TR NUCLEOSS CERRAHi ALETLER
KULLANIM TALIMATLARI

1. Tanim:

Nucleoss Cerrahi Aletler, dissiz ve kismen dissiz
hastalarin ¢ene tedavisi i¢in endike olan Nucleoss dental
implantlarin cerrahi uygulamasinda kullanilmak iizere
tasarlanmistir. Nucleoss Dental implant frezleri ve
aletleri, yalnmizca dig hekimleri tarafindan kullanilmak
lizere tasarlanmistir.

Nucleoss Cerrahi aletler ile ilgili ayrintili bilgiler i¢in
Cerrahi Kilavuz'a bakin. Bu kilavuz ;
www.nucleoss.com/kaynaklar/download/ sayfasindan
indirilebilir.

Nucleoss Cerrahi Aletleri asagidaki bilesenleri igerir;

e Round Frez** Operasyona baglarken implantin
yerlestirilecegi bolgedeki kemik yiizeyi bozuk veya
diizensiz ise, torpiileme yaparak gerekli diizeltmeleri
saglamak amaciyla kullanilir.

e Point Frez** Implantin kemik iizerine yerlestirilecegi
yerin belirlenmesi ve bir sonraki frezin rahat ilerlemesi
icin kullanilir.

e Frez Uzatma** Frez boylarinin yetersiz geldigi
durumlarda yaklastk 16 mm uzatilabilmesi igin
kullanilir.

o Pilot Frez** Cene kemiginde implant yuvasi agmak
icin kullanilir. Nucleoss implantlarinin farkli boy
seceneklerine uygun olarak 6 farkli uzunlukta
tasarlanmistir.

o Sert Kemik Frezleri / Final Frez** Sert kemik
frezleri, acilmis olan yuvay1 0,2 mm daha genisleterek
implantin yuvada daha kolay ilerlemesini ve olusan
stresin azalmasini saglar.

e Boyun Genisletici Frez** Cerrahi alana implant
boynunun pasif oturumunu saglamak iizere
tasarlanmustir.

e Kemik Profil Diizenleyici Frez (Bone Profiller)**
Dayanagin veya baglanti vidasinin kirilmamasi igin
implantim boyun bolgesindeki diizensiz kemikleri
temizler.

e Paralel Pinler* Tekli implant tedavisinde yan disler
ile paralelligini, ¢oklu implant tedavilerinde, implant
yuvalarinin arasindaki paralellikleri kontrol etmek igin
kullantlr.

e Tasima-Sikma Parcasi* Implantin, steril tiipten
cerrahi bolgeye tasinmasi ve implantin yerlestirilmesi
i¢in kullanilir.

o Hex Anahtar1* Hex anahtar1 iyilesme bilesenlerinin,
protez ve Olcii alma pargalariin sabitlenmesi igin
kullanilr.

e Derinlik Olcer* Agilan yuvanin derinliginden emin
olmak i¢in derinlik 6lger ile kontrol yapilir.

o Torklu Raset* Tiim dayanak ve vidalarin NucleOSS
tarafindan  Uriin  kataloglarinda  belirtilen  tork
degerlerinde sikilmasi i¢in kullanilir.

e Tornavida* NucleOSS sistemindeki vida, implant
kapagi, iyilesme basliklari, dayanaklar ve govdelerin
elle yerlestirilmesi veya cikartilmasi i¢in kullanilir.

*  Smuf Ir cihazi
** Smif Ila cihazi

Not: Tim frezler caplarim belirten renk kodlarina
sahipti. Cap ve boy bilgileri frezlerin iizerine
1slenmistir.
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Nucleoss cerrahi set bilesenleri paslanmaz gelik ve ISO
5832-3 standardina gore Ti6Al4V alagimli titanyumdan
imal edilmistir. Aletler elde tutulabilir, manuel olarak
caligtirilabilir veya uygulanabilir oldugu durumlarda
elektrikli ekipmana takilabilir. Nucleoss Cerrahi
Aletleri yalnmizca uygun cerrahi teknikle ve uygun
Nucleoss cihazlariyla (yani etkilesimli aletler ve
implantlar)  kullamilmalhdir. Bu kosullar yerine
getirilmezse, iretici sorumluluk kabul etmeyi
reddedecektir.

2. Kullanim Amaci:

Cerrahi aletler, Nucleoss Dental Implantlar1 icin alt
veya ist cene kemiginde implant yeri hazirlamak,
implant1 yerlestirmek, tiim vidalar1 sikmak ve ¢ikarmak
i¢in kullanilir.

3. Endikasyonlar:

Nucleoss Cerrahi Aletleri, ¢igneme fonksiyonunu
yerine getirmek iizere kemik i¢i dental implantlarin ve
implant  sistemi  bilesenlerinin  yerlestirilmesini
kolaylastirmak i¢in ve bir osteotominin hazirlanmasini
desteklemek i¢in endikedir.

4. Hedef Hasta Popiilasyonu ve Hedef Kullanici:

Hedef hasta popiilasyonu, dis implantasyonlari ile ilgili
kontrendikasyonlarin  higbirinin  gegerli  olmadigi
yetiskin g¢ene yapisina sahip kisilerdir. Hedef
kullanicilar, dis hekimligi konusunda lisansh dis
hekimleridir.

5. Kontraendikasyonlar:

Yiiksek tansiyon, kalp-damar hastaliklar, seker
hastaligi, kemik metabolizmasi bozukluklari, kontrol
edilemeyen kanama hastaliklari, yetersiz yara iyilesme
kapasitesi, yetersiz oral hijyen, ciddi internal tibbi
sorunlar, alt ve iist ¢enede gelisimin tamamlanmamasi,
genel saglik durumunun zayif olmasi, isbirlik¢i ve
motive olmayan hasta, uyusturucu, alkol veya sigara
bagimliligi, psikozlar, uzun donem tedavi direngli
fonksiyonel bozukluklar, kserostomi (agiz kurulugu),
graniilositopeni  (akyuvarsizlik), Ehlers  Danlos
sendromu, radyasyon terapisi, osteoradyonek-roz, zayif
bagisiklik  sistemi, bobrek  yetmezligi, organ
transplantasyonu, fibréz displazi, crohn hastaligi,
steroid, kortikosteroid veya antikonviilzan kullanimu,



profilaktik antibiyotik, kreatinin, serum kalsiyum,
titanyum alerjisi, kontrol edilemeyen endokrin
bozukluklar, antikoagiilasyon (pithti 6nleme) ilaglari,
hemorajik  diatez,  bruksizm,  parafonksiyonel
aliskanliklar, elverissiz anatomik kemik kosullari,
kontrol altina alinmamig periodontit, temporo
mandibular eklem bozukluklari, ¢cene 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
bliylimeler, hassasiyet, kafada veya boyunda
aciklanamayan sislikler, implant bolgesinde enfeksiydz
durum olan hastalar. Gergek¢i olmayan hasta
beklentileri. Ulasilamaz protetik rekonstriiksiyonler.
Uygulayicinin yetersiz egitimi.

6. Uyarilar ve Onlemler:

Onlem ve uvarilara uyulmasi, giivenli kullanim ve
uygulamayi saglar.

e NucleOSS Dental Implant Sistemi iiriinleri Sanllar
Med. Kim. San. Tic. Ltd. Sti. tarafindan
iretilmektedir. Marka kullanim ve iirlinlerin satigi
yalnizca Sanlilar ve is ortaklar1 tarafindan
gergeklestirilebilir.

e Nucleoss Cerrahi Aletleri piyasaya non-steril olarak
sunulur. Bu aletler her kullanimdan o6nce bu
talimatlara goére temizlenmeli ve  sterilize
edilmelidir.

e NucleOSS Dental Implant sistemindeki tiim
modeller  NucleOSS  Cerrahi ve  Protez
protokollerine gore uygulanmalidir. Cerrahlara
ameliyat yapmadan Once lirtine 6zgii cerrahi teknigi
gbzden gecirmeleri Onerilir. Cerrahlar ayrica alete,
uygulama yoOntemine ve cerrahi tekni§e tamamen
asina olmalidir. Cihazlarm dogru kullanimi,
operasyonun basarisinda kritik hususlardir.

e Nucleoss Cerrahi Aletleri yalnizca uygun Nucleoss
cihazlariyla (yani etkilesimli aletler ve implantlar)
birlikte kullanilmalidir. Nucleoss, diger iireticiler
tarafindan saglanan cihazlarla uyumlulugu test
etmemistir ve bu gibi durumlarda higbir sorumluluk
iistlenmez.

e Nucleoss Cerrahi Aletler, onerilen kullanim sayist
(15 kez) disinda tekrarlanan kullanimlarda
asinmaya tabidir. Aletleri kullanmadan Once
durumu dogrulamak i¢in inceleyin ve hasarli veya
asinmigsa kullanmayin.

e Cerrahi aletler belirli bir uygulama igin uygun
olmayan yiiklere ve/veya acilara, asirt hizlara,
yogun kemige, yanlis kullanima veya amag disi
kullanima maruz kaldiginda alet kirilmasi veya
hasar meydana gelebilir.

e Freze gelen yanal basing frezin kirilmasina neden
olabilir. Delme islemine baslamadan 6nce frezin el
aletine giivenli bir sekilde kilitlendigini dogrulayin.

e Cerrahi teknige gore, etkilesimli aletler {izerinde
renk  kodlamasina ve  bilgilendirici  lazer

isaretlemeye basvurarak cihazlarin uygun sekilde
kullanilmasi saglanir.

e Cocuklarin erisemeyecegi yerlerde saklanmalidir.

e (Cerrahi operasyon Oncesinde ve sonrasinda hastay1
bilgilendiriniz.

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

e Iimplant capma ve boyuna uygun frezler kullaniniz.

7. Dikkat Edilecek Noktalar / Tedbirler:

Uriine ait kullamim endikasyonlarina ve cerrahi
prosediirlere dikkat edilmemesi sonucu basarisizlik
goriilebilir. Nucleoss cerrahi aletlerinin  yalnizca
uyumlu Nucleoss implant sistemleriyle ve protez
bilesenleriyle birlikte kullanilmasi Onemle tavsiye
edilir. Uyumlu olmayan bilesenlerin kullanilmasi {iriin
ile ilgili arnizaya, doku hasarmna ya da memnun edici
olmayan estetik sonuglara yol acabilir.

Radyografik dl¢iimlere gore gercek frez uzunluklariin
ayirt edilmemesi sinirlerde veya diger hayati yapilarda
kalic1 yaralanmaya yol agabilir. Alt ¢ene cerrahisine
gore hedeflenen derinligin Otesinde delinmesi alt
dudakta ve ¢ene ucunda kalici hissizlige neden olabilir
veya agiz tabaninda hemorajiye neden olabilir.

Nucleoss Cerrahi Aletleri yalnizca kullanim amaglar
icin kullanilacaktir. Cerrahi teknik, temel kullanim i¢in
uygulama yontemi saglar. Bir alet kullanma karari,
cerrahi uygulama, fiziksel ve mekanik 6zellikler gibi
faktorleri dikkate alan saglam tibbi muhakemeye
dayanmalidir. Alet mekanigi veya kullanim yontemi
hakkinda daha kapsamli bir bilgiye ihtiya¢ duyulursa,
kullanicinin Nucleoss temsilcileriyle iletisime gegmesi
Onerilir.

Ameliyattan once:

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

Kemik veya yumusak doku iyilesme silirecine veya
osseointegrasyon siirecine miidahale edebilecek
lokalize veya sistemik faktorlere sahip olan hastalara
ozel dikkat gosterilmelidir (Ornegin; Sigara, kétii agiz
hijyeni, kontrolsiiz diyabet, yliz radyoterapisi, yan
disindeki veya kemigindeki enfeksiyonlar, bifosfonat
tedavisi goren hastalara oOzellikle 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 1iyi kosullarda muhafaza edilmeli ve



enstriimantasyonun implantlara veya diger bilesenlere
zarar vermemesine 6zen gosterilmelidir.

Ameliyattan sonra:

Uzun siireli tedavi sonucunu giivence altina almak igin,
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:

Nucleoss cerrahi aletlerin kullamim1 enflamasyon,
enfeksiyon, kanama, hematom, agr1 ve sislik gibi tipik
yan etkiler ile iliskilendirilebilecek invazif tedavinin bir
parcasidir. Bulundugu yere bagli olarak nadir
durumlarda kemigin delinmesine ya da kirilmasina,
yumusak doku bosluklarimin ve komsu dokularin
perforasyonuna,  sinir  yaralanmalarina,  kemik
plaklarinin delinmesine, duyusal rahatsizliklara yol
acabilir.

Burada tanimlanan yan etkiler, Nucleoss Cerrahi
Aletlerine 6zgii degildir ve herhangi bir cerrahi aletle
gozlenebilmektedir.  Kullanilan  cerrahi  aletlerle
baglantili  olarak  komplikasyonlarin  gorildigii
durumlarda info@nucleoss.com adresi ile iletisime
geginiz.

9. Temizlik ve Dezenfeksiyon:

Sanlhilar Tibbi Cihazlar, steril olmayan, yeniden
kullanilabilir aletler igin, kullanim noktasindan sonra
asagidaki  temizleme  prosediirlerini  kullanarak
cihazlarm  zamaninda  temizlenmesini  Onerir.
Kosullardaki ve ortamlardaki farkliliklar nedeniyle,
temizlige ulagsmak icin prosediirlerin uygulanmasi ve
dogrulanmasi konusunda nihai sorumluluk
kullanicinindir.

Temizlik:

e Kirli cihaz1 en az iki dakika boyunca 1lik, akan
musluk suyunun (22°-43° C) altinda durulayin.
Kaba kirleri yumusak killi bir firga veya temiz,
yumusak, tily birakmayan bir bez kullanarak
¢ikarm. Temizlik i¢in asla metal fircalar veya ¢elik
yiinii kullanmayn.

e Ureticinin talimatlarina goére (Temizlik maddesi
iireticisinin talimatlarma goére; 30°C £ 3°C'de
musluk suyunda % 0.5 Neodisher MediZym
¢Ozeltisi) konsantre Enzimatik Presoak kullanarak
bir enzimatik temizleme soliisyonu hazirlayim.

e (Cihaz yeni hazirlanmis enzimatik temizleme
sollisyonunda 20-25 dakika bekletilir.

e Bir siringaya bagh yikama ignesi kullanilarak ig
kanallar temizleme soliisyonuyla yikanabilir.
Kanallar1 artik kir ve/veya kalinti igin kontrol
ediniz.

e (Cihaz1 temizleme soliisyonundan ¢ikarin ve en az
bir dakika boyunca 1lik, akan musluk suyuyla (22°
—43° C) iyice durulayin.

e Cihazi durulama soliisyonundan ¢ikarin ve en az bir
dakika boyunca 1lik ters ozmoz veya damitilmis su
ile iyice durulayn. Duruladiktan sonra, cihazdaki
kalintilarin giderilip giderilmedigini gozle kontrol
edin. Birikinti kalirsa, cihazi yikamak igin bir
siringa kullanin veya birikinti temizlenene kadar
durulamayi tekrarlayin.

e (Cihaz1 temiz, yumusak, tily birakmayan bir bez
veya temiz basingli hava kullanarak kurulayin.
Cihaz1 gorsel olarak inceleyin; cihaz iizerinde
goriiniir kir kalmamalidir. Kir kalirsa, yukarida
belirtilen temizleme islemini tekrarlayin.

Not: Aletlerin iyice kurutulmasi, mineral igerigi,
yogusma suyu ve arttk maddelerden kaynaklanan
korozyonu onler.

Dezenfeksiyon:

e Deterjan ireticisinin  talimatlarinda  belirtilen
minimum % 0.3 konsantrasyonda ve 20°C (68°F)
sicaklikta Cidex Opa ile bir banyo hazirlayin ve
cihazlar1 en az 12 dakika daldirin. Tiim yiizeylerin
dezenfeksiyon ¢ozeltisiyle 1slandigindan emin olun.

e ¢ kanallari, bir siringaya bagh yikama ignesini
kullanarak dezenfeksiyon ¢ozeltisiyle en az ii¢ kez
yikayin.

e (Cihazlan saf su veya steril su ile en az 1 dakika
boyunca iyice durulayin. Toplam {i¢ durulama icin
bu asamay1 iki kez daha tekrarlayin. Suyu tekrar
kullanmaym. Her durulama i¢in daima yeni su
kullanin.

e Aletleri tibbi basingli hava ve temiz ve tiy
birakmayan tek kullanimlik bezler kullanarak
kurutun.

e Sterilizasyona baglamadan Once, temizleme /
dezenfeksiyondan sonra tiim aletleri goriiniir kirler,
korozyon, hasarli ylizeyler ve kontaminasyon
acisindan kontrol edin ve hasarli olanlar1 ayirmn.

e Gerekirse, komple manuel temizleme ve
dezenfeksiyon islemlerini tekrarlayin.

10. Sterilizasyon:

Sanlilar Tibbi Cihazlar Med. Kim. San Tic. Ltd. Sti.,
sterilizasyonu kimin veya hangi yontemle yaptigina
bakilmaksizin, baslangigta non-steril olarak teslim
edilen cihazlar i¢in herhangi bir sorumluluk kabul
etmez. Kosullardaki ve ortamlardaki farkliliklar
nedeniyle, steriliteye ulagmak i¢in prosediirlerin
uygulanmasi ve dogrulanmasi konusunda nihai
sorumluluk kullanicinindir.  Steril olmayan cerrahi
aletler hi¢bir kosulda kullanilmamalidir.

e Uygun sekilde temizlenmis ve kurutulmus aletleri
cerrahi set kutusunun igindeki belirlenmis yuvalara
yerlestirin. Cerrahi set, otoklav sterilizasyonuna
uygun, darbeye karsi son derece dayanikli plastik
malzemelerden  yapilmistir.  Klinik  otoklav
cihazlarinda pargalar kutusundan ¢ikarilmak
zorunda kalmadan, tek parca halinde steril
edilebilir.



Not: Sterilizasyon etkinligini etkileyebileceginden,
sterilizasyon islemini  gercgeklestirirken  kutular
istiflemeyin.

e Cerrahi setleri buharli sterilizatdre yerlestirin, 20
dakikalik kuruma stiresiyle 132°C 6n vakum
dongiisiinde 4 dakika sterilize edin.

e Dongii tamamlandiktan sonra cerrahi setleri
sterilizatorden ¢ikarin ve sogutma sirasinda
yogusmay1 onlemek icin tepsiyi yastikl bir ylizeye
yerlestirin.

Not: Sterilizasyon iglemleri gegerli uluslararasi standart
olan ISO 17665-1 uyarinca valide edilmistir.

Not: Cihazlarin temizlenmesi ve dezenfeksiyonunda
kullanilan tiim deterjan/temizleme ¢dzeltisi ve/veya
ekipman ve aksesuarlara ait Tretici kullanim
talimatlarina harfiyen uyulmalidir.

11. Saklama Kosullar:

Sterilizasyondan sonra cerrahi setler kuru ve karanlik
yerde muhafaza edilmelidir.

12. imha Edilmesi:

Cihazin imha edilmesi, farkli 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.

13.Hasta Bilgilendirme:

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

Cerrahi bolge operasyon oOncesi ve sonrasi temiz
tutulmalhidir. Hasta cerrahi  bolgenin  temizligi
konusunda iyi bilgilendirilmelidir. Implant yerlestirilen
bolge erken donemde ¢igneme hareketiyle yiike maruz
birakilmamalidir. Detayli bilgi i¢in Hasta Bilgilendirme
Kitapcigina g0z atiniz. (bakiniz
https://www.nucleoss.com/hastaya-ozel/)

14. Prosediir:

- Cerrahi tekniklere gore ilk olarak baslangic frezleri
olan Round frez ve Point frez kullanilarak yuvanin
acilmasi saglanir. Ardindan hasta igin seg¢ilen implanta
uygun olarak yuvanin hazirlanmasi igin osteotomi
frezleri olan Pilot frezler, Sert Kemik frezleri ve Final
frezler kullanilir. Delme islemlerinde kemik kalitesinin
dikkate alinmas1 gerekmektedir. Kemik kalitesine gore
Onerilen delme siralamasi i¢in Protetik Kilavuz’a veya
Cerrahi Kilavuz’a bakiniz.

- Asirt 1sinmanin 6nlenmesi i¢in bolgeyi hazirlarken
osteotominin tamaminda uygulanacak igeri-disar1
delme hareketi gereklidir.

- Apex bolgesinde sikigma olmamasi igin tiim driller
implantin yerlestirildigi mesafeden 1 mm daha derine
ilerler. Anatomik yapilarin yakinlarinda delme islemleri
gergeklestirilirken bu mesafeyi dikkate aliniz.

- Acilan yuvanin kontrolleri derinlik o6lcer ile
yapilabilmektedir.

- Olusturulan yuvaya implantin pasif oturumunun
saglanmasi amaciyla boyun genisletici frezler
kullanilir. Tiim frezler motorla kullanima uygun olarak
tasarlanmistir.

- Implantlar cerrahi motor kullanilarak ideal olarak
diisiik hizda yerlestirilir. Implantin yerlestirilmesinden
sonra maksimum 30 Ncm’lik yerlestirme torku
kullanilarak sikilir.

- Nucleoss Dental implant Sistemi drillerinin ve cerrahi
aletlerinin kullanimina iligkin yo6nergeler Nucleoss
Cerrahi Kilavuzu'nda ayrintili olarak belirtilmistir.
(bakiniz:
https://www.nucleoss.com/kaynaklar/download/)

15.Beklenen Klinik Fayda:

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

16. Giivenlik ve Klinik Performans Ozeti

Avrupa Tibbi Cihazlar Veri tabaninin kullanima
sunulmasiyla birlikte, Nucleoss cerrahi aletleri igin
giivenlik ve klinik performansin &zeti  https://
ec.europa.eu/tools/eudamed adresinde bulunacaktir.

17. Ciddi Olumsuz Olaylar ile ilgili Bildirim

Tibbi Cihazlar ile ilgili diizenleme 2017/745/EU
Regiilasyonu olan iilkelerdeki hasta/kullanici/iiglincii
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 olaymn bildirilmesi i¢in bu
cihazin lireticisine ait iletisim bilgileri asagidaki gibidir:

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

E-posta: info@nucleoss.com

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

18. Temel UDI-DI Bilgileri

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

Uriin Grubu Temel UDI-DI Kodu
Sinif 1 Aksesuarlar 8699383351HX
Cerrahi Set Konteynari 8699383352HZ
Cerrahi Enstrumanlar 8699383353J3



https://www.nucleoss.com/hastaya-ozel/
https://www.nucleoss.com/kaynaklar/download/
mailto:info@nucleoss.com
https://www.nucleoss.com/iletisim/talepleriniz-onerileriniz/
https://www.nucleoss.com/iletisim/talepleriniz-onerileriniz/

19. Sembol Aciklamalar:

Tiim Nucleoss tiriinlerinde bulunan semboller asagidaki
gibidir.
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EN NUCLEOSS SURGICAL INSTRUMENTS
INSTRUCTIONS FOR USE

1. Definition:

Nucleoss Surgical Instruments are intended for use in
the surgical application of Nucleoss dental implants
indicated for the jaw treatment of edentulous and
partially edentulous patients. Nucleoss Dental Implant
burs and instruments are intended for use by dentists
only.

For detailed information on Nucleoss Surgical
instruments, refer to the Surgical Manual. This manual
can be downloaded from
www.nucleoss.com/kaynaklar/download/.

Nucleoss Surgical Instruments include the following
components;

e Round Frez** When starting the operation, if
the bone surface in the area where the implant
will be placed is broken or irregular, it is used
to provide the necessary corrections by filing.

e Point Drill** It is used to determine the place
where the implant will be placed on the bone
and for the comfortable progress of the next
drill.

e Burr Extension** It is used to extend the burr
length by approximately 16 mm in cases where
the burr length is insufficient.

e Pilot Drills** Used to open an implant slot in
the jaw bone. It is designed in 6 different
lengths in accordance with the different size
options of Nucleoss implants.

e Hard Bone Burs / Final Burs** Hard bone
burs expand the drilled slot by 0.2 mm,
allowing the implant to move more easily in the
slot and reduce the stress.

o Neck Expander Burs** Designed for passive
seating of the implant neck in the surgical field.

e Bone Profiler Burs** Removes irregular bone
in the neck area of the implant to prevent
fracture of the abutment or attachment screw.

e Parallel Pins* Used to control the parallelism
with the side teeth in single implant treatment
and parallelism between the implant sockets in
multiple implant treatments.

¢ Transport-Clamping Piece* Used for
transporting the implant from the sterile tube to
the surgical site and placing the implant.

e Hex Key* Hex key is used for fixation of
healing components, prosthesis and impression
taking parts.

e Depth Gauge* A depth gauge is used to check
the depth of the opened slot.

e Torque Ratchet* Used for tightening all
abutments and screws to the torque values
specified by NucleOSS in the product
catalogues.

e Screwdriver* Used for manual insertion or
removal of screws, implant caps, healing caps,
abutments and bodies in the NucleOSS system.

* Class Ir device
** Class Ila device

Note: All cutters are colour coded to indicate their
diameter. Diameter and length information is engraved.
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Nucleoss surgical set components are made of stainless
steel and titanium alloyed Ti6Al4V according to ISO
5832-3 standard. Instruments may be hand-held,
manually operated or, where applicable, attached to
electrical equipment. Nucleoss Surgical Instruments
must only be used with the appropriate surgical
technique and with appropriate Nucleoss devices (i.e.
interacting instruments and implants). If these
conditions are not fulfilled, the manufacturer will refuse
to accept liability.

2. Intended Use:

Surgical instruments are used to prepare the implant site
in the mandible or maxilla for Nucleoss Dental
Implants, to insert the implant, to tighten and remove all
SCrews.

3. Indications:

Nucleoss Surgical Instruments are indicated to facilitate
the placement of in-bone dental implants and implant
system components to fulfil masticatory function and to
support the preparation of an osteotomy.

4. Target Patient Population and Target User:

The target patient population is persons with adult jaw
structure for whom none of the contraindications to
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 Sanlilar Med. Kim. San. Tic. Ltd.
Sti. Brand usage and sale of the products can only
be realised by Sanlilar and its business partners.

e Nucleoss Surgical Instruments are supplied to the
market as non-sterile. These instruments must be
cleaned and sterilised according to these
instructions before each use.

¢ All models in the NucleOSS Dental Implant system
must be performed according to NucleOSS Surgical
and Prosthetic protocols. Surgeons are advised to
review the product specific surgical technique
before operating. Surgeons should also be fully
familiar with the instrument, the method of
application and the surgical technique. The correct
use of the instruments is critical to the success of the
operation.

e Nucleoss Surgical Instruments should only be used
in conjunction with appropriate Nucleoss devices
(i.e. interactive instruments and implants). Nucleoss
has not tested compatibility with devices supplied
by other manufacturers and assumes no
responsibility in such cases.

e Nucleoss Surgical Instruments are subject to wear
with repeated use beyond the recommended number
of times (15 times). Inspect instruments before use
to verify condition and do not use if damaged or
worn.

e Instrument breakage or damage can occur when
surgical instruments are subjected to loads and/or
angles inappropriate for a particular application,
excessive speeds, dense bone, misuse, or misuse.

e Lateral pressure from the bur can cause the bur to
break. Verify that the bur is securely locked to the
handpiece before drilling.

e Depending on the surgical technique, refer to the
colour coding and informative laser marking on the
interactive instruments to ensure proper use of the
instruments.

e They should be kept out of the reach of children.

e Inform the patient before and after the surgical
operation.

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

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

7. Points to Consider / Precautions:

Failure to observe the indications for use and surgical
procedures may result in failure. It is strongly
recommended that Nucleoss surgical instruments are
only used in conjunction with compatible Nucleoss
implant systems and prosthetic components. The use of
non-compatible components may result in product
failure, tissue damage or unsatisfactory aesthetic results.

Failure to recognise actual burr lengths according to
radiographic measurements may result in permanent
injury to nerves or other vital structures. For mandibular
surgery, drilling beyond the targeted depth may cause
permanent numbness of the lower lip and chin tip or
may cause haemorrhage at the floor of the mouth.

Nucleoss Surgical Instruments are to be used for their
intended use only. The surgical technique provides the
method of application for basic use. The decision to use
an instrument should be based on sound medical
judgement that takes into account factors such as
surgical application, physical and mechanical
properties. If more comprehensive information on
instrument mechanics or method of use is required, the
user is encouraged to contact Nucleoss representatives.

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
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 should be kept in good condition and care
should be taken to ensure that instrumentation does not
damage implants or other components.

After surgery:

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 use of Nucleoss surgical instruments is part of
invasive treatment which may be associated with typical
side effects such as inflammation, infection, bleeding,
haematoma, pain and swelling. Depending on the
location, in rare cases it may lead to perforation or
fracture of bone, perforation of soft tissue spaces and
adjacent tissues, nerve injuries, perforation of bone
plates, sensory disturbances.

The side effects described here are not specific to
Nucleoss Surgical Instruments and can be observed
with any surgical instrument. In case of complications
related to the surgical instruments used, please contact
info@nucleoss.com.

9. Cleaning and Disinfection:

Sanlilar Medical Devices recommends timely cleaning
of non-sterile, reusable instruments after the point of use
using the following cleaning procedures. Due to
differences in conditions and environments, the user has
the ultimate responsibility for implementation and
verification of procedures to achieve cleanliness.

Cleaning:

e Rinse the soiled instrument under warm,
running tap water (22°-43° C) for at least two
minutes. Remove coarse dirt using a soft bristle
brush or a clean, soft, lint-free cloth. Never use
metal brushes or steel wool for cleaning.

e Prepare an enzymatic cleaning solution using
concentrated Enzymatic Presoak according to
the  manufacturer's instructions  (0.5%
Neodisher MediZym solution in tap water at
30°C + 3°C).

e Soak the instrument in the freshly prepared
enzymatic cleaning solution for 20-25 minutes.

e The internal channels can be flushed with the
cleaning solution using a flushing needle
connected to a syringe. Check the channels for
residual dirt and/or debris.

e Remove the device from the cleaning solution
and rinse thoroughly with warm, running tap
water (22° - 43° C) for at least one minute.

e Remove the device from the rinsing solution
and rinse thoroughly with warm reverse
osmosis or distilled water for at least one
minute. After rinsing, visually check whether
any residue has been removed from the device.
If debris remains, use a syringe to rinse the
device or repeat the rinse until the debris is
removed.

e Dry the device using a clean, soft, lint-free cloth
or clean compressed air. Visually inspect the
device; no visible dirt should remain on the
device. If dirt remains, repeat the cleaning
procedure described above.

Note: Thorough drying of the instruments prevents
corrosion due to mineral content, condensate and
residues.

Disinfection:

e Prepare a bath with Cidex Opa at a minimum
concentration of 0.3% as specified in the detergent
manufacturer's instructions and at a temperature of
20°C (68°F) and immerse the devices for at least 12
minutes. Ensure that all surfaces are wetted with the
disinfection solution.

e Flush the internal channels with the disinfecting
solution at least three times using the flushing
needle connected to a syringe.

¢ Rinse the devices thoroughly with distilled or sterile
water for at least 1 minute. Repeat this step two
more times for a total of three rinses. Do not reuse
the water. Always use fresh water for each rinse.

e Dry the instruments using medical compressed air
and clean, lint-free disposable cloths.

e Before starting sterilisation, inspect all instruments
after cleaning/disinfection for wvisible dirt,
corrosion, damaged surfaces and contamination and
separate damaged ones.

e [f necessary, repeat the complete manual cleaning
and disinfection processes.

10. Sterilisation:

Sanlilar Tibbi Cihazlar Med. Kim. San Tic. Ltd. Sti.
does not accept any responsibility for devices initially
delivered as non-sterile, regardless of who or by what
method performed the sterilisation. Due to differences
in conditions and environments, the user has the
ultimate responsibility for the implementation and
verification of procedures to achieve sterility. Non-
sterile surgical instruments must not be used under any
circumstances.

e Place properly cleaned and dried instruments in
the designated slots inside the surgical set box.
The surgical set is made of highly impact-
resistant plastic materials suitable for autoclave
sterilisation. In clinical autoclaves, the parts can
be sterilised in one piece without having to be
removed from the box.
Note: Do not stack the boxes during the sterilisation
process, as this may affect the sterilisation efficiency..

e Place the surgical sets in the steam steriliser,
sterilise for 4 minutes on a 132°C pre-vacuum
cycle with a drying time of 20 minutes.

e After the cycle is complete, remove the surgical
sets from the steriliser and place the tray on a
padded surface to prevent condensation during
cooling.

Note: Sterilisation procedures have been validated in
accordance with the applicable international standard
ISO 17665-1.



Note: The manufacturer's instructions for use for all
detergents/cleaning solutions and/or equipment and
accessories used for cleaning and disinfecting the
devices must be strictly followed.

11. Storage Conditions:

After sterilisation, the surgical sets must be stored in a
dry and dark place.

12. 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.

13.Patient Information:

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

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/)

14. Procedure:

e According to the surgical techniques, firstly, the
slot is opened by using Round and Point burs,
which are the initial burs. Then, Pilot drills,
Hard Bone drills and Final drills, which are
osteotomy drills, are used to prepare the socket
in accordance with the implant selected for the
patient. Bone quality should be taken into
consideration in drilling operations. Refer to the
Prosthetic Manual or Surgical Manual for the
recommended drilling sequence according to
bone quality.

e In order to prevent overheating, an in-out
drilling movement is required to be applied
throughout the osteotomy while preparing the
area.

e To avoid impingement at the apex, all drills are
advanced 1 mm deeper than the implant
placement distance. Observe this distance when
drilling near anatomical structures.

e The drilled slot can be checked with a depth
gauge.

e Neck expander drills are used to ensure passive
seating of the implant in the created socket. All
burs are designed for motorised use.

e Implants are ideally placed at low speed using
the surgical motor. After placement, the implant
is tightened using a maximum insertion torque
of 30 Nem.

e QGuidelines for the use of Nucleoss Dental
Implant System drills and surgical instruments
are detailed in the Nucleoss Surgical Manual
(see:
https://www.nucleoss.com/kaynaklar/downloa
d/).

15.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.

16. 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 surgical instruments will be available at
https:// ec.europa.eu/tools/eudamed.

17. 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/ )

18. Basic UDI-DI Information

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

Product Group Basic UDI-DI Code
Class 1 Accessories 8699383351HX
Surgical Set Container 8699383352HZ
Surgical Instruments 8699383353J3

19. Symbol Explanations:

The symbols found on all Nucleoss products are as
follows.
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instructions
2nd time not Expiry date
® used g
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. with Gamma u
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