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IMPLATECH ONE IMPLANT

%%??
72 2 3 9

1.Uriin Agiklamasi

Implatech One Dental implantlari biyouyumlu titanyum veya titanyum alasimindan Uretilmistir. Implatech One Dental implantlari
cesitli yizey muameleleri igerir. Spesifik Urtin tanimi igin [Utfen ayri Grliin etiketlerine bakiniz.

Implatech One dental implantlar ilgili abutment, iyilesme basliklar, kapatma vidalari, cerrahi ve protetik pargalar ve aletler ile
entegre bir sistem olan Implatech One Dental implant Sistemlerinin bir pargasi olup; implant ve abutment arasinda internal konik
oktagon baglantiya sahip endoosseoz vida tipi implantlardir.

Biyouyumlu Titanyum Grade 4 (ASTM F 67) materyalinden uretilen ImplatechOne implantlarin ylizey pirizlendirmesi bifazik
kalsiyum fosfat (BCP) ile yapilmaktadir.

Ti6AlI4V-ELI (ASTM F 136) materyali kullanilarak Uretilen kapatma vidasi ile birlikte ambalajlanmislardir.

Implatech One implantlar, dar platform (NP), normal platform (RP) olarak iki ayri platformda Gretilmistir. ImplatechOne
implantlarin platformlarina gére ¢cap ve boy segenekleri asagidaki tabloda belirtilmigtir.

Platform NP NP RP RP
Implant @(D) @3.3 @3.7 @4.1 @4.7
Uzunluk (L)
8 mm 01.01.33.08 | 01.01.37.08 | 01.01.41.08 | 01.01.47.08
10 mm 01.01.33.10 | 01.01.37.10 | 01.01.41.10 | 01.01.47.10
11,5 mm 01.01.33.11 | 01.01.37.11 | 01.01.41.11 | 01.01.47.11
13 mm 01.01.33.13 | 01.01.37.13 | 01.01.41.13 | 01.01.47.13

2. Kullanim Amaci

IMPLATECHONE IMPLANT dis implantlari;

Dental implant sisteminin ana pargasi olan implant, yapay dis kokl olarak bilinir. Kumlanmig ve hidrofilik dis yiizeyi ile cene
kemigine efektif olarak tutunur. Dental implant Sistemlerinin pargalari, kismen veya tam dissiz maksiler veya mandibuler
arklarda tek Uye, cok Uyeli veya tim ark sabit ve/veya hareketli protezlerin desteklenmesinde ve/veya tutuculugunda
kullanilabilir. Implatech One implantlari, alt veya Ust gene kemiklerinde dis eksikliklerinin neden oldugu fonksiyon, fonasyon ve
estetik problemlerin giderilmesi amaciyla yapilacak protez uygulamalarina destek olarak oral implantasyonda kullaniimak Gzere
tasarlanmistir.

3. Hedef Hasta Grubu Ve Hedeflenen Kullanici

Implatech One implantlari, kontrendikasyonlarda belirtilen durumlara sahip olmayan, biiyiime ve gelisimini tamamlamis tam
veya kismi dissizlige sahip hastalarda kullaniimak lizere tasarlanmistir.

Implatech One implantlari sadece dis hekimleri tarafindan kullanilmasi amaglanmistir.

Klinisyenlerin Implatech One implantlarini giivenli ve diizguin bir sekilde kullanabilmeleri igin yeterli implantolgji bilgisi ve
uygulama becerisine sahip olmalarinin yaninda kullanim talimatlarina uymalari gerekmektedir.
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4. Endikasyonlar

- Tam ve kismi digsiz hastalar

- Cene ve yuz defektlerinde

- Agiri rezorbe kretleri olan tam dis eksikliklerinde

- Hareketli bolumli protez kullaniminda guglik ¢ceken hastalarda

- Oldukga uzun bosluk iceren sabit protez hastalarinda

- Hareketli tip protez kullanmayi reddeden hastalarda

- Dislerini prepare ettitmek istemeyen hastalarda

- Herhangi bir digsiz sahada veya tam protezin oturdugu yumusak dokularda meydan gelen ciddi degisiklik durumlarinda
- Oral muskuler koordinasyonun bozuk oldugu durumlarda

- Doku toleransinin disik oldugu durumlarda

- Protezin stabilitesini bozan parafonksiyonel aliskanliklarin mevcut oldugu hastalarda
- Tam protezlerden fazla beklentisi olan hastalarda

- Asirt kusma refleksi olan hastalarda

- Hareketli proteze psikolojik olarak karsi ¢ikan hastalarda

- Sayis1 ve konumu yetersiz destek dis mevcudiyetinde

- Komsgu dislerin saglikli oldugu tek dis eksikliginde

- Travmaya bagl dis kayiplari veya kok kiriklarinda

- Internal graniilomlarin mevcudiyetinde

- Koruyucu yontemler veya cerrahi ile duzeltimesi mimkiin olmayan apikal periodontitisli non-vital dislerin varhiginda
- Eksternal ve internal kdk rezorbsiyonlarinda

- Ortodontik ankraj amagli olarak

- Dis agenezi

- Konservatif tedavi iste@i (Hastanin saglikli dislerine mudahale edilmemesi istegdi)

5. Kontrendikasyon

- Yeni gegirilmis miyokard enfarktlisii. Burada éncelikle diisiinilmesi gerek cerrahi strestir. Clinki bir cerrahi islem sirasinda
salgilanacak adrenalin hastanin kardiak durumunu olumsuz olarak etkileyecektir. Ayrica yine kontrol edilemeyen
vazokonsturksiyonlar s6z konusu olabilir, bunlar da kalp ritminde bazi bozukluklara sebebiyet verebilir. Bu hatalarin hemen
hepsi antikoagulan ilag kullandiklari igin, bir koagulasyon bozuklugu s6z konusu olabilir. Ayrica enfeksiyonlara karsi risk de s6z
konusudur.

- Kalp kapakgigi protezi tagiyanlar. Ayni sekilde cerrahi stres,koagulasyon dengesizligi ve kalp kapakg¢iginin kaybina kadar
giden enfeksiyonlara karsi risk s6z konusudur.

- Agir bobrek hastaliklar. Burada kalsiyumun tubuluslardan emilmemesi s6z konusudur. Bu da kalsiyumun metabolik kaybina
neden olur. Parathormon malfonksiyonu. Metabolik osteopeniye neden olur. Enfeksiyon riski.

- Agir osteomalazi tedavisi.(Rasitizm) Hipofosfokalsik kemik ve osteoidosis s6z konusudur. implantla kemigin entegrasyonunun
olamamasi. Rasitik hastalarin %75’i vit D + Ca alirlar. Bu da entegrasyonu engeller. Enfeksiyon riski vardir.

- Generalize sekonder osteoporoz. Primer osteoporoz fizyolojik olmasina ragmen, sekonder generalize osteoporozda 6rnegin
Hodking hastaligi gibi patolojik tablolar s6z konusudur. Kemik yapisinda rarefaksiyon goérulir. Osteodosis olmayisi; kemikte
kitlesel bir artma s6z konusu oldugu halde hacimsel bir azalma vardir. implantla kemigin entegrasyonu olusmamaktadir.
Enfeksiyon riski vardir.

- Kontrol altinda olmayan Diabetes Mellitus. Kanda hiperozmolarite goérilir. Dehidratasyon ve metabolik hastaliklar s6z
konusudur. Anjiopati: Diyabetiklerin gogu mikro ve makro anjiopatiden sorunludur.Bu da doku dejenerasyonu yatkinligina yola
acar. Enfeksiyon riski vardir. Ayrica yara iyilesmesi zordur.

- Radyoterapi goérenler. Savunma mekanizmasi bozuktur. Osteoindiksiyon ve osteokonduksiyon bozuktur. Fizyolojik periost
aktivitesi bozuktur. Doku nekrozlarina yatkinlik ve enfeksiyon riski vardir.

- Kronik veya agir alkolizm. Siroz gibi karaciger hastaliklar s6z konusudur. Bunlar da sonunda koagulasyon bozukluklarina yol
acar. Mediiller bozukluklar(vit B1,B6,B12).Bunlarin neticesinde anemi, trombosit bozukluklar, Farkli uzak yerlerde hemoraoiji riski
olabilir. lyilesmede gecikme ise beslenme bozukluguna baglh olarak ortaya gikar. Psikolojik bozukluklar. Enfeksiyon riski vardir.
- Agir hormonal bozukluklar. Metabolik kalsiyum eksikligi vardir. implant yataginin bozulmasi séz konusudur.

- llag bagimliligi. Pruritis duyusu kaybi Beslenme bozuklugu. Hastaliklara karsi olan direng kaybl. Psikolojik bozukluklar.
Enfeksiyon riski vardr.

- Uzun siireli immunsupresan ilag kullanimi. lyilesmede gecikme. Mediiller aplazi. Kemik frajilitesinde artis. Enfeksiyon riski

- Agir bag dokusu hastaliklari. Ornegin Lupus Eritematosus gibi bag dokusunda siirekli harabiyete yol aganlar.

- Agir kan hastaliklan. Lésemi ve Hemofili gibi kanin yapisal bozukluguna neden olan ve pihtilasma mekanizmasini etkileyen
hastaliklar.
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- Yetersiz kemik hacmi ve/veya kalitesi
- Malzemeye karsi alerji veya asiri duyarlilik.

6. Uyarilar ve Onlemler

- Hasta ameliyat dncesinde cerrahi riskler konusunda bilgilendiriimeli ayrica olumlu ve olumsuz etkileri anlatiimalidir.

- Hasta implante edilen cihazin normal kemigin yerini alamayacagi belirli bir mri oldugu, yorucu aktivite veya travma sonucu
hasar gorebilecegi ve gelecekte degistirilebilecedi konusunda uyariimalidir.

- Cerrah cerrahi islemi gerceklestirmeden 6nce Urline 6zgl cerrahi teknigi gézden gegcirilmesi 6nerilir. IMPLATE CH ONE
IMPLANT cerrahi teknik bilgi saglayabilir. IMPLATECH ONE IMPLANT satis temsilcisi ile irtibata geciniz.

- Implantin dogru segilmesi son derece dnemlidir. Uygun tiir, boyut en bliylk eksiti bileseni géz énline alinarak hasta yasi ve
aktivite diizayleri, kemik yogunugu énceden herhangi bir cerrahi operasyon gegirip gegcirmemesine bagli olarak tercih
edilmektedir.

- IMPLATECH ONE IMPLANT protezler agiz i¢i kullanimi sirasinda solunum emniyete alinarak uygulanmalidir. Bilesenler ya da
araclar hastaya zarar verebilir.

- Bir implant izerine islevsel kapasitesinin Gzerinde ylklenilmesi durumunda asiri kemik kaybi veya dental implantin kirilmasi
gorulebilir. Fizyolojik ve anatomik durumlar dental implantlarin performansini etkileyebilir.

- Hastanin agzi iginde kiiclk bilegenlerin yanlig kullanimi aspirasyon ve/veya yutma riski tagir.

- implantin osteotomi icine matkaplarla olusturulan derinlikten daha derine zorlanmasi implant, siiriici veya osteotomi hasariyla
sonugclanabilir.

- Kisa implantlar igin klinisyenler hastalari agagidaki durumlardan herhangi biri icin yakindan izlemelidir: Implant gevresinde
kemik kaybi, implantin perkiisyona cevabinda degisiklikler veya kemigin implant uzunlugu boyunca implant temasiyla ilgili
radyografik degisiklikleri. implant mobilite veya %50’den fazla kemik kaybi gdsterirse implant olasi gikarma agisindan
degerlendiriimelidir. Klinisyen kisa bir implant secerse iki asamali bir cerrahi yaklasim, kisa implanti ek bir implanta tutturma ve
olasi en genis fikstlrln yerlestirimesini distinmelidir. Klinisyen ayrica osseoentegrasyon i¢in daha uzun sireler beklemeli ve
hemen yliklemeden kacinmalidir.

- Tek kullanimlik olarak etiketlenmis IMPLATECH ONE IMPLANT artnlerinin tekrar kullaniimasi uriin kontaminasyonu, hasta
enfeksiyonu ve/veya cihazin amaglanan performansi géstermemesine neden olabilir

- Posterior bélgelerde 4 mm altinda gapa sahip implantlarin YERLESTIRILMEMESI énerilir.

- Dental implant sistem elemanlari sadece, kendi sistem elemanlariyla birlikte kullaniimalidir.

- implantlar uygun gapta, yeterli sayida ve dis arki ile uyumlu bir eksende yerlestirimelidir.

- implant boyu ve gapina uygun frezler kullaniimalidir.

- Kontaminasyon riskine karsi implant steril paketten ¢ikarildig1 anda ylzeyine dokunulmadan gerekli ekipmanlar yardimiyla
acilan yuvaya yerlestirimelidir.

- Tek kullanimlik olarak etiketlenmis Griinlerinin tekrar kullaniimasi Griin kontaminasyonu, hasta enfeksiyonu ve/veya cihazin
amaglanan performansi gdéstermemesine neden olabilir. Dolayisi ile kullanim sonrasinda ikinci kullanim igin uygun degildirler.
- Uriin tek kullanimliktir. Tekrar kullanmayiniz.

- Kullanmadan 6nce driiniin son kullanma tarihini kontrol ediniz.

- Paket icerisinde veya urun Uzerinde yabanci bir madde veya kirlilik gérilmesi durumunda Uriinl kullanmayiniz.

- Yere dusen Urind kullanmayiniz.

- Enfeksiyon riski oldugundan urind kullanim sonrasi yasal prosedurler gergevesinde tibbi atik olarak imha edini z/ettiriniz.
IMPLATECH ONE IMPLANT implant ve protez pargalari gesitli konfigiirasyonlarda bulunur. Her bir tirlin etiketinde yardimci
olmak icin kisaltmalar kullanilimistir.

- Acilmamalidir.

- Bu cihazlar yalnizca egitimli profesyoneller tarafindan kullaniimalidir. Bu cihazlarin uygun sekilde kullaniimasi igin gerekli
cerrahi ve duzeltici teknikler blyik oranda 6zel ve karmasik prosedurlerdir. Uygunsuz teknik implantin basarisiz olmasina,
destekleyici kemikte kayip gorilmesine, restorasyonun kirlmasina, gevsemis vidalarin solunmasina, yutulmasina ve/veya
sindiriimesine neden olabilir. Klinik tedavi uzmani yeterli birincil stabiliteye ulagildigina karar verdiginde ani islevsel yik segenegi
g6z énunde bulundurulabilir.

- Dis implantlar yerlegtirilirken asagidaki unsurlar g6z éniunde bulundurulmalidir: kemik kalitesi, agiz temizligi ve kan
rahatsizliklari veya kontrol edilemeyen hormonsal bozukluklardan kaynaklanan tibbi rahatsizliklar. lyilesme dénemi,
implantasyon alanindaki kemik kalitesine, implante edilen cihazin doku yanitina ve cerrahin cerrahi prosediir sirasinda yaptigi
hasta kemik yogunlugu degerlendirmesine bagli olarak degistirilebilir. lyilesme siirecinde implanta asiri kuvvet
uygulanmasindan kaginilmasi igin implant restorasyonuna uygun sekilde oklizyon uygulanmalidir.
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7. Olasi Komplikasyonlar Ve Yan Etkiler

Dental implant tedavi sonuglari birgok degiskenden etkilenebilir. Asagdida belirtilen olasi komplikasyonlar ve yan etkiler implant
tedavisi sonrasi gézlenebilir.

- Lokal agrilar

- Mikro kanamalar

- Sislik

- Morarma

- Lokal enflamasyonlar

- Gingival yaralanmalar

- Isirma, ¢igneme ve konusmada zorluk

- Sistemik veya lokal enfeksiyonlar (Periimplantitis, periodontitis, gingivitis, fistiller dahil)
- Parestezi

- Sinir hasari sebebiyle kronik agrilar

- Karsi veya komsu dislerde hasar

- Kemik hasari

- Kemik rezorbsiyonlari

- Sinls perforasyonlari

- Mandibula kiriklar

- Trismus

- Asiri duyarlilik ve/veya alerji reaksiyonlari

- Diger toksisite reaksiyonlari

- Operasyon sirasinda pargalarin aspirasyonu veya yutulmasi
- implant kirlmalan

- implant kayiplari

- implantlarin zorunlu olarak gikariimasi

- Protetik parcalarin kayiplari/kiriklari

- istenmeyen estetik sonuglar

- Beklenenden daha uzun iyilesme sureleri

8. Uyumluluk Bilgileri

- Farkli metallerden ve farkl Ureticilerden tedarik edilen implantlari ve IMPLATECH ONE IMPLANT disinda aksesuarlari birlikte
kullanmayiniz.

- IMPLATECH ONE IMPLANT dental implant sistemleri ile cerrahi setleri birbirleriyle uyumludur.

9. Sterilizasyon

NOT: Emin oldugunuz kullanicilardan ve uygun biyolojik géstergesi olan sterilizasyon malzemeleri kullaniimalidir.
- implant steril ambalajdadir. Uriinler steril olarak kullanilmalidir. Kullanim anindan énce kutu kapag higbir sekilde
acilmamalidir. Implant Gama Isinlama yontemiyle steril edilmistir. URUNLERI TEKRAR STERIL ETMEYIN!!

- Set pargalar steril degildir.

10 Depolama ve Tasima

- Urdinler orijinal ambalajinda muhafaza edilmelidir. Sterilligi koruyan tupte hasar olusmasi durumunda triin kullaniimamalidir.
Uriinler 25+-5C sicaklikta, direkt glines isigindan korunarak depolanmalidir. Ozel saklama ve tagima kurallari igin etiketlere
bakiniz.

11. Proseddr

- Implant bélgesinin haziranmasi IMPLATECH ONE IMPLANT cerrahi setindeki frezlerle 400-900 rpm islem hiziyla bol
irrigasyon altinda gergeklestiriimelidir. Kemigin isinmamasina dikkat edilmelidir. Keskinligini yitirmis frezlerin kullanilmasinda
kacinilmalidir. Kemikte gereksiz travmaya neden olabilir. Delme islemi igcin Cerrahi Teknik Kilavuzuna bakilmalidir.

- implantin boyunu ve gapini iiriin etiketinden kontrol ediniz.

- Uriin ambalajinda izlenebilirligi saglamak icin etiket mevcuttur. Bu etiketi hastanin dosyasina yapistiriniz. Dig paketi aginiz ve
steril i¢ paketi cerrahi alana bosaltiniz.

- implanti cerrahi olarak hazirlanmig implant yuvasina tasimak icin IMPLATECH ONE IMPLANT implant tasiyicisini kullaniniz.
- IMPLATECH ONE IMPLANT abutmentlari ilgili implantlara i¢ vida ile el anahtari yardim1 ile yerlestirilir. 30-35 Ncm tork parcalar
arasi optimal baglanti igin 6nerilmektedir.

- IMPLATECH ONE IMPLANT dental implant sistemleri ile cerrahi setleri birbirleriyle uyumludur.
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12. implantlarin lyilesme Siireci

- Genel olarak implantlar hastanin kemik kalitesi, tipi ve genel saglik durumuna bagh olmak lizere, 2-4 arasi iyilesmeye
birakilmalidir. immediyat ve erken yiikleme, dogru vaka segimi ve literatiirde kabul edilmis immediyat yiikleme protokollerine
bagl kalinmak ile gergeklestirilebilir. E§er immediyat yikleme yapilacaksa, implantin ilk torku 35Ncm’den az olmamalidir,
okllizyon ortami kontrol edilmelidir, birden gok implant varsa splintlenmelidir ve tam dissizlik durumlarinda mandibulada en az 4,
maksillada alti implant birbirine protezle baglanmalidir.

13. MRI Guvenlik Bilgileri

Klinik olmayan ortamda yapilan testlerle IMPLATECH ONE IMPLANT Dis implantlarinin MR Kosullu oldugu gériilmiistiir. Bu
cihazi kullanan hastalar asagidaki kosullar karsilandiginda giivenle bir MR sisteminde taramaya alinabilir:

*1,5T ve 3,0 T statik manyetik alan

» Maksimum 3.000 gauss/cm (30 T/m) ylzeysel alan gradyani

+ Maksimum MR sisteminde, tiim viicudun ortalama &ézgiil absorpsiyon orani (SAR) 2 W/kg (Normal Isletim Modu)

Yukarida tanimlanan tarama kosullari kapsaminda, IMPLATECH ONE IMPLANT Dis implantlarinin 15 dakikalik sirekli tarama
sonrasinda 3,0 T'de 4°C, 1,5 T'de de 3°C maksimum sicaklik artisina neden olmasi beklenmektedir.

Klinik olmayan testlerde, cihazin neden oldugu goriintli artefakti gradyan eko darbe dizisi ile tarandiginda 3,0 T ve 1,5 T'de
siraslyla, radyal olarak implanttan 2,7 cm ve 2,2 cm’ye kadar genisler.

14. imha

Uriinlerin imhasi yasal prosediirler ve gevresel gereklilikler cercevesinde kurallara uygun yapiimalidir. Kontamine riinler ve
keskin pargalar tehlikeli oldugundan tibbi atik olarak uygun kosullarda imha edilmelidir.

15. Hastaya Saglanmasi Gereken Bilgiler

Implatech One dental implantlarinin kontrendikasyonlari, uyarilari, dnlemleri, yan etkileri ve komplikasyonlar hakkinda hastalara
bilgi verilmelidir.

Ayrica hastalar MR giivenlik bilgileri hakkinda bilgilendiriimeli ve kullanilan implantlarin ¢ap-boy ve seri numara bilgileri de
hastaya saglanmalidir.

16. Sorumluluk Reddi

Bu drinler genel bir konseptin pargalaridir ve implatek Saglik talimatlar ve tavsiyeleri dogrultusunda sadece ilgili orijinal
Urlinlerle beraber kullaniimalidir. Implatek Saglik tarafindan dagitiimayan ve Uguinci sahislar tarafindan yapilan drinlerin
kullanimi Implatek Saglik’in ifade edilen veya zimni herhangi bir garantisini veya diger yiikiimliiliklerini gegersiz kilacaktir.
implatek Saglik riinleri (retici tarafindan saglanan kullanim talimatlarina uygun olarak kullaniimalidir. Uriinleri bu talimatlara
uygun olarak kullanmak ve urliniin bireysel hasta durumuna uygun olup olmadigini belirlemek klinisyenin sorumlulugundadir.
Klinisyen ayrica ilgili Implatek Saglik Griinii ve uygulamalar hakkindaki son giincellemeleri de diizenli takip etmekle yiikimlidiir.
implatek Saglik, implatek Saglik triinlerinin kullanimasina bagl profesyonel kanidaki veya uygulamadaki her tiirlii hatadan
kaynaklanan veya bu hatalarla baglantili olarak ortaya ¢ikan dogrudan, dolayli, cezai veya diger zararlardan sorumlu dedgildir;
aclk veya zimni hi¢bir sorumluluk kabul etmez.

17. Ek Bilgiler

Steril Grtinlerin raf édmri 5 yildir.
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18. Semboller

EN 15223-1: 2012 Standardina Gore Hazirlanmig Sembol ve Anlamlari

Onaylanmis Kurulug
ce 2292 Numarasi

ikinci Kez Sterilizasyona Tabi
Tutmayiniz

ikinci Kez Kullanmayiniz

Kullanma Kilavuzuna Bakiniz

Paket Hasarli ise Kullanmayiniz

Uretici Bilgileri

E ©=20 ®

Referans Numarasi

REF

A MRI Guvenlik Bilgisi

MR Kosullu

STERILE| R

LOT

AR

A

Dikkat, birlikte verilen
belgelera danisin

Gama Isinlama lle Steril
Edilmistir

Lot Numarasi

Uretim Tarihi

Son Kullanim Tarihi

Direk Gunes Isidina Maruz
Birakmayiniz

Su ile Temastan Uzak Tutunuz

Barkod Numarasi

Birlikte verilen belgelere
danigin
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IMPLATECH ONE-S SHORT IMPLANT
1.0riin Agiklamasi

Implatech One-S Short Dental implantlari biyouyumlu titanyum veya titanyum alagimindan uretilmistir. Implatech One-S Short
Dental implantlan gesitli yiizey muameleleri igerir. Spesifik Griin tanimi icin liitfen ayri @iriin etiketlerine bakiniz.

Implatech One-S Short dental implantlari ilgili abutment, iyilesme basliklari, kapatma vidalari, cerrahi ve protetik parcalar ve
aletler ile entegre bir sistem olan Implatech One-S Short Dental implant Sistemlerinin bir pargasi olup; implant ve abutment
arasinda internal konik oktagon baglantiya sahip endoosseoz vida tipi implantlardir.

Biyouyumlu Titanyum Grade 4 (ASTM F 67) materyalinden uretilen Implatech One-S Short implantlarin ylzey purizlendirmesi
bifazik kalsiyum fosfat (BCP) ile yapiimaktadir.

Ti6Al4V-ELI (ASTM F 136) materyali kullanilarak Uretilen kapatma vidasi ile birlikte ambalajlanmislardir.

Implatech One-S Short implantlar, dar platform (NP), normal platform (RP) olarak iki ayri platformda tretilmigtir. Implatech One-
S Short implantiarin platformlarina gore ¢ap ve boy secenekleri asagidaki tabloda belirtilmistir.

Platform NP RP RP
Implant @(D) @3.7 @4.1 @47
Uzunluk (L)
6 mm 01.02.37.06 01.02.41.06 01.02.47.06

2. Kullanim Amaci

IMPLATECH ONE-S SHORT IMPLANT dis implantlari;

Dental implant sisteminin ana pargasi olan implant, yapay dis koki olarak bilinir. Kumlanmis ve hidrofilik dis yiizeyi ile gene
kemigine efektif olarak tutunur. Dental Implant Sistemlerinin parcgalari, kismen veya tam digsiz maksiler veya mandibuler
arklarda tek Uye, ¢ok Uyeli veya tim ark sabit ve/veya hareketli protezlerin desteklenmesinde ve/veya tutuculugunda
kullanilabilir. Implatech One-S Short implantlari, alt veya ist gene kemiklerinde dis eksikliklerinin neden oldugu fonksiyon,
fonasyon ve estetik problemlerin gideriimesi amaciyla yapilacak protez uygulamalarina destek olarak oral implantasyonda
kullaniimak Uizere tasarlanmistir.

3. Hedef Hasta Grubu Ve Hedeflenen Kullanici

Implatech One-S Short dental implantlari, kontrendikasyonlarda belirtilen durumlara sahip olmayan, biyime ve geligimini
tamamlamis tam veya kismi dissizlige sahip hastalarda kullaniimak tzere tasarlanmigtir.

Implatech One-S Short dental implantlari sadece yeterli kemik yiiksekligine sahip olmayan atrofik genelerde kullanimak Gzere
tasarlanmistir.

Implatech One-S Short dental implantlari sadece dis hekimleri tarafindan kullaniimasi amaglanmistir.

Klinisyenlerin Implatech One-S Short dental implantlarini gtivenli ve diizgiin bir sekilde kullanabilmeleri icin yeterli implantoloji
bilgisi ve uygulama becerisine sahip olmalarinin yaninda kullanim talimatlarina uymalari gerekmektedir.

4. Endikasyonlar
Implatech One-S Short dental implantlari total dissiz veya parsiyel dissiz hastalarda (st ve/veya alt ¢cenenin fonksiyonel, fonetik
ve estetik rehabilitasyonu icin endikedir.
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Yeterli kemik hacmi ve kalitesinin mevcut oldugu anterior ve/veya posterior bolgelerde tek veya ¢oklu dis eksikliklerinin sabit
protetik uygulamalarla rehabilitasyonundan, tam dissiz hastalarin implantlarla desteklenen sabit veya hareketli protez
uygulamalari ile tedavisine kadar genis bir endikasyon yelpazesi mevcuttur.

Dis ¢ekimi veya kaybinin ardindan immediyat, erken veya geg implantasyon teknikleri ile gift asamali cerrahi olarak
uygulanabilirler.

Implatech One-S Short implantlar yetersiz kemik yuksekligi nedeniyle anatomik yapilarin standart uzunlukta implantlarin
yerlestiriimesine izin vermedigi ciddi seviyede atrofik genelerde kullanilmasinda endikedir. Vertikal kemik miktarini arttiracak
ogmentasyonlarinin yapilamadigi durumlarda endikedir.

5. Kontrendikasyon

- Yeni gegirilmis miyokard enfarktlisii. Burada éncelikle diisiiniilmesi gerek cerrahi strestir. Clinki bir cerrahi islem sirasinda
salgilanacak adrenalin hastanin kardiak durumunu olumsuz olarak etkileyecektir. Ayrica yine kontrol edilemeyen
vazokonsturksiyonlar sz konusu olabilir, bunlar da kalp ritminde bazi bozukluklara sebebiyet verebilir. Bu hatalarin hemen
hepsi antikoagulan ilag kullandiklari igin, bir koagulasyon bozuklugu s6z konusu olabilir. Ayrica enfeksiyonlara karsi risk de s6z
konusudur.

- Kalp kapakgidi protezi tagiyanlar. Ayni sekilde cerrahi stres ,koagulasyon dengesizlidi ve kalp kapak¢iginin kaybina kadar
giden enfeksiyonlara karsi risk s6z konusudur.

- Agir bobrek hastaliklari. Burada kalsiyumun tubuluslardan emilmemesi s6z konusudur. Bu da kalsiyumun metabolik kaybina
neden olur. Parathormon malfonksiyonu. Metabolik osteopeniye neden olur. Enfeksiyon riski.

- Agir osteomalazi tedavisi.(Rasitizm) Hipofosfokalsik kemik ve osteoidosis sdz konusudur. Implantla kemigin entegrasyonunun
olamamasi. Rasitik hastalarin %75’ vit D + Ca alirlar. Bu da entegrasyonu engeller. Enfeksiyon riski vardir.

- Generalize sekonder osteoporoz. Primer osteoporoz fizyolojik olmasina ragmen, sekonder generalize osteoporozda 6rnegin
Hodking hastaligi gibi patolojik tablolar s6z konusudur. Kemik yapisinda rarefaksiyon goéruliir. Osteodosis olmayisi; kemikte
kitlesel bir artma sz konusu oldugu halde hacimsel bir azalma vardir. implantia kemigin entegrasyonu olusmamaktadr.
Enfeksiyon riski vardr.

- Kontrol altinda olmayan Diabetes Mellitus. Kanda hiperozmolarite gorulir. Dehidratasyon ve metabolik hastaliklar s6z
konusudur. Anjiopati: Diyabetiklerin cogu mikro ve makro anjiopatiden sorunludur.Bu da doku dejenerasyonu yatkinligina yola
acar. Enfeksiyon riski vardir. Ayrica yara iyilesmesi zordur.

- Radyoterapi goérenler. Savunma mekanizmasi bozuktur. Osteoindiksiyon ve osteokonduksiyon bozuktur. Fizyolojik periost
aktivitesi bozuktur. Doku nekrozlarina yatkinlik ve enfeksiyon riski vardir.

- Kronik veya agir alkolizm. Siroz gibi karaciger hastaliklar s6z konusudur. Bunlar da sonunda koagulasyon bozukluklarina yol
acar. Meduller bozukluklar(vit B1,B6,B12).Bunlarin neticesinde anemi, trombosit bozukluklari, Farkli uzak yerlerde hemoroji riski
olabilir. lyilesmede gecikme ise beslenme bozukluguna bagli olarak ortaya cikar. Psikolojik bozukluklar. Enfeksiyon riski vardir.
- Agir hormonal bozukluklar. Metabolik kalsiyum eksikligi vardir. implant yataginin bozulmasi séz konusudur.

- llag bagimliligi. Pruritis duyusu kaybi Beslenme bozuklugu. Hastaliklara karsi olan direng kaybi. Psikolojik bozukluklar.
Enfeksiyon riski vardr.

- Uzun siireli immunsupresan ilag kullanimi. lyilesmede gecikme. Mediiller aplazi. Kemik frajilitesinde artis. Enfeksiyon riski

- Agir bag dokusu hastaliklari. Ornegin Lupus Eritematosus gibi bag dokusunda siirekli harabiyete yol aganlar.

- Agir kan hastaliklari. Lésemi ve Hemofili gibi kanin yapisal bozukluguna neden olan ve pihtilasma mekanizmasini etkileyen
hastaliklar.

- Yetersiz kemik hacmi ve/veya kalitesi

- Malzemeye karsi alerji veya asiri duyarlilik.

6. Uyarilar ve Onlemler

- Hasta ameliyat dncesinde cerrahi riskler konusunda bilgilendirilmeli ayrica olumlu ve olumsuz etkileri anlatiimalidir.

- Hasta implante edilen cihazin normal kemigin yerini alamayacagi belirli bir mri oldugu, yorucu aktivite veya travma sonucu
hasar gorebilecegi ve gelecekte degistirilebilecedi konusunda uyariimalidir.

- Cerrah cerrahi iglemi gergeklestirmneden dnce Urline 6zgu cerrahi teknigi gézden gegirilmesi 6nerilir. IMPLATE CH ONE-S
SHORT IMPLANT cerrahi teknik bilgi saglayabilir. IMPLATECH ONE IMPLANT satis temsilcisi ile irtibata geginiz.

- Implantin dogru segilmesi son derece dnemlidir. Uygun tiir, boyut en blylk eksiti bileseni g6z énline alinarak hasta yasi ve
aktivite diizayleri, kemik yodunugu énceden herhangi bir cerrahi operasyon gegirip gegirmemesine bagli olarak tercih
edilmektedir.

- IMPLATECH ONE-S SHORT IMPLANT protezler adiz i¢i kullanimi sirasinda solunum emniyete alinarak uygulanmalidir.
Bilesenler ya da araglar hastaya zarar verebilir.
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- Bir implant Gzerine islevsel kapasitesinin Gzerinde yuklenilmesi durumunda agiri kemik kaybi veya dental implantin kirilmasi
gorilebilir. Fizyolojik ve anatomik durumlar dental implantlarin performansini etkileyebilir.

- Hastanin agzi iginde kiigiik bilesenlerin yanlis kullanimi aspirasyon ve/veya yutma riski tasir.

- implantin osteotomi igine matkaplarla olusturulan derinlikten daha derine zorlanmasi implant, siiriicii veya osteotomi hasariyla
sonuglanabilir.

- Kisa implantlar igin klinisyenler hastalari asagidaki durumlardan herhangi biri icin yakindan izlemelidir: implant gevresinde
kemik kaybi, implantin perkiisyona cevabinda degisiklikler veya kemigin implant uzunlugu boyunca implant temasiyla ilgili
radyografik degisiklikleri. Implant mobilite veya %50’den fazla kemik kaybi gdsterirse implant olasi gikarma agisindan
degerlendiriimelidir. Klinisyen kisa bir implant secgerse iki asamali bir cerrahi yaklagim, kisa implanti ek bir implanta tutturma ve
olasi en genis fiksturiin yerlestiriimesini disinmelidir. Klinisyen ayrica osseoentegrasyon i¢in daha uzun sireler beklemeli ve
hemen ylklemeden kagcinmalidir.

- Tek kullanimlik olarak etiketlenmis IMPLATECH ONE-S SHORT IMPLANT drtnlerinin tekrar kullaniimasi Grtin
kontaminasyonu, hasta enfeksiyonu ve/veya cihazin amaglanan performansi géstermemesine neden olabilir

- Posterior bolgelerde 4 mm altinda gapa sahip implantlarin YERLESTIRILMEMESI énerilir.

- Dental implant sistem elemanlar sadece, kendi sistem elemanlariyla birlikte kullanimalidir.

- implantlar uygun gapta, yeterli sayida ve dis arki ile uyumlu bir eksende yerlestirimelidir.

- implant boyu ve gapina uygun frezler kullanimalidir.

- Kontaminasyon riskine karsi implant steril paketten gikarildig1 anda yiizeyine dokunulmadan gerekli ekipmanlar yardimiyla
acilan yuvaya yerlestirimelidir.

- Tek kullanimlik olarak etiketlenmis Grlnlerinin tekrar kullaniimasi driin kontaminasyonu, hasta enfeksiyonu ve/veya cihazin
amaglanan performansi gdstermemesine neden olabilir. Dolayisi ile kullanim sonrasinda ikinci kullanim igin uygun degildirler.
- Uriin tek kullanimliktir. Tekrar kullanmayiniz.

- Kullanmadan énce Uriintin son kullanma tarihini kontrol ediniz.

- Paket icerisinde veya Urln tGzerinde yabanci bir madde veya kirlilik gérilmesi durumunda trtiinG kullanmayiniz.

- Yere digen Urtnd kullanmayiniz.

- Enfeksiyon riski oldugundan triind kullanim sonrasi yasal prosediirler ¢cergevesinde tibbi atik olarak imha ediniz/ettiriniz.
IMPLATECH ONE-S SHORT IMPLANT implant ve protez parcalari ¢esitli konfiglirasyonlarda bulunur. Her bir triin etiketinde
yardimci olmak i¢in kisaltmalar kullaniimigtir.

- Acilmamalidir.

- Bu cihazlar yalnizca egitimli profesyoneller tarafindan kullaniimalidir. Bu cihazlarin uygun sekilde kullanilmasi igin gerekli
cerrahi ve duzeltici teknikler buyik oranda 6zel ve karmasik prosedurlerdir. Uygunsuz teknik implantin basarisiz olmasina,
destekleyici kemikte kayip gorilmesine, restorasyonun kirilmasina, gevsemis vidalarin solunmasina, yutulmasina ve/veya
sindiriimesine neden olabilir. Klinik tedavi uzmani yeterli birincil stabiliteye ulagildigina karar verdiginde ani iglevsel ylk segenegi
g6z 6nunde bulundurulabilir.

- Dis implantlari yerlestirilirken asagidaki unsurlar géz 6niinde bulundurulmalidir: kemik kalitesi, agiz temizligi ve kan
rahatsizliklari veya kontrol edilemeyen hormonsal bozukluklardan kaynaklanan tibbi rahatsizliklar. lyilesme dénemi,
implantasyon alanindaki kemik kalitesine, implante edilen cihazin doku yanitina ve cerrahin cerrahi prosedir sirasinda yaptigi
hasta kemik yogunlugu degerlendirmesine bagli olarak degistirilebilir. lyilesme siirecinde implanta asiri kuvvet
uygulanmasindan kaginilmasi i¢in implant restorasyonuna uygun sekilde okliizyon uygulanmalidir.

7. Olasi Komplikasyonlar Ve Yan Etkiler

Dental implant tedavi sonuglari birgok degiskenden etkilenebilir. Asadida belirtilen olasi komplikasyonlar ve yan etkiler implant
tedavisi sonrasi gozlenebilir.

- Lokal agrilar

- Mikro kanamalar

- Sislik

- Morarma

- Lokal enflamasyonlar

- Gingival yaralanmalar

- Isirma, ¢igneme ve konusmada zorluk

- Sistemik veya lokal enfeksiyonlar (Periimplantitis, periodontitis, gingivitis, fistiller dahil)
- Parestezi

- Sinir hasari sebebiyle kronik agrilar

- Kargi veya komsu dislerde hasar

- Kemik hasari

- Kemik rezorbsiyonlari
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- SinUs perforasyonlari

- Mandibula kiriklari

- Trismus

- Asiri duyarlilik ve/veya alerji reaksiyonlari
- Diger toksisite reaksiyonlari

- Operasyon sirasinda pargalarin aspirasyonu veya yutulmasi
- implant kirlmalari

- implant kayiplari

- implantlarin zorunlu olarak gikariimasi

- Protetik pargalarin kayiplari/kiriklar

- istenmeyen estetik sonuglar

- Beklenenden daha uzun iyilesme sureleri

8. Uyumluluk Bilgileri

- Farkli metallerden ve farkl (ireticilerden tedarik edilen implantlar ve IMPLATECH ONE-S SHORT IMPLANT diginda
aksesuarlar birlikte kullanmayiniz.

- IMPLATECH ONE-S SHORT IMPLANT dental implant sistemleri ile cerrahi setleri birbirleriyle uyumludur.

9. Sterilizasyon

NOT: Emin oldugunuz kullanicilardan ve uygun biyolojik gdstergesi olan sterilizasyon malzemeleri kullaniimalidir.

- implant steril ambalajdadir. Uriinler steril olarak kullaniimalidir.Kullanim anindan énce kutu kapag: higbir sekilde agilm amalidir.
Implant Gama Isinlama yéntemiyle steril ediimistir. URUNLERI TEKRAR STERIL ETMEYIN!!

- Set pargalar steril degildir.

10. Depolama ve Tasima

- Uriinler orijinal ambalajinda muhafaza edilmelidir. Sterilligi koruyan tiipte hasar olusmasi durumunda trln kullaniimamalidir.
Uriinler 25+-5C sicaklikta, direkt glines isigindan korunarak depolanmalidir. Ozel saklama ve tagima kurallari igin etiketlere
bakiniz.

11. Prosedur

- implant bélgesinin hazirlanmasi IMPLATECH ONE-S SHORT IMPLANT cerrahi setindeki frezlerle 400-900 rpm islem hiziyla
bol irrigasyon altinda gergeklestiriimelidir. Kemigin isinmamasina dikkat edilmelidir. Keskinligini yitirmis frezlerin kullaniimasinda
kaciniimalidir. Kemikte gereksiz travmaya neden olabilir. Delme islemi igin Cerrahi Teknik Kilavuzuna bakilmalidir.

- implantin boyunu ve gapini iiriin etiketinden kontrol ediniz.

- Uriin ambalajinda izlenebilirligi saglamak igin etiket mevcuttur. Bu etiketi hastanin dosyasina yapistiriniz. Dig paketi aginiz ve
steril i¢ paketi cerrahi alana bosaltiniz.

- implanti cerrahi olarak hazilanmis implant yuvasina tasimak igin IMPLATE CH ONE-S SHORT IMPLANT implant tasiyicisini
kullaniniz.

- IMPLATECH ONE-S SHORT IMPLANT abutmentlari ilgiliimplantlara i¢ vida ile el anahtari yardimi ile yerlestirilir. 30-35 Ncm
tork parcalar arasi optimal baglanti igin 6nerilmektedir.

- IMPLATECH ONE-S SHORT IMPLANT dental implant sistemleri ile cerrahi setleri birbirleriyle uyumludur.

12. implantlarin lyilesme Siireci

- Genel olarak implantlar hastanin kemik kalitesi, tipi ve genel sagdlik durumuna bagl olmak lizere, 2-4 arasi iyilesmeye
birakilmalidir. iImmediyat ve erken yiikleme, dogru vaka segimi ve literatiirde kabul edilmis immediyat yiikleme protokollerine
bagli kalinmak ile gerceklestirilebilir. EGer immediyat yikleme yapilacaksa, implantin ilk torku 35Ncm’den az olmamalidir,
okliizyon ortami kontrol edilmelidir, birden ¢ok implant varsa splintlenmelidir ve tam digsizlik durumlarinda mandibulada en az 4,
maksillada alti implant birbirine protezle baglanmalidir.

13. MRI Giivenlik Bilgileri

Klinik olmayan ortamda yapilan testlerle IMPLATECH ONE-S SHORT IMPLANT Dis implantlarinin MR Kosullu oldugu
gérulmustir. Bu cihazi kullanan hastalar agagidaki kosullar kargilandiginda gtivenle bir MR sisteminde taramaya alinabilir:
* 1,5 T ve 3,0 T statik manyetik alan

* Maksimum 3.000 gauss/cm (30 T/m) ylizeysel alan gradyani

* Maksimum MR sisteminde, tim viicudun ortalama 6zgll absorpsiyon orani (SAR) 2 W/kg (Normal isletim Modu)
Yukarida tanimlanan tarama kosullari kapsaminda, IMPLATECH ONE-S SHORT IMPLANT Dis Implantlarinin 15 dakikalik
sirekli tarama sonrasinda 3,0 T'de 4°C, 1,5 T'de de 3°C maksimum sicaklik artisina neden olmasi beklenmektedir.
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Klinik olmayan testlerde, cihazin neden oldugu goriintii artefakti gradyan eko darbe dizisi ile tarandiginda 3,0 T ve 1,5 T'de
sirasiyla, radyal olarak implanttan 2,7 cm ve 2,2 cm’ye kadar genisler.

14. imha

Uriinlerin imhasi yasal prosediirler ve gevresel gereklilikler cercevesinde kurallara uygun yapiimalidir. Kontamine {riinler ve
keskin parcalar tehlikeli oldugundan tibbi atik olarak uygun kosullarda imha edilmelidir.

15 Hastaya Saglanmasi Gereken Bilgiler

Implatech One dental implantlarinin kontrendikasyonlari, uyarilari, énlemleri, yan etkileri ve komplikasyonlari hakkinda hastalara
bilgi verilmelidir.

Ayrica hastalar MR guivenlik bilgileri hakkinda bilgilendirilmeli ve kullanilan implantlarin gap-boy ve seri numara bilgileri de
hastaya saglanmalidir.

16. Sorumluluk Reddi

Bu driinler genel bir konseptin pargalaridir ve implatek Saglik talimatlan ve tavsiyeleri dogrultusunda sadece ilgili orijinal
uriinlerle beraber kullaniimalidir. Implatek Saglik tarafindan dagitimayan ve iigiincii sahislar tarafindan yapilan driinlerin
kullanimi Implatek Saglik’in ifade edilen veya zimni herhangi bir garantisini veya diger yikimliliklerini gegersiz kilacaktir.
implatek Saglik triinleri (iretici tarafindan saglanan kullanim talimatlarina uygun olarak kullaniimalidir. Uriinleri bu talimatiara
uygun olarak kullanmak ve UrGiniin bireysel hasta durumuna uygun olup olmadigini belirlemek klinisyenin sorumlulugundadir.
Klinisyen ayrica ilgili implatek Saglik iiriinii ve uygulamalar hakkindaki son giincellemeleri de diizenli takip etmekle yikimlidir.
implatek Saglik, implatek Saglik driinlerinin kullaniimasina bagh profesyonel kanidaki veya uygulamadaki her turlii hatadan
kaynaklanan veya bu hatalarla baglantili olarak ortaya ¢ikan dogrudan, dolayli, cezai veya diger zararlardan sorumlu degildir;
acik veya zimni hi¢bir sorumluluk kabul etmez.

17. Ek Bilgiler

Steril Grtnlerin raf dmra 5 yildir.

Hazirlayan/ Prepared By Onaylayan/ Approverd By
ESEN ERDOGAN SUKRIYE AKARLAR
N

’A( A

|

12 | 37




93/42/EEC Tibbi Cihaz Direktifi CE Teknik Dosya
93/42/EEC Medical Device Directive CE Technical File | bocument No: TD.01/2.4.2

. l t h Product Name : Dental Implant System Substructures Release Date:02.01.2020
imptatecne Uriin Adi : Dental implant Sistemi (Alt Yapilar) Eevisfon 301 0124 02024
evision Date: U4,
KULLANMA KILAVUZU / Savfa 13 / 37

USER MANUAL

18. Semboller

EN 15223-1: 2012 Standardina Gore Hazirlanmig Sembol ve Anlamlari
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IMPLATECH ONE IMPLANT KAPATMA VIDALARI

NP Kapatma RP Kapatma
Vidasi Vidasi

1.0riin Agiklamasi

Implatech One kapatma vidalari, Implatech One dental implantlar ve ilgili abutment, iyilesme basliklari, cerrahi ve protetik
parcalar ve aletler ile entegre bir sistem olan Implatech One Dental implant Sistemlerinin bir pargasi olup; Ti6AI4V-ELI (ASTM F
136) materyali kullanilarak tek parca olarak uretilmistir.

Implatech One kapatma vidalari, iyilesme silireci boyunca implant — abutment baglanti bélgesinin tzerini kapatan ve bu bélgeye
yumusak ve sert doku buyimelerini engelleyen komponentlerdir.

Kapatma vidasinin tst kismi implant Gzerini sikica kapatirken yivli b8lim( implantin i¢ vida yivine oturur.
Implatech One kapatma vidalari, Implatech One dental implantlari ile birlikte ambalajlanmis ve steril olarak sunulmaktadir.
Implarech One kapatma vidalari tim Implatech One dental implantlari ile uyumludur.

Implatech One kapatma vidalarn dar platform (NP), normal platform (RP) olarak iki ayri platformda tasarlanmistir.

implant / Platform Dar Platform (NP) Normal Platform (RP)
Implatech One implant , ,
Kapatma Vidasi NP Kapatma Vidasi RP
. REF: 03.05.10.01 REF: 03.05.20.01
Implatech One-S Short Implant
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2. Kullanim Amaci

Implatech One dental implantlari ile birlikte alt ve st genede kismi veya tam digsiz hastalarda iki asamali cerrahi teknigi
kullanilan vakalarda implant — abutment bagdlanti bélgesinin Gzerini kapatarak iyilesme surecinde bu bélgeye yumusak ve sert
doku biylmelerini engellemek Uzere tasarlanmiglardir.

3. Hedef Hasta Grubu Ve Hedeflenen Kullanici

Implatech One kapatma vidalari, kontrendikasyonlarda belirtilen durumlara sahip olmayan, buyime ve gelisimini tamamlamis
tam veya kismi dissizlige sahip hastalarda Implatech One dental implantlari ile birlikte kullanilmak Uzere tasarlanmistir.
implatek kapatma vidalar sadece dis hekimleri tarafindan kullanilmasi amaglanmistir.

Klinisyenlerin Implatech One dental implantlarini ve komponentlerini glivenli ve diizgiin bir sekilde kullanabilmeleri icin yeterli
implantoloji bilgisi ve uygulama becerisine sahip olmalarinin yaninda kullanim talimatlarina uymalari gerekmektedir.

4. Endikasyonlar

Implatech One kapatma vidalarinin, total digsiz veya parsiyel digsiz hastalarda Ust ve/veya alt cenenin fonksiyonel, fonetik ve
estetik rehabilitasyonu igin yerlestirilen Implatech One dental implantlari ile birlikte kullaniimasi endikedir.

5. Kontrendikasyonlar

Implatech One kapatma vidalarinin kullaniimasi asagidaki durumlarin varliginda kontrendikedir;
- Implant tedavisi icin tibben uygun olmayan hastalar
- Ti6AI4V-ELI (ASTM F 136) materyallerine alerji veya asiri hassasiyet

6. Uyarilar ve Onlemler
Genel

- Implatech One dental implant sistemleri Griinleri implatek tarafindan saglanan kullanim talimatlarina dikkat edilerek
uygulanmalidir. Uriinlerin bu talimatlara gére kullaniimasi ve implantlarin bireysel hasta durumuna uygun olup olmadigini
belirlemek klinisyenin sorumlulugundadir.

- implantlarla yapilan tedaviler kemik kaybi ve implantlarin yorgunluk kirlmasi da dahil olmak {izere biyolojik ve mekanik
problemlere yol agabilir.

- Basarili implant tedavisi igin cerrah, protetik dis hekimi ve dis laboratuvari teknisyeni arasindaki yakin is birligi sarttir.

- Implatech One kapatma vidalari, cerrahi ve protez agsamalarinda sadece kendi sistem elemanlariyla birlikte ve dogru platform
ile eslenerek kullanimalidir. Uriinlerin farkli marka ve materyallerle beraber kullanim 1 mekanik problemlere, implantlarin
basarisizligina, doku hasarina veya estetik memnuniyetsizliklere yol acabilir.

- Implatech One kapatma vidalar steril ambalajdadir. Kapatma vidalarini tekrar sterilize etmeyin, herhangi bir isleme tabi
tutmayin. Temizleme ve sterilizasyon, temel malzeme ve tasarim 6zelliklerini zarar vererek tedavi basarisizligina yol agabilir.

- Steril kullanim esastir. Kontamine olma potansiyeli tagiyan bilesenleri asla kullanmayin. Kontaminasyon enfeksiyonlara neden
olabilir.

- Prosedurlerde kullanilan tim alet ve pargalar iyi durumda tutulmali ve aletlerin implantlara veya dider bilesenlere zarar
vermemesine 6zen gosterilmelidir.

Operasyon éncesi

- 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 agilandirmalarina 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, antikoagilan tedavisi, bruksizm gibi parafonksiyonel aligkanliklar, sigara kullanimi, kéti agiz hijyeni, hamilelik, akut
periodontal hastaliklar, orofasial radyoterapi, komsu doku enfeksiyonlari vs.)
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- Bifosfonat tedavisi goren hastalara ayrica dikkat edilmelidir.

- implant tedavisi biiyiime ve gelisimini tamamlamamig hastalara uygulanmamalidir.

- implantlarin yerlestirimesi ve protezlerin tasarimi hastaya 6zgii olarak yapilmalidir. Asiri bruksizm ve diger parafonksiyonel
aligkanliklarin ve ¢ene iligkisi bozukluklari gibi durumlarin varliginda farkli tedavi segenekleri planlanabilir.

Operasyon sirasinda

- Implatech One kapatma vidalarini yerlestirmeden énce implant i¢ ylizeyinin temiz ve kandan arinmis olmasina dikkat ediniz.

- Az i¢i uygulamasi sirasinda Grlnlerin boyutlari dolayisiyla aspirasyonu ve yutulmasi riskine karsi dikkatli olunuz. Uriinlerin
aspirasyonu enfeksiyon veya istenmeyen fiziksel yaralanmalara yol agabilir.

- implantin yerlestiriimesinden sonra, operasyondaki kemik kalitesi ve primer stabilite degerlendirmesi ile yiiklemenin ne zaman
yapilacagina klinisyen karar verir.

- Operasyondan hemen sonra veya baslangi¢ osseointegrasyonun elde edilmesinden sonra meydana gelen basarisizliklarinin
sebepleri olarak kalan kemigin kalitesi ve/veya miktari, enfeksiyon ve genel sistemik hastaliklar sayilabilir.

- Kontaminasyon riskine karsi steril paketten ¢ikarildi§1 anda gerekli ekipmanlar yardimiyla implant Gizerine yerlestiriimelidir.
Sterilligin bozulmasi tedavi sonucunu olumsuz etkileyebilir.

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

7. Olasi komplikasyonlar ve yan etkiler

Dental implant tedavi sonuglari birgok degiskenden etkilenebilir. Asagida belirtilen olasi komplikasyonlar ve yan etkiler implatek
kapatma vidalarinin kullanimi sonrasi goézlenebilir.

- Agiri duyarlilik ve/veya alerji reaksiyonlari

- Diger toksisite reaksiyonlari

- Operasyon sirasinda pargalarin aspirasyonu veya yutulmasi

- Uriiniin yerlestiriimesi esnasinda farengeal refleksin tetiklenmesi

- Kemik dokusunun iyilesme surecinde kapatma vidasi Uizerine buyimesi

- Bazi durumlarda iyilesme sirecinde ekspoze olarak erkenden gézle gorinur hale gelmesi

8. Uyumluluk Bilgileri

Implatech One kapatma vidalari, Implatek Saglik implant sistemleri riinleri ve komponentleri ile uyumludur.
Farkli metallerden uretilen ve farkl Ureticilerden tedarik edilen implantlari ve aksesuarlar Implatek Saglik implant sistemi
Urtnleriyle birlikte kullanmayiniz.

9. Sterilizasyon

Implatech One kapatma vidalari, Implatech One dental implantlari ile birlikte steril ve tek kullanimlik olarak teslim edilir.
Temizlenmemeli ve yeniden sterilize edilmemelidirler. Baslangigta steril olarak teslim edilen cihazlarin islem gérmesi konusunda
implatek Saglik tarafindan higbir sorumluluk kabul edilmez.

Korumali paketleme sistemi, sterilize edilmis cihazi dig etkenlerden korur ve cihaz dogru bir sekilde saklanirsa son kullanma
tarihine kadar sterilligini korur. Cihaz ambalajindan ¢ikarilirken asepsi kurallarina uyulmalidir. Kapatma vidasi
yerlestiriimesinden hemen Oncesine kadar steril paketi agilmamalidir. Cihazlarin steril ambalajini agmadan 6nce hasar olup
olmadigini kontrol edin. Paketleme sistemi hasarli Grtnler kullanilmamalidir. Daha énce kullaniimis veya steril olmayan bir
kapatma vidalan higbir kosulda kullanilmamalidir

10. Depolama ve Tasima

Uriinler oda sicakliginda, direkt giines 1sigindan korunarak kuru bir yerde depolanmalidir. Uriinler orijinal ambalajinda muhafaza
edilmelidir. Hatali saklama kosullari Griintin 6zelliklerini etkileyip basarisizliga sebep olabilir.

Kullanmadan 6nce mutlaka Griintin son kullanma tarihi kontrol edilmelidir. Sterilligi koruyan pakette hasar olusmasi durumunda
ardn kullaniimamalidr.

Ozel saklama ve tasima kurallari igin etiketlere bakiniz.
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11. Prosedir

- Implatech One kapatma vidasini steril paketinden hex anahtari ile aliniz.

- Yuvaya yerlestirdiginiz implanta kapatma vidasini baglayin ve el ile sikistirin.

- Implatech One kapatma vidasini gikarmak icin hex anahtari kullanarak el ile gevsetin.

NOT: Implatech One kapatma vidalarini kullanirken, vidanin aspirasyonu/yutulmasi riskine karsilik hex anahtarinin vidaya sikica
oturdugundan emin olmaniz tavsiye edilir.

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

12. MRI Guvenlik Bilgileri

Klinik olmayan ortamda yapilan testlerle Implatech One kapatma vidalarinin MR Kosullu oldugu goérilmdstir. Bu cihazi kullanan
hastalar asagidaki kosullar kargilandiginda glivenle bir MR sisteminde taramaya alinabilir:

* 1,5 T ve 3,0 T statik manyetik alan

* Maksimum 3.000 gauss/cm (30 T/m) ylizeysel alan gradyani

+ Maksimum MR sisteminde, tim viicudun ortalama &zgiil absorpsiyon orani (SAR) 2 W/kg (Normal isletim Modu)

Yukarida tanimlanan tarama kosullari kapsaminda, Implatech One implantlarinin 15 dakikalik surekli tarama sonrasinda 3,0
T'de 4°C, 1,5 T'de de 3°C maksimum sicaklik artigsina eden olmasi beklenmektedir.

Klinik olmayan testlerde, cihazin neden oldugu goriintu artefakti gradyan eko darbe dizisi ile tarandiginda 3,0 T ve 1,5 T'de
siraslyla, radyal olarak implanttan 2,7 cm ve 2,2 cm’ye kadar genigler.

13. imha

Uriinlerin imhasi yasal prosediirer ve gevresel gereklilikler cercevesinde kurallara uygun yapiimalidir. Kontamine Griinler ve
keskin parcalar tehlikeli oldugundan tibbi atik olarak uygun kosullarda imha edilmelidir.

14. Hastaya saglanmasi gereken bilgiler

Implatech One kapatma vidalarinin kontrendikasyonlari, uyarilari, 6nlemleri, yan etkileri ve komplikasyonlari hakkinda hastalara
bilgi verilmelidir.
Ayrica hastalar MR giivenlik bilgileri hakkinda bilgilendiriimelidir.

15. Sorumluluk reddi

Bu uriinler genel bir konseptin pargalaridir ve implatek Saglik talimatlari ve tavsiyeleri dogrultusunda sadece ilgili orijinal
uriinlerle beraber kullaniimalidir. implatek Saglik tarafindan dagitiimayan ve {iclincii sahislar tarafindan yapilan driinlerin
kullanimi implatek Saglik’in ifade edilen veya zimni herhangi bir garantisini veya diger yukimliliklerini gegersiz kilacaktir.
implatek Saglik riinleri (iretici tarafindan saglanan kullanim talimatlarina uygun olarak kullaniimalidir. Uriinleri bu talimatiara
uygun olarak kullanmak ve Urliniin bireysel hasta durumuna uygun olup olmadigini belirlemek klinisyenin sorumlulugundadir.
Klinisyen ayrica ilgili implatek Saglik iiriinii ve uygulamalari hakkindaki son giincellemeleri de diizenli takip etmekle yikimludiir.
implatek Saglik, implatek Saglik tiriinlerinin kullaniimasina bagl profesyonel kanidaki veya uygulamadaki her tiirl(i hatadan
kaynaklanan veya bu hatalarla baglantili olarak ortaya ¢ikan dogrudan, dolayli, cezai veya diger zararlardan sorumlu degildir;
acik veya zimni higbir sorumluluk kabul etmez.

16. Ek Bilgiler

Steril Urdnlerin raf dmri 5 yildir.
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1.Product Description
Implatech One Dental Implants are manufactured from biocompatible titanium or titanium alloy. Implatech One Dental Implants
contain various surface treatments. Please refer to individual product labels for specific product description.

Implatech One dental implants are part of Implatech One Dental Implant Systems, which is an integrated system with related
abutments, healing abutments, cover screws, surgical and prosthetic parts and instruments; They are endoosseous screw type
implants that have an internal conical octagon connection between the implant and the abutment.

Surface roughening of ImplatechOne implants produced from biocompatible Titanium Grade 4 (ASTM F 67) material is done
with biphasic calcium phosphate (BCP).

They are packaged together with the cover screw produced using Ti6Al4V-ELI (ASTM F 136) material.

Implatech One implants are produced in three different platforms as narrow platform (NP), regular platform (RP)

Diameter and length options of Implatech One implants according to their platforms are given in the table below.

Platform NP NP RP RP
Implant @(D) @3.3 @3.7 @4.1 @4.7
Uzunluk (L)
8 mm 01.01.33.08 | 01.01.37.08 | 01.01.41.08 | 01.01.47.08
10 mm 01.01.33.10 | 01.01.37.10 | 01.01.41.10 | 01.01.47.10
11,5 mm 01.01.33.11 | 01.01.37.11 | 01.01.41.11 | 01.01.47.11
13 mm 01.01.33.13 | 01.01.37.13 | 01.01.41.13 | 01.01.47.13

2. Intended Use

IMPLATECH ONE IMPLANT dental implants;

The implant, which is the main part of the dental implant system, is known as the artificial tooth root. It adheres effectively to the
jawbone with its sandblasted and hydrophilic outer surface.Parts of Dental Implant Systems can be used to support and/or
retain single-member, multi-member or all-arch fixed and/or removable dentures in partially or fully edentulous maxillary or
mandibular arches. Implatech One implants are intended to be used in oral implantation as a support for prosthetic applications
to be made in order to eliminate the function, phonation and aesthetic problems caused by tooth deficiencies in the lower and/or
upper jaw bones.

3. Target Patient Group And intended User

Implatech One 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.

Implatech One dental implants are intended to be used by dentists only.

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

4. Indications
- Complete and partially edentulous patients
- Jaw and facial defects
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- In complete tooth deficiencies with excessively resorbed ridges

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

- In fixed prosthesis patients with very long spaces

- In patients who refuse to use removable prosthesis

- In patients who do not want to have their teeth prepared

- In cases of serious changes in any edentulous area or in the soft tissues where the full denture sits
- In cases where oral muscular coordination is impaired

- In cases where tissue tolerance is low

- In patients with parafunctional habits that destabilize the prosthesis

- In patients with high expectations from full dentures

- In patients with excessive vomiting reflex

- In patients who are psychologically opposed to the removable prosthesis

- In the presence of insufficient number and position of supporting teeth

- In the absence of a single tooth with healthy adjacent teeth

- Trauma-related tooth loss or root fractures

- In the presence of internal granulomas

- In the presence of non-vital teeth with apical periodontitis that cannot be corrected by conservative methods or surgery
- In external and internal root resorptions

- For orthodontic anchorage purposes

- Dental agenesis

- Conservative treatment request (the patient's desire not to interfere with his healthy teeth)

5. Contraindication

- Recent myocardial infarction. The first thing to consider here is surgical stress. Because the adrenaline that will be released
during a surgical procedure will adversely affect the cardiac condition of the patient. In addition, there may be uncontrollable
vasoconstriction, which may cause some disturbances in heart rhythm. Since almost all of these errors use anticoagulant drugs,
a coagulation disorder may be in question. There is also a risk of infections.

- Those with a heart valve prosthesis. Likewise, there is a risk against surgical stress, coagulation imbalance and infections
leading to the loss of the heart valve.

- Severe kidney diseases. Here, calcium is not absorbed from the tubules. This causes metabolic loss of calcium. Parathormone
dysfunction. It causes metabolic osteopenia. risk of infection.

- Treatment of severe osteomalacia (rickets) There is hypophosphocalcic bone and osteoidosis. Failure to integrate the implant
with the bone. 75% of rickets receive vit D + Ca. This hinders integration. There is a risk of infection.

- Generalized secondary osteoporosis. Although primary osteoporosis is physiological, secondary generalized osteoporosis has
pathological conditions such as Hodking's disease. Rarefaction is seen in the bone structure. Absence of osteodosis; Although
there is a mass increase in the bone, there is a volumetric decrease. Integration of the bone with the implant does not occur.
There is a risk of infection.

- Uncontrolled Diabetes Mellitus. Hyperosmolarity is seen in the blood. Dehydration and metabolic diseases are in question.
Angiopathy: Most diabetics suffer from micro and macro angiopathy. This leads to a predisposition to tissue degeneration.
There is a risk of infection. In addition, wound healing is difficult.

- Those undergoing radiotherapy. The defense mechanism is broken. Osteoinduction and osteoconduction are impaired.
Physiological periosteal activity is impaired. There is a predisposition to tissue necrosis and a risk of infection.

- Chronic or severe alcoholism. Liver diseases such as cirrhosis are in question. These, in turn, eventually lead to coagulation
disorders. Medullary disorders (vit B1, B6, B12). As a result of these, there may be risk of anemia, thrombocyte disorders,
hemorrhage in different distant places. Delay in recovery occurs due to malnutrition. Psychological disorders. There is a risk of
infection.

- Severe hormonal disorders. There is a metabolic calcium deficiency. There is deterioration of the implant bed.

- Drug addiction. Loss of sense of pruritis Nutritional disorder. Loss of resistance to diseases. Psychological disorders. There is
a risk of infection.

- Long-term use of immunosuppressant drugs. Delay in recovery. Medullary aplasia. Increased bone fragility. risk of infection

- Severe connective tissue diseases. For example, those that cause permanent damage to connective tissue, such as Lupus
Erythematosus.

- Severe blood diseases. Diseases that cause structural disorders of the blood and affect the coagulation mechanism, such as
leukemia and hemophilia.

- Inadequate bone volume and/or quality.

- Allergy or hypersensitivity to material.
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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, that it
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.
IMPLATECH ONE IMPLANT can provide surgical technical information. Please contact the IMPLATECH ONE IMPLANT sales
representative.

- Choosing the right implant is extremely important. Appropriate type, size, largest loss component 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.

- IMPLATECH ONE IMPLANT prostheses should be applied by securing respiration during oral use. Components or tools may
injure the patient.

- Excessive bone loss or fracture of the dental implant may occur if an implant is loaded beyond its functional capacity.
Physiological and anatomical conditions can affect the performance of dental implants.

- Misuse of small components inside the patient's mouth carries a risk of aspiration and/or swallowing.

- Forcing the implant deeper into the osteotomy than the depth created by the drills may result in implant, driver, or osteotomy
damage.

- For short implants, clinicians should monitor patients closely for any of the following conditions: bone loss around the implant,
changes in the response of the implant to percussion, or radiographic changes related to bone-to-implant contact along the
length of the implant. If the implant shows mobility or greater than 50% bone loss, the implant should be evaluated for possible
removal. If the clinician chooses a short implant, he or she should consider a two-stage surgical approach, attaching the short
implant to an additional implant, and placing the widest possible fixture. The clinician should also wait longer for
osseointegration and avoid immediate loading.

- Reuse of IMPLATECH ONE IMPLANT products labeled for single use may result in product contamination, patient infection,
and/or device not performing as intended.

- It is recommended NOT to place implants with a diameter of less than 4 mm in the posterior regions.

- Dental Implant system elements should only be used with their own system elements.

- Implants should be placed in a suitable diameter, sufficient number and in an axis compatible with the dental arch.

- Burs suitable for implant size and diameter should be used.

- Against the risk of contamination, as soon as the implant is taken out of the sterile package, it should be placed in the slot
opened with the help of the necessary equipment without touching the surface.

- Reuse of products labeled as disposable may result in product contamination, patient infection, and/or failure of the device to
perform as intended. Therefore, they are not suitable for second use after use.

- The product is disposable. Do not reuse.

- Check the expiry date of the product before use.

- Do not use the product if a foreign substance or contamination is seen in the package or on the product.

- Do not use the product that has fallen to the ground.

- Since there is a risk of infection, dispose of the product as medical waste within the framework of legal procedures after use.
IMPLATECH ONE IMPLANT implant and prosthetic parts are available in a variety of configurations. Abbreviations are used to
assist on each product label.

- Should not be opened.

- These devices should only be used by trained professionals. The surgical and corrective techniques required for the proper
use of these devices are largely specialized and complex procedures. Improper technique may result in implant failure, loss of
supporting bone, fracture of the restoration, inhalation, ingestion and/or ingestion of loose screws. The option of immediate
functional load may be considered when the clinician decides that adequate primary stability has been achieved.

- The following factors should be considered when placing dental implants: bone quality, oral hygiene and medical conditions
due to blood disorders or uncontrollable hormonal disturbances. The recovery period can be varied depending on the bone
quality at the implantation site, the tissue response of the implanted device, and the surgeon's assessment of patient bone
density during the surgical procedure. Appropriate occlusion should be applied to the implant restoration to avoid applying
excessive force to the implant during the healing process.
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7. 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 implant treatment.

- Local pain

- Micro hemorrhages

- Swelling

- Bruising

- Local inflammations

- Gingival injuries

- Difficulty biting, chewing and talking

- Systemic or local infections (including Periimplantitis, periodontitis, gingivitis, fistulas)
- Paresthesia

- Chronic pain due to nerve damage

- Damage to the opposing or adjacent teeth
- Bone damage

- Bone resorption

- Sinus perforations

- Mandible fractures

- Trismus

- Hypersensitivity and/or allergic reactions

- Other toxicity reactions

- Aspiration or swallowing of parts during operation
- Implant fractures

- Implant failures

- Mandatory removal of implants

- Failueres/fractures of prosthetic parts

- Undesirable aesthetic results

- Longer recovery times than expected

8. Compatibility Information

- Do not use implants supplied from different metals and different manufacturers and accessories other than IMPLATE CH ONE
IMPLANT together.

- IMPLATECH ONE IMPLANT dental implant systems and surgical sets are compatible with each other.

9. Sterilization

NOTE: Sterilization materials that you are sure of and that have appropriate biological indicators should be used.

- The implant is in sterile packaging. The products should be used sterile. The box cover should not be opened in any way
before use. The implant has been sterilized by Gamma Irradiation. DO NOT AGAIN STERILE PRODUCTS!!

- Set parts are not sterile.

10. Storage and Transport

- Products should be kept in their original packaging. In case of damage to the sterile tube, the product should not be used.
Products should be stored at 25+-5C, protected from direct sunlight. See labels for specific storage and handling rules.

11. Procedure

- Preparation of the implant site should be performed with the burs in the IMPLATECH ONE IMPLANT surgical set with a
processing speed of 400-900 rpm under copious irrigation. Care should be taken not to overheat the bone. The use of burs that
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have lost their sharpness should be avoided. It can cause unnecessary trauma to the bone. For the drilling procedure, the
Surgical Technique Guide should be consulted.

- Check the length and diameter of the implant on the product label.

- There is a label on the product packaging to ensure traceability. Affix this label to the patient's file. Open the outer pack and
empty the sterile inner pack into the surgical field.

- Use the IMPLATECH ONE IMPLANT implant carrier to move the implant into the surgically prepared implant socket.

- IMPLATECH ONE IMPLANT abutments are placed on the relevant implants with the help of an internal screw and a hand
wrench. A torque of 30-35 Ncm is recommended for optimal connection between parts.

- IMPLATECH ONE IMPLANT dental implant systems and surgical sets are compatible with each other.

12. Healing Process of Implants

- In general, implants should be left to heal for 2-4 hours, depending on the patient's bone quality, type, and general health.
Immediate and early loading can be achieved by choosing the right case and adhering to the immediate loading protocols
accepted in the literature. If immediate loading is to be done, the initial torque of the implant should not be less than 35Ncm, the
occlusion environment should be controlled, if there is more than one implant, it should be splinted, and in cases of complete
edentulism, at least 4 implants in the mandible and six implants in the maxilla should be connected to each other with
prosthesis.

13. MRI Safety Information

IMPLATECH ONE IMPLANT Dental Implants have been found to be MR Conditional by testing in a non-clinical setting.
Patients using this device can be safely scanned in an MR system when the following conditions are met:

* 1.5 T and 3.0 T static magnetic field

* Maximum surface area gradient of 3,000 gauss/cm (30 T/m)

* At maximum MR system, average specific absorption rate (SAR) of the whole body 2 W/kg (Normal Operating Mode)

Within the scanning conditions described above, IMPLATECH ONE IMPLANT Dental Implants are expected to have a
maximum temperature rise of 4°C at 3.0 Tand 3°C at 1.5 T after 15 minutes of continuous scanning.

In non-clinical testing, device-induced image artifact expands radially up to 2.7 cm and 2.2 cm from the implant when scanned
with a gradient echo pulse array at 3.0 T and 1.5 T, respectively.

14. Disposal

Disposal of the products should be done in accordance with the rules within the framework of legal procedures and
environmental requirements. Contaminated products and sharp parts are hazardous and should be disposed of as medical
waste in appropriate conditions.

15. Information That Should Be Provided To The Patient

Patients should be informed about the contraindications, warnings, precautions, side effects and complications of Implatech
One dental implants.

Patients should also be informed about MR safety information, and the diameter-height and serial number information of the
implants used should be provided to the patient.

16. Disclaimer Of Liability

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

implatek Saglik 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 implatek Saglik product and its applications. implatek Saglik is not responsible for any direct, indirect, punitive or other
damages arising out of or in connection with any errors in professional judgment or application related to the use of implatek
Saglik products; disclaims any liability, express or implied.

17. Additional Information

The shelf life of sterile products is 5 years.
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18. Symbols

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

Notified Body Number
2292

Do Not Sterilize For The Second
Time

Do Not Use For The Second
Time

See User Manual

Do Not Use If The Package Is

Damaged

Manufacturer Information

E @ © ®

Referance number

REF

A MRI Safety Information

MR Kosullu

STERILE R Sterilized by Gamma Irradiation

LOT Lot number

N Production date

g Expiration date
S~ | -

N/
//T\ Do Not Expose To Direct
/.\\ Sunlight
o ‘ Keep Away From Contact With
Water

Barcode

A

& Attention

Dikkat, birlikte verilen
belgelera danisin
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IMPLATECH ONE-S SHORT IMPLANT
¥ § ¢

1.Product Description
Implatech One-S Short Dental Implants are manufactured from biocompatible titanium or titanium alloy. Implatech One-S Short
Dental Implants contain various surface treatments. Please refer to individual product labels for specific product description.

Implatech One-S Short dental implants are part of Implatech One-S Short Dental Implant Systems, which is an integrated
system with related abutments, healing abutments, cover screws, surgical and prosthetic parts and instruments; They are
endoosseous screw type implants that have an internal conical octagon connection between the implant and the abutment.
Surface roughening of Implatech One-S Short implants produced from biocompatible Titanium Grade 4 (ASTM F 67) material is
done with biphasic calcium phosphate (BCP).

They are packaged together with the cover screw produced using Ti6AI4V-ELI (ASTM F 136) material.

Implatech One-S Short implants are produced in three different platforms as narrow platform (NP), regular platform (RP)
Diameter and length options of Implatech One-S Short implants according to their platforms are given in the table below.

Platform NP RP RP
Implant @(D) @3.7 @4.1 @4.7
Uzunluk (L)
6 mm 01.02.37.06 01.02.41.06 01.02.47.06

2. Intended Use

IMPLATECH ONE-S SHORT IMPLANT dental implants;

The implant, which is the main part of the dental implant system, is known as the artificial tooth root. It adheres effectively to the
jawbone with its sandblasted and hydrophilic outer surface.Parts of Dental Implant Systems can be used to support and/or
retain single-member, multi-member or all-arch fixed and/or removable dentures in partially or fully edentulous maxillary or
mandibular arches. Implatech One-S Short implants are intended to be used in oral implantation as a support for prosthetic
applications to be made in order to eliminate the function, phonation and aesthetic problems caused by tooth deficiencies in the
lower and/or upper jaw bones.

3. Target Patient Group And intended User

Implatech One-S Short 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.

Implatech One-S Short implants can only be used in atrophic jaws with inadequate bone height.

Implatech One dental implants are intended to be used by dentists only.

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

4. Indications

Implatech One-S Short dental implants are indicated for the functional, phonetic and aesthetic rehabilitation of the upper and/or
lower jaw in fully or partially edentulous patients.

There is a wide range of indications, from the rehabilitation of single or multiple tooth deficiencies with fixed prosthetic
applications in anterior and/or posterior regions where sufficient bone volume and quality is available, to the treatment of
edentulous patients with fixed or removable prosthesis applications supported by implants.

After tooth extraction or loss, they can be applied as single or double-stage surgery with immediate, early or late implantation
techniques.
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Implatech One-S Short implants are indicated for use in severely atrophic jaws where anatomical structures do not allow the
placement of standard length implants due to insufficient bone height. It is indicated in cases where augmentations to increase
the amount of vertical bone cannot be performed.

They are also indicated in terms of achieving primary stabilization with aggressive thread structure in atrophic bones with
cancellous structure.

5. Contraindication

- Recent myocardial infarction. The first thing to consider here is surgical stress. Because the adrenaline that will be released
during a surgical procedure will adversely affect the cardiac condition of the patient. In addition, there may be uncontrollable
vasoconstriction, which may cause some disturbances in heart rhythm. Since almost all of these errors use anticoagulant drugs,
a coagulation disorder may be in question. There is also a risk of infections.

- Those with a heart valve prosthesis. Likewise, there is a risk against surgical stress, coagulation imbalance and infections
leading to the loss of the heart valve.

- Severe kidney diseases. Here, calcium is not absorbed from the tubules. This causes metabolic loss of calcium. Parathormone
dysfunction. It causes metabolic osteopenia. risk of infection.

- Treatment of severe osteomalacia (rickets) There is hypophosphocalcic bone and osteoidosis. Failure to integrate the implant
with the bone. 75% of rickets receive vit D + Ca. This hinders integration. There is a risk of infection.

- Generalized secondary osteoporosis. Although primary osteoporosis is physiological, secondary generalized osteoporosis has
pathological conditions such as Hodking's disease. Rarefaction is seen in the bone structure. Absence of osteodosis; Although
there is a mass increase in the bone, there is a volumetric decrease. Integration of the bone with the implant does not occur.
There is a risk of infection.

- Uncontrolled Diabetes Mellitus. Hyperosmolarity is seen in the blood. Dehydration and metabolic diseases are in question.
Angiopathy: Most diabetics suffer from micro and macro angiopathy. This leads to a predisposition to tissue degeneration.
There is a risk of infection. In addition, wound healing is difficult.

- Those undergoing radiotherapy. The defense mechanism is broken. Osteoinduction and osteoconduction are impaired.
Physiological periosteal activity is impaired. There is a predisposition to tissue necrosis and a risk of infection.

- Chronic or severe alcoholism. Liver diseases such as cirrhosis are in question. These, in turn, eventually lead to coagulation
disorders. Medullary disorders (vit B1, B6, B12). As a result of these, there may be risk of anemia, thrombocyte disorders,
hemorrhage in different distant places. Delay in recovery occurs due to malnutrition. Psychological disorders. There is a risk of
infection.

- Severe hormonal disorders. There is a metabolic calcium deficiency. There is deterioration of the implant bed.

- Drug addiction. Loss of sense of pruritis Nutritional disorder. Loss of resistance to diseases. Psychological disorders. There is
a risk of infection.

- Long-term use of immunosuppressant drugs. Delay in recovery. Medullary aplasia. Increased bone fragility. risk of infection

- Severe connective tissue diseases. For example, those that cause permanent damage to connective tissue, such as Lupus
Erythematosus.

- Severe blood diseases. Diseases that cause structural disorders of the blood and affect the coagulation mechanism, such as
leukemia and hemophilia.

- Inadequate bone volume 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, that it
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.
IMPLATECH ONE-S SHORT IMPLANT can provide surgical technical information. Please contact the IMPLATECH ONE-S
SHORT IMPLANT sales representative.

- Choosing the right implant is extremely important. Appropriate type, size, largest loss component 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.
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- IMPLATECH ONE-S SHORT IMPLANT prostheses should be applied by securing respiration during oral use. Components or
tools may injure the patient.

- Excessive bone loss or fracture of the dental implant may occur if an implant is loaded beyond its functional capacity.
Physiological and anatomical conditions can affect the performance of dental implants.

- Misuse of small components inside the patient's mouth carries a risk of aspiration and/or swallowing.

- Forcing the implant deeper into the osteotomy than the depth created by the drills may result in implant, driver, or osteotomy
damage.

- For short implants, clinicians should monitor patients closely for any of the following conditions: bone loss around the implant,
changes in the response of the implant to percussion, or radiographic changes related to bone-to-implant contact along the
length of the implant. If the implant shows mobility or greater than 50% bone loss, the implant should be evaluated for possible
removal. If the clinician chooses a short implant, he or she should consider a two-stage surgical approach, attaching the short
implant to an additional implant, and placing the widest possible fixture. The clinician should also wait longer for
osseointegration and avoid immediate loading.

- Reuse of IMPLATECH ONE-S SHORT IMPLANT products labeled for single use may result in product contamination, patient
infection, and/or device not performing as intended.

- It is recommended NOT to place implants with a diameter of less than 4 mm in the posterior regions.

- Dental Implant system elements should only be used with their own system elements.

- Implants should be placed in a suitable diameter, sufficient number and in an axis compatible with the dental arch.

- Burs suitable for implant size and diameter should be used.

- Against the risk of contamination, as soon as the implant is taken out of the sterile package, it should be placed in the slot
opened with the help of the necessary equipment without touching the surface.

- Reuse of products labeled as disposable may result in product contamination, patient infection, and/or failure of the device to
perform as intended. Therefore, they are not suitable for second use after use.

- The product is disposable. Do not reuse.

- Check the expiry date of the product before use.

- Do not use the product if a foreign substance or contamination is seen in the package or on the product.

- Do not use the product that has fallen to the ground.

- Since there is a risk of infection, dispose of the product as medical waste within the framework of legal procedures after use.
IMPLATECH ONE-S SHORT IMPLANT implant and prosthetic parts are available in a variety of configurations. Abbreviations
are used to assist on each product label.

- Should not be opened.

- These devices should only be used by trained professionals. The surgical and corrective techniques required for the proper
use of these devices are largely specialized and complex procedures. Improper technique may result in implant failure, loss of
supporting bone, fracture of the restoration, inhalation, ingestion and/or ingestion of loose screws. The option of immediate
functional load may be considered when the clinician decides that adequate primary stability has been achieved.

- The following factors should be considered when placing dental implants: bone quality, oral hygiene and medical conditions
due to blood disorders or uncontrollable hormonal disturbances. The recovery period can be varied depending on the bone
quality at the implantation site, the tissue response of the implanted device, and the surgeon's assessment of patient bone
density during the surgical procedure. Appropriate occlusion should be applied to the implant restoration to avoid applying
excessive force to the implant during the healing process.

7. 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 implant treatment.

- Local pain

- Micro hemorrhages

- Swelling

- Bruising

- Local inflammations

- Gingival injuries

- Difficulty biting, chewing and talking

- Systemic or local infections (including Periimplantitis, periodontitis, gingivitis, fistulas)
- Paresthesia

- Chronic pain due to nerve damage
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- Damage to the opposing or adjacent teeth
- Bone damage

- Bone resorption

- Sinus perforations

- Mandible fractures

- Trismus

- Hypersensitivity and/or allergic reactions

- Other toxicity reactions

- Aspiration or swallowing of parts during operation
- Implant fractures

- Implant failures

- Mandatory removal of implants

- Failueres/fractures of prosthetic parts

- Undesirable aesthetic results

- Longer recovery times than expected

8. Compatibility Information

- Do not use implants supplied from different metals and different manufacturers and accessories other than IMPLATECH ONE-
S SHORT IMPLANT together.
- IMPLATECH ONE-S SHORT IMPLANT dental implant systems and surgical sets are compatible with each other.

9. Sterilization

NOTE: Sterilization materials that you are sure of and that have appropriate biological indicators should be used.

- The implant is in sterile packaging. The products should be used sterile. The box cover should not be opened in any way
before use. The implant has been sterilized by Gamma Irradiation. DO NOT AGAIN STERILE PRODUCTS!

- Set parts are not sterile.

10. Storage and Transport

- Products should be kept in their original packaging. In case of damage to the sterile tube, the product should not be used.
Products should be stored at 25+-5C, protected from direct sunlight. See labels for specific storage and handling rules.

11. Procedure

- Preparation of the implant site should be performed with the burs in the IMPLATECH ONE-S SHORT IMPLANT surgical set
with a processing speed of 400-900 rpm under copious irrigation. Care should be taken not to overheat the bone. The use of
burs that have lost their sharpness should be avoided. It can cause unnecessary trauma to the bone. For the drilling procedure,
the Surgical Technique Guide should be consulted.

- Check the length and diameter of the implant on the product label.

- There is a label on the product packaging to ensure traceability. Affix this label to the patient's file. Open the outer pack and
empty the sterile inner pack into the surgical field.

- Use the IMPLATECH ONE-S SHORT IMPLANT implant carrier to move the implant into the surgically prepared implant
socket.

- IMPLATECH ONE-S SHORT IMPLANT abutments are placed on the relevant implants with the help of an internal screw and a
hand wrench. A torque of 30-35 Ncm is recommended for optimal connection between parts.

- IMPLATECH ONE-S SHORT IMPLANT dental implant systems and surgical sets are compatible with each other.

12. Healing Process of Implants

- In general, implants should be left to heal for 2-4 hours, depending on the patient's bone quality, type, and general health.
Immediate and early loading can be achieved by choosing the right case and adhering to the immediate loading protocols
accepted in the literature. If immediate loading is to be done, the initial torque of the implant should not be less than 35Ncm, the
occlusion environment should be controlled, if there is more than one implant, it should be splinted, and in cases of complete
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edentulism, at least 4 implants in the mandible and six implants in the maxilla should be connected to each other with
prosthesis.

13. MRI Safety Information

IMPLATECH ONE-S SHORT IMPLANT Dental Implants have been found to be MR Conditional by testing in a non-clinical
setting. Patients using this device can be safely scanned in an MR system when the following conditions are met:

+ 1.5 T and 3.0 T static magnetic field

* Maximum surface area gradient of 3,000 gauss/cm (30 T/m)

» At maximum MR system, average specific absorption rate (SAR) of the whole body 2 W/kg (Normal Operating Mode)

Within the scanning conditions described above, IMPLATECH ONE IMPLANT Dental Implants are expected to have a
maximum temperature rise of 4°C at 3.0 T and 3°C at 1.5 T after 15 minutes of continuous scanning.

In non-clinical testing, device-induced image artifact expands radially up to 2.7 cm and 2.2 cm from the implant when scanned
with a gradient echo pulse array at 3.0 T and 1.5 T, respectively.

14. Disposal

Disposal of the products should be done in accordance with the rules within the framework of legal procedures and
environmental requirements. Contaminated products and sharp parts are hazardous and should be disposed of as medical
waste in appropriate conditions.

15. Information That Should Be Provided To The Patient

Patients should be informed about the contraindications, warnings, precautions, side effects and complications of Implatech
One dental implants.

Patients should also be informed about MR safety information, and the diameter-height and serial number information of the
implants used should be provided to the patient.

16. Disclaimer Of Liability

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

implatek Saglik 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 Implatek Saglik product and its applications. implatek Saglik is not responsible for any direct, indirect, punitive or other
damages arising out of or in connection with any errors in professional judgment or application related to the use of implatek
Sagdlik products; disclaims any liability, express or implied.

17. Additional Information

The shelf life of sterile products is 5 years.
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18. Symbols

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

Notified Body Number
2292

Do Not Sterilize For The Second
Time

Do Not Use For The Second
Time

See User Manual

Do Not Use If The Package Is
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Manufacturer Information

E ©= ©®

Referance number
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IMPLATECH ONE IMPLANT COVER SCREWS

NP Cover RP Cover
Screws Screws

1. Product Description

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

Implatech One cover screws are components that cover the implant-abutment connection area during the healing process and
prevent soft and hard tissue growth in this area.

While the upper part of the cover screw tightly covers the implant, the threaded part fits into the internal screw thread of the
implant.

Implatech One cover screws are packaged with Implatech One dental implants and are supplied sterile.
Implatech One cover screws are compatible with all Implatech One dental implants.

Implatech One cover screws are designed in two different platforms, narrow platform (NP), normal platform (RP):

implant / Platform Dar Platform (NP) Normal Platform (RP)
Implatech One implant , ,
Kapatma Vidasi NP Kapatma Vidasi RP
. REF: 03.05.10.01 REF: 03.05.20.01
Implatech One-S Short Implant
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2. Intended use

They are intended to used with the relevant Implatech One dental implants in the lower and/or upper jaws in patrtially or
completely edentulous patients by covering the implant-abutment connection for preventing soft and hard tissue growth in this
area during the healing process area in cases where two-stage surgical technique is used.

3.Target Patient Group And intended User

Implatech One cover screws are intended for use with Implatech One 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.

Implatech One cover screws are intended for use by dentists only.

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

4. Indications

Implatech One cover screws are indicated for use with Implatech One dental implants placed for the functional, phonetic and
aesthetic rehabilitation of the upper and/or lower jaw in totally or partially edentulous patients.

5. Contraindications

The use of Implatech One cover screws 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

6. Warnings / Cautions / Precautions

General

- Implatech One dental implant systems products should be applied by paying attention to the instructions for use provided by

implatek. It is the clinician's responsibility to use the products according to these instructions and to determine whether the
implants are appropriate for the individual patient situation.

- Treatments with implants may lead to biological and mechanical problems, including bone loss and fatigue fracture of implants.

- Close collaboration between the surgeon, the prosthodontist and the dental laboratory technician is essential for successful
implant treatment.

- Implatech One cover screws 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.

- Implatech One cover screws are in sterile packaging. Do not resterilize or process the cover screws. Cleaning and sterilization
can damage material and design features, leading to treatment failure.
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- 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.

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 Implatech One cover 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.

- After implant placement, the clinician decides whether to use immediate or delayed loading protocols, based on the evaluation
of the bone quality and primary stability in the operation.

- Quality and/or quantity of remaining bone, distubed initial healing, local infections and general systemic diseases can be
counted as causes of implant failures that occur immediately after the operation or after initial osse ointegration has been
achieved.

- Against the risk of contamination, it should be placed on the implant with the help of necessary equipment as soon as it is
removed from the sterile package. Impairment of sterility may adversely affect the treatment outcome.

Post-operative

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

7. 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 implatek cover screws.

- Hypersensitivity and/or allergic reactions
- Other toxicity reactions
- Aspiration or swallowing of parts during operation
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- Triggering of the pharyngeal reflex during the insertion of the product
- Growth of bone tissue on the cover screws during the healing process
- In some cases, it becomes visible early as exposure during the healing process.

8. Compatibility information

Implatech One cover screws are compatible with implatek Saglik implant systems products and components.

Do not use implants and components made of different metals and supplied from different manufacturers with implatek Saglik
dental implant system products.

9. Sterilization

Implatech One cover screws are delivered sterile and for single use only with Implatech One dental implants. They should not
be cleaned or sterilized. implatek Saglik does not accept any responsibility for the processing of devices that are initially
delivered as sterile.

The protected packaging system protects the sterilized device from external factors and if the device is stored correctly, it
maintains its sterility until the expiry date. When removing the device from its packaging, the rules of asepsis should be
followed. The sterile package should not be opened until just before the insertion of the cover screw. Inspect the devices for
damage before opening the sterile packaging. Products with damaged packaging system should not be used. A previously used
or non-sterile cover screws should not be used under any circumstances.

10. Storage and Transport

The products should be stored at room temperature, in a dry place protected from direct sunlight. The products must be kept in
their original packaging. Improper storage conditions may affect the product's characteristics and cause failure.

The expiry date of the product must be checked before using it. In case of damage to the sterile package, the product should
not be used.

See labelings for specific storage and handling rules.
11. Procedure

- Take the Implatech One cover screw from the sterile package with the screwdriver.
- Connect the cover screw to the implant you placed in the socket and tighten it by hand.
- Loosen the Implatech One cover screw by hand using the screwdriver to remove it.

NOTE: When using the Implatech One cover screws, itis recommended to ensure that the screwdriver is firmly seated on the
screw to avoid the risk of aspiration/swallowing of the screw.

NOTE: The recommended tightening torque is 5-10 Ncm manually by hand.
12. MRI Safety Information

Implatech One cover screws have been shown to be MRI conditional through testing in non-clinical tests. Patients using this
device can be safely screened in an MRI system if the following conditions are met:

* 1.5 T and 3.0 T static magnetic field

* Maximum surface area gradient of 3,000 gauss/cm (30 T/m)

* At maximum MRI system, average specific absorption rate (SAR) of the whole body 2 W/kg (Normal Operating Mode)
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Under the scanning conditions described above, Implatech One dental implants are expected to have a maximum temperature
rise of 4°C at 3.0 T and 3°C at 1.5 T after 15 minutes of continuous scanning.

In non-clinical tests, device-induced image artifact expands radially up to 2.7 cm and 2.2 cm from the implant when scanned
with a gradient echo pulse array at 3.0 T and 1.5 T, respectively.

13. Disposal

Disposal of the products should be done in accordance with the rules within the framework of legal procedures and
environmental requirements. Contaminated products and sharp parts are hazardous and should be disposed of as medical
waste in appropriate conditions.

14. Information that should be provided to the patient

Patients should be informed about the contraindications, warnings, precautions, side effects and complications of Implatech
One cover screws.

Patients should also be informed about MR safety information.
15. Disclaimer of liability

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

implatek Saglik 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 implatek Saglik product and its applications. implatek Saglik is not responsible for any direct, indirect, punitive or other
damages arising out of or in connection with any errors in professional judgment or application related to the use of implatek
Saglik products; disclaims any liability, express or implied.

16. Additional Information

The shelf life of sterile products is 5 years.
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17. Symbols

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

C € 2292 Notified Body Number STERILE R Sterilized by Gamma Irradiation
Do Not Sterilize For The Second
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See User Manual
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Do Not Use If The Package Is //T\ Do Not Expose To Direct
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Manufacturer Information Water
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