NUCLEOSS T6&T6 TORQ DENTAL
JN ¥ IMPLANTLARI
KULLANIM TALIMATLARI

1. Tanim:

Nucleoss Dental implant Sistemi, implantlar ve ilgili
abutmentler, iyilesme basliklari, cerrahi aletlere sahip
kemik i¢i dental implant sistemidir. T6&T6 Torq
Implantlar T6 Ustyapilar1 ve T6 Cerrahi Seti ile
uyumludur. Uriin kodu, spesifikasyon, iiretim tarihi ve
son kullanma tarihi i¢in {irlin etiketine bakiniz.

Nucleoss dis implantlar1 ISO 5832-2 standardina gore
Saf Grade 4 titanyumdan imal edilmistir.

Kimyasal Bilesim:

N %Max | C %Max | H%Max | O %Max | Fe%Max | Ti%Max

0.05 0.1 0.0125 0.4 0.5 Denge

Nucleoss Dental implantlar1 (T6 ve T6 Torq) SLA
ylizeye sahiptir. Kumlanmis saf titanyum termal asitle
ylizey islemine tabi tutulur. Govde, yiizey islemleri
sonrasinda hidrofilik bir 6zellik kazanir.

Her implant paketinin iizerinde bir Lot numarasi
vardir. Ayrica her implant paketinin igerisinden ii¢ adet
Lot numarasi etiketi ¢ikar. Uriiniin geriye déniik
izlenebilirligi i¢in bu Lot numarasi etiketleri hastanin
dosyasina ve panoramik rontgenine ilistirilmelidir.

2. Kullanim Amaci:

Nucleoss T6 ve T6 Torq Dis Implantlar alt veya iist
¢ene kemigine cerrahi yontem ile yerlestirilerek
hastanin ¢igneme fonksiyonunu geri kazandirmada
kullanilan yapay dis protezlerine destek olmasi
amaciyla kullanilir.

3. Endikasyonlar:

Nucleoss T6 ve T6 Torq dental implantlar1 tam veya
kismi digsiz hastalarin {ist veya alt ¢enesinin
fonksiyonel ve estetik oral rehabilitasyonunda
endikedir. Bunlar dogal dislerin kayb1 veya
ekstraksiyonundan sonra immediat veya gec
implantasyon i¢in kullanilabilir. T6 implantlar, 12
hafta sonra gecikmeli yiikleme i¢in tasarlanmistir. T6
Torq Implantlar iyi primer stabilite elde edildiginde ve
¢igneme islevinin restorasyonu i¢in uygun okliizal
yiiklemeyle tek dis ve/veya birden fazla dig
restorasyonlar i¢in immediat yerlestirilebilir.

4. Hedef Hasta Popiilasyonu ve Hedef Kullanici:

Hedef hasta popiilasyonu, dis implantasyonlar ile ilgili
kontrendikasyonlarin hi¢birinin gegerli olmadigi
yetiskin ¢ene yapisina sahip kisilerdir. Hedef

kullanicilar, dis hekimligi konusunda lisansh dig
hekimleridir.

5. Kontraendikasyonlar:

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 genede 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 (agiz kurulugu),
graniilositopeni (akyuvarsizlik), Ehlers Danlos
sendromu, radyasyon terapisi, osteoradyonek-roz,
zayif bagisiklik sistemi, bobrek yetmezligi, organ
transplantasyonu, fibroz displazi, crohn hastaligi,
steroid, kortikosteroid veya antikonviilzan kullanima,
profilaktik antibiyotik, kreatinin, serum kalsiyum,
titanyum alerjisi, kontrol edilemeyen endokrin
bozukluklari, antikoagiilasyon (piht1 6nleme) ilaglart,
hemorajik diatez, bruksizm, parafonksiyonel
aliskanliklar, elverigsiz anatomik kemik kosullari,
kontrol altina alinmamis periodontit, temporo
mandibular eklem bozukluklari, ¢ene kemiginde tedavi
edilebilir patalojik hastaliklar veya oral mukozada
degisimler, hamilelik, emzirme, osteoporotik kirik,
solunum hastaligi, tiroid veya paratiroid hastaliklari.
Aktif osteolitik, iltihap, teshis edilmis habis, nodiiler
biiylimeler, hassasiyet, kafada veya boyunda
aciklanamayan sislikler, implant bdlgesinde enfeksiyoz
durum olan hastalar. Ger¢ekg¢i olmayan hasta
beklentileri. Ulagilamaz protetik rekonstriiksiyonler.
Uygulayicinin yetersiz egitimi.

6. Uyarilar ve Onlemler:

Onlem ve uvarilara uyulmasi, giivenli kullanim ve
uygulamayi saglar.

e NucleOSS Dental implant Sistemi iiriinleri Sanlilar
Med. Kim. San. Tic. Ltd. Sti. tarafindan
tiretilmektedir. Marka kullanim ve {irlinlerin satist
yalnizca Sanlilar ve is ortaklari tarafindan
gercgeklestirilebilir.

e NucleOSS Dental implant sistemindeki tiim
modeller (T6 ve T6 Torq) NucleOSS Cerrahi ve
Protez protokollerine gére uygulanmalidir.

e Cocuklarin erisemeyecegi yerlerde saklanmalidir.

e Uygulama bolgesine uygun ¢ap ve boya gore farkl
Ol¢iilerdeki implantlar kullanilir, implant ile
uyumlu abutment kullaniniz.

e Cerrahi operasyon dncesinde ve sonrasinda hastay1
bilgilendiriniz.

e Kullanim anina kadar tiip kapagimi hicbir sekilde
acmayiniz. Kapagi agilmis veya deforme olmus
tiipleri kesinlikle kullanmayiniz.



e  Operasyon i¢in hastanin saglik durumunun uygun
olmasi gereklidir.

e Implant capina ve boyuna uygun frezler kullanimniz.

e Implant tiipii, blisterden eldiven ile steril bez
iizerine ¢ikarilmalidir. Koruma halkasi bozulmus
ya da paketlemesi zarar gérmiis implantlar
kullanilmamalidir.

e Kontaminasyon riskine karsi implant, steril tiipten
cikarildigi anda, higbir yere temas ettirilmeden ve
dokunulmadan agilan yuvaya yerlestirilmelidir.

e Implantlar steril ambalajdadir. Ikinci kez steril
etmeyiniz.

e Daha 6nce kullanilmis implantlar tekrar
kullanilamaz.

e Nucleoss Dental Implantlar1 kullanimi éncesinde
egitim ve cihaz kurulumu gerektirmez. Kullanim
konusunda egitim ihtiyaciniz varsa internet
sitemizden yardim alabilir
(https://www.nucleoss.com/ ) ya da ilgili bayi veya
Sanlilar Tibbi Cihazlar Med. Kim. San Tic. Ltd.
Sti ile iletisime gegebilirsiniz.

7. Dikkat Edilecek Noktalar / Tedbirler:

Implantlar maksilla veya mandibula disindaki
kemiklere yerlestirilmemelidir.

Daima mevcut kemik kalinligi, kemik kalitesi, disler
arasi bosluk ve beklenen ¢igneme kuvvetleri tarafindan
desteklenebilecek en biiyiik ¢capa sahip implanti segin.
Nispeten yiiksek yiiklerin beklendigi durumlarda
uygun implant hizalamasinin saglanmasi i¢in 6zel
dikkat gosterilmelidir.

Ameliyattan once:

Hastanin klinik ve radyolojik muayenesi hastanin
tedaviye uygun olup olmadiginin belirlenmesi,
psikolojik ve fiziksel durumunu belirlemek i¢in
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 gocuklarda 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 veya diger bilesenlere
zarar vermemesine 6zen gosterilmelidir.

Implant yerlestirilmesinin ardindan cerrah tarafindan
kemik kalitesi ve primer stabilitesi degerlendirmesi
yapilir ve implantlarin ne zaman yiiklenebilecegi
belirlenir.

Ameliyattan sonra:

Uzun siireli tedavi sonucunu giivence altina almak igin,
implant tedavisinden sonra diizenli olarak kapsamli
hastala takibinin saglamas1 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.

Gecicl semptomlar

Agri, sisme, fonetik zorluklar, diseti iltihabi.

Daha kalici 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 kirig1, abutmentin
implant i¢ine sikigmasi.

9. Temizlik ve Dezenfeksiyon:

Nucleoss dis implantlar steril ve tek kullanimlik
olarak teslim edilir. Temizlenmemeli ve dezenfekte
edilmemelidir. Sanlilar Tibbi Cihazlar Med. Kim. San
Tic. Ltd. Sti, islemi kimin veya hangi yontemle
yaptigina bakilmaksizin, baslangicta steril olarak
teslim edilen cihazlarin iglenmesi konusunda herhangi
bir sorumluluk kabul etmez.

10. Sterilizasyon:

Nucleoss dis implantlar steril ve tek kullanimlik
olarak teslim edilir. Sterilize edilmemelidirler.
Nucleoss dis implantlar1 ve kapaklari Gama
Radyasyonu ile sterilize edilir (sterillik bes yil
garantilidir).

Nucleoss dis implantlar1 Class 10.000 ortaminda
yikama proseslerinden gegirilmis ve Class 100 temiz


https://www.nucleoss.com/

oda ortaminda sizdirmaz olacak sekilde paketlenmistir.
Cift steril bariyer sistemi ve paketlemesi, sterilize
edilmis cihazi dis etkenlerden korur ve cihaz dogru bir
sekilde saklanirsa son kullanma tarihine kadar sterilite
saglar. Cihaz1 koruyucu ambalaj ve steril bariyer
sisteminden ¢ikarirken asepsi kurallarina uyulmalidir.
Implantin yerlestirilmesinden hemen 6ncesine kadar
steril bariyer sistemi agilmamalidir. Cihazlarin steril
ambalajimi agmadan 6nce hasar olup olmadigim
kontrol edin. Paketleme sistemi hasarli cihazlar
kullanilmamalidir. Elinizde bir yedek olmasi tavsiye
edilir. Uretici tarafindan yapilmayan yeniden
sterilizasyon, cihazin steril oldugunu garanti etmez.
Sanlilar Tibbi Cihazlar Med. Kim. San Tic. Ltd. Sti.,
yeniden sterilizasyonu kimin veya hangi yontemle
yaptigina bakilmaksizin, baglangigta steril olarak
teslim edilen yeniden sterilize edilmis cihazlar igin
herhangi bir sorumluluk kabul etmez. Daha 6nce
kullanilmis veya steril olmayan bir implant higbir
kosulda kullanilmamalidir.

Abutment sterilizasyon bilgileri i¢in liitfen abutment
(dayanak) kullanim kilavuzuna bakin.

11. MR Giivenlik Bilgileri:

Klinik olmayan testler, NucleOSS Dental Implant
Sistemi’nin “Kosullu MR” oldugunu gostermistir.

Hasta yerlestirmeden hemen sonra bu cihazla asagidaki
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

(Normal Caligma Modunda) Yukarida belirtilen tarama
kosullar1 altinda, 15 dakikalik kesintisiz taramadan
sonra NucleOSS Dental implant Sistemi’nin
maksimum sicaklik artigini 1.7 C°’den daha az
iiretmesi beklenir.

Klinik olmayan testlerde, cihazdan kaynaklanan
artifakt gradyan eko puls dizisiyle ve 3.0 T MRI
sistemiyle gorlintiilendiginde, goriintii implanttan
yaklasik 5 mm uzar.

12. Saklama Kosullari:

Cihazlar 18°C -28°C sicaklik ve % 40- % 60 nem
aralig1 sartlarimda depolanmalidir.

Cihazlar kuru bir yerde orijinal ambalajlarinda
saklanmali ve dogrudan giines 151¢1ndan korunmalidir.

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

13. imha Edilmesi:

Cihazin imha edilmesi, farkl kirlilik seviyelerini
dikkate alarak, yerel diizenlemelere ve ¢evresel
gerekliliklere uymalidir.

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

14.Hasta Bilgilendirme:

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

Hasta, kullanilan Nucleoss tiriinlerine iliskin MRI
uyumlulugu konusunda bilgilendirilmelidir.

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

15. Prosediir:

NucleOSS Dental Implantlari tiip etiketi, tyvek etiketi
ve kutu etiketi ile gelir. Bu etiketler lot numarasinin ii¢
asamada kontroliinii saglar. Cap etiketi ise implantin
capini ve boyunu gosterir. Cap etiketleri farkli caplara
gore farkli renklerde kodlanir.

Implant gapi, implant tipi, konumu ve implant sayist,
hasta anatomisi ve uzamsal kosullar dikkate alinarak
ayr1 ayr1 secilmelidir. Verilen 6l¢iimler minimum
kilavuz olarak kabul edilmelidir ve Nucleoss Cerrahi
Kilavuzu’nda ayrintili olarak belirtilmistir. (bakiniz
https://www.nucleoss.com/kaynaklar/download/)

Implant vatagi hazirlig

Ist hasar1 dig implantinin iyilegsmesini engeller.

Bu nedenle sicakliktaki asir1 artiglar, delme hizlari,
aralikl1 delme ve yeterli sogutma ile ilgili Nucleoss
Dental implant Sistemi Drillerinin ve aletlerinin
kullanimina iliskin yonergeler izlenerek en aza
indirilmelidir.

Implantin verlestirilmesi

Bir Nucleoss implanti, steril tiipten cerrahi bolgeye
implant tagima-sikma parcas1 yardimiyla raset, motor
veya tornavida kullanilarak taginir.

Implant kapagin steril tiipten cerrahi bolgeye tasirken
hex anahtar1 implant kapagina tam olarak yerlestirilir,
saga veya sola ¢evirmeden ayn1 eksende geri gekilir.


https://www.nucleoss.com/hastaya-ozel/
https://www.nucleoss.com/kaynaklar/download/

T6 ve T6 Torq implant, mikromotorla maksimum 15
rpm devirde veya manuel hex anahtari ile
yerlestirilirken, saat yoniinde ¢evirerek implantin iist
ylizeyi kemik seviyesinden 0.7 mm altina inecek
sekilde yerlestirilir.

Yumusak doku tedavisi, yara kapatma

Yara kapatilmadan once, implant tiipiinden ¢ikan ve
platform caplarina gore renklendirilmis olan kapak,
implant iizerine hex anahtariyla yerlestirilip elle
sikilarak iizeri kapatilir. Kapatilmadig: takdirde
implant igerisine doku girerek risk faktorii olusturur.

16.Beklenen Klinik Fayda:

Hastalar tedavinin bir faydas1 olarak ¢igneme iglevini
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
implantlart i¢in giivenlik ve klinik performansin 6zeti
https:// ec.europa.eu/tools/eudamed adresinde
bulunacaktir.

18. Ciddi Olumsuz Olaylar ile ilgili Bildirim

Tibbi Cihazlar ile ilgili diizenleme 2017/745/EU
Regiilasyonu olan iilkelerdeki hasta/kullanici/iiglincii
taraf icin: Bu cihazin kullanilmasi esnasinda ya da
kullanilmasi sonucu ciddi bir olumsuz olay meydana
gelirse liitfen tireticiye 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

Asagidaki tabloda bu kullamim talimatlarinda
tanimlanan cihazlara yonelik Temel UDI-DI bilgileri
listelenmistir.

Uriin Grubu
Dental implantlar

Temel UDI-DI Kodu
8699383355]7

ile implantla ilgili tiim bilgiler kaydedilir ve cihazin
zaman i¢inde izlenmesi igin yararlidir. Gerektiginde,
hasta implant implant kartin1 herhangi bir dis hekimine
gosterebilir, o da herhangi bir sorunu ¢6zmek i¢in
uygun bir sekilde hareket edebilir ve gerekirse
iireticiyle iletisime gecebilir. Dis hekimi hastaya
"implant kartina" iyi bakmasini ve sonraki her
kontrolde bunu yaninda getirmesini tavsiye etmesi

gerekir.

21. Sembol Aciklamalari:

Tiim Nucleoss iiriinlerindeki sembol agiklamalari

asagidaki gibidir.
Uriin Katalog Yetkili temsilci
REF Numarast EC REP

Uriin Lot Kullanma

Numarasi kilavuzunu
okuyunuz

2. kez kullanilmaz Son kullanma
tarihi

Gama Isima Ile Uretici

Sterilizasyon

Ambalaj hasarl
ise kullanmayiniz

Yalnizca regeteli
kullanim

Sicaklik aralig: MRI Giivenlik
M Bilgisi
Nem aralig1 Uyarilar

Steril degil Cift steril bariyer
sistemi
STERILE
Medikal cihaz Uretici iilke

5 PR=@L [

Benzersiz cihaz
tanimlayici

# LOBP PRI

Model numarasi

Dagitict

£

Distribiitor

®@f

Tekrar steril
etmeyin.

™M
m

CE isareti, tiriniin
gegerli AT
mevzuatinin
gerekliliklerini
karsiladigina dair
iireticinin
beyanidir.
Uygulanabilir
oldugunda:
Onaylanmig
Kurulusun kimlik
numarasi bu
sembolii
izleyecektir.

20. implant Karti

Sanlilar Med. Kim. San. Tic. Ltd. Sti. tarafindan
saglanan her implant i¢in bir Implant Kart1 saglar.
Implant kartinda doldurulmasi gerekenler dis hekimi
tarafindan doldurulup hastaya teslim edilir. Bu belge

CG2195
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NUCLEOSS T6&T6 TORQ DENTAL
O\ IMPLANTS
INSTRUCTIONS FOR USE

1. Definition:

Nucleoss Dental Implant System is an in-bone dental
implant system with implants and related abutments,
healing caps, surgical instruments. T6&T6 Torq
Implants are compatible with T6 Superstructures and
T6 Surgical Set. See product label for product code,
specification, date of manufacture and expiry date.

Nucleoss dental implants are manufactured from pure
Grade 4 titanium according to ISO 5832-2 standard.

Chemical Composition;

N %Max | C %Max | H%Max | O %Max | Fe%Max | Ti%Max

0.05 0.1 0.0125 0.4 0.5 Balance

Nucleoss Dental Implants (T6 and T6 Torq) have an
SLA surface. Sandblasted pure titanium is surface
treated with thermal acid. The body becomes
hydrophilic after surface treatment.

Each implant package has a lot number on it. In
addition, each implant package contains three Lot
number labels. These lot number labels must be
attached to the patient's file and panoramic X-ray for
retrospective traceability of the product..

2. Intended Use:

Nucleoss T6 and T6 Torq Dental Implants are
surgically implanted into the lower or upper jaw bone
and used to support artificial dentures used to restore
the patient's chewing function.

3. Indications:

Nucleoss T6 and T6 Torq dental implants are indicated
for functional and aesthetic oral rehabilitation of the
upper or lower jaw of fully or partially edentulous
patients. They can be used for immediate or late
implantation after loss or extraction of natural teeth. T6
Implants are designed for delayed loading after 12
weeks. T6 Torq Implants can be placed immediately
for single tooth and/or multiple tooth restorations when
good primary stability is achieved and with appropriate
occlusal loading for restoration of masticatory
function.

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:

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. Unrealistic patient
expectations. Unattainable prosthetic reconstructions.
Inadequate training of the practitioner.

6. Warnings and Precautions:

Observance of precautions and warnings ensures safe
handling and application.

e NucleOSS Dental Implant System products are
manufactured by Sanlhilar Med. Kim. San. Tic. Ltd.
Sti. Brand usage and sale of products can only be
realised by Sanlilar and its business partners.

e All models in the NucleOSS Dental Implant
system (T6 and T6 Torq) should be applied
according to NucleOSS Surgical and Prosthetic
protocols.

e [t should be kept out of the reach of children.

e Implants of different sizes are used according to
the diameter and length suitable for the application
area, use abutment compatible with the implant.

e Inform the patient before and after the surgical
operation.

e Do not open the tube cap in any way until the
moment of use. Never use uncapped or deformed
tubes.

e The patient's health condition must be suitable for
the operation.



e  Use drills suitable for the diameter and length of
the implant.

e The implant tube must be removed from the blister
with gloves on a sterile cloth. Implants with
broken protection ring or damaged packaging
should not be used.

e Against the risk of contamination, the implant
should be placed in the opened slot as soon as it is
removed from the sterile tube, without touching or
touching anywhere.

e Implants are in sterile packaging. Do not sterilise a
second time.

e Previously used implants cannot be reused.

e Nucleoss Dental Implants do not require training
and device installation before use. If you need
training in use, you can get help from our website
(https://www.nucleoss.com/) or you can contact
the relevant dealer or Sanlilar Tibbi Cihazlar Med.
Kim. San Tic. Ltd. Sti..

7. Points to Consider / Precautions:

Implants should not be placed in bones other than the
maxilla or mandible.

Always select the implant with the largest diameter
that can be supported by the available bone thickness,
bone quality, interdental space and expected
masticatory forces. Special care should be taken to
ensure proper implant alignment when relatively high
loads are expected.

Before surgery

A clinical and radiological examination of the patient
should be performed preoperatively to determine the
patient's suitability for treatment and to determine the
patient's 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 should be kept in good condition and
care should be taken to ensure that the instrumentation
does not damage the implants or other components.

Following implant placement, the surgeon assesses
bone quality and primary stability and determines
when the implants can be loaded.

After surgery

In order to ensure a long-term treatment outcome, it is
advisable to ensure regular comprehensive patient
follow-up after implant treatment and to provide the
necessary information about 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 dental implants are delivered sterile and
disposable. They should not be cleaned and
disinfected. Sanlilar Tibbi Cihazlar Med. Kim. San Tic.
Ltd. Sti does not accept any responsibility for the
processing of devices initially delivered as sterile,
regardless of who performs the procedure or by which
method.

10. Sterilisation:

Nucleoss dental implants are delivered sterile and for
single use only. They must not be sterilised. Nucleoss
dental implants and caps are sterilised by Gamma
Radiation (sterility guaranteed for five years).

Nucleoss dental implants are wash-processed in a
Class 10,000 environment and sealed in a Class 100
clean room environment. The double sterile barrier
system and packaging protects the sterilised device
from external factors and ensures sterility until the
expiry date if the device is stored correctly. Asepsis
rules must be followed when removing the device from
the protective packaging and sterile barrier system.
The sterile barrier system should not be opened until



just before implant placement. Before opening the
sterile packaging of the devices, check for damage.
Devices with damaged packaging should not be used.
It is recommended to have a spare on hand. Re-
sterilisation not performed by the manufacturer does
not guarantee that the device is sterile. Sanlilar Tibbi
Cihazlar Med. Kim. San Tic. Ltd. Sti. does not accept
any responsibility for re-sterilised devices that were
originally delivered as sterile, regardless of who
performed the re-sterilisation or by which method.
Under no circumstances should a previously used or
unsterilised implant be used.

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

11. MR Safety Information:

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

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

o In the magnetic static field of 1.5-Tesla and 3-
Tesla

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

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

(Normal Operating Mode) Under the scan conditions
specified above, the NucleOSS Dental Implant System
is expected to produce a maximum temperature rise of
less than 1.7 C° after 15 minutes of continuous
scanning.

In non-clinical testing, when imaged with an artifact
gradient echo pulse train and a 3.0 T MRI system, the
image extends approximately 5 mm from the implant.

12. Storage Conditions:

The devices should be stored under the conditions of

18°C -28°C temperature and 40%-60% humidity range.

The devices should be stored in their original
packaging in a dry place and protected from direct
sunlight.

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

13. Disposal:

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

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

14. Patient Information:

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

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
implanted area 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:

NucleOSS Dental Implants come with a tube label,
tyvek label and box label. These labels allow the lot
number to be checked in three stages. The diameter
label shows the diameter and length of the implant.
Diameter labels are colour coded for different
diameters.

The implant diameter, implant type, position and
number of implants should be selected individually,
taking into account patient anatomy and spatial
conditions. The measurements given should be
considered as minimum guidelines and are detailed in
the Nucleoss Surgical Manual (see
https://www.nucleoss.com/kaynaklar/download/)

Implant bed preparation

Heat damage inhibits healing of the dental implant.

Therefore, excessive increases in temperature should
be minimised by following the guidelines for the use
of Nucleoss Dental Implant System Drills and
instruments regarding drilling speeds, intermittent
drilling and adequate cooling.

Implant placement

A Nucleoss implant is moved from the sterile tube to
the surgical site with the help of the implant transport-
clamping part using a ratchet, motor or screwdriver.

When moving the implant cap from the sterile tube to
the surgical site, the hex key is fully inserted into the
implant cap and retracted in the same axis without
turning it left or right.

When placing the T6 and T6 Torq implant with a
micromotor at a maximum speed of 15 rpm or with a
manual hex key, it is placed by turning clockwise so



that the upper surface of the implant is 0.7 mm below
the bone level.

Soft tissue treatment, wound closure

Before the wound is closed, the cap, which comes out
of the implant tube and is coloured according to the
platform diameters, is placed on the implant with a hex
key and closed by hand tightening. If it is not closed,
tissue enters into the implant and creates a risk factor.

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 Database for Medical
Devices, a summary of safety and clinical performance
for Nucleoss T6 and T6 Torq implants 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

The following table lists the Basic UDI-DI information
for the devices described in these instructions for use.

Product Group Basic UDI-DI Code
Dental Implants 8699383355J7
20. Implant Card

Sanlilar Med. Kim. San. Tic. Ltd. Sti. provides an
Implant Card for each implant provided by the dentist.
The implant card is filled in by the dentist and
delivered to the patient. With this document all
information about the implant is recorded and is useful
for monitoring the device over time. If necessary, the
patient can show the implant card to any dentist, who
can act appropriately to resolve any problems and
contact the manufacturer if necessary. The dentist
should advise the patient to take good care of the

"implant card" and bring it with him/her to every
subsequent check-up.

21. Symbol Descriptions:

The symbol descriptions on all Nucleoss products are
as follows.

Double sterile
barrier system

Not sterile

STERILE

Medical device Producer country

Product Catalogue Authorised
Number EC |REP representative
Product Lot Read the
Number DE operating
instructions
2nd time not used g Expiry date
Sterilisation with Manufacturer
Gamma
Irradiation
Do not use if the Prescription use
packaging is & only
damaged only
Temperature MRI Safety
range A Information
Humidity range f Warnings
el

Unique device Model number
identifier
Importer Distributor

£

®¥EEPre~olo §h

Do not sterilise
again.

CE marking is the
manufacturer's
declaration that
the product meets
the requirements
of the applicable
EC legislation.
Where applicable:
The identification
number of the
Notified Body
will follow this
symbol.
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