NUCLEOSS T6&T6 TORQ DENTAL
N8 USTYAPILARI KULLANIM
TALIMATLARI

1. Tanim:

Nucleoss Dental Implant Sistemi, dental implantlar ve
ilgili abutmentler, iyilesme basliklari, cerrahi aletlere
sahip kemik i¢i dental implant sistemidir. T6&T6 Torq
Ustyapilar, T6 & T6 Torq Dental implantlar ile T6
Cerrahi Seti ile uyumludur. Sadece NucleOSS Dental
Implant Sistemi'ne ait olan gévdeler ve cerrahi aletler
ile kullanim1 uygundur. Farkli sistemlerle kullanimlar
sonucu olusabilecek basarisiz durumlari hastaya zarar
verebilir. Uriin kodu, spesifikasyon ve iiretim tarihi
i¢in iirtin etiketine bakiniz.

NucleOSS Dental implant Sistemi dis hekimlerine tiim
govdelerle farkli amaglarla kullanabilecekleri zengin
iist yap1 secenekleri sunar. Bunlar simante, vidali,
kisiye 6zel, hareketli protez, cad-cam ¢ozlimler ve
tarama gdvdeleri ve yardimei protetik pargalar ve
gecici pargalar olarak belirtilir.

1.1. Dayanaklar

Dayanaklar, kronlar ya da kopriiler gibi protez
rekonstriiksiyonlara desteklemek saglamak icin dental
implantlara yerlestirilir. Dayanaklarin platform ¢apina
ve boyuna uyumlu {istyapilar i¢in kataloga bakiniz.

1.2. Vidalar

Vida, iistyapinin dental implanta sabitlenmesi igin
kullanilir.

1.3. iyilesme Bashklar:

Iyilesme basliklar1 tek asamali, transmukozal cerrahi
protokollerde kullanilir ve dental implant i¢ine
vidalanip implant i¢ yapisin1 korur ve protetik bir {ist
yapiy1 desteklemez.

Ustyapilariin birgogu hasta yasam siiresi boyunca
kullanima uygundur. Fakat Nucleoss Gegici
Abutmentlarin 180 giinden fazla hasta agzinda
bulundurulmasi onerilmez.

Gegici abutmentlar hastanin agiz anatomisine bagl
olarak implant vida seviyesine kadar kisaltilabilir.

NucleOSS Dental implant Sistemi’ne ait tiim
iistyapilar ISO 5832-3 standardina gore Grade-5
Titanyum alagimimdan, ASTM F2026-16 Cerrahi
Implant Uygulamalari igin Polietereterketon (PEEK)
Polimerleri veya ISO 5832-12 Kobalt-Krom
alagimindan firetilir ve non-steril olarak satigsa sunulur.
Son kullanicr tarafindan kullanilmadan 6nce sterilize
edilmesi gerekmektedir.

Titanyum Alasimi icin Kimyasal Bilesim:

N C Al (6] Fe \ Ti

max | 0.03 0.08 6.50 0.13 0.25 4.50 | Denge

min | 0.00 0.00 5.50 0.00 0.00 3.50 | Denge

Her iistyap1 paketinin {izerinde bir Lot numarasi vardir.
Ayrica her iistyap1 paketinin icerisinden de {i¢ adet Lot
numarasi etiketi ¢ikar. Uriiniin geriye déniik
izlenebilirligi i¢in bu Lot numaras: etiketlerinin
hastanin dosyasinda ve panoramik rontgeni ile birlikte
kesinlikle onerilmektedir.

2. Kullanim Amaci:

Nucleoss T6 ve T6 Torq Dental implant Sistemleri dis
hekimligi alaninda kullanilmak {izere tasarlanmigtir.
Nucleoss abutment ve protez parcalari; total veya
parsiyal protez endikasyonlu hastalar ile mandibular
ve/veya maksiller kron-koprii veya iistyapilar
desteklemek i¢in kullanilan tibbi cihazlardir.

3. Endikasyonlar:

Nucleoss T6 ve T6 TORQ iistyapilari, dogrudan
endoossedz dental implantlara bagli 6nceden tiretilmis
prostetik bilesenlerdir ve prostetik rehabilitasyonda bir
yardimeci1 olarak kullanilmalari amaglanmuistir.

4. Hedef Hasta Popiilasyonu ve Hedef Kullanici:

Hedef hasta popiilasyonu, dental implantasyonlari ile
ilgili kontrendikasyonlarin higbirini tasimayan yetiskin
¢ene yapisina sahip kisilerdir. Hedef kullanicilar, dig
hekimligi konusunda lisansl dis hekimleridir.

5. Kontraendikasyonlar:

e Yiiksek tansiyon, kalp-damar hastaliklari,
seker hastalig1, kemik metabolizmasi
bozukluklari, kontrol edilemeyen kanama
hastaliklari, yetersiz yara iyilesme kapasitesi,
yetersiz oral hijyen, ciddi internal tibbi
sorunlar, alt ve iist cenede mandibular ve
maksillar gelisimin tamamlanmamasi, genel
saglik durumunun zayif olmasi, isbirlik¢i ve
motive olmayan hasta, uyusturucu, alkol veya
sigara bagimliligi, psikozlar, uzun dénem
tedavi direngli fonksiyonel bozukluklar,
kserostomi (ag1z kurulugu), graniilositopeni
(akyuvar eksikligi), Ehlers Danlos sendromu,
radyasyon terapisi, osteoradyonekroz, diisiik
immiin sistem, bobrek yetmezligi, organ
transplantasyonu, fibréz displazi, crohn
hastalig1, steroid, kortikosteroid veya
antikonviilzan kullanimi, profilaktik
antibiyotik, kreatinin, serum kalsiyum,
titanyum alerjisi, kontrol edilemeyen endokrin
bozukluklari, antikoagiilasyon (piht1 6nleme)
ilaglari, hemorajik diatez, bruksizm,
parafonksiyonel aligkanliklar, elverissiz



anatomik kemik kosullari, kontrol altina
alinmamis periodontit, temporomandibular
eklem(TME) bozukluklari, ¢ene kemiginde
tedavi edilebilir patolojik hastaliklar veya oral
mukozada degisimler, hamilelik, emzirme,
osteoporotik kirik, solunum hastaligi, troid
veya paratroid hastaliklari, aktif osteolitik,
iltihap, teshis edilmis habis, nodiiler
bliylimeler, hassasiyet, kafada veya boyunda
aciklanamayan sislikler, implant bdolgesinde
enfeksiydz durumu olan hastalar.

e Gergekei olmayan hasta beklentileri.

e Ulasilamaz protetik rekonstriiksiyonler.

e Uygulayiciin yetersiz egitimi.

6. Uyarilar ve Onlemler:

Onlem ve uyarilara uyulmasi, giivenli kullanim ve
uygulamayi saglar.

e NucleOSS Dental Abutment Sistemi iirtinleri
Sanlilar Med. Kim. San. Tic. Ltd. $ti. tarafindan
iiretilmektedir. Marka kullanim ve iiriinlerin satigi
yalnizca Sanlilar Tibbi Cihazlar ve is ortaklari
tarafindan gerceklestirilebilir.

e NucleOSS Dental Abutment sistemindeki tim
modeller (T6, T6 TORQ) NucleOSS Cerrahi ve
Protez protokollerine gére uygulanmalidir.

e (Cocuklarin erigemeyecegi yerlerde saklanmalidir.

e Hastanin ag1z yapisina uygun olan abutment uygun
dental implant ile kullanilmalidir.

e Cerrahi operasyon dncesinde ve sonrasinda hasta
bilgilendirilmelidir.

e Ambalaji hasarli olan abutmentlar
kullanilmamalidir.

e  Operasyon i¢in hastanin saglik durumunun uygun
oldugundan emin olunuz.

e Abutmentlar nonsteril olarak satilmaktadir.
Kullanmadan 6nce kullanici tarafindan kullanim
talimatinda belirtildigi gibi steril edilmelidir.

e Daha 6nce kullanilmis abutmentlar tekrar
kullanilamaz.

7. Dikkat Edilecek Noktalar / Tedbirler:

Asagidaki uyart ve 6nlemler dikkate alinmadigi
takdirde parganin soluk borusuna kagmasi, parganin
yutulmasi gibi komplikasyonlar ortaya ¢ikabilir.

Dental teknisyenler icin:

e Abutmentlarin parlatilmasi yapilirken, implant
igerisine giren kismin korundugundan emin
olunmali ya da bu islem abutment implant
analoguna takiliyken yapilmalidir.

e Abutmentt model {izerine yoniiniin dogru
olmasi kontrol edilerek yerlestirilmeli ve tam
oturdugundan emin olunmalidir.

e Abutment, verilen abutment vidasi ile
sabitlenmeli ve sadece elle (max. 10 Ncm)
sikilmalidir.

e Buasamadan sonra tedaviye uygun protez
olusturularak, dogru hex anahtar1 yardimiyla
protez modelden sokiilmelidir.

Dis hekimleri icin:

e Klinisyen laboratuvardan gelen abutmentlari
alarak, gecici restorasyonlari, kapama
vidalarini ya da iyilesme basliklarini hastanin
agzindan sokmelidir.

e Laboratuvardan gelen protez parcalarinin
temizlenmesinin, dezenfektasyonunun
saglanmasinin ve sterilize edilmesinin
ardindan hasta agzina sikma pargasi ile
belirtilen torklara gore sikarak uygulamalidir.

e  Ust yapilarin belirtilen tork degerlerinden fazla
veya yetersiz sikilmasi durumlari abutment
ve/veya implantlarin basarisiz olmasina neden
olabilir.

e  Ust yapilarin kullanimlaryla ilgili uygun
torklama degerlerine agagidaki tablodan

ulasabilirsiniz:
Tiim Kapaklar ve Elle/Rasgetle (10 Ncm)
Iyilesme Basliklart
Tim Simante Dayanak | Max. 30 Ncm
Vidalari
Gegici (PEEK) Pargalar | 10 Ncm
ve Vidalar
Multi Unit Dayanaklar | Max. 30 Nem

Abutment Okluzal Vida | 20 Ncm

Tiim Kep Vidalari 10 Nem

Tiim Universal Dékiim | Max. 30 Ncm
Dayanak Vidalar

Topuz Dayanaklar Max. 30 Ncm

Equator® Dayanaklar Max. 30 Ncm

CAD-CAM Ti-Base Max. 30 Ncm
Dayanak Vidalari

Ameliyattan 6nce:

Hastanin klinik ve radyolojik muayenesi hastanin
tedaviye uygun olup olmadiginin belirlenmesi,
psikolojik ve fiziksel durumunu belirlemek igin
ameliyat oncesi yapilmalidir.

Kemik veya yumusak doku iyilesme siirecine veya
osseointegrasyon siirecine miidahale edebilecek
lokalize veya sistemik faktorlere sahip olan hastalara
ozel dikkat gosterilmelidir (Ornegin; Sigara, kotii agiz
hijyeni, kontrolsiiz diyabet, yiiz radyoterapisi, yan



disindeki veya kemigindeki enfeksiyonlar, bifosfonat
tedavisi goren hastalara 6zellikle dikkat edilmesi
tavsiye edilir.)

Cihaz ¢ocukluk /ergenlik donemindeki hastalarda
degerlendirilmemistir ve ¢ocuklarda kullanilmasi
tavsiye edilmez.

Preoperatif sert doku veya yumusak doku eksikligi,
estetik sonucu tehlikeye sokabilir.

Ameliyatta:

Prosediir sirasinda kullanilan tiim bilesen, cihaz ve
aletler iyi kosullarda muhafaza edilmeli ve
enstriimantasyonun implantlara, tistyapilara veya diger
bilesenlere zarar vermemesine 6zen gosterilmelidir.

Implant yerlestirilmesinin ardindan cerrah tarafindan
kemik kalitesi ve primer stabilitesi degerlendirmesi
implantlarin ne zaman yiiklenebilecegini belirler.
Ustyap1 se¢imi ve uygulama zamani
degerlendirilmelidir.

Nucleoss tistyapilar1 kurulum gerektirmeyen tibbi
cihazlardir. Nucleoss iistyapilari ilk kez kullanacak
uzmanlarin Sanlilar Tibbi Cihazlar ekibinden egitim
almasi kesinlikle onerilir. Kullanicilarin iiriin
hakkindan daha fazla bilgiye ihtiya¢ duymalar1 halinde
Nucleoss bayileri, temsilcileri ile irtibata gegilebilir ya
da Nucleoss info@nucleoss.com adresinden mail yolu
ile iletisime gecebilirsiniz.

Ameliyattan sonra:

Uzun siireli tedavi sonucunu giivence altina almak i¢in,
implant tedavisinden sonra diizenli olarak kapsamli
hasta takibinin saglamasi ve uygun agiz hijyeni
hakkinda gerekli bilgilendirmelerin yapilmasi tavsiye
edilir.

8. Artik Riskler ve Yan Etkiler:

Dis tedavisinin klinik sonucu bir¢ok degiskenden
etkilenebilmektedir. Operasyon esnasinda veya
sonrasinda olasi kalinti riskler ve yan etkiler
goriilebilmektedir.

Gecici semptomlar

Agri, sisme, fonetik zorluklar, diseti iltihabi.

Daha kalic1 semptomlar

Dental implant, kalic1 parestezi, disestezi, marjinal
kemik kaybi, lokalize veya sistemik infeksiyonlar,
oroantral veya oronasal fistiil, komsu dislerde
bozulma, bitisik dislere geri doniisii olmayan hasar,
¢ene, kemik veya protezde implant kiriklari, estetik
problemler, sinir hasari, eksfoliyasyon, hiperplazi ile
baglantili kronik agri, implantin fail olmasi, implant ve
abutmentin birlestigi boyun bolgesinde kiriklar, vida

gevsemesi veya kirilmasi, abutment kirigi, abutmentin
implant i¢ine sikismasi.

9. Temizlik ve Dezenfeksiyon:

NucleOSS T6&T6 Torq iistyapilari teslim edildiginde
steril degildir. Ustyapilar hasta agzina yerlestirilmeden
Once iriin temizlenmeli, dezenfekte edilmeli ve
sterilize edilmelidir.

Ustyapilarin temizleme ve dezenfekte etme adimlari
asagidaki gibidir. Sterilizasyon islemi detaylarini 10.
Sterilizasyon basliginda bulabilirsiniz.

= Ustyapular, akan suyun altinda yumusak kill1 bir firca
ile i¢ ve dis1 yikanir.

= Ustyapular, titanyum alasimi (Gr 5), PEEK ve Krom-
Kobalt malzemeye zarar vermeyecek uygun bir
dezenfektan ile dezenfekte edilir.

10. Sterilizasyon:

NucleOSS Dental Implant Sistemi’ne ait tiim
Ustyapilar non-steril olarak satigsa sunulur. Son
kullanici tarafindan kullanilmadan 6nce sterilize
edilmesi gerekmektedir.

Titanyum tistyapilar i¢in sterilizasyon kosullari
asagidaki gibidir:

Yontem ISO 17665’e gore Nemli
Is1 Sterilizasyonu

Dongii On Vakum

Sicaklik 132°C/ 270°F

Maruz Kalma Siiresi 4 dakika

Basing 2.2 Bar

On Vakum 3 defa < 60 mBar

Asgari Kurutma Siiresi Kapali yerde 30 dakika

Sterilizasyondan sonra iiriinler bekletilmeden
kullanilmalidir.

-10¢ steril giivence diizeyine ulagmak igin asgari
gecerli sterilizasyon siiresi ve sicakligi gereklidir.

Not: Gosterilen sterilizasyon parametreleri ve
yontemleri NucleOSS Dental implantlar tarafindan
valide edilir. EN ISO 17665'e gore, sterilizasyon
teknikleri ve ekipmanlarinin validasyonu i¢in nihai
sorumluluk dogrudan islemci ile iligkilidir. Ttim
otoklavlar/sterilizatorler EN ISO 17665-1 uyarinca
muhafaza ve valide edilmelidir.

Implant sterilizasyon bilgileri igin liitfen implant
kullanim kilavuzuna bakin.

11. MR Giivenlik Bilgileri:

Klinik olmayan testler, NucleOSS Dental Implant
Sistemi’nin “Kosullu MR” oldugunu goéstermistir.
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Hasta yerlestirmeden hemen sonra bu cihazla agagidaki
sartlar altinda giivenli bir sekilde taranabilir:

e 1.5-Tesla ve 3-Tesla’nin manyetik statik alaninda

e 4,000 -gauss/cm (40 T/m) boyutsal gradyan
manyetik alanda

e Raporlanan maksimum MR sistemi, viicut i¢in
ortalama 6zel sogurma orani (SAR) 2-W/kg

12. Saklama Kosullar:

Uygun olmayan depolama, temel malzeme ve tasarim
oOzelliklerini tehlikeye atarak cihazin arizalanmasina
neden olabilir.

13. imha Edilmesi:

Cihazin imha edilmesi, farkli kirlilik seviyelerini
dikkate alarak, yerel diizenlemelere ve gevresel
gerekliliklere uymalidir.

Kontamine cihazlardan veya kesici maddelerden
kaynaklanan tehlikeli atiklar, belirli teknik
gereksinimleri karsilayan uygun kaplara atilmalidir.

14.Hasta Bilgilendirme:

Hastaya Nucleoss dis implant sistemlerinin
kontrendikasyonlari, uyarilari, dnlemleri, yan etkileri
ve komplikasyonlar1 hakkinda bilgi verilmelidir.

Hasta, kullanilan Nucleoss iiriinlerine iligkin MRI
uyumlulugu konusunda bilgilendirilmelidir.

Cerrahi bolge operasyon Oncesi ve sonrasi temiz
tutulmalidir. Hasta cerrahi bolgenin temizligi
konusunda iyi bilgilendirilmelidir. Implant ve {istyap:
yerlestirilen bolge erken donemde ¢igneme hareketiyle
ylike maruz birakilmamalidir. Detayli bilgi i¢in Hasta
Bilgilendirme Kitapg¢igina goz atiniz. (bakiniz
https://www.nucleoss.com/hastaya-ozel/)

15. Prosediir:

Teknisyen tarafindan kullanimi:

1. Analogtaki abutment, ¢alisma modeline yerlestirilir.

2. Analog-abutment baglantisinin diizgiin sekilde
yapildigindan emin olunur.

3. Abutment, dental implant analoguna vida ile
sabitlenir. Vida hex anahtari ile sikilir.

4. Dolgu-tutucu veya vida-tutucu kullanarak
restorasyon Uretilir.

5. Abutment pozisyonunun ana dokiimden hastaya
dogru sekilde transfer edildiginden emin olunur. Tekli
restorasyon durumunda endeks bitisik disten alinan
destekle giivence altina alinir; Kopriiler durumunda ise
abutmentler birbirine baglanir.

6. Prostetik cihazlar1 implant analogundan ¢ikarmak
icin hex anahtar1 kullanilir.

Dis Hekimleri tarafindan kullanima:

1. Dis hekimi ana dokiimii orijinal abutment ile birlikte
dental laboratuvardan alir.

2. Restorasyonu ¢alisma modelinden ¢ikarir. Dental
restorasyon temizlenir, dezenfekte edilir ve sterilize
edilir.

3. lyilesme baslig1, dental implant kapag1 veya gegici
abutment hasta agzindan ¢ikarilir.

4. Govdenin igerisinde kan, doku veya irin varsa
vakumla temizlenir.

5. Restorasyon hasta agzina yerlestirilir.
6. Tim diger parcalar dikkatlice yerlestirilir.

7. Sterilize edilmis abutment, implanta yerlestirilir ve
implant-abutment baglantisinin diizgiin bir sekilde
yapildigindan emin olunur.

8. Vida, asagida verilen uygun tork degerini
agmayacak sekilde sikistirilir.

Tiim Kapaklar ve Elle/Rasetle (10 Nem)
Iyilesme Basliklari

Tiim Simante Dayanak | Max. 30 Nem
Vidalari

Gegici (PEEK) Pargalar | 10 Ncm

ve Vidalar

Multi Unit Dayanaklar Max. 30 Ncm

Abutment Okluzal Vida | 20 Ncm

Tim Kep Vidalari 10 Nem

Tiim Universal Dokiim | Max. 30 Ncm
Dayanak Vidalari

Topuz Dayanaklar Max. 30 Ncm
Equator® Dayanaklar Max. 30 Ncm
CAD-CAM Ti-Base Max. 30 Ncm

Dayanak Vidalari

Belirtilen torkla Nucleoss dayanagi implanta
sabitlendiginde ¢ikarilmamalidir.

Dikkat: Tavsiye edilen torktan daha yiiksek tork
uygulanmasi, abutment ve/veya implantta hataya sebep
olabilir. Tavsiye edilen tork degerinden diisiik tork ise
abutmentin gevsemesi ile sonuglanabilir bu da
abutment ve/veya implant hatasina sebep olabilir.

Bu prosediir minimum kilavuz olarak kabul edilmelidir
ve detaylar Nucleoss Cerrahi Kilavuzu’nda ayrintili
olarak belirtilmistir. (bakiniz:
https://www.nucleoss.com/kaynaklar/download/)
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16.Beklenen Klinik Fayda:

Hastalar tedavinin bir faydasi olarak ¢igneme islevini
geri kazandirmak i¢in hastalardaki bir veya birden
fazla eksik dislerinin degistirilmesini ve/veya
kuronlarin restore edilmesini bekleyebilirler.

17. Giivenlik ve Klinik Performans Ozeti

Avrupa Tibbi Cihazlar Veri tabaninin kullanima
sunulmasiyla birlikte, Nucleoss T6 ve T6 Torq
iistyapilart i¢in giivenlik ve klinik performansin 6zeti
https://ec.europa.eu/tools/eudamed adresinde
bulunacaktir.

18. Ciddi Olumsuz Olaylar ile lgili Bildirim

Tibbi Cihazlar ile ilgili diizenleme 2017/745/EU
Regiilasyonu olan iilkelerdeki hasta/kullanici/ii¢iincii
taraf i¢in: Bu cihazin kullanilmasi esnasinda ya da
kullanilmasi sonucu ciddi bir olumsuz olay meydana
gelirse liitfen iireticiye ve ulusal yetkili makaminiza
bildirin. Ciddi olumsuz olayin bildirilmesi i¢in bu
cihazin iireticisine ait iletisim bilgileri asagidaki
gibidir:

Sanhilar Tibbi Cihazlar Med. Kim. San Tic. Ltd. Sti

E-posta: info@nucleoss.com

Web: (https://www.nucleoss.com/iletisim/talepleriniz-
onerileriniz/ )

19. Temel UDI-DI Bilgileri
8699383354J5: Ust yapilar/Abutments
20. Sembol Aciklamalari:

Benzersiz cihaz Model numarasi
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NUCLEOSS T6&T6 TORQ DENTAL
|\l SUPERSTRUCTURE INSTRUCTIONS
FOR USE

1. Definition:

Nucleoss Dental Implant System is an in-bone dental
implant system with dental implants and related
abutments, healing caps, surgical instruments.
Compatible with T6 & T6 Torq Superstructures, T6 &
T6 Torq Dental Implants and T6 Surgical Set. It is only
suitable for use with bodies and surgical instruments
belonging to the NucleOSS Dental Implant System.
Failure situations that may occur as a result of use with
different systems may harm the patient. Please refer to
the product label for product code, specification and
production date.

NucleOSS Dental Implant System offers dentists a
wide range of superstructure options that can be used
for different purposes with all bodies. These include
cemented, screwed, customised, removable prosthesis,
cad-cam solutions and scan bodies, as well as auxiliary
prosthetic parts and temporary parts.

1.1. Bases

Abutments are placed on dental implants to provide
support for prosthetic reconstructions such as crowns
or bridges. See the catalogue for superstructures
compatible with the platform diameter and length of
the abutments.

1.2. Screws

The screw is used to fix the superstructure to the dental
implant.

1.3. Healing Heads

Healing caps are used in single-stage, transmucosal
surgical protocols and are screwed into the dental
implant, protecting the implant internal structure and
not supporting a prosthetic superstructure.

Most of their superstructures are suitable for use
throughout the patient's lifetime. However, it is not
recommended to keep Nucleoss Temporary Abutments
in the patient's mouth for more than 180 days.

Temporary abutments can be shortened to the implant
screw level depending on the patient's oral anatomy.

All superstructures of the NucleOSS Dental Implant
System are manufactured from Grade-5 Titanium alloy
according to ISO 5832-3 standard, ASTM F2026-16
Polyetheretherketone (PEEK) Polymers for Surgical
Implant Applications or ISO 5832-12 Cobalt-
Chromium alloy and are offered for sale as non-sterile.
It must be sterilised before use by the end user.

Chemical Composition for Titanium Alloy:

N C Al (6] Fe \Y Ti
max | 0.03 0.08 6.50 0.13 0.25 4.50 | Balance
min_| 0.00 0.00 5.50 0.00 0.00 3.50 | Balance

Each superstructure package has a Lot number on it.
There are also three Lot number labels inside each
body pack. For retrospective traceability of the
product, it is strongly recommended that these Lot
number labels are kept in the patient's file and together
with the panoramic X-ray..

2. Intended Use:

Nucleoss T6 and T6 Torq Dental Implant Systems are
designed for use in dentistry. Nucleoss abutments and
prosthetic parts are medical devices used to support
mandibular and/or maxillary crown-bridge or
superstructures in patients with total or partial
prosthesis indications.

3. Indications:

Nucleoss T6 and T6 TORQ superstructures are
prefabricated prosthetic components directly connected
to endoosseous dental implants and are intended to be
used as an aid in prosthetic rehabilitation.

4. Target Patient Population and Target User:

The target patient population is people with adult jaw
structure where none of the contraindications for
dental implantation apply. The target users are dentists
licensed in dentistry.

5. Contraindications:

e High blood pressure, cardiovascular disease,
diabetes, bone metabolism disorders,
uncontrolled bleeding disorders, inadequate
wound healing capacity, inadequate oral
hygiene, serious internal medical problems,
incomplete development of the upper and
lower jaw, poor general health, uncooperative
and unmotivated patients, drug, alcohol or
smoking addiction, psychoses, functional
disorders resistant to long-term treatment,
xerostomia (dry mouth), granulocytopenia
(lack of white blood cells), Ehlers Danlos
syndrome, radiation therapy, osteoradionec-
rosis, weakened immune system, renal failure,
organ transplantation, fibrous dysplasia,
crohn's disease, steroid, corticosteroid or
anticonvulsant use, prophylactic antibiotics,
creatinine, serum calcium, titanium allergy,
uncontrolled endocrine disorders,
anticoagulation drugs, haemorrhagic diathesis,
bruxism, parafunctional habits, unfavourable
anatomical bone conditions, uncontrolled



periodontitis, temporo-mandibular joint
disorders, treatable pathological diseases of the
mandible or changes in the oral mucosa,
pregnancy, breastfeeding, osteoporotic
fracture, respiratory disease, thyroid or
parathyroid diseases. Patients with active
osteolytic, inflammation, diagnosed
malignancy, nodular growths, tenderness,
unexplained swelling of the head or neck,
infectious conditions at the implant site.

e Unrealistic patient expectations.

e Unattainable prosthetic reconstructions.

e Inadequate training of the practitioner.

6. Warnings and Precautions:

Observance of precautions and warnings ensures safe

handling and application.

NucleOSS Dental Abutment System products
Sanlilar Med. Kim. San. Tic. Ltd. Sti. Brand usage
and sale of products can only be realised by
Sanlilar Tibbi Cihazlar and its business partners.
All models in the NucleOSS Dental Abutment
system (T6, T6 TORQ) should be applied
according to NucleOSS Surgical and Prosthetic
protocols.

It should be kept out of the reach of children.

The abutment suitable for the patient's oral
structure should be used with the appropriate
dental implant.

The patient should be informed before and after
the surgical operation.

Abutments with damaged packaging should not be
used.

Make sure that the patient's health condition is
suitable for the operation.

Abutments are sold as non-sterile. Before use, they
must be sterilised by the user as specified in the
instructions for use.

Previously used abutments cannot be reused.

7. Points to Consider / Precautions:

If the following warnings and precautions are not
observed, complications may occur, such as the part
entering the windpipe or swallowing the part.

For dental technicians:

e When polishing the abutments, it should be
ensured that the part entering the implant is
protected or this process should be performed
with the abutment attached to the implant
analogue.

e The abutment should be placed on the model
by checking the correct orientation and make
sure that it is fully seated.

The abutment should be fixed with the
abutment screw provided and tightened only
by hand (max. 10 Ncm).

After this stage, the prosthesis suitable for the
treatment should be created and the prosthesis
should be removed from the model with the
help of the correct hex key.

For dentists:

The clinician should take the abutments from
the laboratory and remove the temporary
restorations, closure screws or healing caps
from the patient's mouth.

After cleaning, disinfecting and sterilising the
prosthetic parts from the laboratory, the
clinician should apply them to the patient's
mouth by tightening them with a tightening
piece according to the specified torques.

If the superstructures are tightened more or
less than the specified torque values, it may
cause the abutments and/or implants to fail.
You can find the appropriate torque values for
the use of superstructures in the table below:

All Covers and Healing | By Hand/Raschette (10
Heads Ncm)

All Simante Abutment Max. 30 Ncm
Screws

Temporary (PEEK) 10 Nem

Parts and Screws

Multi Unit Bases Max. 30 Ncm
Abutment Occlusal 20 Ncm
Screw

All Cap Screws 10 Nem

All Universal Cast Max. 30 Ncm
Screws

Knob Abutments Max. 30 Ncm
Equator® Abutments Max. 30 Ncm
CAD-CAM Ti-Base Max. 30 Ncm
Abutment Screws

Before Surgery:

Clinical and radiological examination of the patient
should be performed preoperatively to determine
whether the patient is suitable for treatment and to
determine his/her psychological and physical
condition.

Special attention should be paid to patients with
localised or systemic factors that may interfere with
the bone or soft tissue healing process or the
osseointegration process (e.g. smoking, poor oral
hygiene, uncontrolled diabetes, facial radiotherapy,



infections in the lateral tooth or bone, bisphosphonate
therapy).

The device has not been evaluated in
paediatric/adolescent patients and is not recommended
for use in children.

Preoperative hard tissue or soft tissue deficiency may
jeopardise the aesthetic result.

Surgery:

All components, devices and instruments used during
the procedure must be kept in good condition and care
must be taken to ensure that the instrumentation does
not damage implants, superstructures or other
components.

Following implant placement, the surgeon's assessment
of bone quality and primary stability determines when
the implants can be loaded. The choice of
superstructure and the time of application should be
evaluated.

Nucleoss superstructures are medical devices that do
not require installation. It is strongly recommended
that specialists who will use Nucleoss superstructures
for the first time receive training from the Sanlilar
Medical Devices team. If users need more information
about the product, Nucleoss dealers, representatives
can be contacted or you can contact Nucleoss
info@nucleoss.com via e-mail.

After surgery

In order to ensure a long-term treatment outcome, it is
recommended to ensure regular comprehensive patient
follow-up after implant treatment and to provide the
necessary information on proper oral hygiene.

8. Residual Risks and Side Effects:

The clinical outcome of dental treatment can be
influenced by many variables. Possible residual risks
and side effects may occur during or after the
operation.

Temporary symptoms
Pain, swelling, phonetic difficulties, gingivitis.
More persistent symptoms

Dental implants, permanent paresthesia, dysesthesia,
marginal bone loss, localised or systemic infections,
oroantral or oronasal fistula, disruption of adjacent
teeth, irreversible damage to adjacent teeth, implant
fractures in the jaw, bone or prosthesis, aesthetic
problems, nerve damage, exfoliation, chronic pain
associated with hyperplasia, implant failure, fractures
in the neck area where the implant and abutment meet,

screw loosening or fracture, abutment fracture,
abutment compression into the implant.

9. Cleaning and Disinfection:

NucleOSS T6&T6 Torq superstructures are not sterile
when delivered. The product must be cleaned,
disinfected and sterilised before the superstructures are
placed in the patient's mouth.

The steps for cleaning and disinfecting the bodies are
as follows. Details of the sterilisation process can be
found in chapter 10 Sterilisation.

The superstructures are washed inside and outside with
a soft bristle brush under running water.

The superstructures are disinfected with a suitable
disinfectant that will not damage the titanium alloy (Gr
5), PEEK and Chrome-Cobalt material.

10. Sterilisation:

All superstructures of the NucleOSS Dental Implant
System are offered for sale as non-sterile. They must
be sterilised before use by the end user.

Sterilisation conditions for titanium superstructures are
as follows:

Method Moist Heat Sterilisation
according to ISO 17665

Cceyle Pre-Vacuum

Temperature 132°C /270°F

Exposure Time 4 minutes

Pressure 2.2 Bar

Pre-Vacuum 3 times < 60 mBar

Minimum Drying Time 30 minutes indoors

After sterilisation, the products must be used
immediately.

A minimum valid sterilisation time and temperature is
required to achieve a sterile assurance level of -10-6.

Note: The sterilisation parameters and methods shown
are validated by NucleOSS Dental Implants.
According to EN ISO 17665, the ultimate
responsibility for the validation of sterilisation
techniques and equipment is directly associated with
the processor. All autoclaves/sterilisers must be
maintained and validated in accordance with EN ISO
17665-1.

Please refer to the implant user manual for implant
sterilisation information.

11. MR Safety Information:

Non-clinical testing has shown that the NucleOSS
Dental Implant System is "Conditional MR".



The patient can be safely scanned with this device
immediately after placement under the following
conditions:

- 1.5-Tesla and 3-Tesla magnetic static field

- 4,000 -gauss/cm (40 T/m) dimensional gradient
magnetic field

- Maximum reported MR system average specific
absorption rate (SAR) for the body 2-W/kg

12. Storage Conditions:

Improper storage may jeopardise the basic material
and design characteristics and may cause the device to
malfunction.

13. Disposal:

Disposal of the device must comply with local
regulations and environmental requirements, taking
into account different levels of contamination.

Hazardous waste from contaminated devices or sharps
must be disposed of in appropriate containers that meet
specific technical requirements.

14.Patient Information:

The patient should be informed about
contraindications, warnings, precautions, side effects
and complications of Nucleoss dental implant systems.

The patient should be informed about the MRI
compatibility of the Nucleoss products used.

The surgical site should be kept clean before and after
the operation. The patient should be well informed
about the cleanliness of the surgical site. The area
where the implant and superstructure are placed should
not be exposed to load with chewing movement in the
early period. For detailed information, please refer to
the Patient Information Booklet (see
https://www.nucleoss.com/hastaya-ozel/)

15. Procedure:
Handling by the technician:

1. The abutment in the analogue is placed on the
working model.

2. Make sure that the analogue-abutment connection is
properly made.

3. The abutment is fixed to the dental implant analogue
with a screw. The screw is tightened with a hex key.

4. The restoration is fabricated using a filler-retainer or
screw-retainer.

5. Ensure that the abutment position is correctly
transferred from the master casting to the patient. In

the case of a single restoration, the index is secured
with support from the adjacent tooth; in the case of
bridges, the abutments are bonded together.

6. A hex key is used to remove prosthetic devices from
the implant analogue.

Use by Dentists:

1. The dentist takes the master cast from the dental
laboratory together with the original abutment.

2. Removes the restoration from the working model.
The dental restoration is cleaned, disinfected and
sterilised.

3. The healing cap, dental implant cap or temporary
abutment is removed from the patient's mouth.

4. Any blood, tissue or pus inside the body is vacuum
cleaned.

5. The restoration is placed in the patient's mouth.
6. All other components are carefully placed.

7. The sterilised abutment is placed on the implant and
make sure that the implant-abutment connection is
properly made.

8. The screw is tightened so that it does not exceed the
appropriate torque value given below.

All Covers and Healing | By Hand/Raschette (10
Heads Ncm)

All Simante Abutment Max. 30 Ncm
Screws

Temporary (PEEK) 10 Nem

Parts and Screws

Multi Unit Bases Max. 30 Ncm
Abutment Occlusal 20 Ncm
Screw

All Cap Screws 10 Nem

All Universal Cast Max. 30 Ncm
Screws

Knob Abutments Max. 30 Necm
Equator® Abutments Max. 30 Ncm
CAD-CAM Ti-Base Max. 30 Ncm
Abutment Screws

Once the Nucleoss abutment is fixed to the implant
with the specified torque, it must not be removed.

Caution: Applying torque higher than the
recommended torque may result in failure of the
abutment and/or implant. Less than the recommended
torque may result in loosening of the abutment, which
may result in abutment and/or implant failure.



This procedure should be considered a minimum
guideline and details are detailed in the Nucleoss
Surgical Manual (see:

https://www.nucleoss.com/kaynaklar/download/)

16.Expected Clinical Benefit:

Patients can expect to have one or more missing teeth
replaced and/or crowns restored to restore chewing
function as a benefit of treatment.

17. Summary of Safety and Clinical Performance

With the launch of the European Medical Devices
Database, a summary of safety and clinical
performance for Nucleoss T6 and T6 Torq bodies will
be available at https://ec.europa.eu/tools/eudamed.

18. Notification of Serious Adverse Events

For the patient/user/third party in countries with
Regulation 2017/745/EU on Medical Devices: If a
serious adverse event occurs during or as a result of the
use of this device, please notify the manufacturer and
your national competent authority. The contact details
of the manufacturer of this device for reporting a
serious adverse event are as follows:

Sanlilar Tibbi Cihazlar Med. Kim. San Tic. Ltd. Sti
E-mail: info@nucleoss.com

Web: (https://www.nucleoss.com/iletisim/talepleriniz-
onerileriniz/ )

19. Basic UDI-DI Information
8699383354J5: Superstructures/Abutments
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