan goriinen matelik mavi renkteki yansima dis eti yapisi ince olan veya yiksek giilme gizgisine sahip
hastalarda estetik olumsuzluk,

- Yetersiz kemik hacmi ve/veya kalitesi,

- Malzemeye karsi alerji veya asiri duyarlilik.

6. Uyarilar ve Onlemler

- Hasta ameliyat Oncesinde cerrahi riskler konusunda bilgilendirilmeli ayrica olumlu ve olumsuz etkileri
anlatilmahdir.

- Hasta implante edilen cihazin normal kemigin yerini alamayacagi belirli bir 6mri oldugu, yorucu aktivite veya
travma sonucu hasar goérebilecegi ve gelecekte degistirilebilecegi konusunda uyariimaldir.

- Cerrah, cerrahi islemi gerceklestirmeden Once Urine 06zgl cerrahi teknigi goézden gecirilmesi Onerilir.
IMPLATECHONE dental implant cerrahi teknik bilgi saglayabilir. IMPLATECHONE dental implant satis temsilcisi ile
irtibata geciniz.

- Implantin dogru secilmesi son derece 6nemlidir. Uygun tiir, boyut bileseni géz 6niine alinarak hasta yasi ve aktivite
dizeyleri, kemik yogunlugu 6nceden herhangi bir cerrahi operasyon gecirip gecirmemesine bagl olarak tercih
edilmektedir.

- IMPLATECHONE dental implant protezler agiz i¢i kullanimi sirasinda solunum emniyete alinarak uygulanmalidir.
Bilesenler ya da araglar hastaya zarar verebilir. Bu talimatlara uyulmamasi protetik parcalarin solunumu
engelleyerek yutulmasina veya aspire edilmesine yol acabilir.

- IMPLATECHONE dental implant abutmentleri sadece uygun platformda IMPLATECHONE dental implantlar ile
kullaniimalidir.

- Abutmentler tek kullanimlik cihazlardir.

- Kuguk capl abutmentlar yiiksek mekanik yik gerektiren yerlerde kullanilmamalidir.

- IMPLATECHONE dental implant protez d{rinleri Uretici tarafindan saglanan kullanim talimatlarina goére
kullanilmalidir. Cihazin bu talimatlara gore kullanimi ve bireysel hasta durumuna uygun olup olmadigina karar
vermek doktorun sorumlulugundadir.

- Basarili bir implant tedavisi icin dis hekimi ve dis teknisyeninin uyumlu ¢alismasi 6nemlidir.

- Iimplant tedavisinin uzun dénemde basarili olabilmesi icin tedavi tamamlandiktan sonra hastanin rutin
kontrollerinin yapilmasi ve agiz hijyeni egitiminin verilmesi onemlidir.
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7. Olasi Komplikasyoklar ve Yan Etkiler
implant tedavisi sirasinda asagidaki reaksiyonlar goriilebilir:

- Asini duyarlilik/alerjik reaksiyonlar

- Protetik komponentlerin yutulmasi veya aspire edilmesi
- Peri-implantitis

- implant komponentleri veya protez basarisizligi/kirig

- Kot estetik sonug

- Protetik tedavinin tekrar

- Minor kanama

- implant kaybi

8. Uyumluluk Bilgileri
Tiim abutmentlar ayni abutment anahtari ile kullanilabilir.

IMPLATECHONE dental implantlarinda farkli sekillerde abutmentlar bulunmaktadir. implant ve abutment
platformlarinin uyumunu belirten kisaltmalar ve renk kodlari paketlerin Gzerinde mevcuttur.

implant Platformu Kisaltma Renk Kodu implant ¢aplan
Dar Platform NP Mor ®3.3-@03.7
Normal Platform RP Turkuaz @41-04a7

9. Temizleme ve Dezenfekte Etme
IMPLATECHONE abutmentlari ve parcalar steril olmadan teslim edilmektedir. Uriinler hastanin agzina
yerlestirilmeden dnce mutlaka pargalarina ayrilmali, temizlenmeli ve steril hale getirilmelidir.

IMPLATECHONE kullanimdan énce abutmentlarin temizligi ve sterilizasyonu icin asagidakileri 6nerir.

- Akan suyun altinda firga ile i¢c ve disini fircalayarak temizleyin.
- Onceden muamele edilmis iiriin elle, ultrasonik destek veya bir otomatik temizleme ydéntemiyle temizlenebilir.
- Otomatik temizleme yontemi secilirken uygun deterjan secilmeli ve Ureticinin talimatlar takip edilmelidir.

10. Sterilizasyon
IMPLATECHONE abutmentlari ve pargalari steril olmadan teslim edilmektedir. IMPLATECHONE kullanimdan 6nce
abutmentlarin sterilizasyonu icin asagidakileri 6nerir:

Yontem Kosullar Kurutma
Nem isisi (otoklav) 121° C Yerel
On-vakum 30 dk

Dikkat: Cihazlari sterilizasyondan hemen sonra kullanin. Sterilize edilmis cihazlari depolamayin.
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11. Uriin MRI Uyumluluk Bilgisi
Klinik olmayan testler Titanyum Dental Materyallerin MR Uyumlu oldugunu gdstermistir.

Viicudunda bu sistem pargalari bulunan bir hasta asagidaki kosullar saglandig taktirde givenli bir sekilde MR
sistemlerinde taramadan gecebilir: Sadece 1.5 ve 3.0 Tesla statik manyetik alan

En fazla 970 Gauss/cm ( 9.7 T/m) veya daha azi manyetik uzaysal disiim alani tim viicut icin ortalama 6zgtil emilim
orani (SAR) 2 W/kg (Normal Kullanim Modu)

Yukarida belirtilen tarama kosullari altinda, 15 dakika stirekli taramadan sonra, lirlinlerimizin en fazla 3°C sicaklk
artisi yaratmalari beklenmektedir.

12. Prosediir

Parlatma ya da diger laboratuar prosediirleri sirasinda abutmenti sabitleyerek protez baglantisini korudugunuza
emin olun.

- Cahsma modeli lizerinde implant analog icine abutment yerlestirin.
- Analog-abutment baglanti tutucu unsurlarinin diizglin hizalanmis oldugundan emin olun.
- Esas(temel) vidayi el ile sikarak abutmenti diizeltin.

12.1. IMPLATECHONE Abutmentin Klinik Kullanimi

Orijinal abutment laboratuardan alinir. iyilestirici kapagi ya da gegici iyilestiriciyi ¢cikarin ve iyice durulayin
ardindan implantin icini kurutun. Calisma modelinden iyilestiriciyi kaldirin.

- Dis iyilestiricilerin temizligi, dezenfekte ve sterilizasyonu 9. ve 10. kisimlarda tarif edilmistir.
- lyilestirici hastalarin agzina yerlestirilir.

- Abutment dizgiin olarak yerlestirildikten sonra vida sikilr.

- Uygun vida ile abutment implanti diizelttiginize emin olun.

- llgili tornavida ile abutment vidasini sikin.
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12.2.  Uriinlerin Kullanimi

12.2.1. IMPLATECHONE Ball Abutment

IMPLATECHONE Ball abutmentlar Ti6AI4V-ELI (ASTM F 136) materyali kullanilarak Gretilmistir.

NP - Dar Platform | RP - Normal Platform
Platform/H(mm) |@3.3mm |@3.7mm |@4.1mm |@4.7mm

— ¥ HO,5 02.06.10.05 02.06.20.05
<) ( H1,0 02.06.10.10 02.06.20.10
; H2,0 02.06.10.20 02.06.20.20

/ IMPLATECHONE | {30 02.06.10.30 02.06.20.30

I “ | Ball Abutment 11/ 5 02.06.10.40 02.06.20.40
= H6,0 02.06.10.60 02.06.20.60

Kullanim Amaci

- IMPLATECHONE Ball abutmentler cigneme fonksiyonunun yerine getirilmesi amaciyla dis eksikliklerinin
giderilmesinde protezlere destek amach kullanilir. Tek parca Ball abutmentlar IMPLATECHONE implantlara
vidalanarak implant (istli tam protez (overdenture) yapilarina dayanak teskil eder.

Endikasyonlar
- implant Gsti hareketli tam protezlere dayanak olmasi amaciyla dogrudan kemik ici implantlara vidalanarak
baglanirlar.

Kontrendikasyonlar
- Titanyum ve titanyum alasimlarina karsi asiri hassasiyeti olan bireylerde kullanimi kontrendikedir. implant
tedavisi kontrendikasyonlari icin ilgili IMPLATECHONE implant kullanim kilavuzlarina bakin.

Olasi komplikasyonlar ve yan etkiler
implant tedavisi sirasinda asagidaki reaksiyonlar gériilebilir:

- Asini duyarlilik/alerjik reaksiyonlar

- Protetik komponentlerin yutulmasi veya aspire edilmesi
- Peri-implantitis

- Implant komponentleri veya protez basarisizligi/kirig

- Koti estetik sonug

- Protetik tedavinin tekrar

- Minér kanama

- implant kaybi
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Laboratuvar Prosediirii

Not: Abutmentin implant baglantisini korumak amaciyla, tiim laboratuvar islemleri sirasinda abutmenti analoga
vida ile sabitleyin.

- Olgii kopingini implant analogu ile birlestirin.

- Analoglarin etrafinda yumusak dis eti silikonu kullanarak algi ¢alisma modelini elde edin.

- Elde edilen algi modelde ilgili bolgedeki diseti miktarina gore abutment diseti yiiksekligini belirleyin.

- Kullanilan dental implantin ¢apina uygun abutmenti segin.

- Secilen uygun gapta ve diseti yliksekligindeki abutmenti algi modelde yer alan analoga vida yardimi ile baglayin.
- Abutment vidasini el ile sikistirmaniz yeterlidir.

- Segilen abutment tiiriine uygun olarak protezinizi planlayin ve tercih edilen liretim yontemiyle Uretin.

- Ball abutment ile kullanilan metal ve plastik matriksleri Rhein 83 ile uyumludur.

Klinik Prosediir

- Hasta agzinda ilgili boélgede yer alan iyilesme bashgini anahtar yardimi ile ¢ikartin.

- Uygun dis eti ylksekliginde abutmenti segip agiz igine ilgili implanta yerlestirin ve 35Ncm tork ile abutmenti
vidalayin. 35 Ncm’den daha yiiksek tork degeri protetik parcalara zarar verebilir. Tavsiye edilen degerden daha
disuk tork degerleri abutment gevsemesine sebep olabilir.

- Protez ve metal housing laboratuvar ortaminda birlestirilecek ise ilgili 6l¢l postlari ve kisisel 6l¢l kasigi ile 6lgi alin.

- Protez tesliminde uygun retansiyon plastigini secip metal housinge yerlestirin.

- Protezi agiza yerlestirin ve okliizal kontaklari kontrol edin, gerekli uyumlamalari yapin.

Agiz ve Protez Bakimi: Atasmanin basarisi igin iyi agiz hijyeni son derece 6nemlidir. Ball atasmanlar, plak birikimini
onlemek icin her glin iyice temizlenmelidir ve hasta, abutmentleri temizlemek icin yumusak, naylon killi dis firgasi
ile asindirici olmayan dis macunu kullanmalidir. Tutucu plastik malzemeler, normal kullanimin bir pargasi olarak
asinmaya maruz kalir ve yenisiyle degistiriimeleri gerekebilir. Hastalardan, hijyen ve atasman fonksiyonu
degerlendirmesi icin rutin takip ziyaretlerine devam etmeleri istenmelidir. Takip ziyaretlerinin 6 aylk araliklarla
yapilmasi tavsiye edilir. Hastalar implant abutmentlarinin ¢evresinde inflamasyon isaretleri olup olmadigl ve
implant mobilitesi ydoniinden muayene edilmelidir.

Overdenture Protezlerin Takilmasi ve Cikarilmasi: Hastaya overdenture protezin nasil diizgiin takilacagina iliskin
talimatlar verilmelidir. Hasta, basing uygulamadan dnce protezin abutmentlerin Gzerine yerlestigini hissettiginden
emin olmalidir. Hasta, iki elini de kullanmak suretiyle overdenture protezi her iki tarafindan bastirarak sikica yerine
oturtmalidir.

Hasta, overdenture protezleri yerine oturtmak icin 1sirmamalidir; aksi takdirde uygulanacak gii¢, overdenture
protezdeki tutucular dahil olmak Gzere abutmentlerin uygunsuz sekilde asinmasina yol acacaktir. Overdenture
protezi ¢cikarmak icin hasta bas parmaklarini overdenture protez kenarlarinin altina yerlestirmeli ve her iki taraftan
iterek protezi ¢citkarmalidir.
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12.2.2. IMPLATECHONE LOCATOR Abutment

Locator abutmentlar Ti6Al4V-ELI (ASTM F 136) materyali kullanilarak Uretilmistir.

IMPLATECHONE
Locator Abutment

NP - Dar Platform | RP - Normal Platform
Platform/H(mm) | @3.3mm | @3.7mm | §4.1mm | @4.7mm
HO,5 02.07.10.05 02.07.20.05
H1,0 02.07.10.10 02.07.20.10
H2,0 02.07.10.20 02.07.20.20
H3,0 02.07.10.30 02.07.20.30
H4,0 02.07.10.40 02.07.20.40
H6,0 02.07.10.60 02.07.20.60

Kullanim Amaci

- IMPLATECHONE Locator abutmentlar ¢igneme fonksiyonunun yerine getirilmesi amaciyla dis eksikliklerinin
giderilmesinde protezlere destek amach kullanilir. Tek parga Locator abutmentlar IMPLATECHONE implantlara

vidalanarak implant (istli tam protez (overdenture) yapilarina dayanak teskil eder.

Endikasyonlar

- Implant (stii hareketli tam protezlere dayanak olmasi amaciyla dogrudan kemik ici implantlara vidalanarak

baglanirlar.

Kontrendikasyonlar

- Titanyum ve titanyum alasimlarina karsi asiri hassasiyeti olan bireylerde kullanimi kontrendikedir. implant tedavisi

kontrendikasyonlari icin ilgili IMPLATECHONE implant kullanim kilavuzlarina bakin.

Olasi komplikasyonlar ve yan etkiler

implant tedavisi sirasinda asagidaki reaksiyonlar goriilebilir:

- Asini duyarlilik/alerjik reaksiyonlar

- Protetik komponentlerin yutulmasi veya aspire edilmesi

- Peri-implantitis

- Implant komponentleri veya protez basarisizligi/kirig

- Koti estetik sonug

- Protetik tedavinin tekrari
- Minér kanama

- implant kaybi
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Laboratuvar Prosediirii

Not: Abutmentin implant baglantisini korumak amaciyla, tim laboratuvar islemleri sirasinda abutmenti analoga
vida ile sabitleyin.

- Olgii kopingini implant analogu ile birlestirin.

- Analoglarin etrafinda yumusak dis eti silikonu kullanarak algi calisma modelini elde edin.

- Elde edilen algi modelde ilgili bolgedeki diseti miktarina gére abutment diseti yiiksekligini belirleyin.

- Kullanilan dental implantin ¢apina uygun abutmenti segin.

- Segilen uygun gapta ve diseti yiiksekligindeki abutmenti algi modelde yer alan analoga vida yardimi ile baglayin.
- Abutment vidasini el ile sikistirmaniz yeterlidir.

- Segilen abutment tiiriine uygun olarak protezinizi planlayin ve tercih edilen liretim yontemiyle Uretin.

- Locator abutment ile kullanilan metal housing ve retansiyon plastikleri Zest Locator ve Kerator ile uyumludur.

Klinik Prosediir

- Hasta agzinda ilgili boélgede yer alan iyilesme bashgini anahtar yardimi ile ¢ikartin.

- Uygun dis eti ylksekliginde abutmenti segip agiz icine ilgili implanta yerlestirin ve 35Ncm tork ile abutmenti
vidalayin. 35 Ncm’den daha yiiksek tork degeri protetik parcalara zarar verebilir. Tavsiye edilen degerden daha
disuk tork degerleri abutment gevsemesine sebep olabilir.

- Protez ve metal housing laboratuvar ortaminda birlestirilecek ise ilgili 6l¢l postlari ve kisisel 6l¢i kasigi ile 6l¢t alin.

- Protez tesliminde uygun retansiyon plastigini secip metal housinge yerlestirin.

- Protezi agiza yerlestirin ve okliizal kontaklari kontrol edin, gerekli uyumlamalari yapin.

Agiz ve Protez Bakimi: Atasmanin basarisi igin iyi agiz hijyeni son derece 6nemlidir. Locator atasmanlar, plak
birikimini dnlemek icin her glin iyice temizlenmelidir ve hasta, abutmentleri temizlemek icin yumusak, naylon killi
dis firgasi ile asindirici olmayan dis macunu kullanmalidir. Tutucu plastik malzemeler, normal kullanimin bir pargasi
olarak asinmaya maruz kalir ve yenisiyle degistirilmeleri gerekebilir. Hastalardan, hijyen ve atasman fonksiyonu
degerlendirmesi icin rutin takip ziyaretlerine devam etmeleri istenmelidir. Takip ziyaretlerinin 6 aylik araliklarla
yapilmasi tavsiye edilir. Hastalar implant abutmentlarinin ¢evresinde inflamasyon isaretleri olup olmadigl ve
implant mobilitesi ydoniinden muayene edilmelidir.

Overdenture Protezlerin Takilmasi ve Cikarilmasi: Hastaya overdenture protezin nasil diizgiin takilacagina iliskin
talimatlar verilmelidir. Hasta, basin¢ uygulamadan dnce protezin abutmentlerin Gizerine yerlestigini hissettiginden
emin olmalidir. Hasta, iki elini de kullanmak suretiyle overdenture protezi her iki tarafindan bastirarak sikica yerine
oturtmalidir.

Hasta, overdenture protezleri yerine oturtmak icin 1sirmamalidir; aksi takdirde uygulanacak gii¢, overdenture
protezdeki tutucular dahil olmak lzere abutmentlerin uygunsuz sekilde asinmasina yol acacaktir. Overdenture
protezi ¢cikarmak icin hasta bas parmaklarini overdenture protez kenarlarinin altina yerlestirmeli ve her iki taraftan
iterek protezi ¢citkarmalidir.
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12.2.3. IMPLATECHONE 17 ° / 30 ° Multi Unit Abutment

17 °/ 30 ° Multi Unit Abutmentlar iki parcali olarak tasarlanmistir. Abutment govdesi ve farkli yapilarda abutment
coverdan olusur. 17 ° / 30 ° Multi Unit Abutmentlar abutmentlar 17° ve 30° olmak tzere iki farkli agi ile
sunulmaktadir.

17 ° / 30 ° Multi Unit Abutmentlar bar tutuculu overdenture protezler ve vidal sabit restorasyonlar olarak genis
bir yelpazade protetik ¢coziimler sunar.

17 ° / 30 ° Multi Unit Abutmentlar, coverlar ve copingler Ti6Al4V-ELI (ASTM F 136) materyali kullanilarak
Uretilmistir.

NP - Dar Platform | RP - Normal Platform
Platform/H
atform/ @3.3mm |@3.7mm | @4.1mm | @4.7mm
(mm)
= H2,5 02.08.10.25 02.08.20.25
17° iB
‘ 7* Multi Base Abutment |, ¢ 02.08.10.35 02.08.20.35
T H3,5 02.09.10.35 02.09.20.35
o . B
“_— 30" Multi Base Abutment | 02.09.10.40 02.09.20.40
1 $" Multi Base Ti Base 03.02.05.01
Engaged Coping
i § ' | MultiBase TiBase Non 03.02.05.02
Engaged Coping

Kullanim amaci

IMPLATECHONE abutmentlar cigneme fonksiyonunun yerine getirilmesi amaciyla dis eksikliklerinin giderilmesinde
destek amacgli kullanilir. iki parcali 17 © / 30 © Multi Unit Abutmentlar implantlara vida yardimiyla tutunarak vidali
sabit restorasyonlar gibi implant Gstl protez yapilarina dayanak teskil eder.

17 ° / 30 ° Multi Unit Abutmentlar Ti Base engaged ve non engaged coping’ler vidali final restorasyon veya gecici
restorasyona laboratuvar ortaminda simante edilerek uyumlu arayiiz olusmasini saglayan destekleyici parcalardir.

Endikasyonlar

implant Ustii protezlere dayanak olmasi amaciyla dogrudan vida yardimi ile kemik ici implantlara baglanirlar. Tam
dissiz veya kismi dissiz dental arklarda sabit protezler icin destek saglarlar. Bar tutuculu overdenture protezlerin
implant ile baglanmasini saglamak amaciyla 17 ° / 30 © Multi Unit Abutmentlar kullanihr.

Kontrendikasyonlar
Titanyum ve titanyum alasimlarina karsi asiri hassasiyeti olan bireylerde kullanimi kontrendikedir. implant tedavisi
kontrendikasyonlari icin ilgili IMPLATECHONE implant kullanim kilavuzlarina bakin.
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Olasi komplikasyonlar ve yan etkiler
implant tedavisi sirasinda asagidaki reaksiyonlar gériilebilir:

- Asini duyarlilik/alerjik reaksiyonlar

- Protetik komponentlerin yutulmasi veya aspire edilmesi
- Peri-implantitis

- implant komponentleri veya protez basarisizigi/kirig

- Kot estetik sonug

- Protetik tedavinin tekrar

- Minor kanama

- implant kaybi

Uyari

- Abutment vidasi 25 Ncm tork degeri ile torklanmalidir. 25 Ncm’den daha yiiksek tork degeri protetik parcalara
zarar verebilir. Tavsiye edilen degerden daha diisiik tork degerleri abutment gevsemesine sebep olabilir.

- 17 °/ 30 ° Multi Unit Abutmentlarda kullanilan protez vidalari ise 15 Ncm tork degeri ile torklanmalidir.

Klinik Prosediir
Olcii

- 17 °/ 30 ° Multi Unit Abutmentlar implant konumu, acisi ve dis eti yiiksekligine uygun olarak segilir.

- Abutment govdesi implanta uygun pozisyonda yerlestirilir. Abutment tasiyici esnektir, gerekirse bikiilebilir.

- Abutment govdesi implanta tork anahtari ile sabitlenir. Abutment gévdesi 25 Ncm tork degeri ile torklanmalidir.

- Abutment tasiyici gevirilerek gikarilr.

- Abutment cover abutment gévdesine yerlestirilir ve standart hex anahtari ile 25 Ncm tork degeri ile
torklanmalidir.

- Abutmentin oturusunun radyografi ile kontrol edilmesi onerilir.

- Acik 6l¢u, kapali 6l¢l veya dijital 6lcu teknikleri ile implant 6l¢list alinir.

- Eger gecici restorasyon kullaniimayacak ise koruyucu iyilesme basliklari yerlestirilir.

- Eger gecici restorasyon kullanilacak ise gegici restorasyon abutmentlar Gzerine yerlestirilir ve protez vidasi el ile
stkilir.

=~

44 i
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Laboratuvar Prosediirii

- Olgii kopingini implant analogu ile birlestirin.

- Analoglarin etrafinda yumusak dis eti silikonu kullanarak al¢i ¢alisma modelini elde edin.

- Protetik alt yapiyi tercih edilen yonteme gore Uretin. Alt yapi dokiim, CAD/CAM veya metal sinterleme olarak
Uretilebilir.

- Final protezi tercih edilen laboratuvar teknigine gore uretin.

Vidali Sabit Restorasyon

- Teknisyen tarafindan lretilen protez provasini yapabilmek amaciyla hasta agzinda ilgili bolgede yer alan iyilesme
bashgini ¢ikartin.

- Hastada okliizal vidali gegici protez mevcut ise, anahtar yardimi ile gegici protezin vidalarini gevsetin ve gegcici
protezi agizdan uzaklastirin.

- Modelde abutment (izerinde yer alan protezi uzaklastirmak icin abutment vidasini anahtar yardimi ile gevsetin.

- Restorasyonu modelden gikartin.

- Protezi model ile ayni konumda olacak sekilde hastada ilgili implantlara yerlestirin ve anahtar yardimi ile vidayi
sikistirin. Protez vidasi 15 Ncm tork degeri ile torklanmalidir.
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12.2.4. IMPLATECHONE Multi Unit Abutment

Multi Unit abutmentlar tek parca olarak tasarlanmistir.

Multi Unit abutmentlar ve copingler Ti6Al4V-ELI (ASTM F 136) materyali kullanilarak Gretilmistir.

NP - Dar Platform

RP - Normal Platform

Platform/H @3.3mm |@3.7mm |@4.1mm |@4.7mm

(mm)

HO,5 02.05.10.05 02.05.20.05
IMPLATECHONE |[H1,0 02.05.10.10 02.05.20.10
Multi-Unit H2,0 02.05.10.20 02.05.20.20
Abutment H3,0 02.05.10.30 02.05.20.30

H4,0 02.05.10.40 02.05.20.40

Kullanim amaci

- IMPLATECHONE abutmentlar ¢igneme fonksiyonunun yerine getirilmesi amaciyla dis eksikliklerinin giderilmesinde
destek amacgli kullanilir. iki parcali IMPLATECHONE implantlara vida yardimiyla tutunarak vidali implant {istii sabit
restorasyonlara dayanak teskil eder.

Endikasyonlar

- Implant Usti protezlere dayanak olmasi amaciyla dogrudan vida yardimi ile kemik ici implantlara baglanirlar. Tam
dissiz veya kismi dissiz dental arklarda sabit protezler icin destek saglarlar.

Kontrendikasyonlar

- Titanyum ve titanyum alasimlarina karsi asiri hassasiyeti olan bireylerde kullanimi kontrendikedir. implant tedavisi
kontrendikasyonlari icin ilgili IMPLATECHONE implant kullanim kilavuzlarina bakin.

Olasi komplikasyonlar ve yan etkiler
implant tedavisi sirasinda asagidaki reaksiyonlar goriilebilir:

- Asiri duyarlilik/alerjik reaksiyonlar

- Protetik komponentlerin yutulmasi veya aspire edilmesi

- Peri-implantitis

- implant komponentleri veya protez basarisizligi/kirig

- Koti estetik sonug

- Protetik tedavinin tekrar
- Minér kanama

- implant kaybi
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Uyari

- Multi Unit abutment 25 Ncm tork degeri ile torklanmalidir. 25 Ncm’den daha yiiksek tork degeri protetik parcalara
zarar verebilir. Tavsiye edilen degerden daha disiik tork degerleri abutment gevsemesine sebep olabilir. Multi Unit
abutment serilerinde kullanilan protez vidalari ise 15 Ncm tork degeri ile torklanmalidir.

Klinik Prosediir
Ol¢ii

- Multi Unit abutment dis eti yliksekligine uygun olarak segilir.

- Abutment implanta tork anahtari ile sabitlenir. Abutment 25 Ncm tork degeri ile torklanmalidir.

- Abutmentin oturusunun radyografi ile kontrol edilmesi 6nerilir.

- Acik 6l¢l, kapali 6l¢li veya dijital 6lgu teknikleri ile implant 6lglsi alinir.

- Eger gegici restorasyon kullaniimayacak ise koruyucu iyilesme basliklari yerlestirilir.

- Eger gegici restorasyon kullanilacak ise gegici restorasyon abutmentlar {izerine yerlestirilir ve protez vidasi el ile
stkilir.

Laboratuvar Prosediirii

- Olgii kopingini implant analogu ile birlestirin.

- Analoglarin etrafinda yumusak dis eti silikonu kullanarak al¢i calisma modelini elde edin.

- Protetik alt yapiyi tercih edilen yénteme goére tretin. Alt yapi dékiim, CAD/CAM veya metal sinterleme olarak
Uretilebilir.

- Final protezi tercih edilen laboratuvar teknigine gore Uretin.

Restorasyon teslimi

- Teknisyen tarafindan Uretilen protez provasini yapabilmek amaciyla hasta agzinda ilgili bélgede yer alan iyilesme
basligini ¢ikartin.

- Hastada oklizal vidah gegici protez mevcut ise, anahtar yardimi ile gecici protezin vidalarini gevsetin ve gegici
protezi agizdan uzaklastirin.

- Modelde abutment (izerinde yer alan protezi uzaklastirmak i¢in abutment vidasini anahtar yardimi ile gevsetin.

- Restorasyonu modelden ¢ikartin.

- Protezi model ile ayni konumda olacak sekilde hastada ilgili implantlara yerlestirin ve anahtar yardimi ile vidayi
sikistirin. Protez vidasi 15 Ncm tork degeri ile torklanmalidir.
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12.2.5. IMPLATECHONE Simante Abutmentler

IMPLATECHONE simante abutmentlar Ti6Al4V-ELI (ASTM F 136) materyali kullanilarak Gretilmistir.

NP - Dar Platform RP - Normal Platform
Platform/H @3.3mm | @3.7mm @4.1mm @4.7mm
(mm)
_ H1,0 02.10.10.10 02.10.20.10
™ | Profil
I H2 2.10.10.2 2.10.20.2
,”ﬂ Abutment 0 02.10.10.20 02.10.20.20
| H3,0 02.10.10.30 02.10.20.30
1 H1,0 02.04.10.10 02.04.20.10
] I Estetik H2,0 02.04.10.20 02.04.20.20
V“‘ﬁ Abutment
\‘ H3,0 02.04.10.30 02.04.20.30
H1,0 02.02.10.10 02.02.20.10
| 15° Al H2,0 02.02.10.20 02.02.20.20
J Abutment H3,0 02.02.10.30 02.02.20.30
4 H4,0 02.02.10.40 02.02.20.40
H1,0 02.03.10.10 02.03.20.10
| 25 A H2,0 02.03.10.20 02.03.20.20
! Abutment H3,0 02.03.10.30 02.03.20.30
H4.0 02.03.10.40 02.03.20.40
Premill
Abutment
_ 03.01.10.01 03.01.20.01
|
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Kullanim amaci

IMPLATECHONE abutmentlar ¢igneme fonksiyonunun yerine getirilmesi amaciyla dis eksikliklerinin giderilmesinde
implant destekli sabit restorasyonlara destek amach kullanilir. iki parcali IMPLATECHONE implantlara vida
yardimiyla tutunarak simante kuron, kopri gibi implant Gstl protez yapilarina dayanak teskil eder.

NP - Dar Platform RP - Normal Platform
Platform/H @3.3mm @3.7mm @4.1mm @4.7mm
(mm)
A
bz;r;ent @3,5mm @4,0mm @4,5mm @5,0mm
HO,5 02.01.35.05 | 02.01.40.05 02.01.45.05 02.01.50.05
_7 Dual H1,0 02.01.35.10|02.01.40.10 02.01.45.10 02.01.50.10
“7 ua H2,0 02.01.35.20|02.01.40.20 02.01.45.20 02.01.50.20
8, Abutment
\ 77 H3,0 02.01.35.30|02.01.40.30 02.01.45.30 02.01.50.30
| H4,0 02.01.35.40 | 02.01.40.40 02.01.45.40 02.01.50.40

Endikasyonlar

implant Usti protezlere dayanak olmasi amaciyla dogrudan vida yardimi ile kemik ici implantlara baglanirlar.

Simante abutmentlar sabit protezlerde dayanak olarak kullanilirlar.

Endikasyon
Abutment tipi Tutucu tipi Kuron Koépri
Profil Abutment Simante v v
Dual Abutment Simante v v
Estetik Abutment Simante v v
15°/25° Acili Abutment Simante v v
Premill Abutment Simante v v

Kontrendikasyonlar

Titanyum ve titanyum alasimlarina karsi asiri hassasiyeti olan bireylerde kullanimi kontrendikedir. implant tedavisi

kontrendikasyonlari icin ilgili IMPLATECHONE implant kullanim kilavuzlarina bakin.
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Olasi komplikasyonlar ve yan etkiler
implant tedavisi sirasinda asagidaki reaksiyonlar goriilebilir:

- Asini duyarlilik/alerjik reaksiyonlar

- Protetik komponentlerin yutulmasi veya aspire edilmesi
- Peri-implantitis

- implant komponentleri veya protez basarisizigi/kirig

- Kot estetik sonug

- Protetik tedavinin tekrari

- Mindér kanama

- implant kaybi

Uyari

- Protezin simantasyonundan 6nce hasta agzinda ilgili bolgeye yerlestirilen abutmentin vidasi 35 Ncm tork degeri ile
torklanmalidir. 35 Ncm’den daha yiiksek tork degeri protetik pargalara zarar verebilir. Tavsiye edilen degerden
daha distik tork degerleri abutment gevsemesine sebep olabilir.

Laboratuvar Prosediirii
implant Destekli Sabit Protezlerde Geleneksel is Akisi

Not: Abutmentin implant baglantisini korumak amaciyla, tim laboratuvar islemleri sirasinda abutmenti analoga
vida ile sabitleyin.

- Olgii kopingini implant analogu ile birlestirin.

- Analoglarin etrafinda yumusak dis eti silikonu kullanarak al¢i calisma modelini elde edin.

- Elde edilen algi modelde ilgili bolgedeki diseti miktarina gore abutment diseti ylksekligini belirleyin.

- Kullanilan dental implantin ¢capina uygun abutmenti segin.

- Secilen uygun capta ve diseti yiksekligindeki abutmenti algi modelde yer alan analoga vida yardimi ile baglayin.
- Abutment vidasini el ile sikistirmaniz yeterlidir.

- Secilen abutment tiridne uygun olarak protezinizi planlayin ve tercih edilen iretim yontemiyle tretin.

implant Destekli Sabit Protezlerde Dijital is Akisi

- Agizici tarayicilar ile elde edilen STL data kullanilarak veya geleneksel 6lct yontemleri ile alinmis 6lgllerin masa
Ustl tarayici ile STL datasi elde edilerek dijital protetik is akisi ylrGtdlebilir.

- Dijital platformda protez tasarimi ve Uretimi icin IMPLATECHONE implantlarinin kiitiphanesine dahil oldugu
yazilimlarin kullanilmasi abutment ile restorasyon baglantisinin saglanacagi i¢ geometrinin kusursuz olmasini
saglayacaktir (Orn. Exocad DentalCAD).
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implant Destekli Sabit Protezlerde Klinik Prosediir

- Teknisyen tarafindan Uretilen protez provasini yapabilmek amaciyla hasta agzinda ilgili bolgede yer alan iyilesme
basligini anahtar yardimi ile gikartin.

- Modelde abutment lizerinde yer alan protezi uzaklastirmak icin abutment vidasini anahtar yardimi ile gevsetin.

- Abutmenti modelden gikartin.

- Abutmenti model ile ayni konumda olacak sekilde hastada ilgili implanta yerlestirin ve anahtar yardimi ile vidayi
stkistirin,

- Protez provasini yapin.

- Prova sonrasi protezi hasta agzindan uzaklastirin ve abutment vidasini anahtar yardimi ile gevsetin.

- Abutmenti model Uzerinde ilgili analoga yerlestirin ve anahtar yardimi ile abutment vidasini sikistirin.

- Protezin simantasyonundan 6nce hasta agzinda ilgili bolgeye yerlestirilen abutmentin vidasi 35 Ncm tork degeri ile
stkistirin,

- Abutmentin oturusunun radyografi ile kontrol edilmesi onerilir.

- Vida deligini uygun bir materyal ile kapatin ve tercih edilen yapistirici siman ile protezin simantasyonunu yapin.

Uyari: Abutment vidasi torklandiktan sonra abutment vida deligi uygun materyaller ile kapatilmahdir. Vida
deliginin dogru kapatilmasi, abutmentin implanttan ayrilmasi gerektigi durumlarda vidaya ulasimi mimkin
kilmaktadir.

Abutment Modifikasyonu

Gereken durumlarda abutmentlar, dental laboratuvarda teknisyen tarafindan ya da klinikte hekim tarafindan
hastanin anatomisine gére modifiye edilebilir.
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12.2.6. IMPLATECHONE Ti-Base Abutment

IMPLATECHONE Ti-Base abutmentlar Ti6Al4V-ELI (ASTM F 136) materyali kullanilarak tretilmistir.

NP - Dar Platform RP - Normal Platform
Platform/H @3.3mm |@3.7mm |@4.1mm |B4.7mm
(mm)
Ti-Base HO,7 03.02.10.07 03.02.20.07
Engaged
(Digital)
H2,5 03.02.10.25 03.02.20.25
Abutment
Ti-Base HO,7 03.01.10.07 03.01.20.07
Non-Engaged
(Digital) H2,5 03.01.10.25 03.01.20.25
Abutment

Kullanim amaci

- IMPLATECHONE Ti-base abutmentlar ¢igneme fonksiyonunun yerine getirilmesi amaciyla dis eksikliklerinin
giderilmesinde destek amach kullanilir. iki parcali IMPLATECHONE implantlara vida yardimiyla tutunarak kron ve
kopri gibi implant Ustl protez yapilarina dayanak teskil eder.

Endikasyon

- Implant Ustii protezlere dayanak olmasi amaciyla dogrudan vida yardimi ile kemik i¢i implantlara baglanirlar.
Simante veya vidal olarak sabit protezlerde dayanak olarak kullanilirlar. IMPLATECHONE Ti-base abutmentlar
kisisel dayanak yapiminda da kullanilabilen titanyum tabanlardir.

Endikasyon
Abutment tipi Tutucu tipi Kuron Koprii
. . , v
Ti-Base Engaged (Digital) Abutment Vidali
Ti-Base Non-Engaged (Digital) Abutment Vidali

Kontrendikasyonlar

- Titanyum ve titanyum alasimlarina karsi asiri hassasiyeti olan bireylerde kullanimi kontrendikedir. implant tedavisi
kontrendikasyonlari icin ilgili IMPLATECHONE implant kullanim kilavuzlarina bakin.
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Olasi komplikasyonlar ve yan etkiler
implant tedavisi sirasinda asagidaki reaksiyonlar goriilebilir:

- Asini duyarlilik/alerjik reaksiyonlar

- Protetik komponentlerin yutulmasi veya aspire edilmesi
- Peri-implantitis

- implant komponentleri veya protez basarisizhgi/kirig

- Kot estetik sonug

- Protetik tedavinin tekrar

- Mindér kanama

- implant kaybi

Uyari

- Protezin simantasyonundan 6nce hasta agzinda ilgili bolgeye yerlestirilen abutmentin vidasi 35 Ncm tork degeri ile
torklanmalidir. 35 Ncm’den daha yiksek tork degeri protetik pargalara zarar verebilir. Tavsiye edilen degerden
daha distik tork degerleri abutment gevsemesine sebep olabilir.

Prosediir
Laboratuvar Prosediirii

- Olgii kopingini implant analogu ile birlestirin.

- Analoglarin etrafinda yumusak dis eti silikonu kullanarak algi calisma modelini elde edin.

- Elde edilen algi modelde ilgili bolgedeki diseti miktarina gore abutment diseti yiksekligini belirleyin.

- Kullanilan dental implantin ¢capina uygun abutmenti segin.

- Secilen uygun capta ve diseti ylksekligindeki abutmenti algi modelde yer alan analoga vida yardimi ile baglayin.

- Abutment vidasini el ile sikistirmaniz yeterlidir.

- Secilen abutment tirine uygun olarak protezinizi vida tutuculu ya da siman tutuculu olarak planlayin ve tercih
edilen Gretim yontemiyle lretin.

- Uretilen restorasyonu Ti-base abutmenta simante etmeden &nce analoga sabitleyin.

- Vida kanalini mum ile kapatin.

- Dayanaga kendinden sertlesen bir rezin siman slrin. Rezin simani Ureticinin talimatlarina uygun olarak kullanin.

- Restorasyonu Ti-base abutmenta yerlestirin.

- Abutmenttan tasan simani vakit gecirmeden temizleyin. Siman sertlestikten sonra birlesim yerini cilalayin.

implant Destekli Sabit Protezlerde Dijital is Akisi

- Agizici tarayicilar ile elde edilen STL data kullanilarak veya geleneksel 6l¢i yontemleri ile alinmis dlgilerin masa
Ustl tarayici ile STL datasi elde edilerek dijital protetik is akisi ylrGtdlebilir.

- Dijital platformda protez tasarimi ve Uretimi icin IMPLATECHONE implantlarinin kiitiphanesine dahil oldugu
yazilimlarin kullaniimasi abutment ile restorasyon baglantisinin saglanacagl i¢c geometrinin kusursuz olmasini
saglayacaktir (Orn. Exocad DentalCAD).
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implant Destekli Sabit Protezlerde Klinik Prosediir

- Teknisyen tarafindan Uretilen protez provasini yapabilmek amaciyla hasta agzinda ilgili bélgede yer alan iyilesme
basligini anahtar yardimi ile g¢ikartin. Hastada okliizal vidall gegici protez mevcut ise, anahtar yardimi ile gegici
protezin vidalarini gevsetin ve gegici protezi agizdan uzaklastirin.

- Modelde abutment lizerinde yer alan protezi uzaklastirmak icin abutment vidasini anahtar yardimi ile gevsetin.

- Abutmenti modelden gikartin.

- Abutmenti model ile ayni konumda olacak sekilde hastada ilgili implanta yerlestirin ve anahtar yardimi ile vidayi
stkistirin,

- Protez provasini yapin.

- Prova sonrasi protezi hasta agzindan uzaklastirin ve abutment vidasini anahtar yardimi ile gevsetin.

- Abutmenti model Uizerinde ilgili analoga yerlestirin ve anahtar yardimi ile abutment vidasini sikistirin.

- Protezin veya kisisel dayanagin hastaya tesliminde abutment vidasini 35 Ncm tork degeri ile sikistirin.

- Abutmentin oturusunun radyografi ile kontrol edilmesi dnerilir.

- Vida deligini uygun bir materyal ile kapatin. Okliizal vidali bir restorasyon planlandi ise okliizaldeki vida agzini
kompozit rezin ile kapatin, isik ile sertlestirin. Simate kisisel dayanak planlandi ise vida deliginin kapatiimasindan
sonra restorasyonu uygun bir siman ile yapistirin.

Uyari: Abutment vidasi torklandiktan sonra abutment vida deligi uygun materyaller ile kapatiimalidir. Vida
deliginin dogru kapatilmasi, abutmentin implanttan ayrilmasi gerektigi durumlarda vidaya ulasimi mimkiin
kilmaktadir.
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12.2.7. IMPLATECHONE Abutment ve Protez Vidalari

1 0

IMPLATECHONE abutment ve protez vidalari, IMPLATECHONE dental implantlari ve ilgili abutmentlar, kapatma
vidalan, iyilesme basliklari, cerrahi ve protetik pargalar ve aletler ile entegre bir sistem olan IMPLATECHONE Dental
implant Sistemlerinin bir parcasi olup; Ti6AI4V-ELI (ASTM F 136) materyali kullanilarak tek parca (monoblok) olarak
Uretilmistir. IMPLATECHONE abutment vidalari, abutmentlarin implantlara sabitlenmesini saglayan implant
vidalarnidir. IMPLATECHONE protez vidalari, hastaya 6zgl Uretilen gecici veya daimi kuronlarin ilgili abutmentlara
sabitlenmesini saglayan implant vidalaridir.

IMPLATECHONE abutment ve protez vidalarinin uyumlu oldugu abutmentlar asagida Tablo 1 de gosterilmistir.

Tablo 1

Vida

Abutment

Anahtar

Abutment vidasi

Dual Abutment

Estetik Abutment

Acil Abutment 152

Acil Abutment 252

Profil Abutment

Ti-base Non-Engaged Abutment

Ti-base Engaged Abutment

Premill Abutment

Protez vidasi

Multi Unit Abutment

17 °/ 30 ° Multi Unit Abutment

IMPLATECHONE
HEX
ANAHTARI

PROTEZ ViDASI

Platform | NP/RP

REF NO 03.02.05.03

ABUTMENT VIiDASI

Platform | NP/RP

REFNO ]03.02.15.01
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Kullanim Amaci

- IMPLATECHONE abutment vidalari, IMPLATECHONE abutmentlarini ilgili IMPLATECHONE dental implantlarina
sabitlemek amaciyla kullaniimak {izere tasarlanmistir. IMPLATECHONE protez vidalari, hastaya 6zgii liretilen gegici
veya daimi kuronlari ilgili abutmentlara sabitlemek amaciyla kullanilmak Gizere tasarlanmistir.

Endikasyonlar

- IMPLATECHONE abutment vidalarinin, total dissiz veya parsiyel dissiz hastalarda Ust ve/veya alt ¢enenin
fonksiyonel, fonetik ve estetik rehabilitasyonu icin Uretilecek protezler ile ilgili abutmentlari yerlestirilen
IMPLATECHONE dental implantlarina sabitlemek igin kullaniimasi endikedir. IMPLATECHONE protez vidalarinin,
total dissiz veya parsiyel dissiz hastalarda Ust ve/veya alt cenenin fonksiyonel, fonetik ve estetik rehabilitasyonu
icin tasarlanan protezleri IMPLATECHONE abutmentlarina sabitlemek igin kullaniimasi endikedir.

Kontrendikasyonlar
IMPLATECHONE abutment ve protez vidalarinin kullanilmasi asagidaki durumlarin varliginda kontrendikedir;

3 implant tedavisi i¢in tibben uygun olmayan hastalar
3 Ti6Al4V-ELI (ASTM F 136) materyallerine alerji veya asiri hassasiyet

Not: implant tedavisi kontrendikasyonlari icin ilgili IMPLATECHONE implant kullanim kilavuzlarina; vidalarin
kullanilacaklari abutmentlarin kontrendikasyonlari igin ilgili IMPLATECHONE abutment kullanim kilavuzlarina
bakiniz.

Olasi Komplikasyonlar ve Yan Etkiler
Dental implant tedavi sonuglari bircok degiskenden etkilenebilir. Asagida belirtilen olasi komplikasyonlar ve yan
etkiler IMPLATECHONE abutment ve protez vidalarinin kullanimi sonrasi gézlenebilir.

- Lokal agrilar

- Mikro kanamalar

- Siglik

- Lokal enflamasyonlar

- Gingival yaralanmalar

- Asini duyarlihk ve/veya alerji reaksiyonlari

- Diger toksisite reaksiyonlari

- Operasyon sirasinda pargalarin aspirasyonu veya yutulmasi
- Uriiniin yerlestirilmesi esnasinda farengeal refleksin tetiklenmesi
- Vida kirilmasi

- Vida gevsemesi

- Komponent veya protez basarisizhigi/kingi
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UYARILAR

- IMPLATECHONE abutment ve protez vidalari, kontrendikasyonlarda belirtilen durumlara sahip olmayan, bliyime
ve gelisimini tamamlamis tam veya kismi dissizlige sahip hastalarda IMPLATECHONE dental implantlari ve ilgili
abutmentlariile birlikte kullaniimak (izere tasarlanmistir.

- IMPLATECHONE abutment ve protez vidalari, protez asamalarinda sadece kendi sistem elemanlariyla birlikte ve
dogru abutment ile eslenerek kullaniimalidir. Uriinlerin farkli marka ve materyallerle beraber kullanimi mekanik
problemlere, implantlarin basarisizligina, doku hasarina veya estetik memnuniyetsizliklere yol agabilir.

- IMPLATECHONE abutment ve protez vidalari non-steril olarak ambalajlanmistir. Kullanimi 6ncesi sterilliginin
saglanmasi klinisyenin sorumlulugundadir.

- Steril kullanimi kontaminasyon riskine karsilik esastir. Kontamine olma potansiyeli tasiyan bilesenleri asla
kullanmayin. Kontaminasyon enfeksiyonlara neden olabilir.

- IMPLATECHONE abutment ve protez vidalari tek kullanimlik Griinlerdir, yeniden kullanilmamalidir.
- Tavsiye edilen tork degeri abutment vidalari icin 25 Ncm, protez vidalari igin 15 Ncm ‘dir.

- Prosediirlerde kullanilan tim alet ve parcalar iyi durumda tutulmal ve aletlerin implantlara veya diger bilesenlere
zarar vermemesine 6zen gosterilmelidir.

Operasyon Oncesi

- Hastanin psikolojik ve fiziksel durumunu belirlemek igin kapsamli bir klinik ve radyolojik muayene gereklidir.

- Preoperatif sert ve yumusak doku eksiklikleri istenmeyen estetik sonuglara ve/veya olumsuz implant
actlandirmalarina sebep olabilir.

- Sert doku iyilesmesini, yumusak doku iyilesmesini veya uygulanan implantlarin osseointegrasyonunu
etkileyebilecek lokal veya sistemik faktorleri olan hastalara 6zel dikkat gosterilmelidir. (6rn. Tip 1 Diyabet, kemik
metabolizmasi hastaliklari, kanama bozukluklari, antikoagtilan tedavisi, bruksizm gibi parafonksiyonel aliskanliklar,
sigara kullanimi, kotl agiz hijyeni, hamilelik, akut periodontal hastaliklar, orofasial radyoterapi, komsu doku
enfeksiyonlari vs.)

- Bifosfonat tedavisi géren hastalara ayrica dikkat edilmelidir.

- Implant tedavisi biiyiime ve gelisimini tamamlamamis hastalara uygulanmamalidir.

- Implantlarin yerlestirilmesi ve protezlerin tasarimi hastaya 6zgii olarak yapilmalidir. Asiri bruksizm ve diger
parafonksiyonel aliskanliklarin ve cene iliskisi bozukluklari gibi durumlarin varliginda farkli tedavi segenekleri
planlanabilir.

Operasyon sirasinda

- IMPLATECHONE abutment ve protez vidalari yerlestirmeden 6nce implant i¢ ylizeyinin temiz ve kandan arinmis
olmasina dikkat ediniz.

- Agizici uygulamasi sirasinda trinlerin boyutlari dolayisiyla aspirasyonu ve yutulmasi riskine karsi dikkatli olunuz.
Uriinlerin aspirasyonu enfeksiyon veya istenmeyen fiziksel yaralanmalara yol acabilir.
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Operasyon sonrasi
IMPLATECHONE dental implant sistemi ile tedavilerin uzun dénem basarisi icin hasta takibin dizenli yapilmasi ve
hastaya gerekli oral hijyen egitiminin verilmesi 6nemlidir.

Kullanma Prosediirii

Tedavi icin sectiginiz abutmenta uygun implant vidasini kullaniniz. (Bkz. Tablo 1)

IMPLATECHONE implant vidasini IMPLATECHONE hex anahtarina takiniz.

Abutmenta yerlestirdiginiz vidayi dncelikle el ile sikistiriniz.

implant vidalarinin sabitlenmesi icin IMPLATECHONE tork raseti ve IMPLATECHONE hex anahtari kullaniimalidir.

DIKKAT: IMPLATECHONE abutment ve protez vidalarini kullanirken, vidalarin aspirasyonu/yutulmasi riskine karsilik
hex anahtarinin vidalara sikica oturdugundan emin olmaniz tavsiye edilir.

NOT: Sikilastirma icin tavsiye edilen tork degeri abutment vidalari icin 25 Ncm, protez vidalariigin 15 Ncm ‘dir.

DIKKAT: IMPLATECHONE abutment ve protez vidalarin tavsiye edilen tork degerlerinden yiiksek torklanmasi vida
kiriklarina, diistik torklanmasi vidalarin gevsemesine sebep olabilir.

Uyumluluk Bilgileri

IMPLATECHONE abutment ve protez vidalari, IMPLATECHONE implant sistemleri Uriinleri ve komponentleri ile
uyumludur. Farkh metallerden (retilen ve farkh (reticilerden tedarik edilen implantlari ve aksesuarlari
IMPLATECHONE dental implant sistemi Grinleriyle birlikte kullanmayiniz. IMPLATECHONE abutment ve protez
vidalari, yalnizca ilgili abutmentlarla birlikte kullanilabilir.
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12.2.8. IMPLATECHONE iYILESME BASLIKLARI

S5

NP

lyilesme
Bagligr

.; ,

RP

lyilesme

Baslhg!

IMPLATECHONE iyilesme basliklari, IMPLATECHONE dental implantlan ve ilgili abutmentlar, kapatma vidalari,
cerrahi ve protetik parcalar ve aletler ile entegre bir sistem olan IMPLATECHONE Dental implant Sistemlerinin bir

parcasi olup; Ti6Al4V-ELI (ASTM F 136) materyali kullanilarak tek parca olarak Uretilmistir.

- IMPLATECHONE iyilesme basliklari, implant Uzerindeki dis eti iyilesmesini destekleyen, yumusak doku
sekillendirilmesini saglayan ve dogrudan endoosseoz dental implantlara baglanan komponentlerdir.

- IMPLATECHONE iyilesme basliklari dar platform (NP) ve normal platform (RP) olarak iki ayri platformda asagidaki
tiim IMPLATECHONE dental implantlari ile uyumlu olacak sekilde tasarlanmistir:

implant / Platform

Dar Platform (NP)

Normal Platform (RP)

IMPLATECHONE IMPLANT

IMPLATECH ONE-S KISA IMPLANT

NP lyilesme Basliklari

RP iyilesme Basliklari

IMPLATECHONE iyilesme basliklarinin cap ve boy secenekleri asagidaki tabloda gosterilmistir.

Platform NP NP RP RP
Uzunluk (L) | @4 @4.5 @4.5 @5
2mm 03.40.10.02 |03.45.10.02 |03.45.20.02 |03.50.20.02
4 mm 03.40.10.04 [03.45.10.04 |03.45.20.04 |03.50.20.04
6 mm 03.40.10.06 [03.45.10.06 |03.45.20.06 |03.50.20.06
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Kullanim Amaci
- llgili IMPLATECHONE dental implantlarina yerlestirilerek, implant Gizerindeki dis eti iyilesmesini desteklemek ve
yumusak doku sekillendirilmesini saglamak Gzere tasarlanmislardir.

Endikasyonlar

- IMPLATECHONE iyilesme baslklarinin, total dissiz veya parsiyel dissiz hastalarda lst ve/veya alt cenenin
fonksiyonel, fonetik ve estetik rehabilitasyonu igin yerlestirilen IMPLATECHONE dental implantlar ile birlikte
kullanilmasi endikedir.

Kontrendikasyonlar

IMPLATECHONE iyilesme basliklarinin kullanilmasi asagidaki durumlarin varliginda kontrendikedir;
- implant tedavisi igin tibben uygun olmayan hastalar
- Ti6AI4V-ELI (ASTM F 136) materyallerine alerji veya asiri hassasiyet

Not: implant tedavisi kontrendikasyonlari iin ilgili IMPLATECHONE implant kullanim kilavuzlarina bakiniz.

Olasi komplikasyonlar ve yan etkiler
Dental implant tedavi sonuglari bircok degiskenden etkilenebilir. Asagida belirtilen olasi komplikasyonlar ve yan
etkiler IMPLATECHONE iyilesme basliklarinin kullanimi sonrasi gozlenebilir.

- Lokal agrilar

- Mikro kanamalar

- Sislik

- Lokal enflamasyonlar

- Gingival yaralanmalar

- Asini duyarlilik ve/veya alerji reaksiyonlari

- Diger toksisite reaksiyonlari

- Operasyon sirasinda pargalarin aspirasyonu veya yutulmasi

- Uriiniin yerlestirilmesi esnasinda farengeal refleksin tetiklenmesi
- Yumusak dokunun iyilesme siirecinde iyilesme baslhgi Gzerine blylmesi
- lyilesme bashg izerinde tartar olusumu

Uyarilar

- IMPLATECHONE iyilesme basliklari, cerrahi ve protez asamalarinda sadece kendi sistem elemanlariyla birlikte ve
dogru platform ile eslenerek kullanilmalidir. Uriinlerin farkli marka ve materyallerle beraber kullanimi mekanik
problemlere, implantlarin basarisizligina, doku hasarina veya estetik memnuniyetsizliklere yol acabilir.

- IMPLATECHONE iyilesme basliklari sadece iyilesme stirecinde kullanilmaldir. Bir restorasyonu desteklemek tizere
kullanilamazlar.

- IMPLATECHONE iyilesme basliklari non-steril olarak ambalajlanmistir. Kullanimi 6ncesi sterilliginin saglanmasi
klininyenin sorumlulugundadir.

- Steril kullanimi kontaminasyon riskine karsilik esastir. Kontamine olma potansiyeli tasiyan bilesenleri asla
kullanmayin. Kontaminasyon enfeksiyonlara neden olabilir.

- Prosedirlerde kullanilan tiim alet ve parcalar iyi durumda tutulmal ve aletlerin implantlara veya diger bilesenlere
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zarar vermemesine 6zen gosterilmelidir.
Operasyon oncesi

- Hastanin psikolojik ve fiziksel durumunu belirlemek igin kapsamli bir klinik ve radyolojik muayene gereklidir.

- Preoperatif sert ve yumusak doku eksiklikleri istenmeyen estetik sonuglara ve/veya olumsuz implant
acilandirmalarina sebep olabilir.

- Sert doku iyilesmesini, yumusak doku iyilesmesini veya uygulanan implantlarin osseointegrasyonunu
etkileyebilecek lokal veya sistemik faktorleri olan hastalara 6zel dikkat gosterilmelidir. (6rn. Tip 1 Diyabet, kemik
metabolizmasi hastaliklari, kanama bozukluklari, antikoagiilan tedavisi, bruksizm gibi parafonksiyonel aliskanhklar,
sigara kullanimi, kétu agiz hijyeni, hamilelik, akut periodontal hastaliklar, orofasial radyoterapi, komsu doku
enfeksiyonlari vs.)

- Bifosfonat tedavisi géren hastalara ayrica dikkat edilmelidir.
- Implant tedavisi biiyiime ve gelisimini tamamlamamis hastalara uygulanmamalidir.

- implantlarin yerlestirilmesi ve protezlerin tasarimi hastaya 6zgii olarak yapilmalidir. Asiri bruksizm ve diger
parafonksiyonel aliskanliklarin ve ¢ene iliskisi bozukluklari gibi durumlarin varliginda farkh tedavi segenekleri
planlanabilir.

Operasyon sirasinda

- IMPLATECHONE iyilesme basliklarini yerlestirmeden 6nce implant i¢ ylzeyinin temiz ve kandan arinmis olmasina
dikkat ediniz.

- Agiz ici uygulamasi sirasinda Urinlerin boyutlari dolayisiyla aspirasyonu ve yutulmasi riskine karsi dikkatli olunuz.
Uriinlerin aspirasyonu enfeksiyon veya istenmeyen fiziksel yaralanmalara yol acabilir.

Operasyon sonrasi
- Implant tedavilerinin uzun dénem basarisi icin hasta takibin diizenli yapilmasi ve hastaya gerekli oral hijyen
egitiminin verilmesi 6nemlidir.

Kullanma prosediirii
- Implant platformuna ve dis eti yiksekligine uygun iyilesme bashgini seginiz.
- IMPLATECHONE iyilesme bashgini IMPLATECHONE hex anahtari ile aliniz.
- Yerlestirdiginiz implanta iyilesme bashgini baglayin ve el ile sikistiriniz.
- IMPLATECHONE iyilesme bashgini cikarmak icin hex anahtari kullanarak el ile gevsetiniz.

DIKKAT: IMPLATECHONE iyilesme bashklarini kullanirken, basligin aspirasyonu/yutulmasi riskine karsilik hex
anahtarinin basliga sikica oturdugundan emin olmaniz tavsiye edilir.

NOT: Tavsiye edilen sikma torku el ile manuel olarak 5-10 Ncm’dir.
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Uyumluluk Bilgileri

IMPLATECHONE iyilesme basliklari, IMPLATECHONE implant sistemleri Grlinleri ve komponentleri ile uyumludur.
Farkl metallerden Uretilen ve farkh Ureticilerden tedarik edilen implantlar ve aksesuarlari IMPLATECHONE dental
implant sistemi Grlnleriyle birlikte kullanmayiniz. IMPLATECHONE iyilesme basliklari, IMPLATECHONE dental
implantlarin timiinde yalnizca ilgili baglantiya sahip olanlarla birlikte kullanilabilir.

23.3-03.7 041-04.7

13. imha

imha cevresel olarak siirdiriilebilir olarak yerel diizenlemelere gére yapilmalidir. Kontamine cihazlar igin tehlikeli
atik ve kesici/delici aletler 6zel teknik sartlari karsilayan uygun konteynirlarda imha edilmelidir.

14. Sorumluluk Reddi

Bu trlinler genel bir konseptin pargalaridir ve IMPLATECHONE talimatlari ve tavsiyeleri dogrultusunda sadece ilgili
orijinal Grlnlerle beraber kullaniimalidir. IMPLATECHONE tarafindan dagitilmayan ve Ugclincl sahislar tarafindan
yapilan Urinlerin kullanimi IMPLATECHONE'In ifade edilen veya zimni herhangi bir garantisini veya diger
yukamlaluklerini gegersiz kilacaktir.

IMPLATECHONE (iriinleri Uiretici tarafindan saglanan kullanim talimatlarina uygun olarak kullanilmalidir. Uriinleri
bu talimatlara uygun olarak kullanmak ve Urinin bireysel hasta durumuna uygun olup olmadigini belirlemek
klinisyenin sorumlulugundadir. Klinisyen ayrica ilgili IMPLATECHONE drind ve uygulamalari hakkindaki son
glincellemeleri de diizenli takip etmekle ylkimlidir. IMPLATECHONE, IMPLATECHONE Urunlerinin kullanilmasina
bagli profesyonel kanidaki veya uygulamadaki her tlrli hatadan kaynaklanan veya bu hatalarla baglantili olarak
ortaya ¢ikan dogrudan, dolayli, cezai veya diger zararlardan sorumlu degildir; agik veya zimni higbir sorumluluk
kabul etmez.

15. Ek Bilgiler
Non Steril Grlinlerin belirlenen bir raf 6mri bulunmamaktadir.

Life Time
Uriinlerin kullanim émrii 10 yil olarak belirlenmistir.

Ciddi Olay ile ilgili Bildirim

Avrupa Birligi'ndeki ve ayni dizenleyici rejime sahip llkelerdeki bir hasta/kullanici/tglnct taraf icin (Tibbi Cihazlar
Yonetmeligi 2017/745/AB); Bu cihazin kullanimi sirasinda veya kullanimi sonucunda ciddi bir olay meydana gelirse,
|Gtfen bunu Ureticiye ve ulusal makamlariniza bildirin. Ciddi bir olayi bildirmek icin bu cihazin Ureticisinin iletisim
bilgileri asagidaki gibidir:

Hazirlayan Onaylayan
ESEN ERDOGAN SUKRIYE AKARLAR
Y i

4 e

|

29 | 3




implatecho@

Medical Devices Regulation (EU) 2017/745 CE Technical File | Document No: TD.01/2.4.1
Product Name: Dental Implant System Superstructures Release Date:02.01.2020
Uriin Adi: Dental implant Sistemi Ustyapilan Revision No: 01
Revision Date: 05.05.2024

KULLANMA KILAVUZU/ USER MANUAL |paqe30/62

Uretici adi: implatek Saglik Griinleri San. ve Tic. Ltd Sti

Adres: Aksaray Mah. Hobyar Mektebi Sok. N0.49/1 Fatih — istanbul, Tiirkiye
Tel: 021253033 44

Mail: info@implatechone.com

ilgili Kisi: Stikriye Akarlar

Mail: sukriyeakarlar@implatech.com.tr

Tel: 0555 990 90 05

16. Semboller

c € 2292
VAN

®

1]
al

REF

ISO 15223-1: 2021 Standardina Gore Hazirlanmis Sembol ve Anlamlari

Onaylanmis Kurulus Numarasi NON Steril Degildir
STERILE

Dikkat

LOT
kkinci Kez Kullanmayiniz HH N“ “IW H“l” Barkod

Kullanma Kilavuzuna Bakiniz

Lot Numarasi

Uretici Bilgileri

Referans No

Uriin Raf Omri Bilgisi

Uriintin belirlenen bir raf émrii bulunmamaktadir. Uriinlerin Kullanim émrii Literatiir destekli olarak 10 yil olarak

belirlenmistir.
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Sembol Agiklamasi

Hasta adi ya da hasta kimlik no’su

implantasyon tarihi

implantasyonu yapan saglik kurulusu / saglik Hizmet sunucusunun adi ve adresi

imalatginin adi ve adresi

Hastalarin bilgilendirildigi web sitesi

Cihaz adi

LOT

Lot /Parti numarasi

UDI

AIDC Formati olarak Tekil Cihaz Kimligi

AIDC: Otomatik tanimlama ve veri toplama (6rn. lineer veya 2D-Barkodlar)

Aksaray Mah. Hobyar Mektebi Sok. No.49/1 Fatih — istanbul, Tiirkiye
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PRODUCT USER MANUAL
1. Product Description

The IMPLATECHONE prosthesis series consists of abutments in different types of diameters, lengths and platforms
that are used in the restoration of IMPLATECHONE dental implants. They are available in a variety of shapes and
sizes to suit the patient's needs.

IMPLATECHONE prostheses are used for the formation of connections between abutments and copings.
IMPLATECHONE dental implants consist of different types, sizes and platforms.

2. Purpose of Use

IMPLATECHONE abutments are used to support dentures in order to fulfill the chewing function and to eliminate
tooth deficiencies.

3. Target Patient Group And Intended User

IMPLATECHONE dental implants are intended to be used in patients with complete or partial edentulism who have
completed their growth and development and do not have the conditions specified in the contraindications.

IMPLATECHONE dental implants may only be used by dentists.

Clinicians must have sufficient knowledge of implantology and practice skills, as well as comply with the
instructions for use, in order to safely and properly use IMPLATECHONE dental implants.

4. Indications
They are screwed directly to the intraosseous implants to support the prosthesis.

Complete and partially edentulous patients

In chin and facial defects

Complete tooth deficiencies characterized by excessively resorbed ridge

In patients who have difficulties in the use of removable partial dentures

In patients who refuse to use removable prosthesis

In patients who want to have their teeth prepared

In fixed prosthesis patients with very long spaces

In severe damage to any edentulous area or soft tissues where the prosthesis fits

Due to its high fracture strength, it can be used even in individuals with excessive overbite, bruxism or foreign
body biting habits

In cases where the height of the abutment is less than 7 mm and the axial thickness is less than 0.7 mm due to the
patient's mouth closure, and in cases where the abutment must be angled more than 30 surgically and in the
posterior region, it is higher to be used compared to ceramic abutments

They can be used in the posterior shank and as a bridge abutment.
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5. Contraindication
Its use is contraindicated in individuals with hypersensitivity to titanium and titanium alloys. For implant treatment
contraindications, refer to the relevant IMPLATECHONE implant instructions for use.

Active Infection

Foreign body sensitivity / material allergy (this situation should be determined and necessary precautions should
be taken)

Condition of bone structure and insufficient bone density (Performance of Dental Implant and Abutment Implant
depends on bone condition and density)

When the edentulous space is narrowed by the opposing and adjacent teeth

In cases where the crown lengths of the abutment teeth are too short,

In the presence of parafunctional habits such as bruxism

When the use of a winged bridge (Kantilever) is designed

Auxiliary teeth are not used if they lack adequate periodontal support.

Inability of the corneal margin to adapt to the scallop structure of the gingiva;

Deep gingival pockets formed as a result of not placing the implant deeper in order to provide a suitable aesthetic,
Difficulty in cementation of the crown and removal of cement residues,

The reflection in matelic blue color visible under the gingiva, aesthetic negativity in patients with thin gingival
structure or high smile lines,

Inadequate bone voliime and/or quality

Allergy or hypersensitivity to material

6. Warnings and Precautions

Before the operation, the patient should be informed about the surgical risks and the positive and negative effects
should be explained.

The patient should be warned that the implanted device has a certain lifespan during which normal bone cannot
replace, may be damaged by strenuous activity or trauma, and may be replaced in the future.

It is recommended to review the product-specific surgical technique before the surgeon performs the surgical
procedure. IMPLATECHONE dental implant can provide surgical technical information. Please contact the
IMPLATECHONE dental implant sales representative.

Choosing the right implant is extremely important. Appropriate type and size is taken into consideration, the
patient's age, activity levels, bone density are preferred depending on whether or not he has undergone any
previous surgical operation.

IMPLATECHONE dental implant prostheses should be applied by securing respiration during oral use. Components
or tools may injure the patient. Failure to follow these instructions may result in negative effect on breathing as
swallowing the part or aspiration.

IMPLATECHONE dental implant abutments should only be used with IMPLATECHONE dental implants on the
appropriate platform.

Abutments are disposable devices.

Small diameter abutments should not be used where high mechanical loads are required.

IMPLATECHONE dental implant prosthesis products should be used according to the instructions for use provided
by the manufacturer. It is the physician's responsibility to decide whether the device is suitable for use according
to these instructions and for the individual patient situation.

For a successful implant treatment, it is important that the dentist and dental technician work in harmony.

In order for the implant treatment to be successful in the long term, it is important that the patient's routine
controls and oral hygiene training are given after the treatment is completed
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7. Complications and Side Effects
The following reactions may occur during implant treatment:

- Hypersensitivity/allergic reactions

- Swallowing or aspiration of prosthetic components
- Peri-implantitis

- Implant component or prosthesis failure/fracture

- Poor aesthetic result

- Repetition of prosthetic treatment

- Minor bleeding

- Implant loss

8. Compatibility Information
All abutments can be used with the same abutment screwdriver.

There are different shapes of abutments in the IMPLATECHONE implant series. Abbreviations and color codes
indicating the compatibility of implant and abutment platforms are available on the packages.

Implant Platform Abbreviation Color Code Implant Diameter
Narrow Platform NP Violet @ 3.3-@3.7
Regular Platform RP Turquoise @4.1-@4.7

9. Cleaning and Disinfecting
IMPLATECHONE abutments and parts are delivered unsterile. Before placing the products in the patient's mouth,
they must be disassembled, cleaned and sterilized.

IMPLATECHONE recommends the following for cleaning and sterilization of abutments before use.

- Clean by brushing inside and outside with a brush under running water.

- The pre-treated product can be cleaned by hand, ultrasonic cleaner, or an automatic cleaning method.

- When selecting the automatic cleaning method, the appropriate detergent should be selected and the
manufacturer's instructions should be followed.

10. Sterilization
IMPLATECHONE abutments and parts are delivered unsterile. IMPLATECHONE recommends the following for
sterilization of abutments prior to use:

Method Conditions Drying
Humidity temperature 121°C Local
(autoclave) 30 min
pre-vacuum
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Caution: Use devices immediately after sterilization. Do not store sterilized devices.

11. Product MRI compatibility information

Non-clinical testing has demonstrated that Titanium Dental Materials are MR Compatible.

A patient with these system parts in his body can safely be scanned in MR systems if the following conditions are

met:
Only 1.5 and 3.0 Tesla static magnetic fields
Magnetic spatial drop field up to 970 Gauss/cm ( 9.7 T/m) or less

Average specific absorption rate (SAR) for the whole body 2 W/kg (Normal Use Mode)

Under the above-mentioned scanning conditions, after 15 minutes of continuous scanning, our products are

expected to generate a maximum temperature rise of 3°C.

12. Procedure

Be sure to maintain the prosthetic attachment by securing the abutment during polishing or other laboratory

procedures.
- Insert the abutment into the implant analog on the working model.

- Make sure the analog-abutment joint holder elements are properly aligned.
- Fix the abutment by hand tightening the base screw.

12.1. Clinical Use of IMPLATECONE Abutment

The original abutment is taken from the laboratory. Remove the healing cap or temporary healer and rinse
thoroughly then dry the inside of the implant. Remove the optimizer from the working model.

- Cleaning, disinfection and sterilization of dental healers described in chapter 9. And 10.

- The curative is placed in the mouth of patients.

- The screw is tightened after the abutment is properly placed.

- Be sure to fix the abutment implant with the appropriate screw.
- Tighten the abutment screw with the corresponding screwdriver.
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12.2. Product Usage

12.2.1. IMPLATECHONE Ball Abutment

IMPLATECHONE Ball abutments are manufactured using Ti6Al4V-ELI (ASTM F 136) material.

NP-Narrow Platform | RP-Regular Platform
Platform/H @3.3mm |[@3.7mm | @4.1mm @4.7mm
(mm)
HO,5 02.06.10.05 02.06.20.05
H1,0 02.06.10.10 02.06.20.10
H2,0 02.06.10.20 02.06.20.20
IMPLATECHONE | 43 o 02.06.10.30 02.06.20.30
Ball Abutment ',/ o 02.06.10.40 02.06.20.40
H6,0 02.06.10.60 02.06.20.60

Intended Use

- IMPLATECHONE Ball abutments are used to support dentures in order to fulfill the chewing function and to
eliminate tooth deficiencies. One-piece Ball abutments are screwed to Mode Medikal implants and form a basis

for overdenture structures.

Indications

- They are screwed directly to the intraosseous implants to support the removable overdentures.

Contraindications

- Itsuseis contraindicated in individuals with hypersensitivity to titanium and titanium alloys. For implant treatment
contraindications, refer to the relevant IMPLATECHONE implant instructions for use.

Complications And Side Effects

The following reactions may occur during implant treatment:

- Hypersensitivity/allergic reactions

- Swallowing or aspiration of prosthetic components

- Peri-implantitis

- Implant component or prosthesis failure/fracture

- Poor aesthetic result

- Repetition of prosthetic treatment
- Minor bleeding

- Implantloss
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Laboratory Procedure

Note: Screw the abutment to the analog during all laboratory procedures to preserve the abutment's attachment
site to the implant.

- Combine the impression coping with the implant analogue.

- Obtain the plaster working model by using soft gingival silicone around the analogues.

- Determine the abutment gingival height according to the amount of gingiva in the relevant region in the plaster
model obtained.

- Select the abutment suitable for the diameter of the dental implant used.

- Connect the selected abutment with suitable diameter and gingival height to the analog in the plaster model with
the help of screws.

- Simply tighten the abutment screw by hand.

- Planyour prosthesis in accordance with the selected abutment type and fabricate it with the preferred fabrication
method.

- Metal and plastic matrices used with ball abutments are compatible with Rhein 83.

Clinical Procedure

- Remove the healing abutment located in the relevant area of the patient's mouth with the help of a screwdriver.

- Select the abutment at the appropriate gingival height, insert it into the related implant in the mouth and screw
the abutment with 35Ncm torque. Torque values greater than 35 Ncm may damage the prosthetic parts. Torque
values less than the recommended value may cause abutment loosening.

- Ifthe prosthesis and metal housing are to be combined in a laboratory environment, take the impression with the
relevant impression copings and custom impression tray.

- Atthe delivery of the prosthesis, select the appropriate retention plastic and place it in the metal housing.

- Place the prosthesis in the mouth and check the occlusal contacts, make the necessary adjustments.

Oral and Prosthetic Care: Good oral hygiene is extremely important for the success of the attachment. Ball
attachments should be thoroughly cleaned daily to prevent plaque buildup, and the patient should use a soft,
nylon-bristled toothbrush and non-abrasive toothpaste to clean the abutments. Plastic retension materials are
subject to wear as part of normal use and may need to be replaced. Patients should be asked to continue routine
follow-up visits for hygiene and attachment function evaluation. Follow-up visits are recommended at 6-month
intervals. Patients should be examined for signs of inflammation around the implant abutments and for implant
mobility.

Placing and Removing Overdentures: The patient should be given instructions on how to properly place the
overdenture. The patient should ensure that the prosthesis is correctly placed on the abutments before applying
pressure. Using both hands, the patient should press both sides of the overdenture prosthesis to firmly seat it.

The patient should not bite the overdenture prosthesis into place; otherwise the applied force will cause
improper wear of the abutments, including the plastic retainers in the overdenture. To remove the
overdenture, the patient should place their thumbs under the edges of the overdenture and remove the
prosthesis by pushing from both sides.
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12.2.2. IMPLATECHONE Locator Abutment

IMPLATECHONE Locator abutments are manufactured using Ti6Al4V-ELI (ASTM F 136) material.

NP - Narrow Platform | RP - Regular Platform
| Pla:::r::?/H @3.3mm @3.7mm | @4.1mm | @4.7mm
' | HO,5 02.07.10.05 02.07.20.05

ﬂ H1,0 02.07.10.10 02.07.20.10
Vo ”V'PLLATEtCHONE H2,0 02.07.10.20 02.07.20.20
ocator
—3 H3,0 02.07.10.30 02.07.20.30
= Abutment
=3 H4,0 02.07.10.40 02.07.20.40
H6,0 02.07.10.60 02.07.20.60

Intended use

- IMPLATECHONE Locator abutments are used to support dentures in order to fulfill the chewing function and to
eliminate tooth deficiencies. One-piece Locator abutments are screwed to IMPLATECHONE implants and form a
basis for overdenture structures.

Indications

- They are screwed directly to the intraosseous implants to support the removable overdentures.

Contraindications

- Its useis contraindicated in individuals with hypersensitivity to titanium and titanium alloys. For implant treatment
contraindications, refer to the relevant IMPLATECHONE implant instructions for use.

Complications And Side Effects
The following reactions may occur during implant treatment:

- Hypersensitivity/allergic reactions
- Swallowing or aspiration of prosthetic components

- Peri-implantitis

- Implant component or prosthesis failure/fracture

- Poor aesthetic result

- Repetition of prosthetic treatment

- Minor bleeding
- Implant loss
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Laboratory Procedure

Note: Screw the abutment to the analog during all laboratory procedures to preserve the abutment's attachment
site to the implant.

- Combine the impression coping with the implant analogue.

- Obtain the plaster working model by using soft gingival silicone around the analogues.

- Determine the abutment gingival height according to the amount of gingiva in the relevant region in the plaster
model obtained.

- Select the abutment suitable for the diameter of the dental implant used.

- Connect the selected abutment with suitable diameter and gingival height to the analog in the plaster model with
the help of screws.

- Simply tighten the abutment screw by hand.

- Planyour prosthesis in accordance with the selected abutment type and fabricate it with the preferred fabrication
method.

- Metal and plastic matrices used with Locator abutments are compatible with Zest Locator and Kerator.

Clinical Procedure

- Remove the healing abutment located in the relevant area of the patient's mouth with the help of a screwdriver.

- Select the abutment at the appropriate gingival height, insert it into the related implant in the mouth and screw
the abutment with 35Ncm torque. Torque values greater than 35 Ncm may damage the prosthetic parts. Torque
values less than the recommended value may cause abutment loosening.

- Ifthe prosthesis and metal housing are to be combined in a laboratory environment, take the impression with the
relevant impression copings and custom impression tray.

- Atthe delivery of the prosthesis, select the appropriate retention plastic and place it in the metal housing.

- Place the prosthesis in the mouth and check the occlusal contacts, make the necessary adjustments.

Oral and Prosthetic Care: Good oral hygiene is extremely important for the success of the attachment. Ball
attachments should be thoroughly cleaned daily to prevent plaque buildup, and the patient should use a soft,
nylon-bristled toothbrush and non-abrasive toothpaste to clean the abutments. Plastic retension materials are
subject to wear as part of normal use and may need to be replaced. Patients should be asked to continue routine
follow-up visits for hygiene and attachment function evaluation. Follow-up visits are recommended at 6-month
intervals. Patients should be examined for signs of inflammation around the implant abutments and for implant
mobility.

Placing and Removing Overdentures: The patient should be given instructions on how to properly place the
overdenture. The patient should ensure that the prosthesis is correctly placed on the abutments before applying
pressure. Using both hands, the patient should press both sides of the overdenture prosthesis to firmly seat it.

The patient should not bite the overdenture prosthesis into place; otherwise the applied force will cause
improper wear of the abutments, including the plastic retainers in the overdenture. To remove the
overdenture, the patient should place their thumbs under the edges of the overdenture and remove the
prosthesis by pushing from both sides.
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12.2.3. IMPLATECHONE 17 ° / 30 ° Multi Unit Abutment

IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments are composed of two components. IMPLATECHONE 17 °/ 30 °
Multi Unit Abutments are offered in two different angles, 17° and 30°.

IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments offers a wide range of prosthetic solutions such, bar-retained
overdenture prostheses and screwed fixed restorations.

IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments covers and copings are manufactured using Ti6Al4V-ELI (ASTM
F 136) material.

NP - Narrow Platform | RP - Regular Platform
Platform/H @3.3mm| @3.7mm |@4.1mm| @4.7mm
(mm)
‘.//’ H2,5 02.08.10.25 02.08.20.25
17° iB
! 7* Multi Base Abutment [, o 02.08.10.35 02.08.20.35
7 H3,5 02.09.10.35 02.09.20.35
o H B
"; 30" Multi Base Abutment | 02.09.10.40 02.09.20.40
3 3 il Multi Base Ti Base 03.02.05.01
Engaged Coping
i & Multi Base Ti Base Non 03.02.05.02
Engaged Coping

Intended use

IMPLATECHONE abutments are used for support in eliminating tooth deficiencies in order to fulfill the chewing
function. Two-piece IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments are attached to the implants with the help
of screws and form the basis of prosthetic structures on implants such as screw retained fixed restorations.
IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments Ti Base engaged and non engaged copings are supporting parts
that provide a compatible interface with the IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments by cementing the
screwed final restoration or temporary restoration in the laboratory environment.

Indications

They are screwed directly to the intraosseous implants with the help of screws in order to support the implant-
supported prostheses. They provide support for screw retained fixed restorations in edentulous or partially
edentulous dental arches. IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments are used to connect bar-retained
overdenture prostheses with the implant.

Contraindications
Its use is contraindicated in individuals with hypersensitivity to titanium and titanium alloys. For implant treatment
contraindications, refer to the relevant Mode Medical implant instructions for use.
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Complications and side effects
The following reactions may occur during implant treatment:

- Hypersensitivity/allergic reactions

- Swallowing or aspiration of prosthetic components
- Peri-implantitis

- Implant component or prosthesis failure/fracture

- Poor aesthetic result

- Repetition of prosthetic treatment

- Minor bleeding

- Implant loss

Warning

The abutment screw should be torqued with a torque value of 25 Ncm. Torque values greater than 25 Ncm may
damage the prosthetic parts. Torque values less than the recommended value may cause abutment loosening.
The prosthetic screws used in the IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments series should be torqued with
a torque value of 15 Ncm.

Clinical Procedure
Impression

- IMPLATECHONE 17 ° / 30 ° Multi Unit Abutments are selected in accordance with implant location, angle and
gingival height.

- The abutment body is placed in the appropriate position to the implant. The abutment carrier is flexible and can
be bent if necessary.

- The abutment body is fixed to the implant with a torque ratchet. The abutment body should be torqued with a
torque value of 25 Ncm.

- The abutment carrier is removed by turning.

- The abutment cover is placed on the abutment body and torqued with a standard hex wrench with a torque value
of 25 Ncm.

- Itis recommended to check the fit of the abutment by radiography.

- Implantimpression is taken with open tray, closed tray or digital impression techniques.

- If provisional restoration will not be used, protective healing abutments are placed.

- Ifaprovisional restoration is to be used, the provisional restoration is placed on the abutments and the prosthetic
screw is tightened by hand.

N -
l;/ ’ 3%
4o/ Y
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Laboratory Procedure

- Combine the impression coping with the implant analogue.

- Obtain the plaster working model by using soft gingival silicone around the analogues.

- Produce the prosthetic infrastructure according to the preferred method. Infrastructure can be produced as
casting, CAD/CAM or metal sintering.

- Fabricate the final prosthesis according to the preferred laboratory technique.

- Metal housing and retention plastics used with Multi Base Locator Cover are compatible with Zest Locator and
Kerator. Metal and plastic matrices used with Multi Base Ball Cover are compatible with Rhein 83.

Screw Retained Fixed Restoration

- Remove the healing abutment located in the relevant area of the patient's mouth in order to be able to try-in the
prosthesis produced by the technician.

- If the patient has a provisional prosthesis with an occlusal screw, loosen the screws of the provisional prosthesis
with the help of a screwdriver and remove the provisional prosthesis from the mouth.

- Loosen the prosthetic screw with a screwdriver to remove the prosthesis on the abutment in the plaster model.

- Remove the restoration from the model.

- Place the prosthesis on the relevant implants on the patient in the same position as the model and tighten the
prosthetic screw with the help of a screwdriver and a torque ratchet. The prosthetic screw should be torqued with
a torque value of 15 Ncm.
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12.2.4. IMPLATECHONE Multi Unit Abutment

Multi Unit abutments are designed as one piece.

IMPLATECHONE Multi Unit abutments are manufactured using Ti6Al4V-ELI (ASTM F 136) material.

NP - Narrow Platform RP - Regular Platform
Platform/H @3.3mm | @3.7mm @4.1mm | @4.7mm
(mm)
HO,5 02.05.10.05 02.05.20.05
Multi-Unit H1,0 02.05.10.10 02.05.20.10
! H2,0 02.05.10.20 02.05.20.20
Abutment
H3,0 02.05.10.30 02.05.20.30
H4,0 02.05.10.40 02.05.20.40

Intended Use

- IMPLATECHONE abutments are used for support in eliminating tooth deficiencies in order to fulfill chewing
function. It is attached to the two-piece IMPLATECHONE implants with the help of screws and forms the basis for
screw retained fixed implant restorations.

Indications

- They are attached directly to the intraosseous implants with the help of screws in order to support the implant-
supported prostheses. They provide support for fixed prostheses in edentulous or partially edentulous dental

arches.

Contraindications

- Its useis contraindicated in individuals with hypersensitivity to titanium and titanium alloys. For implant treatment
contraindications, refer to the relevant IMPLATECHONE implant instructions for use.

Complications And Side Effects

The following reactions may occur during implant treatment:

- Hypersensitivity/allergic reactions

- Swallowing or aspiration of prosthetic components

- Peri-implantitis

- Implant component or prosthesis failure/fracture

- Poor aesthetic result

- Repetition of prosthetic treatment
- Minor bleeding

- Implant loss

Warning

- The Multi Unit abutment should be torqued to 25 Ncm. Torque values greater than 25 Ncm may damage the
prosthetic parts. Torque values less than the recommended value may cause abutment loosening. The prosthetic
screws used in the Multi Unit abutment series should be torqued with a torque value of 15 Ncm.
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Clinical Procedure
Impression

- The Multi Unit abutment is selected in accordance with the gingival height.

- The abutment is attached and tightened to the implant with a torque ratchet. The abutment should be torqued
with a torque value of 25 Ncm.

- Itis recommended to check the fit of the abutment by radiography.

- Implant impression is taken with open tray, closed tray or digital impression techniques.

- If provisional restoration will not be used, protective healing abutments are placed.

- Ifaprevisional restoration is to be used, the provisional restoration is placed on the abutments and the prosthetic
screw is tightened by hand.

Laboratory Procedure

- Combine the impression transfer with the implant analogue.

- Obtain the plaster working model by using soft gingival silicone around the analogues.

- Produce the prosthetic infrastructure according to the preferred method. Infrastructure can be produced as
casting, CAD/CAM or metal sintering.

- Fabricate the final prosthesis according to the preferred laboratory technique.

Restoration Delivery

- Remove the healing abutment located in the relevant area of the patient's mouth in order to be able to try-in the
prosthesis produced by the technician.

- If the patient has a provisional prosthesis with an occlusal screw, loosen the screws of the provisional prosthesis
with the help of a screwdriver and remove the provisional prosthesis from the mouth.

- Loosen the prosthetic screw with a screwdriver to remove the prosthesis on the abutment in the plaster model.

- Remove the restoration from the model.

- Place the prosthesis on the relevant implants on the patient in the same position as the model and tighten the
prosthetic screw with the help of a screwdriver and a torque ratchet. The prosthetic screw should be torqued with
a torque value of 15 Ncm.
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12.2.5. IMPLATECHONE Cement-Retained Abutments

IMPLATECHONE cemet-retained abutments are manufactured using Ti6Al4V-ELI (ASTM F 136) material.

e
S
Sy —

a4

|

NP - Narrow Platform | RP - Regular Platform
Platform/H @3.3mm | @3.7mm @4.1mm @4.7mm
(mm)
H1,0 02.10.10.10 02.10.20.10
Profil
H2 2.10.10.2 2.10.20.2
Abutment 0 02.10.10.20 02.10.20.20
H3,0 02.10.10.30 02.10.20.30
H1,0 02.04.10.10 02.04.20.10
Aesthetic H2,0 02.04.10.20 02.04.20.20
Abutment
H3,0 02.04.10.30 02.04.20.30
H1,0 02.02.10.10 02.02.20.10
15° Angled H2,0 02.02.10.20 02.02.20.20
Abutment H3,0 02.02.10.30 02.02.20.30
H4,0 02.02.10.40 02.02.20.40
H1,0 02.03.10.10 02.03.20.10
25° Angled H2,0 02.03.10.20 02.03.20.20
Abutment H3,0 02.03.10.30 02.03.20.30
H4,0 02.03.10.40 02.03.20.40
Premill
Abutment
03.01.10.01 03.01.20.01

Intended Use
IMPLATECHONE abutments are used to support fixed implant supported prostheses in order to fulfill the chewing
function and to eliminate tooth deficiencies. It is attached to the two-piece IMPLATECHONE implants with the help
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of abutment screws and forms a basis for cement retained prosthetic structures such as crowns and bridges.

e ,

Indications

NP — Narrow Platform RP - Regular Platform
Platform/H @3.3mm @3.7mm @4.1mm @4.7mm
(mm)
Abz;rp:ent @3,5mm @4,0mm @4,5mm @5,0mm
HO,5 02.01.35.05 | 02.01.40.05 02.01.45.05 02.01.50.05
Dual H1,0 02.01.35.10|02.01.40.10 02.01.45.10 02.01.50.10
ua H2,0 02.01.35.20|02.01.40.20 02.01.45.20 02.01.50.20
Abutment
H3,0 02.01.35.30{02.01.40.30 02.01.45.30 02.01.50.30
H4,0 02.01.35.40|02.01.40.40 02.01.45.40 02.01.50.40

They are attached directly to the intraosseous implants with the help of abutment screws in order to support the
implant-supported cement retained fixed prostheses.

Indications
Abutment type Retention Crown Bridge
Profile Abutment Cemented v v
Dual Abutment Cemented v v
Aesthetic Abutment Cemented v v
15°/25° Angled Abutment Cemented v v
Premill Abutment Cemented v v

Contraindications
Its use is contraindicated in individuals with hypersensitivity to titanium and titanium alloys. For implant treatment

contraindications, refer to the relevant Mode Medikal implant instructions for use.

Complications And Side Effects
The following reactions may occur during implant treatment:

Hypersensitivity/allergic reactions

Swallowing or aspiration of prosthetic components
Peri-implantitis

Implant component or prosthesis failure/fracture

Poor aesthetic result

Repetition of prosthetic treatment

Minor bleeding

Implant loss
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Warning

Before the delivery of the prosthesis, the abutment placed in the patient's mouth should be torqued with a torque
value of 35 Ncm. Torque values greater than 35 Ncm may damage the prosthetic parts. Torque values less than
the recommended value may cause abutment loosening.

Laboratory Procedure
Traditional Workflow in Implant Supported Fixed Dentures

Note: Screw the abutment to the analog during all laboratory procedures to preserve the abutment's attachment
to the implant.

Combine the impression coping with the implant analogue.

Obtain the plaster working model by using soft gingival silicone around the analogues.

Determine the abutment gingival height according to the amount of gingiva in the relevant region in the plaster
model obtained.

Select the abutment suitable for the diameter of the dental implant used.

Connect the selected abutment with suitable diameter and gingival height to the analog in the plaster model with
the help of screws.

Simply tighten the abutment screw by hand.

Plan your prosthesis in accordance with the selected abutment type and fabricate it with the preferred fabrication
method.

Digital Workflow in Implant Supported Fixed Dentures

Digital prosthetic workflow can be carried out by using STL data obtained with intraoral scanners or by obtaining
STL data of impressions taken with traditional methods with a desktop scanner.

The use of software that includes IMPLATECHONE implants in their library for prosthesis design and production
on the digital platform will ensure that the internal geometry of the abutment and restoration connection is
matching (eg Exocad DentalCAD).

Clinical Procedure for Implant Supported Fixed Prostheses

For the try-in of the prosthesis produced by the technician, remove the healing abutment located in the relevant
area of the patient's mouth with the help of a screwdriver.

Loosen the abutment screw with a screwdriver to remove from the model.

Remove the abutment from the model.

Place the abutment on the patient's implant in the same position as the model and tighten the screw with the help
of a screwdriver.

Perform the prosthesis try-in.

After try-in, remove the prosthesis from the patient's mouth and loosen the abutment screw with the help of a
screwdriver.

Place the abutment on the corresponding analog on the model and tighten the abutment screw with the help of
the screwdriver.

Before cementation of the prosthesis, tighten the screw of the abutment placed in the relevant area of the
patient's mouth with a torque value of 35 Ncm.

It is recommended to check the fit of the abutment by radiography.

Cover the screw hole with a suitable material and cement the prosthesis with the preferred luting cement.
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Warning: After the abutment screw is torqued, the abutment screw hole should be closed with suitable materials.
Correct closure of the screw hole makes it possible to access the screw in cases where the abutment needs to be

separated from the implant.

Abutment Modification

When necessary, abutments can be modified according to the patient's anatomy by the technician in the dental

laboratory or by the dentist in the clinic.
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12.2.6. IMPLATECHONE Ti-Base Abutments

IMPLATECHONE Ti-base abutments are manufactured using Ti6Al4V-ELI (ASTM F 136) material.

NP - Narrow Platform | RP - Regular Platform
Platform/H @3.3mm | @3.7mm | @4.1mm|@4.7mm
(mm)
Ti-Base HO,7 03.02.10.07 03.02.20.07
Engaged
(Digital) H2,5 03.02.10.25 03.02.20.25
Abutment
Ti-Base HO,7 03.01.10.07 03.01.20.07
Non-Engaged
(Digital) H2,5 03.01.10.25 03.01.20.25
Abutment

Intended use

- IMPLATECHONE Ti-base abutments are used to support fixed implant supported prostheses in order to fulfill the
chewing function and to eliminate tooth deficiencies. IMPLATEHONE implants with the help of abutment screws

and forms a basis for screw retained prosthetic structures such as crowns and bridges.

Indication

- They are attached directly to the intraosseous implants with the help of abutment screws in order to support the
implant-supported cement or screw retained fixed prostheses. IMPLATECHONE Ti-base abutments are titanium

bases that can also be used in personal abutment construction.

Indications
Abutment type Retention Crown Bridge
. .. v
Ti-Base Engaged (Digital) Abutment Screw
. .. v
Ti-Base Non-Engaged (Digital) Abutment Screw

Contraindications

- Itsuseis contraindicated in individuals with hypersensitivity to titanium and titanium alloys. For implant treatment

contraindications, refer to the relevant Mode Medikal implant instructions for use.
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Complications And Side Effects
The following reactions may occur during implant treatment:

- Hypersensitivity/allergic reactions

- Swallowing or aspiration of prosthetic components
- Peri-implantitis

- Implant component or prosthesis failure/fracture

- Poor aesthetic result

- Repetition of prosthetic treatment

- Minor bleeding

- Implant loss

Warning

- Before the delivery of the prosthesis, the abutment placed in the patient's mouth should be torqued with a torque
value of 35 Ncm. Torque values greater than 35 Ncm may damage the prosthetic parts. Torque values less than
the recommended value may cause abutment loosening.

Procedure

Laboratory Procedure

- Combine the impression coping with the implant analogue.

- Obtain the plaster working model by using soft gingival silicone around the analogues.

- Determine the abutment gingival height according to the amount of gingiva in the relevant region in the plaster
model obtained.

- Select the abutment suitable for the diameter of the dental implant used.

- Connect the selected abutment with suitable diameter and gingival height to the analog in the plaster model with
the help of screws.

- Simply tighten the abutment screw by hand.

- Plan your prosthesis with screw or cement retained in accordance with the selected abutment type and produce
it with the preferred production method.

- Place the fabricated restoration to the analog before cementing it to the Ti-base abutment.

- Seal the screw channel with wax.

- Apply a self-curing resin cement to the abutment. Use the resin cement in accordance with the manufacturer's
instructions.

- Place the restoration on the Ti-base abutment.

- Immediately clean any cement overflowing from the abutment. Polish the joint after the cement has hardened.

Digital Workflow in Implant Supported Fixed Dentures

- Digital prosthetic workflow can be carried out by using STL data obtained with intraoral scanners or by obtaining
STL data of impressions taken with traditional methods with a desktop scanner.

- The use of software that includes IMPLATECHONE implants in their library for prosthesis design and production
on the digital platform will ensure that the internal geometry of the abutment and restoration connection is
matching (eg Exocad DentalCAD).

Hazirlayan Onaylayan
ESEN ERDOGAN SUKRIYE AKARLAR
77N

‘ 28

|

513




Medical Devices Regulation (EU) 2017/745 CE Technical File | Document No: TD.01/2.4.1
Product Name: Dental Implant System Superstructures Release Date:02.01.2020
Uriin Adi: Dental implant Sistemi Ustyapilan Revision No: 01
Revision Date: 05.05.2024

KULLANMA KILAVUZU/ USER MANUAL |paqe52 /62

implatecho@

Clinical Procedure for Implant Supported Fixed Prostheses

- For the try-in of the prosthesis produced by the technician, remove the healing abutment located in the relevant
area of the patient's mouth with the help of a screwdriver.

- Loosen the abutment screw with a screwdriver to remove from the model.

- Remove the abutment from the model.

- Place the abutment on the patient's implant in the same position as the model and tighten the screw with the help
of a screwdriver.

- Perform the prosthesis try-in.

- After try-in, remove the prosthesis from the patient's mouth and loosen the abutment screw with the help of a
screwdriver.

- Place the abutment on the corresponding analog on the model and tighten the abutment screw with the help of
the screwdriver.

- Before cementation of the prosthesis, tighten the screw of the abutment placed in the relevant area of the
patient's mouth with a torque value of 35 Ncm.

- Itis recommended to check the fit of the abutment by radiography.

- Cover the screw hole with a suitable material and cement the prosthesis with the preferred luting cement.

Warning: After the abutment screw is torqued, the abutment screw hole should be closed with suitable materials.
Correct closure of the screw hole makes it possible to access the screw in cases where the abutment needs to be
separated from the implant.

Hazirlayan Onaylayan
ESEN ERDOGAN SUKRIYE AKARLAR
Y i

a( 7

|

52| 3




implatecho@

Medical Devices Regulation (EU) 2017/745 CE Technical File
Product Name: Dental Implant System Superstructures
Uriin Adi: Dental Implant Sistemi Ustyapilari

KULLANMA KILAVUZU/ USER MANUAL

Document No: TD.01/2.4.1
Release Date:02.01.2020
Revision No: 01

Revision Date: 05.05.2024
Page 53 /62

12.2.7. IMPLATECHONE Abutment and Prosthetic Screws

i

IMPLATECHONE abutment and prosthetic screws are part of IMPLATECHONE Dental Implant Systems, which is an
integrated system with IMPLATECHONE dental implants and related abutments, cover screws, healing abutments,
surgical and prosthetic parts and instruments; It is produced as a single piece using Ti6AI4V-ELI (ASTM F 136).
IMPLATECHONE abutment screws are implant screws that allow abutments to be fixed to implants.
IMPLATECHONE prosthetic screws are implant screws that enable the fixation of patient-specific temporary or
permanent crowns to the relevant abutments.

The abutments that IMPLATECHONE abutments and prosthetic screws are compatible with are shown in Table 1

below.

Table 1

Screw

Abutment Screwdriver

Abutment Screws

Dual Abutment

Aesthetic Abutment
Angled Abutment 152
Angled Abutment 252
Profile Abutment

IMPLATECHONE
Hex Screwdriver

Ti-base Non-Engaged Abutment

Ti-base Engaged Abutment

Premill Abutment

Prosthetic Screws

Multi Unit Abutment
Multi Base Abutment

PROSTHETIC SCREW
Platform | NP/RP

REF NO 03.02.05.03
ABUTMENT SCREW
Platform | NP/RP

REF NO 03.02.15.01
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Intended Use

- IMPLATECHONE abutment screws are intended to be used to fix IMPLATECHONE abutments to corresponding
IMPLATECHONE dental implants. IMPLATECHONE prosthetic screws are intended to be used to fix patient-specific
temporary or permanent crowns to the relevant abutments.

Indications

- IMPLATECHONE abutment screws are indicated to be used to fix the abutments which are related to the
prostheses to be produced for the functional, phonetic and aesthetic rehabilitation of the upper and/or lower jaw
in totally or partially edentulous patients, to the placed IMPLATECHONE dental implants. IMPLATECHONE
prosthetic screws are indicated for use to fix prostheses to IMPLATECHONE abutments designed for the functional,
phonetic and aesthetic rehabilitation of the upper and/or lower jaw in totally or partially edentulous patients.

Contraindications
The use of IMPLATECHONE abutment and prosthetic screws is contraindicated in the presence of the following
conditions;

- Patients medically unfit for implant treatment

- Allergy or hypersensitivity to Ti6AI4V-ELI (ASTM F 136) materials

Note: For contraindications to implant treatment, refer to the relevant IMPLATECHONE implant instructions for
use; for the contraindications of the abutments where the screws will be used, refer to the relevant
IMPLATECHONE abutment instructions for use.

Complications And Side Effects
Dental implant treatment outcomes can be affected by many variables. Possible complications and side effects
listed below may be observed after the use of IMLATECHONE abutment and prosthetic screws.
- Local pain
- Micro hemorrhages
- Swelling
- Local inflammations
- Gingival injuries
- Hypersensitivity and/or allergic reactions
- Other toxicity reactions
- Aspiration or swallowing of parts during operation
- Triggering of the pharyngeal reflex during the insertion of the product
- Screw fracture
- Screw loosening
- Component or prosthesis failure/fracture

Warnings

- IMPLATECHONE abutment and prosthetic screws are intended to be use with IMPLATECHONE dental implants and
related abutments in patients with complete or partial edentulism who have completed growth and development
and do not have the conditions specified in the contraindications.

- IMPLATECHONE abutment and prosthetic screws should only be used in prosthesis stages with their own system
elements and compatible abutments. The use of products with different brands and materials may lead to
mechanical problems, failure of implants, tissue damage or aesthetic dissatisfaction.

Hazirlayan Onaylayan
ESEN ERDOGAN SUKRIYE AKARLAR
77N

‘ 28

|

54| 3




implatech@

Medical Devices Regulation (EU) 2017/745 CE Technical File | Document No: TD.01/2.4.1
Product Name: Dental Implant System Superstructures Release Date:02.01.2020
Uriin Adi: Dental Implant Sistemi Ustyapilari Revision No: 01

KULLANMA KILAVUZU/ USER MANUAL |feroer e 00020

IMPLATECHONE abutment and prosthetic screws are packaged non-sterile. It is the clinician's responsibility to
ensure sterility prior to use.

Sterile handling is essential. Never use potentially contaminated components. Contamination can cause infections.
IMPLATECHONE abutments and prosthetic screws are for single use and should not be reused.
The recommended torque value is 25 Ncm for abutment screws and 15 Ncm for prosthetic screws.

All surgical instruments and tooling used must be kept in good condition and care must be taken not to damage
the implants or other components of the instruments.

Pre-operative
A comprehensive clinical and radiological examination is necessary to determine the psychological and physical
condition of the patient.

Preoperative hard and soft tissue deficiencies may result in undesirable aesthetic results and/or negative implant
angulation.

Particular attention should be paid to patients with local or systemic factors that may affect hard tissue healing,
soft tissue healing, or osseointegration of implanted implants. (eg Type 1 Diabetes, bone metabolism diseases,
bleeding disorders, anticoagulant therapy, parafunctional habits such as bruxism, smoking, poor oral hygiene,
pregnancy, acute periodontal diseases, orofacial radiotherapy, adjacent tissue infections, etc.)

Particular attention should be paid to patients receiving bisphosphonate treatment.

Implant treatment should not be applied to patients who have not completed bone growth and development.
Placement of implants and design of prostheses should be specific to the patient. In the presence of extreme
bruxism and other parafunctional habits and jaw relationship disorders, different treatment options can be
planned.

During the operation

Before placing the IMPLATECHONE abutment and prosthetic screws, ensure that the inner surface of the implant
is clean and free from blood.

Be careful against the risk of aspiration and swallowing due to the size of the products during intraoral application.
Aspiration of products can lead to infection or unwanted physical injury.

Post-operative

For the long-term success of treatments with the IMPLATECHONE dental implant system, it is important to follow
up the patient regularly and to give the necessary oral hygiene training to the patient.
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Procedure

Use the implant screw suitable for the abutment you selected for treatment. (See Table 1)

Insert the IMPLATECHONE implant screw into the IMPLATECHONE screwdriver.

First, tighten the screw you placed on the abutment by hand.

The IMPLATECHONE torque ratchet and IMPLATECHONE screwdriver should be used to fix the implant screws.

CAUTION: When using IMPLATECHONE abutment and prosthetic screws, it is recommended to ensure that the
screwdriver is firmly seated on the screws to avoid aspiration/swallowing of the screws.

NOTE: The recommended torque value for tightening is 25 Ncm for abutment screws and 15 Ncm for prosthetic
screws.

CAUTION: Torque of IMPLATECHONE abutment and prosthetic screws higher than the recommended torque
values may cause screw fractures, and under-torque may cause loosening of the screws.

Compatibility Information

IMPLATECHONE abutment and prosthetic screws are compatible with IMPLATECHONE implant systems products
and components. Do not use implants and components made of different metals and supplied from different
manufacturers with IMPLATECHONE dental implant system products. IMPLATECHONE abutments and prosthetic
screws can only be used with the corresponding abutments.
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12.2.8. IMPLATECHONE HEALING ABUTMENTS

€ .

NP RP
Healing Healing
Abutments Abutments

IMPLATECHONE healing abutments are part of IMPLATECHONE Dental Implant Systems, which is an integrated
system with IMPLATECHONE dental implants and related abutments, cover screws, surgical and prosthetic parts
and instruments; It is produced as a single piece using Ti6Al4V-ELI (ASTM F 136) material.

- IMPLATECHONE healing abutments are components that support gingival healing on the implant, provide soft
tissue contouring, and are directly connected to endoosseous dental implants.

- IMPLATECHONE healing abutments are designed to be compatible with all the following IMPLATECHONE dental
implants in three different platforms, narrow platform (NP) and regular platform (RP)

Narrow Platform (NP) | Regular Platform (RP)

Implant / Platform
IMPLATECHONE Implant
IMPLATECH ONE-S SHORT Implant

NP Healing Abutments | RP Healing Abutments

Diameter and length options of IMPLATECHONE healing abutments are shown in the table below.

Platform NP NP RP RP
Length (L) @4 @4.5 @4.5 @5
2mm 03.40.10.02 |03.45.10.02 |03.45.20.02 |03.50.20.02
4 mm 03.40.10.04 |03.45.10.04 |03.45.20.04 |03.50.20.04
6 mm 03.40.10.06 [03.45.10.06 |03.45.20.06 |03.50.20.06
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Intended Use
- They are intended to used for supporting gingival healing on the implant and providing soft tissue contouring by
placing them on the corresponding IMPLATECHONE dental implants.

Indications

- IMPLATECHONE healing abutments are indicated for use with IMPLATECHONE dental implants placed for the
functional, phonetic and aesthetic rehabilitation of the upper and/or lower jaw in totally or partially edentulous
patients.

Contraindications
The use of IMPLATECHONE healing abutments is contraindicated in the presence of the following conditions;

- Patients who are medically unfit for implant treatment
- Allergy or hypersensitivity to Ti6AI4V-ELI (ASTM F 136) materials

Complications And Side Effects
Dental implant treatment outcomes can be affected by many variables. Possible complications and side effects
listed below may be observed after the use of Mode healing abutments.
- Local pain
- Micro hemorrhages
- Swelling
- Local inflammations
- Gingival injuries
- Hypersensitivity and/or allergic reactions
- Other toxicity reactions
- Aspiration or swallowing of parts during operation
- Triggering of the pharyngeal reflex during the insertion of the product
- Growth of soft tissue on the healing abutments during the healing process
- Calculus formation on the healing abutments

Warning

- IMPLATECHONE healing abutments are intended for use with IMPLATECHONE dental implants in patients with
complete or partial edentulism who have completed growth and development and do not have the conditions
specified in the contraindications.

- IMPLATECHONE healing abutments should only be used with their own system elements and paired with the
correct platform during the surgical and prosthetic phases. The use of products with different brands and materials
may lead to mechanical problems, failure of implants, tissue damage or aesthetic dissatisfaction.

- IMPLATECHONE healing abutments should be used only during the healing process. They cannot be used to
support a restoration.

- IMPLATECHONE healing abutments are packaged non-sterile. It is the clinician's responsibility to ensure sterility
prior to use.

- Sterile handling is essential. Never use potentially contaminated components. Contamination can cause infections.

- All surgical instruments and tooling used must be kept in good condition and care must be taken not to damage
the implants or other components of the instruments.
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Pre-operative

- A comprehensive clinical and radiological examination is necessary to determine the psychological and physical
condition of the patient.

- Preoperative hard and soft tissue deficiencies may result in undesirable aesthetic results and/or negative implant
angulation.

- Particular attention should be paid to patients with local or systemic factors that may affect hard tissue healing,
soft tissue healing, or osseointegration of implanted implants. (eg Type 1 Diabetes, bone metabolism diseases,
bleeding disorders, anticoagulant therapy, parafunctional habits such as bruxism, smoking, poor oral hygiene,
pregnancy, acute periodontal diseases, orofacial radiotherapy, adjacent tissue infections, etc.)

- Particular attention should be paid to patients receiving bisphosphonate treatment.

- Implant treatment should not be applied to patients who have not completed bone growth and development.

- Placement of implants and design of prostheses should be specific to the patient. In the presence of extreme
bruxism and other parafunctional habits and jaw relationship disorders, different treatment options can be
planned.

During the operation

- Before placing the IMPLATECHONE healing abutments, ensure that the inner surface of the implant is clean and
free from blood.

- Be careful against the risk of aspiration and swallowing due to the size of the products during intraoral application.
Aspiration of products can lead to infection or unwanted physical injury.

Post-operative

- Forthe long-term success of treatments with the IMPLATECHONE dental implant system, it is important to follow
up the patient regularly and to give the necessary oral hygiene training to the patient.

Procedure

- Select the appropriate healing abutment for the implant platform and gingival height.

- Take the IMPLATECHONE healing abutment with the IMPLATECHONE screwdriver.

- Connect the healing cap to the implant you placed and tighten it by hand.

- Toremove the IMPLATECHONE healing abutment, loosen it by hand using the screwdriver.

CAUTION: When using IMPLATECHONE healing abutments, it is recommended to ensure that the screwdriver is
firmly seated in the head to avoid the risk of aspiration/swallowing of the head.
NOTE: The recommended tightening torque is 5-10 Ncm manually by hand.

Compatibility Information

IMPLATECHONE healing abutments are compatible with IMPLATECHONE implant systems products and
components. Do not use implants and components made of different metals and supplied from different
manufacturers with IMPLATECHONE dental implant system products. IMPLATECHONE healing abutments can only
be used with those with the corresponding connection on all IMPLAECHONE dental implants.
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13. Disposal

Disposal should be done in an environmentally sustainable manner according to local regulations. Hazardous
waste and cutting/drilling tools for contaminated devices should be disposed of in suitable containers that meet
special technical requirements.

14. Disclaimer of Liability

These products are part of a general concept and should only be used with the relevant original products in
accordance with IMPLATECHONE's instructions and recommendations. The use of products not distributed by
IMPLATECHONE and made by third parties will void any expressed or implied warranty or other obligations of
IMPLATECHONE.

IMPLATECHONE products should be used in accordance with the instructions for use provided by the
manufacturer. It is the clinician's responsibility to use products in accordance with these instructions and to
determine whether the product is appropriate for the individual patient situation. The clinician is also responsible
for regularly following the latest updates on the relevant IMPLATECHONE product and its applications.
IMPLATECHONE is not responsible for any direct, indirect, penal or other damages arising from or in connection
with any errors in professional judgment or practice related to the use of IMPLATECHONE products; assumes no
liability, express or implied.

15. Additional Information

Non Sterile products do not have a specified shelf life.
Life Time
The useful life of the products is determined as 10 years.

NOTICE REGARDING SERIOUS INCIDENT

For a patient/user/third party in the European Union and in countries with an identical regulatory regime
(Regulation 2017/745/EU on Medical Devices); if, during the use of this device or as a result of its use, a serious
incident has occurred, please report it to the manufacturer and to your national authority. The contact information
for the manufacturer of this device to report a serious incident is as follows:

Manufacturer Name: implatek Saglhk Uriinleri San. ve Tic. Ltd. Sti.

Adress: Aksaray Mah. Hobyar Mektebi Sok. No.49/1 Fatih — istanbul, Tiirkiye
Phone: 0212 530 33 44

Mail: info@implatechone.com

Related Person: Siikriye Akarlar

Mail: sukriyeakarlar@implatechone.com.tr

Phone: 0555 990 90 05
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16. Symbols

1ISO 15223-1: 2012 Symbols and Meanings Prepared According to the Standard

c € Notified Body Number NON Non Sterile
2292 STERILE

& Attention

LOT
Do Not Use For The Second
. Barcode
Time

I:IE:I See User Manual
M Manufacturer Information

Lot number

REF Reference No

Product Shelf Life Information

The product does not have a specified shelf life. The service life of the products has been determined as 10 years

with the support of the literature.
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Symbol Symbol Description

w ’? Patient name or patient ID

Date of implantation

Name and Address of the manufacturer

o+
uln Name and Address of the implanting healthcare institution/provider

Information website for patients

M D Device name

LOT Lot Number/Batch Code
U DI Explanation of unique device identifier as AIDC Format
AIDC: Automatic identification and data capture format (e.g. linear or 2D-Barcodes)

Aksaray Mah. Hobyar Mektebi Sok. No.49/1 Fatih — istanbul, Tiirkiye
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