NucleOSS Dental implant Sistemi
Implant Prospektiisi

Kullanim Amaci

Nucleoss Dental implantlari ve abutmentlari, alt veya iist gene kemigine cerrahi yéntem ile
yerlestirilerek hastanin cigneme fonksiyonunu geri kazandirmada kullanilan yapay dis
protezlerine destek olmasi amaciyla kullanilr.

Aciklamalar

NucleOSS Dental Implantlar (T1, T3, Tpure, T5 Short, T6, T6 TorQ ve Slimex) hastanin ¢igneme
fonksiyonunu geri kazandirmada kullanilan yapay dis protezlerine destek olmasi amaciyla alt ve
st cene kemigine cerrahi yontem ile yerlestirilen tibbi cihaz Griinleridir.

Implantlar 93/42/EEC Tibbi Cihazlar Direktifi'nin tim gereklerini saglayacak sekilde ISO 5832-2
saf Grade 4 titanyumdan imal edilmistir.

NucleOSS Dental Implantlari i¢in 12 haftadan sonra geg yiikleme 6nerilir.

NucleOSS Implantlar pirojenik degildir. Implantlar steril olarak blister paket icindeki

sizdirmaz tlipte sunulur ve tek kullanimliktir. Tekrar steril edilemez.

Yiizey Ozellikleri

Tim NucleOSS Dental Implantlari (T1,T3, Tpure, T5 Short, T6, T6 TorQ ve Slimex)

ylzeye sahiptir. Kumlanmis saf titanyum termal asitle ylizey islemine tabi tutulur. Gévde, ylizey
islemleri sonrasinda hidrofilik bir 6zellik kazanir.

Hasta Bilgilendirme

Cerrahi bolge operasyon éncesi ve sonrasi temiz tutulmaldir. Hasta cerrahi bolgenin temizligi
konusunda iyi bilgilendirilmelidir. Implant yerlestirilen bolge erken donemde cigneme hareketiyle
ylike maruz birakilmamalidir. Detayli bilgi igin Hasta Bilgilendirme Kitapgigina géz atiniz
(D05.001/tr).

Paketleme

NucleOSS Dental Implantlari birincil paketleme (tiip) ve ikincil paketleme (blister) olacak sekilde
Gift bariyer sistemi ile korunur. Implantlar sizdirmaz tipler igine yerlestirilir. Tlpler blister paket
icine yerlestirilerek steril edilir ve blister paket iginde steril olarak son paketleme prosesine geger.

Etiketleme

NucleOSS Dental Implantlari tiip etiketi, tyvek etiketi ve kutu etiketi ile gelir. Bu etiketler lot
numarasinin ¢ asamada kontrolini saglar. Cap etiketi ise implantin ¢apini ve boyunu gosterir.
Cap etiketleri farkl gaplara gére farkl renklerde kodlanir.

Sterilizasyon

NucleOSS Dental Implantlar steril olarak sunulur.

Implantlar Class 10.000 ortaminda yikama proseslerinden gegirilmis ve Class 100 temiz oda
ortaminda sizdirmaz olacak sekilde paketlenmistir. Implantlar sizdirmaz tiipler igerisine
yerlestirilir, 25-40 kGy doz gama i1sinlama yapilarak steril hale getirilir. Paketlemesi zarar
gérmemis implantlarin gama sterilizasyonu paket tizerinde belirtilen son kullanma tarihine kadar
korunur. Paket Gizerinde belirtilen uygun saklama kosullari 18-28° ve %40-%60 nem
sterilizasyonun korunmasi i¢in dikkate alinmalidir.

A Uyarilar ve Onlemler

Sanlilar Tibbi Cihazlar blinyesinde tiretilen Nucleoss dental implantlarin kullanim talimatlarinda
(D03.001) yer alan énlem ve uyarilara uyulmasi, giivenli kullanim ve uygulamayi saglar.
-NucleOSS Dental Implant Sistemi trlinleri Sanlilar Med. Kim. San. Tic. Ltd. Sti.

tarafindan Gretilmektedir. Marka kullanim ve uriinlerin satisi yalnizca Sanlilar ve is ortaklari
tarafindan gergeklestirilebilir.

-NucleOSS Dental implant sistemindeki tim modeller (T1, T3, Tpure, T5 Short, T6, T6 TorQ ve
Slimex) NucleOSS Cerrahi ve Protez protokollerine gére uygulanmalidir.

-Cocuklarin erisemeyecegi yerlerde saklanmalidir.

-Uygulama bélgesine uygun gap ve boya gére farkl dlgiilerdeki implantlar kullanilir, implant ile
uyumlu abutment kullaniniz.

-Cerrahi operasyon 6ncesinde ve sonrasinda hastay: bilgilendiriniz.

-Kullanim anina kadar tiip kapagini higbir sekilde agmayiniz. Kapagi agiimis veya deforme olmus
tUpleri kesinlikle kullanmayiniz.

-Operasyon igin hastanin saglik durumunun uygun olmasi gereklidir.

-implant gapina ve boyuna uygun frezler kullaniniz.

-implant tip(, blisterden eldiven ile steril bez izerine gikariimalidir. Koruma halkasi bozulmus ya
da paketlemesi zarar gérmis implantlar kullaniimamalidir.

-Kontaminasyon riskine karsi implant, steril tiipten gikarildigi anda, higbir yere temas ettiriimeden
ve dokunulmadan agilan yuvaya yerlestirilmelidir.

-Implantlar steril ambalajdadir. Ikinci kez steril etmeyiniz.
-Daha 6nce kullanilmis implantlar tekrar kullanilamaz.
Saklama Kosullan

Cihazlar 18°C -28° C 1s1 araligi ve % 40 - % 60 nem araligi sartlarinda depolanmalidir.

Dikkat !

Daha 6nce kullanilmis implantlar tekrar kullanilamaz. Sadece NucleOSS Dental Sistemi’ne ait
parcalar ve cerrahi seti kullaniniz. Bagka bir sistemin pargasi ile birlikte kullanim durumunda firma
sorumluluk kabul etmez.

Dikkat !
Tupten ¢ikan ve platform ¢aplarina gére renklendirilmis olan kapak, implant tizerine hex anahtariyla
yerlestirilip elle sikilarak Gizeri kapatiimalidir. Aksi takdirde implant igerisine doku girerek risk faktori
olusturur.

Izlenebilirlik

Her implant paketinin lizerinde bir Lot numarasi vardir. Ayrica her implant paketinin igerisinden ug¢
adet Lot numarasi etiketi ¢ikar. Urlinlin geriye doniik izlenebilirligi icin bu Lot numarasi etiketleri
hastanin dosyasina ve panoramik réntgenine ilistiriimelidir.

Endikasyonlar

Nucleoss Dental Implant ve abutmentlari, hasta estetiginin iyilestirilmesi ve cigneme fonksiyon-
larinin yerine getirilmesi amaciyla yapay dis protezlerine destek saglamak igin Uist cene kemigine
cerrahi olarak yerlestirilmek tzere endikedir.

Kontrendikasyonlar

Yiksek tansiyon, kalp-damar hastaliklari, seker hastaligi, kemik metabolizmasi bozukluklari,
kontrol edilemeyen kanama hastaliklari, yetersiz yara iyilesme kapasitesi, yetersiz oral hijyen,
ciddi internal tibbi sorunlar, alt ve st genede gelisimin tamamlanmamasi, genel saglik durumunun
zayif olmasi, isbirlikgi ve motive olmayan hasta, uyusturucu, alkol veya sigara bagimlihg,
psikozlar, uzun dénem tedavi direncli fonksiyonel bozukluklar, kserostomi (agiz kurulugu),
grantlositopeni (akyuvarsizlik), Ehlers Danlos sendromu, radyasyon terapisi, osteoradyonek-roz,
zayif bagisiklik sistemi, bobrek yetmezIigi, organ transplantasyonu, fibréz displazi, crohn hastaligi,
steroid, kortikosteroid veya antikonviilzan kullanimi, profilaktik antibiyotik, kreatinin, serum
kalsiyum, titanyum alerjisi, kontrol edilemeyen endokrin bozukluklari, antikoagllasyon (pihti
onleme) ilaclari, hemorajik diatez, bruksizm, parafonksiyonel aligkanliklar, elverigsiz anatomik
kemik kosullari, kontrol altina alinmamis periodontit, temporomandibular eklem bozukluklari, gene
kemiginde tedavi edilebilir patalojik hastaliklar veya oral mukozada degisimler, hamilelik, emzirme,
osteoporotik kirik, solunum hastalidi, tiroid veya paratiroid hastaliklari. Aktif osteolitik, iltihap,
teshis edilmis habis, noduler blylimeler, hassasiyet, kafada veya boyunda agiklanamayan
sislikler, implant bolgesinde enfeksiy6z durum olan hastalar. Gergekci olmayan hasta beklentileri.
Ulagilamaz protetik rekonstriiksiyonler. Uygulayicinin yetersiz egitimi.

Riskler

Nazal ve maksiller siniistin perforasyonu, lokal ve sistemik enfeksiyonlar, yumusak doku
perforasyonlari, sinir hasari. Implant yerlesimi nedeniyle gegici olarak agri ve/veya sislikler,
konusma bozukluklari, gingivit olusabilir.

Uzun dénem problemler arasinda sinir, lokal veya sistemik bakteriyel enfeksiyonlar ve duyarli
bireylerde infektif endokardir. Uygun olmayan implant yerlesimi sonucu mevcut dis dizini riske
edilebilir.

Cerrahi Kilavuz

Implant yatagini hazirladiktan sonra ylksek torkta ya da hizda yerlestirme yapmayiniz

(15 rpm). Eger yerlestirme sirasinda zorluk hissediliyorsa geri adim atip implant ¢ikartilmali,
implant yatagdi ve drilller kontrol edilmeli.

/"\ MRI Giivenlik Bilgisi

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

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

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

-Raporlanan maksimum MR sistemi, viicut icin ortalama 6zel sogurma orani (SAR) 2-W/kg
(Normal Calisma Modunda) Yukarida belirtilen tarama kosullari altinda, 15 dakikalik kesintisiz
taramadan sonra NucleOSS Dental Implant Sistemi’nin maksimum sicaklik artigini 1.7 C*'den
daha az tretmesi beklenir.

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

Ustyapilar .

NucleOSS Dental Implant Sistemi hekimlere tim gévdelerle farkli amaglarla kullanabilecekleri
zengin Ust yapi segenekleri sunar. Bunlar simante ¢ozimler, vidal ¢éztmler, kisiye 6zel gozumler,
hareketli protez ¢ézlimler, cad-cam ¢odzlimler ve tarama gdvdeleri ve yardimci protetik parcalar ve
gegici parcalar olarak belirtilir. Dayanaklarin platform ¢api ve boyuna gére implant uyumu ilgili
uruinlerin katalogundan gortilebilir.

Sadece NucleOSS Dental Implant Sistemi’ne ait olan govdeler ile kullanimi uygundur. Farkl
sistemlerle kullanimlar sonucu olusabilecek basarisiz durumlari hastaya zarar verebilir.
NucleOSS Dental Implant Sistemi’'ne ait tim dayanaklar ISO 5832-3 Grade-5 Titanyum ve ISO
5832-12 Kobalt-Krom alagimindan uretilmektedir ve non-steril olarak satisa sunulur. Son kullanici
tarafindan kullanilmadan 6nce sterilize ediimesi gerekmektedir.

Sterilizasyon
Titanyum Ustyapilar igin sterilizasyon kosullari asagidaki gibidir;

Yontem 1SO 17665 'e gore nemli isi sterilizasyonu
Dongil On vakum

Sicaklik 132°C /270" F

Maruz kalma stiresi 4 dakika

Basing 2.2 bar

On vakum 3 defa < 60 mbar

Asgari kurutma siiresi Kapali yerde 30 dakika

Sterilizasyondan sonra urlinler bekletilmeden kullaniimalidir.
- 10 steril glivence diizeyine ulagsmak igin asgari gegerli sterilizasyon siresi ve sicakhgi gereklidir.

Not: Gésterilen sterilizasyon parametreleri ve yéntemleri NucleOSS Dental implantlari tarafindan
valide edilir. EN ISO 17665’e gore, sterilizasyon teknikleri ve ekipmanlarinin validasyonu igin nihai
sorumluluk dogrudan islemci ile iligkilidir. Tim otoklavlar/sterilizatérler EN ISO 17665-1 uyarinca
muhafaza ve valide edilmelidir.

Endikasyonlar

NucleOSS abutment ve protez pargalari tam dis eksikligi ve kismi dis eksikligi vakalarinin
tedavisinde; alt ve/veya Ust genede kopr, kron veya total protezlerin desteklenmesi amaci ile
kullanilir.

Kontrendikasyonlar

Ust yapilarin igeren bilesenlerine alerji durumlari gérilebilir. Titanyum, Gr-5 alagimli titanyum
(titanyum-aliminyum-vanadyum), PEEK(Polietereterketon), POM(Polioksimetilen), ISO 5832-12
hammadde alasimli CoCr alerjilerine dikkat edilmelidir.

A Uyarilar

Asagidaki uyari ve dnlemler dikkate alinmadigi takdirde parganin soluk borusuna kagmasi,
parganin yutulmasi gibi komplikasyonlar ortaya gikabilir.

Dental teknisyenler igin:

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

Abutment model lizerine yonunin dogru olmasi kontrol edilerek yerlestirilmeli ve tam
oturdugundan emin olunmalidir. Abutment, verilen abutment vidasi ile sabitlenmeli ve sadece elle
(max. 10 Ncm) sikilmahdir. Bu asamadan sonra tedaviye uygun protez olusturularak, dogru hex
anahtari yardimiyla protez modelden sokilmelidir.

Dis hekimleri igin:
Klinisyen laboratuvardan gelen abutmentlar alarak, gegici restorasyonlari, kapama vidalarini ya
da iyilesme basliklarini hastanin agzindan s6kmelidir. Laboratuvardan gelen protez parcalarinin

temizlenmesinin, dezenfektasyonunun saglanmasinin ve sterilize edilmesinin ardindan hasta
agzina sikma pargasi ile belirtilen torklara gére sikarak uygulamalidir.

-Ust yapilarin belirtilen tork degerlerinden fazla veya yetersiz sikilmasi durumlari abutment
ve/veya implantlarin basarisiz olmasina neden olabilir.
Ust yapilarin kullanimlariyla ilgili uygun torklama degerlerine asagidaki tablodan ulasabilirsiniz.

Hedef Kullanici
Hedef kullanicilar, dis hekimligi konusunda lisansl dis hekimleridir.

Hedef Hasta Popiilasyonu

Hedef hasta popllasyonu, dis implantasyonlari ile ilgili kontrendikasyonlarin hicbirinin gecerli
olmadig yetiskin gene yapisina sahip kisilerdir.

NucleOSS Set Parcalar igin Torklama Degerleri

Tim Kapaklar ve lyilesme Basliklari Elle/Rasetle (10 Ncm)
Tum Simanete Dayanak Vidalari Max. 30 Nem

Gegici (PEEK) Pargalar ve Vidalar 10 Ncm

Multi Unit Dayanaklar Max. 30 Ncm
Abutment Okluzal Vida 20 Ncm

Tum Kep Vidalar 10 Ncm

Tim Universal Dkiim Dayanak Vidalari Max. 30 Ncm

Topuz Dayanaklar Max. 30 Ncm
Equatore Dayanaklar Max. 30 Ncm
CAD-CAM Ti-Base Dayanak Vidalari Max. 30 Ncm

Dikkat: Urinler sterilizasyondan hemen sonra kullaniimalidir! Uygun sterilizasyon kosullarini
yukaridaki sterilizasyon basligr altindan kontrol edebilirsiniz.

STERLE[R] Game 1sima ile sterilizasyon

Yetkili temsilci

Vida Kanalinin Kapatilmasi
Kron abutment tizerine yerlestiriimeden 6nce, abutment vida kanali sizdirmazlik pargasi(teflon) ile
kapatilmalidir. Daha sonra abutment sékilmesi gerekirse bu parga sayesinde kolaylik saglanir.

Hasta anatomisine gore uyarlama:
PEEK, Titanyum ya da Alasimli Titanyum abutmentlarin hasta anatomisine uygun prepare edilmesi
gereken durumlarda, abutment, baglanti vidasinin en lst seviyesine kadar kisaltilabilir.

CoCr Dokiim Abutment Uyarilar:
CoCr hammadde ISO 5832-12 standardina uygun olmaldir.
CoCr Dokiim Dayanagin ergimesinden kaginmak igin eriyik metal sicakligi 1420°C’yi gegmemelidir.
CoCr Termal Genlesme Katsayisi (CTE) (a) :

20 - 100°C igin 13.2 (10-6 K-1)

20 - 200°C igin 13.3 (10-6 K-1)

20 - 300°C igin 13.5 (10-6 K-1)

20 - 400°C icin 13.8 (10-6 K-1) dir.
Olusturulacak dokiim dayanagin dis eti yiksekligi maksimum 5.0 mm; dayanak agisi maksimum 25°
olmahdir.

Dikkat!

Gegici dayanaklar belirtilen maksimum kullanim siirelerinden daha fazla agizda tutulmamalidir.
Agizda kalma sireleri gegici abutmentlar igin 180 glindir.

-Sanlilar Tibbi Cihazlar Med. Kim. San. Tic. Ltd. $ti. slirekli olarak egitim vermektedir. Bu prospektiis
hazirlanirken klinisyenlerin bu egitimlere katildigini ve pratikle ilgili bilgi sahibi oldugu kabul edilir.
Daha fazla bilgi icin lutfen cerrahi kilavuzlara (T6 i¢in D03.001/tr, Tpure igin D03.002/tr, T3 igin
D03.003/tr, T1 igin D03.004/tr, T6 TorQ igin D03.005/tr, Slimex igin D03.006/tr ve T5 Short igin
D03.007/tr dokiiman numarali) ve Cerrahi Aletler Kullanim Kilavuzuna (D02.002 dokiiman numarali)
g6z atiniz.

Tibbi cihazla ilgili olarak meydana gelen herhangi bir ciddi olay, Ureticiye ve yerel yetkili makama
bildirilmelidir.

Depolama kosullarinin saglanamamasi durumunda Griin kullanilmamalidir.
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NucleOSS Dental Implant System
Implant Prospectus

Purpose of Use
Nucleoss Dental Implants and abutments are used to support artificial dental prostheses that are
used to restore the patient's chewing function by surgically placed on the lower or upper jawbone.

Definitions

NucleOSS Dental implants (T1, T3, Tpure, T5 Short, T6, T6 TorQ and Slimex) are medical
devices that intended to be surgically placed in the bone of maxillary and/or mandibular arches
to support prosthetic restorations for restoration of the patients’ chewing function.

The implants are manufactured out ISO 5832-2 pure titanium Grade 4 to fulfill the requirements
of 93/42/EEC medical devices directive.

NucleOSS Dental Implant is recommended for delayed loading after 12 weeks.

NucleOSS Implants are non-pyrogenik. Implants are provided as sterile in a hermetic tube with
a blister package and are for single use. Do not sterilize again.

Surface Specification

NucleOSS Dental Implants (T1, T3, Tpure, T5 Short, T6, T6 TorQ and Slimex) have surface.
The surface is sand blasted and processed in acid baths. Following its special cleaning steps,
the surface gains its hydrophilicity.

Patient Information

Surgery site must be clean before and after operation. The patient must be well informed about
cleaning of the surgical area. The implant site should not be exposed with pressure due to
chewing function. For a more detailed explanation please refer to Patient Information Brochure
(D05.001/en).

Packaging

NucleOSS Dental Implants are protected with double barrier system as primary packaging (tube)
and secondary packaging (blister). implants are placed in hermatically sealed tubes. Tubes are
placed in blister package and are sterilized; and delivered to final packaging process as sterilizied.

Labelling

NucleOSS Dental Implants are provided with tube label, tyvek label and box label. These labels
enables to control the lot number in three different stage. The diameter label that is present on the
tube states the diameter and length of the implant. Diameter labels are color coded for different
diameters.

Sterilization

NucleOSS Dental Implants are provided as sterile.

Implants are sterile washed under Class 10.000 and packed under Class 100 clean room
technology. Implants are placed in hermetically sealed tubes and sterilizied by 25-40 kGy of
gamma irradiation. Gamma sterilization is protected until the best before if the packaging is not
harmed. The proper storage conditions that is present on the package are 18-28° and %40-%60
moisture must taken seriously to protect sterilization.

AN Warning and Precautions

Compliance with the precautions and warnings in the instructions for use (D03.001) of Nucleoss
dental implants manufactured by Sanlilar Medical Devices ensures safe use and application.

- NucleOSS Dental Implant System products are produced by $anlilar Med Kim San Tic Ltd Sti.
Brand use and sale of products can only be carried out by Sanlilar and their business partners.

- All models in the NucleOSS Dental Implant system (T1, T3, Tpure, T5 Short, T6, T6 TorQ and
Slimex) must be applied according to the NucleOSS Surgical and Prosthetic protocols.

- It should be kept out of reach of children.

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

- Inform the patient before and after the surgical operation.

Inform the patient before and after the surgical operation.

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

- The patient's health status must be suitable for the operation.

- Use burs suitable for implant diameter and length.

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

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

- Implants are in sterile packaging. Do not sterilize a second time.
- Previously used implants cannot be reused.

Storage Conditions
Devices should be stored at 18°C - 28°C temperature range and 40%-60% humidity range.

Caution !

Previously used implants cannot be used again. Use only the NucleOSS Dental System
components and surgical kits. Manufacturer will not take responsibility in case of using the parts of
other systems.

Caution !

If tube consists of cover which is also colored accordingly with its platform diameters, must transfer
on implant by hex driver and handtight to cover the implant. Otherwise, the tissue might fill the
implant and create risk factor.

Traceability

A Lot number is written in each package. Also, each package contains three Lot number sticker. In
order to trace back the product, this Lot number stickers must be attached to the patient’s file and
panoramic x-ray.

Indications
Nucleoss Dental Implants and abutments are indicated for surgical placement in the maxilla to
support artificial dental prostheses to improve patient aesthetics and perform chewing functions.

Contraindications

Hypertension, cardiovascular diseases, diabetes, bone metabolism disturbances, uncontrolled
bleeding disorders, inadequate wound healing capacity, inadequate oral hygiene, serious internal
medical problems, maxillary and mandibular growth not completed, poor general state of health,
uncooperative and unmotivated patient, drug/alcohol/tobacco abuse, psychoses, long term treatment
resistant functional disorders, xerostomia, granulocytopenia, Ehlers Danlos syndrome, radiation
theraphy, osteoradionecrosis, weak immune system, kidney failure, organ transplantation, fibrous
dysplasia, crohn disease, use of steroids, corticosteroids or anticonvulsant usage, prophylactic
antibiotics, creatinin, serum calsium, titanium allergy, uncontrolled endocrine disorders, anticoagula-
tion medicines, hemorrhagic diathesis, bruxism, parafunctional habits, unfavorable anatomic bone
conditions, uncontrolled periodontitis, temporomandibular joint disorders, treatable pathologic of jaw,
changes in the oral mucosa, pregnancy, breast-feeding, osteoporotic crush fracture, respiratory
disease, tyhroid or paratyhroid diseases. Active osteolytic patients, inflammatory, diagnosed
malignancy, modular enlargements, tenderness, the patients with unexplained lump in the neck or
head, infectious process in the implanting site, unrealistic patient expectations, unattainable
prosthodontics reconstruction, lack of adequate training of pyhsician.

Risks

The risks may include inadverting perforation of the nasal and maxillary sinus, local and systemic
infections, perforation the soft tissue, nerve damage, temporary bumps and pain due to
implantation, speech problems and gingivitis.

Nerve, local or systemic bacterial infections and inactive endocardititis in susceptible individuals
are included as the long term problems. Inaccurate implantation might risk the present dental axis.

Surgical Guide
Do not instert the implant in high torque or speed (15 rpm). If it feels any difficulty, the practician
must step back, extract the implant and check for the implant bed and drills.

A MRI Safety Information

Non-clinical testings demonstrated that the NucleOSS Dental Implant System is MR Conditional.
A patient with this device can be scanned safely, immediately after placement in an MR system
meeting the following conditions:

-Static magnetic field of 1.5 Tand 3.0 T

-Maximum spatial field gradient of 4,000 -gauss/cm(40 T/m)

-Maximum MR system reported, whole body averaged specific absorption rate (SAR) 2 W/kg
(Normal Operating Mode)

Under the scan conditions defined above, the NucleOSS Dental Implant System is expected to
produce a maximum temprature rise of less than 1.7° after 15 minutes of continuous scanning.
In non-clinical testing, the image artifact caused by the device extends approximately 5 mm from
the implant when imaged with a gradient echo pulse sequence and a 3.0 MRI system.

Superstructures

NucleOSS Dental Implant System offers dentists a rich abutment options that can be used for all
bodies with different purposes.These are defined as cemented solutions, screw-in solutions,
custom solutions, overdenture solutions, cad-cam solutions and scanning bodies, auxiliary
prothetic parts, temporary parts. The product compability according to platform diameter and
lenght of abutments can be seen in relevant catalogs of the products.Abutments are only suitable
for the bodies of NucleOSS Dental Implant System. The failure that is caused by using with other
systems might hurt the patient. All abutments belong to NucleOSS Dental Implant System are
produced out ISO 5832-3 Grade-5 Titanium and ISO 5832-12 Cobalt-Chromium alloy and
non-sterile and presented for sale. They must sterilize by the last user.

Sterilization
Titanium superstructures recommended sterilization condition as follows;

Method Moist heat sterilization according to ISO 17665
Cycle 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 in chamber

-Do not storage the products after sterilization.
-Minumum validated sterilization time and temprature required to achieve a sterility assurance level.

Note: Sterilization parameters and methods shown are validated by NucleOSS Dental implants.
According to EN ISO 17665, the final responsibility for validation of sterilization techniques and
equipment lies directly with the practician. All autoclaves/sterilizers should be validated and
maintained in accordance with EN ISO 17665-1.

Indications

NucleOSS abutments and prosthetic parts are intended for use with NucleOSS Dental Implant in
the maxillar and mandibular arches to provide and support for crowns, bridges or overdentures for
edentulous or partially edentulous cases.

Contraindications

Allergy may be developed to submaterials of the superstructures. Titanium, Gr-5 titanium alloy
(titanium-aluminium-vanadium), PEEK(Polietheretherketone), POM(Polyoxymethylen), ISO
5832-12 raw material CoCr alloy allergies must be considered.

& Cautions
In case of not considering the cautions below, complications may occur as parts slipping into
trachea or getting swallowed.

For dental technicians:

Make sure to protect the parts of abutments that goes inside the implant or this process must
complete while abutment is connected to analog.

Abutment must be placed on the model by controling if its in the right direction and must make
sure that it fits perfectly. Abutment must be stabilized by abutment screw and handtight only (max.
10 Ncm). After this point, the accurate prosthesis for the treatment must be formed and extracted
from the model by proper hex driver.

For dental professionals:

Clinician takes the abutments comes from the laboratory, and takes the temporary restorations,
cover screws or gingiva formers out of the patient’'s mouth. After cleaning, disinfecting and
sterilizing the prosthesis parts coming from the laboratory, the application must be followed as the
given appropriate torque values.

-In case of tightening abutments more or less than the adviced torque values, abutment or implant
might fail. See below for recomended torque values;

Target Patient Population
The target patient population is those with adult jaws for whom none of the contraindications for
dental implants apply.

Target User
Target users are dentists licensed in dentistry.

Torque Values for NucleOSS Parts

Sterile by gama irradiation

Authorised representative

All Covers and Gingiva Formers Hand/Ratchet (10 Ncm)
All Cemented Abutment Screws Max. 30 Ncm
Temporary (PEEK) Parts and Screws 10 Ncm

Multi Unit Abutments Max. 30 Ncm
Abutment Occlusional Screw 20 Ncm

All Cap Screws 10 Ncm

All Universal Casting Abutment Screws Max. 30 Ncm

Ball Abutments Max. 30 Ncm

Equatore Abutments Max. 30 Ncm
CAD-CAM Ti-Base Abutment Screws Max. 30 Ncm

Caution: Products must be used right after sterilization. Sterilization conditions are given above.

Covering the Screw Channel:
Before inserting the crown on abutment, abutment screw channel must be covered with sealing
component(teflon). This process enables to take the abutment out if that is needed afterwards.

Adjustment to the Patient’s Anatomy:
PEEK, Titanium or Titanium Alloy abutments may shortened until the top level of the connection
screw, if needed to adjust to the patient’s anatomy.

CoCr Castable Abutment Cautions:
CoCr raw material must comply with ISO 5832-12 standard.
The molten metal temperature should not exceed 1420 ° C to avoid the melting of CoCr Casting
Abutment.
CoCr Coefficient of Thermal Expansion (CTE) (a) :
20 - 100°C igin 13.2 (10-6 K-1)
20 - 200°C igin 13.3 (10-6 K-1)
20 - 300°C igin 13.5 (10-6 K-1)
20 - 400°C igin 13.8 (10-6 K-1) dir.
Gingiva height should not exceed 5.0 mm and abutment angle should not exceed 25°.

Caution!

Temporary abutments should not stay in patients’ mouth more than exposure time. Exposure time
for temporary abutment(Ti, PEEK) is 180 days.

-Sanlilar Tibbi Cihazlar Med. Kim. San. Tic. Ltd. $ti. consistently gives trainings. While preparing
this prospectus, it is assumed that the clinician participates in these trainings and have prior
knowledge to the practise. For further information please refer to surgical manuals (for T6
D03.001/en, for Tpure D03.002/en, for T3 D03.003/en, for T1 D03.004/en, for T6 TorQ
D03.005/en, for Slimex D03.006/en and for T5 Short D03.007/en document numbered) and
surgical instruments instructions for use (D02.002 document numbered).

Any serious incident related to the medical device should be reported to the manufacturer and the
local authority.

If the storage conditions cannot be met, the product should not be used.

Warning Signs
Dﬂ Consult operating instructions
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