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2. ONEMLI: LUTFEN DIKKATLICE OKUYUNUZ / IMPORTANT: PLEASE READ CAREFULLY

This document contains the Instructions for Use (IFU) for six (6) Class |Ib dental implant
components. All content is provided in bilingual format: Turkish (Tiirkge) and English. Common
sections (Manufacturer Information, Symbols) appear once. Each product section maintains its
own document number, title and content.
TF-01-121 Abutment (Straight/Angled) TF-01-122 Healing Abutment
TF-01-123Multi Abutment(Dlz-Agili-Temporary) TF-01-124 Preform Abutment

TF-01-125TiFace Abutment TF-01-126 Abutment Screw

Bu belge, alti (6) adet Sinif IIb dental implant bilesenine ait Kullanim Kilavuzlarini icermektedir. Tim
icerik iki dilli olarak sunulmaktadir: Tlrkge ve Ingilizce. Ortak bolimler (Uretici Bilgileri, Semboller)
bir kez yer almaktadir. Her Griin bolimu kendi belge numarasi, baslig ve igerigini korumaktadir.

TF-01-121 Abutment (Diiz/Agili) TF-01-122 Healing Abutment

TF-01-123 Multi Abutment(Duz-Agili-Gegici) TF-01-124 Preform Abutment

TF- 01-125 TiFace Abutment TF-01-126 Abutment Vidasi
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Abutment (Straight & Angled) Instructions for Use | TF_01_

Abutment is a connection element that allows the prosthesis superstructure to be fixed onto the
implant in dental implant systems. It acts as a spacer between the implant and the prosthesis,
optimizing load transfer and ensuring an aesthetic and functional restoration.

| Yayin Tarihi / Issue Date: 31.12.2025 | Rev. No: 02 Rev.Tarihi:

Abutment, dental implant sistemlerinde protez Ustyapisinin implant tizerine sabitlenmesini
saglayan bir baglanti elemanidir. Implant ile protez arasinda ara parca gorevi gorerek yiik aktarimini
optimize eder ve estetik, fonksiyonel bir restorasyon elde edilmesini saglar.

5. Kullanim Amaci / Purpose of Use

Abutment is preferred in cases where the implant is placed at the ideal angle, in single tooth or
multiple implant restorations. While providing strong support in the posterior regions, it is used to
correct the axis angle of implants placed at an angle and to provide aesthetic advantage in the
anterior regions. It also helps maintain parallelism in multiple implant restorations by adapting to
implants placed at an angle due to bone loss.

Abutment, implantin ideal agida yerlestirildigi vakalarda, tek dis veya goklu implant
restorasyonlarinda tercih edilir. Arka bolgelerde guglu destek saglarken, agili yerlestirilen
implantlarin eksen agisini diizeltmek ve 6n bolgelerde estetik avantaj sunmak igin kullanilir. Kemik
kaybi nedeniyle agili yerlestirilen implantlara uyum saglayarak coklu implant restorasyonlarinda
paralelligi korumaya yardimci olur.

6. Endikasyon / Indication

Abutments are designed for use in different clinical situations such as single tooth implants,
multiple tooth deficiencies, aesthetic requirements and difficult bone structures. They provide

functional and natural looking restorations by offering personalized solutions especially for patients

with aesthetic requirements.

Abutmentler, tek dis implantlari, goklu dis eksiklikleri, estetik gereksinimler ve zorlu kemik yapilari
gibi farkli klinik durumlarda kullanilmak tizere tasarlanmistir. Ozellikle estetik gereksinimi olan
hastalarigin kisiye 6zel goziimler sunarak fonksiyonel ve dogal goriinimli restorasyonlar saglar.

7. Kontraendikasyon / Contraindications

Although use provides successful results in many clinical situations, it is contraindicated in the
following:

Insufficient jaw bone

Active infections

Uncontrolled systemic diseases

Poor oral hygiene

Hypersensitivity or allergy to titanium

Patients with hemophilia or disorders affecting bone healing and wound healing
Immunocompromised patients due to chemotherapy or radiotherapy

Patients with untreated occlusal disorders, temporomandibular joint (TMJ) disorders, or insufficient
dental arch space

Patients with pre-existing bone disorders or metabolic bone diseases such as osteoporosis or
osteomalacia that affect bone quality

8. Yan Etkiler / Side Effects

Kullanimi birgok klinik durumda basarili sonuglar saglasa da asagidaki durumlarda kontraendikedir:
Yetersiz gene kemigi

Aktif enfeksiyonlar

Kontrolsiz sistemik hastaliklar

Kotu agiz hijyeni

Titanyuma alerji

Hemofili veya kemik iyilesmesi ve yara iyilesmesi ile ilgili bozukluklari olan hastalar
Kemoterapi veya radyoterapiye bagli olarak bagisiklik sistemi baskilanmis hastalar

Tedavi edilemeyen okliizyon bozukluklari, temporomandibular eklem (TME) rahatsizliklari veya
yetersiz dig arki mesafesi bulunan hastalar

Osteoporoz, osteomalazi veya diger metabolik kemik hastaliklari gibi kemik kalitesini etkileyen
sistemik durumlara sahip hastalar

Temporary pain and sensitivity: Mild to moderate pain may occur around the implant site following
abutment placement.

Soft tissue irritation: Redness, tenderness, or local irritation may occur in the gingival area.
Inflammation / infection: Peri-implant mucositis or peri-implantitis may develop due to inadequate
oral hygiene, improper placement, or use of incompatible components.

Gegici agr ve hassasiyet: Abutment yerlestirilmesini takiben implant gevresinde hafif-orta siddette
agri gorulebilir.

Yumusak doku irritasyonu: Gingival bolgede kizariklik, hassasiyet veya lokal irritasyon olusabilir.
Enflamasyon / enfeksiyon: Yetersiz oral hijyen, hatali yerlestirme veya uyumsuz komponent
kullanimi durumunda peri-implant mukozitis veya peri-implantitis gelisebilir.



Abutment screw loosening: The screw may loosen due to incorrect torque application or occlusal
overloading.

Component damage or fracture: Especially in angled abutments, improper load distribution or
excessive forces may lead to deformation or fracture.

Prosthetic incompatibility: Instability or functional impairment may occur due to incompatibility
between the abutment and implant or between the abutment and prosthesis.

Bone loss: Marginal bone resorption may occur in cases of incorrect positioning, excessive
mechanical loading, or prolonged inflammation.

Allergic reactions (rare): Local allergic reactions may occur in individuals sensitive to titanium or
alloy components.

Abutment vidasinda gevseme: Uygun olmayan tork uygulanmasi veya okliizal asir ylikleme
sonucunda vida gevseyebilir.

Komponent hasari veya kiritmasi: Ozellikle agili abutmentlerde uygunsuz yiik dagilimi veya asir
kuvvetler sonucu deformasyon veya kirilma riski vardir.

Protetik uyumsuzluk: Abutment-implant veya abutment-protez uyumsuzlugu nedeniyle stabilite
kaybi veya fonksiyon bozuklugu olusabilir.

Kemik kaybi: Yanlis pozisyonlama, asir mekanik yiikleme veya uzun sireli enflamasyon
durumlarinda marjinal kemik rezorpsiyonu gortlebilir.

Alerjik reaksiyonlar (nadiren): Titanyum veya alasim bilesenlerine karsi hassasiyeti olan bireylerde
lokal alerjik reaksiyonlar olusabilir.

9. Uyarilar / Warnings

- Abutment treatment is a part of dental implant treatment and should only be applied to suitable
candidates.

- Insufficient jawbone can negatively affect the success of abutment treatment.

- In order to achieve a successful result in abutment treatment, patients must have excellent oral
hygiene.

- Inindividuals with diabetes, blood sugar should be controlled, as high blood sugar can negatively
affect the healing process. Patients with autoimmune diseases or immune system problems should
be monitored more carefully against the risk of infection.

- Before abutment placement, gum diseases (such as gingivitis or periodontitis) should be treated.
The implant and abutment should not be placed without treating gum inflammation.

- Accurate measurements should be taken to ensure that the abutment is compatible with the
prosthesis.

- The healing process should be carefully monitored after abutment treatment. Swelling, bruising
and mild pain are normal, but if these symptoms persist for a long time, there may be a risk of
complications.

- There is arisk of infection after abutment placement. Cleaning the area around the implant is very
important.

- Abutments are delivered non-sterile for single use and must be autoclaved at 134°C for 3 minutes
before use.

- The force to be applied during the application of the abutment s in the range of 20-25 N-cm;
excessive tightening may cause deformation and screw breakage. In case of wear or deformation
the product should be replaced.

-For a patient/user/third party in the European Union and in countries with the same regulatory
regime (Medical Devices Regulation 2017/745/EU): If a serious incident occurs during or as a result
of the use of this device, please report it to the manufacturer and your national authorities.
-Accurate measurements must be taken to ensure the abutment is compatible with the prosthesis.
An unsuitable abutment can lead to incompatibility issues with the prosthesis.

- The patient may swallow or aspirate the prosthetic parts. Care must be taken when working inside
the mouth.

- Prosthetic components may be swallowed or aspirated by the patient. Care must be taken when
working intraorally.

- Careful surgical and prosthetic planning must be performed to avoid damage to adjacent teeth
duringimplant and abutment placement.

- Insufficient spacing or incorrect positioning may lead to damage to adjacent teeth, root
resorption, or periodontal complications.

- The occlusal relationship of the prosthetic restoration must be carefully evaluated, and excessive
contact with opposing teeth should be avoided.

- Improper occlusal loading may cause wear, sensitivity, or fracture of the opposing teeth.

- Abutment tedavisi, dental implant tedavisinin bir pargasidir ve yalnizca uygun hasta adaylarina
uygulanmalidir.

- Yetersiz gene kemigi, abutment tedavisinin basarisini olumsuz etkileyebilir.

- Abutment tedavisinde basarili bir sonug elde etmek igin hastalarin miikemmel agiz hijyenine sahip
olmasi gerekir.

- Diyabetik bireylerde kan sekeri kontrol altinda tutulmalidir. Otoimmuin hastalik veya bagisiklik
sistemi sorunlari olan hastalar enfeksiyon riskine karsi daha dikkatli izlenmelidir.

- Abutment yerlestirilmeden 6nce dis eti hastaliklari (gingivitis veya periodontitis vb.) tedavi
edilmelidir. Dis eti iltihaplari tedavi edilmeden implant ve abutment yerlestirilmemelidir.

- Abutmentin protezle uyumlu olmasi igin dogru 6lgtimler alinmalidir.

- Abutment tedavisinin ardindan iyilesme sireci dikkatle izlenmelidir. Sislik, morarma ve hafif agn
normaldir; ancak bu belirtiler uzun siire devam ederse komplikasyon riski olabilir.

- Abutment yerlestirilmesi sonrasi enfeksiyon riski bulunmaktadir. implant gevresinin temizligi
oldukga énemlidir.

- Abutmentler tek kullanim igin steril olmayan bir sekilde teslim edilir ve kullanimdan 6nce 134°C'de
3 dakika otoklav sterilizasyonuna tabi tutulmalidir.

- Abutmentin uygulanmasi sirasinda uygulanmasi gereken kuvvet 20-25 N-cm araligindadir; asir
sikilmasi deformasyona ve vidanin kirllmasina neden olabilir. Asinma veya deformasyon
durumunda Uriin degistirilmelidir.

-Avrupa Birligi'ndeki ve ayni diizenleyici rejime sahip Ulkelerdeki bir hasta/kullanici/lgiinci taraf
igin (Tibbi Cihazlar Yonetmeligi 2017/745/AB); Bu cihazin kullanimi sirasinda veya kullanimi
sonucunda ciddi bir olay meydana gelirse, litfen bunu Ureticiye ve ulusal makamlariniza bildirin.
- Abutment ile protezle uyumlu oldugundan emin olmak i¢in dogru élgtimler alinmalidir.Uygun
olmayan bir abutment, protezle uyumsuzluk sorunlarina yol acabilir.

- Protetik pargalari hasta yutabilir veya aspire edebilir. Agiz iginde galisirken dikkatli olmak gerekir.
- implant ve abutment yerlesimi sirasinda komsu dislere zarar verilmemesi igin cerrahi ve protetik
planlama dikkatli yapilmalidir.

- Yetersiz mesafe veya yanlis pozisyonlandirma, komsu dislerde hasar, kdk rezorpsiyonu veya
periodontal problemlere yol agabilir.

- Protetik restorasyonun okliizal iligkisi dikkatle degerlendirilmeli, karsit dislerle asir temas
onlenmelidir.

- Uygunsuz okliizal yiikleme, karsit dislerde asinma, hassasiyet veya kirilmaya neden olabilir.

10. Kullanicilar / Users

Abutment applications and dental implant treatment should only be performed by dentists, oral
surgeons, prosthodontists and dental technicians. These treatment processes require expertise in
dental surgery and individualized evaluations should be made for each patient.

Abutment uygulamalari ve dental implant tedavisi, yalnizca dis hekimleri, oral cerrahlar, protez
uzmanlari ve dis teknisyenleri tarafindan yapilmalidir. Bu tedavi siiregleri dental cerrahi konusunda
uzmanlik gerektirir ve her hasta igin kisiye 6zel degerlendirmeler yapilmalidir.

11. Kullanim Talimatlari / Instructions for Use

Abutments are manufactured for single patient use only and are not recommended for reuse.
Before using the abutment, the implant socket should be thoroughly cleaned and dry.

The abutment should be carefully placed on the top of the implant and tightened with a suitable
torque wrench.

When making the torque adjustment, care should be taken to ensure that it is between 20-25 N-cm.
Before placing the prosthesis, the stability of the abutment should be ensured.

The patient should be provided with detailed information about abutment use and oral hygiene.

If abutment treatment needs to be repeated, each situation should be carefully evaluated
considering the patient's general health, jaw bone health and gingival condition.

Abutmentler tek hastada tek kullanim igin Gretilmistir ve tekrar kullanilmasi 6nerilmez.
Abutment kullanilmadan 6nce implant yuvasi iyice temizlenmeli ve kuru olmasi saglanmalidir.
Abutment, implantin st kismina dikkatlice yerlestirilmeli ve uygun tork anahtari ile sikitlmalidir.
Tork ayarlamasi yapilirken 20-25 N-cm degerleri arasinda olmasina 6zen gosterilmelidir.

Protez yerlestirilmeden 6nce abutmentin stabilitesinden emin olunmalidir.

Hastaya abutment kullanimi ve agiz hijyeni konusunda ayrintili bilgilendirme yapilmalidir.
Abutment tedavisinin yeniden uygulanmasi gerekirse, hastanin genel saglik durumu, gene kemigi
sagligi ve dis eti durumu goéz 6ninde bulundurularak her durum dikkatle degerlendirilmelidir.

12. Operasyonel Kullanim / Operational Use

Before abutment surgery, the patient's general health status is evaluated. Systemic diseases,
dental hygiene and gum health are checked.

The implant is placed.

The area where the implant is placed is carefully checked. The healing process of the implant must
be completed and its integration with the jawbone must be ensured.

The abutment is carefully placed on the upper part of the implant and fixed using a suitable torque
wrench for the connection screw.

Attention: Care must be taken when fixing the screw; the specified maximum tightening torque
must not be exceeded. The recommended tightening torque is in the range of 20-25 N-cm.

Abutment cerrahisi 6ncesi, hastanin genel saglik durumu degerlendirilir. Sistemik hastaliklar,
dental hijyen ve dis eti sagligi kontrol edilir.

implant yerlestirilir.

implantin yerlestirildigi alan dikkatlice kontrol edilir. implantin iyilesme siireci tamamlanmis ve
cene kemigiyle entegrasyonu saglanmis olmalidir.

Abutment, implantin Gst kismina dikkatlice yerlestirilir; baglanti vidasi igin uygun tork anahtari
kullanilarak sabitlenir.

Dikkat: Vida sabitlenirken dikkatli olunmalidir; belirtilen maksimum sikma torku agilmamalidir.
Onerilen sikma torku 20-25 N-cm araligindadir.

13. Malzemeler / Materials

All Straight and Angled Abutments and Abutment Screws: Made from Grade 5 Titanium.

14. Uriin Raf Omrii / Product Shelf Life

Tam Duz ve Agili Abutmentler ve Abutment Vidalar: Grade 5 Titanyumdan tretilmistir.

The product does not have a specified lifespan.

Uriiniin belirlenmis bir 6mrii yoktur.

15. Temizlik ve Sterilizasyon / Cleaning and Sterilization

Abutments are single-use and delivered non-sterile. The product must undergo steam autoclave
sterilization at 134°C for 3 minutes prior to use. Immediately before sterilization, the product should
be removed from its shipping packaging and repackaged in a sterilization bag/roll suitable for steam
sterilization. The sterilization bag should be filled to a maximum of 75% of its volume, leaving
approximately 25% empty space. There should be a minimum distance of 30 mm between the
product and the sealing area of the bag. The sealing process of the sterilization bag/roll should be
carried out according to the packaging manufacturer's instructions; the recommended sealing
temperature is 180-200°C. The shipping packaging should not be used for sterilization. Before
sterilization, the packaging to be used should be checked to ensure it is clean, dry, undamaged, and
suitable for steam sterilization.

16. Saklama ve Kullanma / Storage and Use

Abutmentler tek kullanimlik olup steril olmayan sekilde teslim edilir. Urtin, kullanimdan 6nce
134°C’de 3 dakika buhar otoklav sterilizasyonuna tabi tutulmalidir. Sterilizasyon isleminden hemen
once Urilin sevkiyat ambalajindan gikarilmali ve buhar sterilizasyonu igin uygun, sterilizasyon
poseti/rulosu igerisine yeniden ambalajlanmalidir. Sterilizasyon poseti, poset hacminin en fazla
%75'i dolacak sekilde segilmeli ve yaklasik %25 bos alan birakitmalidir. Uriin ile posetin
muhirleme/kapatma alani arasinda minimum 30 mm mesafe bulunmalidir. Sterilizasyon
poseti/rulosunun kapatma islemi, ambalaj Ureticisinin talimatlarina uygun olarak
gergeklestirilmelidir; 6nerilen mihirleme sicakligl 180-200°C’dir. Sevkiyat ambalaji sterilizasyon
amaciyla kullanilmamalidir. Sterilizasyon 6ncesinde kullanilacak ambalajin temiz, kuru, hasarsiz ve
buhar sterilizasyonuna uygun oldugu kontrol edilmelidir.

Abutments should be stored in their original packaging in a cool and dry environment.

They should be protected from direct sunlight and moisture.

They should be checked for physical damage or deformation before use.

They are single-use and should not be reused and should be disposed of according to appropriate
waste procedures.

Abutmentler orijinal ambalajinda, serin ve kuru bir ortamda saklanmalidir.

Direkt glines 1sigindan ve nemden korunmalidir.

Kullanim 6ncesinde fiziksel hasar veya deformasyon olup olmadigi kontrol edilmelidir.

Tek kullanimlik olduklarindan tekrar kullanilmamali ve uygun atik proseddrlerine gére imha
edilmelidir.

17. Hasta Popiilasyonu / Patient Population

Abutments are used in adult patients undergoing dental implant treatment.
They can be applied in cases of single tooth loss, multiple tooth loss, or complete edentulism.

Abutmentler, dental implant tedavisi goren eriskin hastalarda kullanilir.
Tek dis eksikligi, coklu dis eksikligi veya tam dissizlik durumlarinda uygulanabilir.



They are preferred in anterior restorations where aesthetic needs are required, and in posterior
restorations where functional needs are prioritized.

They are safely applied in patients with stable systemic condition, adequate oral hygiene, and
suitable bone structure forimplant surgery.

They are not used in children, individuals whose bone development is not complete, and those with
uncontrolled systemic diseases.

Estetik gereksinimi olan 6n bélge restorasyonlarinda, fonksiyonel ihtiyaglarin 6n planda oldugu arka
bolge restorasyonlarinda tercih edilir.

Sistemik durumu stabil, agiz hijyeni yeterli ve implant cerrahisi igin uygun kemik yapisina sahip
hastalarda glivenle uygulanir.

Cocuklarda, kemik gelisimi tamamlanmamis bireylerde ve kontrolsiiz sistemik hastaligl olanlarda
uygulanmaz.

18. Kullanim Omrii / Lifetime

Dental implants have an expected lifespan of at least 10 years, and under suitable conditions, this
can be extended to 30 years.

Dental implantlarin beklenen kullanim émri en az 10 yil olup, uygun kosullar saglandiginda 30 yila
kadar uzayabilmektedir.

19. Cihazin Arizalanmasi veya Performans Degisikli

If fracture, cracks, deformation, wear, or surface damage is detected on the abutment, the product
must be immediately removed from use.

If incompatibility orimproper seating between the abutment and implant is observed, the product
must not be used.

If loosening, micromobility, or loss of stability is detected during clinical use, the connections
should be checked and components replaced if necessary.

If misfit, aesthetic deterioration, or functional impairment is observed between the prosthetic
restoration and the abutment, a clinical evaluation should be performed.

The use of incompatible implant-abutment systems may adversely affect device performance and
patient safety.

If the abutment does not provide the expected performance or is damaged, its use must be
discontinued immediately.

Implants are available in different diameters and lengths depending on the application site; an
abutment compatible with the implant must be used.

Previously used implants must not be reused.

Durumunda Alinacak Onlemler / Measures to Take in Case of Device Malfuncti

r Performance Change

Abutmentta kirilma, ¢atlak, deformasyon, asinma veya ylizey hasari tespit edilmesi durumunda
urtin derhal kullanim disi birakilmalidir.

Abutment ile implant arasinda uyumsuzluk veya tam oturmama durumu gozlenirse triin
kullanilmamalidir.

Klinik kullanim sirasinda abutmentta gevseme, mikromobilite veya stabilite kaybi tespit edilirse
baglantilar kontrol edilmeli ve gerekirse bilesen degistirilmelidir.

Protetik restorasyon ile abutment arasinda uyumsuzluk, estetik bozulma veya fonksiyon kaybi
gozlenmesi durumunda klinik degerlendirme yapilmalidir.

Uyumsuz implant-abutment sistemlerinin birlikte kullanilmasi cihaz performansini ve hasta
guvenligini olumsuz etkileyebilir.

Abutmentin beklenen performansi saglamadigi veya hasar gordigt durumlarda kullanim derhal
durdurulmalidir.

Uygulama bélgesine uygun gap ve boya gore farkli dlgiilerdeki implantlar kullanilir, implant ile
uyumlu abutment kullaniniz.

Daha énce kullanilmig implantlar tekrar kullanilamaz.

20. Riskler / Risks

Abutment gevsemesi veya baglanti kaybi

Vida kinlmasi veya deformasyonu

Abutment kirilmasi, gatlamasi veya aginmasi
implant-abutment baglantisinda uyumsuzluk
Mikromobiliteye bagli stabilite kaybi

Yanlis tork uygulanmasina bagli mekanik basarisizlik
Tekrar kullanim sonucu mekanik dayanim kaybi
Protetik restorasyon uyumsuzlugu

Estetik problemler

Peri-implant dokularda irritasyon veya inflamasyon
Peri-implant mukozitis veya peri-implantitis gelisimi
Uygunsuz okliizal yiiklemeye bagli mekanik stres ve hasar
Karsit dislerde aginma, hassasiyet veya kirilma
Komsu dislerde hasar veya periodontal problemler

Abutment loosening or loss of connection

Screw fracture or deformation

Abutment fracture, cracking, or wear

Incompatibility at the implant-abutment interface

Loss of stability due to micromobility

Mechanical failure due to improper torque application
Loss of mechanical strength due to reuse

Prosthetic restoration misfit

Aesthetic complications

Irritation or inflammation of peri-implant tissues
Development of peri-implant mucositis or peri-implantitis
Mechanical stress and damage due to improper occlusal loading
Wear, sensitivity, or fracture of opposing teeth

Damage to adjacent teeth or periodontal complications

21. MR Uyumluluk Bilgisi / MR Compatibility Information

Klinik olmayan galismalar dogrultusunda, titanyum esasli dental implant ve Ustyapi bilesenlerinin
manyetik rezonans (MR) ortamindaki davranisi 1.5 T MR ortaminda radyo frekans (RF) kaynakli
sicaklik artiginin yaklasik 0.35-0.47°C araliginda oldugu 6zgtil emilim orani (SAR) degerlerinin 0.2-
4.0 W/kg araliginda ise 2.0 W/kg seviyesinde yaklasik 6.4°C ve 4.0 W/kg seviyesinde yaklasik
12.7°C sicaklik artigi 6lglilmustar.

Healing Abutment (lyilesme Baslig) Kullanim Kilavuzu

Based on non-clinical studies, the behavior of titanium-based dental implants and prosthetic
superstructure components in the magnetic resonance (MR) environment has been evaluated.
Under a 1.5 T MR environment, radiofrequency (RF)-induced temperature increases have been
reported to be in the range of approximately 0.35-0.47°C. In studies where specific absorption rate
(SAR) values were evaluated within the range of 0.2-4.0 W/kg, temperature increases of
approximately 6.4°C at 2.0 W/kg and 12.7°C at 4.0 W/kg were measured.
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4. Uriin Tanimi / Product Description

Healing Abutment is a medical device used after dental implant surgery and provides shaping of the
soft tissues around the implant. It helps the gingiva to heal properly around the implant before
moving on to the prosthesis stage and ensures that the gum line reaches an ideal form for the
prosthesis. This product is made of titanium grade 5 and offers flexibility to dentists in various
clinical cases with different diameter, height and platform options.

Healing Abutment (iyilesme basligl), dental implant cerrahisi sonrasi kullanilan ve implant
cevresindeki yumusak dokularin sekillenmesini saglayan tibbi bir cihazdir. Protez asamasina
gecilmeden 6nce implant gevresinde gingivanin uygun sekilde iyilesmesine yardimci olur ve dis eti
hattinin protez igin ideal bir forma kavusmasini saglar. Bu trlin titanyum grade 5'ten Uretilir; farkli
cap, yukseklik ve platform segenekleri ile dis hekimlerine gesitli klinik vakalarda esneklik sunar.

5. Kullanim Amaci / Purpose of Use

Healing Abutment is used to shape the soft tissues around the implant after dental implant surgery
and to make the gum line ideal for prosthesis application. It supports the proper healing of the
gingiva before moving on to the prosthesis stage, thus achieving a functional and aesthetic result.

Healing Abutment, dental implant cerrahisi sonrasi implant gevresindeki yumusak dokularin
sekillenmesini saglamak ve dis eti hattini protez uygulamasi icin ideal hale getirmek amaciyla
kullanilir. Protez agsamasina gegmeden dnce gingivanin uygun sekilde iyilesmesine yardimci olarak
fonksiyonel ve estetik sonug elde edilmesini destekler.

6. Endikasyon / Indication

Abutments are designed for use in different clinical situations such as single tooth implants,
multiple tooth deficiencies, aesthetic requirements and difficult bone structures. They provide
functional and natural looking restorations by offering personalized solutions especially for patients
with aesthetic requirements.

Abutmentler, tek dis implantlari, goklu dis eksiklikleri, estetik gereksinimler ve zorlu kemik yapilari
gibi farkli klinik durumlarda kullanilmak lizere tasarlanmistir. Ozellikle estetik gereksinimi olan
hastalarigin kisiye 6zel goziimler sunarak fonksiyonel ve dogal goriinimli restorasyonlar saglar.

7. Kontraendikasyon / Contraindications

Although use provides successful results in many clinical situations, it is contraindicated in the
following:

Insufficient jaw bone

Active infections

Uncontrolled systemic diseases

Poor oral hygiene

Hypersensitivity or allergy to titanium

Patients with hemophilia or disorders affecting bone healing and wound healing
Immunocompromised patients due to chemotherapy or radiotherapy

Patients with untreated occlusal disorders, temporomandibular joint (TMJ) disorders, or insufficient
dental arch space

Patients with pre-existing bone disorders or metabolic bone diseases such as osteoporosis or
osteomalacia that affect bone quality

8. Yan Etkiler / Side Effects

Kullanimi birgok klinik durumda basarili sonuglar saglasa da asagidaki durumlarda kontraendikedir:
Yetersiz gene kemigi

Aktif enfeksiyonlar

Kontrolsiz sistemik hastaliklar

Kotu agiz hijyeni

Titanyuma alerji

Hemofili veya kemik iyilesmesi ve yara iyilesmesi ile ilgili bozukluklar olan hastalar
Kemoterapi veya radyoterapiye bagli olarak bagisiklik sistemi baskilanmis hastalar

Tedavi edilemeyen okliizyon bozukluklari, temporomandibular eklem (TME) rahatsizliklari veya
yetersiz dig arki mesafesi bulunan hastalar

Osteoporoz, osteomalazi veya diger metabolik kemik hastaliklari gibi kemik kalitesini etkileyen
sistemik durumlara sahip hastalar

Temporary pain and sensitivity: Mild to moderate pain and sensitivity may occur around the implant
site following placement of the healing abutment.

Soft tissue irritation: Redness, swelling (edema), tenderness, or local irritation may occur in the
gingival tissue.

Inflammation / infection: Peri-implant mucositis or infection may develop due to inadequate oral
hygiene, long-term plaque accumulation, or improper placement.

Healing abutment loosening: The healing abutment may loosen due to incorrect torque application
or mechanical stress.

Soft tissue trauma: Trauma to the surrounding soft tissues may occur due to incorrect size
selection orimproper positioning.

Delayed healing: Excessive pressure, inflammation, or patient-related factors (e.g., smoking,
systemic diseases) may prolong the healing period.

Allergic reactions (rare): Local allergic reactions may occur in individuals sensitive to titanium or
alloy components.

Gegici agr ve hassasiyet: Healing abutment yerlestirilmesini takiben implant ¢cevresinde hafif-orta
siddette agn ve hassasiyet gortilebilir.

Yumusak doku irritasyonu: Gingival dokuda kizariklik, 6dem, hassasiyet veya lokal tahris olusabilir.
Enflamasyon / enfeksiyon: Yetersiz oral hijyen, uzun sureli plak birikimi veya uygunsuz yerlestirme
durumlarinda peri-implant mukozitis veya enfeksiyon gelisebilir.

Healing abutment gevsemesi: Uygun olmayan tork uygulanmasi veya mekanik zorlanma sonucunda
healing abutment gevseyebilir.

Yumusak doku travmasi: Yanlis boyut segimi veya hatali konumlandirma nedeniyle gevre yumusak
dokularda travma olusabilir.

iyilesme siirecinin gecikmesi: Asir basing, inflamasyon veya hasta kaynakli faktérler (sigara
kullanimi, sistemik hastaliklar vb.) iyilesme siresini uzatabilir.

Alerjik reaksiyonlar (nadiren): Titanyum veya alasim bilesenlerine hassasiyeti olan bireylerde lokal
alerjik reaksiyonlar gorilebilir.

9. Uyarilar / Warnings



- Abutment treatment is a part of dental implant treatment and should only be applied to suitable
candidates.

- Insufficient jawbone can negatively affect the success of abutment treatment.

- In order to achieve a successful result in abutment treatment, patients must have excellent oral
hygiene.

- Inindividuals with diabetes, blood sugar should be controlled, as high blood sugar can negatively
affect the healing process. Patients with autoimmune diseases or immune system problems should
be monitored more carefully against the risk of infection.

- Before abutment placement, gum diseases (such as gingivitis or periodontitis) should be treated.
The implant and abutment should not be placed without treating gum inflammation.

- Accurate measurements should be taken to ensure that the abutment is compatible with the
prosthesis.

- The healing process should be carefully monitored after abutment treatment. Swelling, bruising
and mild pain are normal, but if these symptoms persist for a long time, there may be a risk of
complications.

- There is arisk of infection after abutment placement. Cleaning the area around the implant is very
important.

- Abutments are delivered non-sterile for single use and must be autoclaved at 134°C for 3 minutes
before use.

- The force to be applied during the application of the abutment is in the range of 20-25 N-cm;
excessive tightening may cause deformation and screw breakage. In case of wear or deformation
the product should be replaced.

-For a patient/user/third party in the European Union and in countries with the same regulatory
regime (Medical Devices Regulation 2017/745/EU): If a serious incident occurs during or as a result
of the use of this device, please report it to the manufacturer and your national authorities.
-Accurate measurements must be taken to ensure the abutment is compatible with the prosthesis.
An unsuitable abutment can lead to incompatibility issues with the prosthesis.

- The patient may swallow or aspirate the prosthetic parts. Care must be taken when working inside
the mouth.

- Prosthetic components may be swallowed or aspirated by the patient. Care must be taken when
working intraorally.

- Careful surgical and prosthetic planning must be performed to avoid damage to adjacent teeth
during implant and abutment placement.

- Insufficient spacing or incorrect positioning may lead to damage to adjacent teeth, root
resorption, or periodontal complications.

- The occlusal relationship of the prosthetic restoration must be carefully evaluated, and excessive
contact with opposing teeth should be avoided.

- Improper occlusal loading may cause wear, sensitivity, or fracture of the opposing teeth.

- Abutment tedavisi, dental implant tedavisinin bir pargasidir ve yalnizca uygun hasta adaylarina
uygulanmalidir.

- Yetersiz gene kemigi, abutment tedavisinin basarisini olumsuz etkileyebilir.

- Abutment tedavisinde basarili bir sonug elde etmek igin hastalarin miikemmel agiz hijyenine sahip
olmasi gerekir.

- Diyabetik bireylerde kan sekeri kontrol altinda tutulmalidir. Otoimmiin hastalik veya bagisiklik
sistemi sorunlari olan hastalar enfeksiyon riskine karsi daha dikkatli izlenmelidir.

- Abutment yerlestirilmeden 6nce dis eti hastaliklari (gingivitis veya periodontitis vb.) tedavi
edilmelidir. Dis eti iltihaplari tedavi edilmeden implant ve abutment yerlestirilmemelidir.

- Abutmentin protezle uyumlu olmasi igin dogru élgtimler alinmalidir.

- Abutment tedavisinin ardindan iyilesme sireci dikkatle izlenmelidir. Sislik, morarma ve hafif agn
normaldir; ancak bu belirtiler uzun siire devam ederse komplikasyon riski olabilir.

- Abutment yerlestirilmesi sonrasi enfeksiyon riski bulunmaktadir. implant gevresinin temizligi
oldukga énemlidir.

- Abutmentler tek kullanim igin steril olmayan bir sekilde teslim edilir ve kullanimdan 6nce 134°C'de
3 dakika otoklav sterilizasyonuna tabi tutulmalidir.

- Abutmentin uygulanmasi sirasinda uygulanmasi gereken kuvvet 20-25 N-cm araligindadir; asiri
sikilmasi deformasyona ve vidanin kirllmasina neden olabilir. Asinma veya deformasyon
durumunda urin degistirilmelidir.

-Avrupa Birligi'ndeki ve ayni dlizenleyici rejime sahip tlkelerdeki bir hasta/kullanici/liglinci taraf
icin (Tibbi Cihazlar Yonetmeligi 2017/745/AB); Bu cihazin kullanimi sirasinda veya kullanimi
sonucunda ciddi bir olay meydana gelirse, litfen bunu Ureticiye ve ulusal makamlariniza bildirin.
- Abutment ile protezle uyumlu oldugundan emin olmak igin dogru 6lgtimler alinmalidir.Uygun
olmayan bir abutment, protezle uyumsuzluk sorunlarina yol acabilir.

- Protetik pargalari hasta yutabilir veya aspire edebilir. Agiz iginde galisirken dikkatli olmak gerekir.
- implant ve abutment yerlesimi sirasinda komsu dislere zarar verilmemesi igin cerrahi ve protetik
planlama dikkatli yapilmalidir.

- Yetersiz mesafe veya yanlis pozisyonlandirma, komsu dislerde hasar, kdk rezorpsiyonu veya
periodontal problemlere yol agabilir.

- Protetik restorasyonun okliizal iligkisi dikkatle degerlendirilmeli, karsit dislerle agir temas
onlenmelidir.

- Uygunsuz okliizal yiikleme, karsit dislerde asinma, hassasiyet veya kirilmaya neden olabilir.

10. Kullanicilar / Users

Abutment applications and dental implant treatment should only be performed by dentists, oral
surgeons, prosthodontists and dental technicians. These treatment processes require expertise in
dental surgery and individualized evaluations should be made for each patient.

Abutment uygulamalari ve dental implant tedavisi, yalnizca dis hekimleri, oral cerrahlar, protez
uzmanlari ve dis teknisyenleri tarafindan yapilmalidir. Bu tedavi siiregleri dental cerrahi konusunda
uzmanlik gerektirir ve her hasta igin kisiye 6zel degerlendirmeler yapilmalidir.

11. Kullanim Talimatlari / Instructions for Use

Abutments are manufactured for single patient use only and are not recommended for reuse.
Before using the abutment, the implant socket should be thoroughly cleaned and dry.

The abutment should be carefully placed on the top of the implant and tightened with a suitable
torque wrench.

When making the torque adjustment, care should be taken to ensure that it is between 20-25 N-cm.
Before placing the prosthesis, the stability of the abutment should be ensured.

The patient should be provided with detailed information about abutment use and oral hygiene.

If abutment treatment needs to be repeated, each situation should be carefully evaluated
considering the patient's general health, jaw bone health and gingival condition.

Abutmentler tek hastada tek kullanim igin Uretilmistir ve tekrar kullanilmasi énerilmez.
Abutment kullanilmadan 6nce implant yuvasi iyice temizlenmeli ve kuru olmasi saglanmalidir.
Abutment, implantin Gst kismina dikkatlice yerlestirilmeli ve uygun tork anahtari ile sikilmalidir.
Tork ayarlamasi yapilirken 20-25 N-cm degerleri arasinda olmasina 6zen gosterilmelidir.

Protez yerlestirilmeden 6nce abutmentin stabilitesinden emin olunmalidir.

Hastaya abutment kullanimi ve agiz hijyeni konusunda ayrintili bilgilendirme yapilmalidir.
Abutment tedavisinin yeniden uygulanmasi gerekirse, hastanin genel saglik durumu, gene kemigi
saglig ve dis eti durumu goz 6ninde bulundurularak her durum dikkatle degerlendirilmelidir.

12. Operasyonel Kullanim / Operational Use

Before abutment surgery, the patient's general health status is evaluated. Systemic diseases,
dental hygiene and gum health are checked.

The implant s placed.

The area where the implant is placed is carefully checked. The healing process of the implant must
be completed and its integration with the jawbone must be ensured.

The abutment is carefully placed on the upper part of the implant and fixed using a suitable torque
wrench for the connection screw.

Attention: Care must be taken when fixing the screw; the specified maximum tightening torque
must not be exceeded. The recommended tightening torque is in the range of 20-25 N-cm.

13. Malzemeler / Materials

Abutment cerrahisi 6ncesi, hastanin genel saglik durumu degerlendirilir. Sistemik hastaliklar,
dental hijyen ve dis eti saglig kontrol edilir.

implant yerlestirilir.

implantin yerlestirildigi alan dikkatlice kontrol edilir. implantin iyilesme siireci tamamlanmis ve
cene kemigiyle entegrasyonu saglanmis olmalidir.

Abutment, implantin Gst kismina dikkatlice yerlestirilir; baglanti vidasi igin uygun tork anahtari
kullanilarak sabitlenir.

Dikkat: Vida sabitlenirken dikkatli olunmalidir; belirtilen maksimum sikma torku agilmamalidir.
Onerilen sikma torku 20-25 N-cm araligindadir.

AllHealing Abutments and Screws: Made from Grade 5 Titanium.

iin Raf Omrii / Product Shelf Life

Tam Healing Abutmentler ve Vidalari: Grade 5 Titanyumdan Gretilmistir.

The product does not have a specified lifespan.

Uriiniin belirlenmis bir 6mrii yoktur.

15. Temizlik ve Sterilizasyon / Cleaning and Sterilization

Abutments are single-use and delivered non-sterile. The product must undergo steam autoclave
sterilization at 134°C for 3 minutes prior to use. Immediately before sterilization, the product should
be removed from its shipping packaging and repackaged in a sterilization bag/roll suitable for steam
sterilization. The sterilization bag should be filled to a maximum of 75% of its volume, leaving
approximately 25% empty space. There should be a minimum distance of 30 mm between the
product and the sealing area of the bag. The sealing process of the sterilization bag/roll should be
carried out according to the packaging manufacturer's instructions; the recommended sealing
temperature is 180-200°C. The shipping packaging should not be used for sterilization. Before
sterilization, the packaging to be used should be checked to ensure it is clean, dry, undamaged, and
suitable for steam sterilization.

Abutmentler tek kullanimlk olup steril olmayan sekilde teslim edilir. Uriin, kullanimdan énce
134°C’de 3 dakika buhar otoklav sterilizasyonuna tabi tutulmalidir. Sterilizasyon isleminden hemen
once Urlin sevkiyat ambalajindan gikarilmali ve buhar sterilizasyonu igin uygun, sterilizasyon
poseti/rulosu igerisine yeniden ambalajlanmalidir. Sterilizasyon poseti, poset hacminin en fazla
%75’i dolacak sekilde segilmeli ve yaklasik %25 bos alan birakilmalidir. Uriin ile posetin
miuhdrleme/kapatma alani arasinda minimum 30 mm mesafe bulunmalidir. Sterilizasyon
poseti/rulosunun kapatma islemi, ambalaj treticisinin talimatlarina uygun olarak
gergeklestirilmelidir; 6nerilen muhtrleme sicakligi 180-200°C’dir. Sevkiyat ambalaji sterilizasyon
amaciyla kullanilmamalidir. Sterilizasyon 6ncesinde kullanilacak ambalajin temiz, kuru, hasarsiz ve
buhar sterilizasyonuna uygun oldugu kontrol edilmelidir.

16. Saklama ve Kullanma / Storage and Use

Abutments should be stored in their original packaging in a cool and dry environment.

They should be protected from direct sunlight and moisture.

They should be checked for physical damage or deformation before use.

They are single-use and should not be reused and should be disposed of according to appropriate
waste procedures.

17. Hasta Popiilasyonu / Patient Population

Abutmentler orijinal ambalajinda, serin ve kuru bir ortamda saklanmalidir.

Direkt glines 1sigindan ve nemden korunmalidir.

Kullanim 6ncesinde fiziksel hasar veya deformasyon olup olmadigi kontrol edilmelidir.

Tek kullanimlik olduklarindan tekrar kullanilmamali ve uygun atik proseddirlerine gére imha
edilmelidir.

Abutments are used in adult patients undergoing dental implant treatment.

They can be applied in cases of single tooth loss, multiple tooth loss, or complete edentulism.
They are preferred in anterior restorations where aesthetic needs are required, and in posterior
restorations where functional needs are prioritized.

They are safely applied in patients with stable systemic condition, adequate oral hygiene, and
suitable bone structure for implant surgery.

They are not used in children, individuals whose bone development is not complete, and those with
uncontrolled systemic diseases.

18. Kullanim Omrii / Lifetime

Abutmentler, dental implant tedavisi goren eriskin hastalarda kullanilir.

Tek dis eksikligi, coklu dis eksikligi veya tam digsizlik durumlarinda uygulanabilir.

Estetik gereksinimi olan 6n bolge restorasyonlarinda, fonksiyonel ihtiyaglarin 6n planda oldugu arka
bolge restorasyonlarinda tercih edilir.

Sistemik durumu stabil, agiz hijyeni yeterli ve implant cerrahisi igin uygun kemik yapisina sahip
hastalarda glivenle uygulanir.

Cocuklarda, kemik gelisimi tamamlanmamis bireylerde ve kontrolsiiz sistemik hastaligi olanlarda
uygulanmaz.

Dental implants have an expected lifespan of at least 10 years, and under suitable conditions, this
can be extended to 30 years.

Durumunda Alinacak Onlemler / Measures to

Dental implantlarin beklenen kullanim émri en az 10 yil olup, uygun kosullar saglandiginda 30 yila
kadar uzayabilmektedir.

ke in Case of Device Malfunction or Performance C

19. Cihazin Arizalanmasi veya Performans Degisikli



If fracture, cracks, deformation, wear, or surface damage is detected on the abutment, the product
must be immediately removed from use.

If incompatibility orimproper seating between the abutment and implant is observed, the product
must not be used.

If loosening, micromobility, or loss of stability is detected during clinical use, the connections
should be checked and components replaced if necessary.

If misfit, aesthetic deterioration, or functional impairment is observed between the prosthetic
restoration and the abutment, a clinical evaluation should be performed.

The use of incompatible implant-abutment systems may adversely affect device performance and
patient safety.

If the abutment does not provide the expected performance or is damaged, its use must be
discontinued immediately.

Implants are available in different diameters and lengths depending on the application site; an
abutment compatible with the implant must be used.

Previously used implants must not be reused.

Abutmentta kirilma, ¢atlak, deformasyon, asinma veya yiizey hasari tespit edilmesi durumunda
urtin derhal kullanim disi birakilmalidir.

Abutment ile implant arasinda uyumsuzluk veya tam oturmama durumu gézlenirse Uriin
kullanilmamalidir.

Klinik kullanim sirasinda abutmentta gevseme, mikromobilite veya stabilite kaybi tespit edilirse
baglantilar kontrol edilmeli ve gerekirse bilesen degistirilmelidir.

Protetik restorasyon ile abutment arasinda uyumsuzluk, estetik bozulma veya fonksiyon kaybi
gozlenmesi durumunda klinik degerlendirme yapilmalidir.

Uyumsuz implant-abutment sistemlerinin birlikte kullanilmasi cihaz performansini ve hasta
guvenligini olumsuz etkileyebilir.

Abutmentin beklenen performansi saglamadigi veya hasar gordigt durumlarda kullanim derhal
durdurulmalidir.

Uygulama bélgesine uygun gap ve boya gore farkli 6lguilerdeki implantlar kullanilir, implant ile
uyumlu abutment kullaniniz.

Daha 6nce kullanilmig implantlar tekrar kullanilamaz.

20. Riskler / Risks

Abutment gevsemesi veya baglanti kaybi

Vida kirlmasi veya deformasyonu

Abutment kirilmasi, ¢gatlamasi veya aginmasi
implant-abutment baglantisinda uyumsuzluk
Mikromobiliteye bagli stabilite kaybi

Yanlis tork uygulanmasina bagli mekanik basarisizlik
Tekrar kullanim sonucu mekanik dayanim kaybi
Protetik restorasyon uyumsuzlugu

Estetik problemler

Peri-implant dokularda irritasyon veya inflamasyon
Peri-implant mukozitis veya peri-implantitis gelisimi
Uygunsuz okliizal yiiklemeye bagli mekanik stres ve hasar
Karsit dislerde aginma, hassasiyet veya kirilma
Komsu dislerde hasar veya periodontal problemler

Abutment loosening or loss of connection

Screw fracture or deformation

Abutment fracture, cracking, or wear

Incompatibility at the implant-abutment interface

Loss of stability due to micromobility

Mechanical failure due to improper torque application
Loss of mechanical strength due to reuse

Prosthetic restoration misfit

Aesthetic complications

Irritation or inflammation of peri-implant tissues
Development of peri-implant mucositis or peri-implantitis
Mechanical stress and damage due to improper occlusal loading
Wear, sensitivity, or fracture of opposing teeth

Damage to adjacent teeth or periodontal complications

21. MR Uyumluluk Bilgisi / MR Compatibility Information

Klinik olmayan galismalar dogrultusunda, titanyum esasli dental implant ve Ustyapi bilesenlerinin
manyetik rezonans (MR) ortamindaki davranisi 1.5 T MR ortaminda radyo frekans (RF) kaynakli
sicaklik artiginin yaklasik 0.35-0.47°C araliginda oldugu 6zgul emilim orani (SAR) degerlerinin 0.2-
4.0 W/kg araliginda ise 2.0 W/kg seviyesinde yaklasik 6.4°C ve 4.0 W/kg seviyesinde yaklasik
12.7°C sicaklik artigi 6lglilmustr.

Based on non-clinical studies, the behavior of titanium-based dental implants and prosthetic
superstructure components in the magnetic resonance (MR) environment has been evaluated.
Under a 1.5 T MR environment, radiofrequency (RF)-induced temperature increases have been
reported to be in the range of approximately 0.35-0.47°C. In studies where specific absorption rate
(SAR) values were evaluated within the range of 0.2-4.0 W/kg, temperature increases of
approximately 6.4°C at 2.0 W/kg and 12.7°C at 4.0 W/kg were measured.

Multi Abutment (Diiz - Agili - Gegici ) Kullanim Kilavuzu
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Abutment is a connection element that allows the prosthesis superstructure to be fixed onto the
implantin dental implant systems. It acts as a spacer between the implant and the prosthesis,
optimizing load transfer and ensuring an aesthetic and functional restoration.

Abutment, dental implant sistemlerinde protez Ustyapisinin implant Gizerine sabitlenmesini
saglayan bir baglanti elemanidir. Implantile protez arasinda ara parga goérevi gérerek ylik aktarimini
optimize eder ve estetik, fonksiyonel bir restorasyon elde edilmesini saglar.

5. Kullanim Amaci / Purpose of Use

Straight Multi Abutment: Used in cases where implants are in ideal positions.
Angled Multi Abutment: Preferred to correct implant axes and align the prosthesis.
Temporary Abutment: Supports the transition process before permanent prosthesis.

Diiz Multi Abutment: implantlarin ideal konumda oldugu durumlarda kullanilir.

Agili Multi Abutment: implant eksenlerini diizeltmek ve protezin hizalanmasini saglamak igin tercih
edilir.

Gegici Abutment: Kalici protez 6ncesi gegis stirecini destekler.

6. Endikasyon / Indication

Abutments are designed for use in different clinical situations such as single tooth implants,
multiple tooth deficiencies, aesthetic requirements and difficult bone structures. They provide

functional and natural looking restorations by offering personalized solutions especially for patients

with aesthetic requirements.

Abutmentler, tek dis implantlari, oklu dis eksiklikleri, estetik gereksinimler ve zorlu kemik yapilari
gibi farkli klinik durumlarda kullanilmak tizere tasarlanmistir. Ozellikle estetik gereksinimi olan
hastalarigin kisiye 6zel g6ztimler sunarak fonksiyonel ve dogal goriinimli restorasyonlar saglar.

7. Kontraendikasyon / Contraindications

Although use provides successful results in many clinical situations, it is contraindicated in the
following:

Insufficient jaw bone

Active infections

Uncontrolled systemic diseases

Poor oral hygiene

Hypersensitivity or allergy to titanium

Patients with hemophilia or disorders affecting bone healing and wound healing
Immunocompromised patients due to chemotherapy or radiotherapy

Patients with untreated occlusal disorders, temporomandibular joint (TMJ) disorders, or insufficient
dental arch space

Patients with pre-existing bone disorders or metabolic bone diseases such as osteoporosis or
osteomalacia that affect bone quality

8. Yan Etkiler / Side Effects

Kullanimi birgok klinik durumda basarili sonuglar saglasa da asagidaki durumlarda kontraendikedir:
Yetersiz gene kemigi

Aktif enfeksiyonlar

Kontrolslz sistemik hastaliklar

Koti agiz hijyeni

Titanyuma alerji

Hemofili veya kemik iyilesmesi ve yara iyilesmesi ile ilgili bozukluklar olan hastalar
Kemoterapi veya radyoterapiye bagli olarak bagisiklik sistemi baskilanmis hastalar

Tedavi edilemeyen okliizyon bozukluklari, temporomandibular eklem (TME) rahatsizliklar veya
yetersiz dis arki mesafesi bulunan hastalar

Osteoporoz, osteomalazi veya diger metabolik kemik hastaliklari gibi kemik kalitesini etkileyen
sistemik durumlara sahip hastalar

Temporary pain and sensitivity: Mild to moderate pain and sensitivity may occur around the implant
site following placement of the multi abutment.

Soft tissue irritation: Redness, swelling (edema), tenderness, or local irritation may occur in the
gingival tissue.

Inflammation / infection: Peri-implant mucositis or peri-implantitis may develop due to inadequate
oral hygiene, improper placement, or use of incompatible components.

Abutment or screw loosening: The abutment or screw may loosen due to incorrect torque
application, prosthetic incompatibility, or occlusal overloading.

Component damage or fracture: Especially in angled multi abutments or multiple-implant
restorations, improper load distribution may lead to deformation or fracture.

Prosthetic incompatibility: Instability or functional impairment may occur due to incompatibility
between the multi abutment and implant or between the multi abutment and prosthesis.

Bone loss: Marginal bone resorption may occur in cases of incorrect positioning, prolonged
inflammation, or excessive mechanical loading.

Soft tissue trauma: Trauma to the surrounding soft tissues may occur due to incorrect size
selection orincorrect angle selection.

Allergic reactions (rare): Local allergic reactions may occur in individuals sensitive to titanium or
alloy components.

Gegici agri ve hassasiyet: Multi abutment yerlestirilmesini takiben implant gevresinde hafif-orta
siddette agri ve hassasiyet gorlebilir.

Yumusak doku irritasyonu: Gingival dokuda kizariklik, 6dem, hassasiyet veya lokal tahris olusabilir.
Enflamasyon / enfeksiyon: Yetersiz oral hijyen, hatali yerlestirme veya uyumsuz komponent
kullanimi durumlarinda peri-implant mukozitis veya peri-implantitis gelisebilir.

Abutment veya vida gevsemesi: Uygun olmayan tork uygulanmasi, protez uyumsuzlugu veya okliizal
asirn yikleme sonucunda abutment ya da vida gevseyebilir.

Komponent hasari veya kiritmasi: Ozellikle agili multi abutmentlerde veya goklu implant
restorasyonlarinda uygunsuz yiik dagilimi sonucu deformasyon veya kirilma riski vardir.

Protetik uyumsuzluk: Multi abutment-implant veya multi abutment-protez uyumsuzlugu nedeniyle
stabilite kaybi veya fonksiyon bozuklugu olusabilir.

Kemik kaybi: Yanlig pozisyonlama, uzun stireli enflamasyon veya asir mekanik yiikleme
durumlarinda marjinal kemik rezorpsiyonu gorulebilir.

Yumusak doku travmasi: Yanlis boyut veya agi se¢imi nedeniyle gevre yumusak dokularda travma
meydana gelebilir.

Alerjik reaksiyonlar (nadiren): Titanyum veya alasim bilesenlerine karsi hassasiyeti olan bireylerde
lokal alerjik reaksiyonlar gorulebilir.

9. Uyarilar / Warnings

- Abutment treatment is a part of dental implant treatment and should only be applied to suitable
candidates.

- Insufficient jawbone can negatively affect the success of abutment treatment.

- In order to achieve a successful result in abutment treatment, patients must have excellent oral
hygiene.

- In individuals with diabetes, blood sugar should be controlled, as high blood sugar can negatively

affect the healing process. Patients with autoimmune diseases or immune system problems should

be monitored more carefully against the risk of infection.

- Abutment tedavisi, dental implant tedavisinin bir pargasidir ve yalnizca uygun hasta adaylarina
uygulanmalidir.

- Yetersiz ¢ene kemigi, abutment tedavisinin basarisini olumsuz etkileyebilir.

- Abutment tedavisinde basarili bir sonug elde etmek igin hastalarin miikemmel agiz hijyenine sahip
olmasi gerekir.

- Diyabetik bireylerde kan sekeri kontrol altinda tutulmalidir. Otoimmiin hastalik veya bagisiklik
sistemi sorunlari olan hastalar enfeksiyon riskine karsi daha dikkatli izlenmelidir.

- Abutment yerlestirilmeden 6nce dis eti hastaliklar (gingivitis veya periodontitis vb.) tedavi
edilmelidir. Dis etiiltihaplar tedavi edilmeden implant ve abutment yerlestirilmemelidir.



- Before abutment placement, gum diseases (such as gingivitis or periodontitis) should be treated.
The implant and abutment should not be placed without treating gum inflammation.

- Accurate measurements should be taken to ensure that the abutment is compatible with the
prosthesis.

- The healing process should be carefully monitored after abutment treatment. Swelling, bruising
and mild pain are normal, but if these symptoms persist for a long time, there may be a risk of
complications.

- There is a risk of infection after abutment placement. Cleaning the area around the implant is very
important.

- Abutments are delivered non-sterile for single use and must be autoclaved at 134°C for 3 minutes
before use.

- The force to be applied during the application of the abutment is in the range of 20-25 N-cm;
excessive tightening may cause deformation and screw breakage. In case of wear or deformation
the product should be replaced.

-For a patient/user/third party in the European Union and in countries with the same regulatory
regime (Medical Devices Regulation 2017/745/EU): If a serious incident occurs during or as a result
of the use of this device, please report it to the manufacturer and your national authorities.
-Accurate measurements must be taken to ensure the abutment is compatible with the prosthesis.
An unsuitable abutment can lead to incompatibility issues with the prosthesis.

- The patient may swallow or aspirate the prosthetic parts. Care must be taken when working inside
the mouth.

- Prosthetic components may be swallowed or aspirated by the patient. Care must be taken when
working intraorally.

- Careful surgical and prosthetic planning must be performed to avoid damage to adjacent teeth
during implant and abutment placement.

- Insufficient spacing or incorrect positioning may lead to damage to adjacent teeth, root
resorption, or periodontal complications.

- The occlusal relationship of the prosthetic restoration must be carefully evaluated, and excessive
contact with opposing teeth should be avoided.

- Improper occlusal loading may cause wear, sensitivity, or fracture of the opposing teeth.

- Abutmentin protezle uyumlu olmasi igin dogru élgtimler alinmalidir.

- Abutment tedavisinin ardindan iyilesme siireci dikkatle izlenmelidir. Sislik, morarma ve hafif agn
normaldir; ancak bu belirtiler uzun siire devam ederse komplikasyon riski olabilir.

- Abutment yerlestirilmesi sonrasi enfeksiyon riski bulunmaktadir. implant gevresinin temizligi
oldukga 6nemlidir.

- Abutmentler tek kullanim igin steril olmayan bir sekilde teslim edilir ve kullanimdan 6nce 134°C'de
3 dakika otoklav sterilizasyonuna tabi tutulmalidir.

- Abutmentin uygulanmasi sirasinda uygulanmasi gereken kuvvet 20-25 N-cm araligindadir; asiri
sikilmasi deformasyona ve vidanin kirllmasina neden olabilir. Asinma veya deformasyon
durumunda Uriin degistirilmelidir.

-Avrupa Birligi'ndeki ve ayni diizenleyici rejime sahip ulkelerdeki bir hasta/kullanici/tiglinc taraf
icin (Tibbi Cihazlar Yonetmeligi 2017/745/AB); Bu cihazin kullanimi sirasinda veya kullanimi
sonucunda ciddi bir olay meydana gelirse, litfen bunu Ureticiye ve ulusal makamlariniza bildirin.
- Abutment ile protezle uyumlu oldugundan emin olmak igin dogru 6lgtimler alinmalidir.Uygun
olmayan bir abutment, protezle uyumsuzluk sorunlarina yol acabilir.

- Protetik pargalari hasta yutabilir veya aspire edebilir. Agiz icinde galisirken dikkatli olmak gerekir.
- implant ve abutment yerlesimi sirasinda komsu dislere zarar verilmemesi igin cerrahi ve protetik
planlama dikkatli yapilmalidir.

- Yetersiz mesafe veya yanlis pozisyonlandirma, komsu dislerde hasar, kdk rezorpsiyonu veya
periodontal problemlere yol agabilir.

- Protetik restorasyonun oklizal iliskisi dikkatle degerlendirilmeli, karsit dislerle asir temas
onlenmelidir.

- Uygunsuz okliizal yiikleme, karsit dislerde asinma, hassasiyet veya kirilmaya neden olabilir.

10. Kullanicilar / Users

Abutment applications and dental implant treatment should only be performed by dentists, oral
surgeons, prosthodontists and dental technicians. These treatment processes require expertise in
dental surgery and individualized evaluations should be made for each patient.

Abutment uygulamalari ve dental implant tedavisi, yalnizca dis hekimleri, oral cerrahlar, protez
uzmanlari ve dis teknisyenleri tarafindan yapilmalidir. Bu tedavi stiregleri dental cerrahi konusunda
uzmanlik gerektirir ve her hasta icin kisiye 6zel degerlendirmeler yapilmalidir.

11. Kullanim Talimatlari / Instructions for Use

Abutments are manufactured for single patient use only and are not recommended for reuse.
Before using the abutment, the implant socket should be thoroughly cleaned and dry.

The abutment should be carefully placed on the top of the implant and tightened with a suitable
torque wrench.

When making the torque adjustment, care should be taken to ensure that it is between 20-25 N-cm.
Before placing the prosthesis, the stability of the abutment should be ensured.

The patient should be provided with detailed information about abutment use and oral hygiene.

If abutment treatment needs to be repeated, each situation should be carefully evaluated
considering the patient's general health, jaw bone health and gingival condition.

Abutmentler tek hastada tek kullanim igin Uretilmistir ve tekrar kullanilmasi énerilmez.
Abutment kullanilmadan 6nce implant yuvasi iyice temizlenmeli ve kuru olmasi saglanmalidir.
Abutment, implantin st kismina dikkatlice yerlestirilmeli ve uygun tork anahtari ile sikilmalidir.
Tork ayarlamasi yapilirken 20-25 N-cm degerleri arasinda olmasina 6zen gosterilmelidir.

Protez yerlestirilmeden 6nce abutmentin stabilitesinden emin olunmalidir.

Hastaya abutment kullanimi ve agiz hijyeni konusunda ayrintili bilgilendirme yapilmalidir.
Abutment tedavisinin yeniden uygulanmasi gerekirse, hastanin genel saglik durumu, gene kemigi
sagligi ve dis eti durumu goz 6ninde bulundurularak her durum dikkatle degerlendirilmelidir.

12. Operasyonel Kullanim / Operational Use

Before abutment surgery, the patient's general health status is evaluated. Systemic diseases,
dental hygiene and gum health are checked.

The implant is placed.

The area where the implant is placed is carefully checked. The healing process of the implant must
be completed and its integration with the jawbone must be ensured.

The abutment is carefully placed on the upper part of the implant and fixed using a suitable torque
wrench for the connection screw.

Attention: Care must be taken when fixing the screw; the specified maximum tightening torque
must not be exceeded. The recommended tightening torque is in the range of 20-25 N-cm.

Abutment cerrahisi 6ncesi, hastanin genel saglik durumu degerlendirilir. Sistemik hastaliklar,
dental hijyen ve dis eti saglig kontrol edilir.

implant yerlestirilir.

implantin yerlestirildigi alan dikkatlice kontrol edilir. implantin iyilesme siireci tamamlanmis ve
cene kemigiyle entegrasyonu saglanmis olmalidir.

Abutment, implantin Gst kismina dikkatlice yerlestirilir; baglanti vidasi igin uygun tork anahtari
kullanilarak sabitlenir.

Dikkat: Vida sabitlenirken dikkatli olunmalidir; belirtilen maksimum sikma torku asilmamalidir.
Onerilen sikma torku 20-25 N-cm araligindadir.

13. Malzemeler / Materials

All Multi Abutments and Abutment Screws: Made from Grade 5 Titanium.

14. Uriin Raf Omrii / Product Shelf Life

Tdm Multi Abutmentler ve Abutment Vidalari: Grade 5 Titanyumdan Gretilmistir.

The product does not have a specified lifespan.

Uriiniin belirlenmis bir 6mrii yoktur.

15. Temizlik ve Sterilizasyon / Cleaning and Sterilization

Abutments are single-use and delivered non-sterile. The product must undergo steam autoclave
sterilization at 134°C for 3 minutes prior to use. Immediately before sterilization, the product should
be removed from its shipping packaging and repackaged in a sterilization bag/roll suitable for steam
sterilization. The sterilization bag should be filled to a maximum of 75% of its volume, leaving
approximately 25% empty space. There should be a minimum distance of 30 mm between the
product and the sealing area of the bag. The sealing process of the sterilization bag/roll should be
carried out according to the packaging manufacturer's instructions; the recommended sealing
temperature is 180-200°C. The shipping packaging should not be used for sterilization. Before
sterilization, the packaging to be used should be checked to ensure it is clean, dry, undamaged, and
suitable for steam sterilization.

Abutmentler tek kullanimlik olup steril olmayan sekilde teslim edilir. Uriin, kullanimdan énce
134°C’de 3 dakika buhar otoklav sterilizasyonuna tabi tutulmalidir. Sterilizasyon isleminden hemen
once Urlin sevkiyat ambalajindan gikarilmali ve buhar sterilizasyonu igin uygun, sterilizasyon
poseti/rulosu igerisine yeniden ambalajlanmalidir. Sterilizasyon poseti, poset hacminin en fazla
%75’i dolacak sekilde segilmeli ve yaklasik %25 bos alan birakilmalidir. Uriin ile posetin
miuhdrleme/kapatma alani arasinda minimum 30 mm mesafe bulunmalidir. Sterilizasyon
poseti/rulosunun kapatma islemi, ambalaj treticisinin talimatlarina uygun olarak
gergeklestirilmelidir; 6nerilen muhirleme sicakligi 180-200°C’dir. Sevkiyat ambalaji sterilizasyon
amaciyla kullanilmamalidir. Sterilizasyon 6ncesinde kullanilacak ambalajin temiz, kuru, hasarsiz ve
buhar sterilizasyonuna uygun oldugu kontrol edilmelidir.

16. Saklama ve Kullanma / Storage and Use

Abutments should be stored in their original packaging in a cool and dry environment.

They should be protected from direct sunlight and moisture.

They should be checked for physical damage or deformation before use.

They are single-use and should not be reused and should be disposed of according to appropriate
waste procedures.

Abutmentler orijinal ambalajinda, serin ve kuru bir ortamda saklanmalidir.

Direkt giines 1sigindan ve nemden korunmalidir.

Kullanim 6ncesinde fiziksel hasar veya deformasyon olup olmadigi kontrol edilmelidir.

Tek kullanimlik olduklarindan tekrar kullanilmamali ve uygun atik proseddrlerine gére imha
edilmelidir.

17. Hasta Popiilasyonu / Patient Population

In implant-supported restorations for single tooth loss

In fixed prosthetic applications for multiple tooth loss

In patients with challenging bone anatomy (e.g., atrophic jaw, narrow bone structure)

In applications within the aesthetic zone (especially in anterior regions with high aesthetic
expectations)

In cases where angled implant placements need to be compensated prosthetically

In implant-supported restorations in grafted bone areas

In situations requiring distribution of high occlusal forces (e.g., bruxism, use of night guards)
In restorations integrated with digital impression and CAD/CAM systems

18. Kullanim Omrii / Lifetime

Dental implants have an expected lifespan of at least 10 years, and under suitable conditions, this
can be extended to 30 years.

Durumunda Alinacak Onlemler / Measures to

Tek dis eksikliklerinde implant destekli restorasyonlarda

Birden fazla dis eksikliginde sabit protez uygulamalarinda

Zorlayici kemik anatomisine sahip hastalarda (atrofik gene, dar kemik vb.)

Estetik bolgedeki uygulamalarda (6zellikle 6n bolgede yliksek estetik beklentiler igin)
Aciliimplant yerlesimlerinin protezle telafi edilmesi gereken durumlarda

Kemik grefti yapilan alanlarda implant tsti restorasyonlarda

Yuksek okluizal kuvvetlerin (bruksizm, gece plagi vb.) dagitilmasi gereken durumlarda
Dijital 6lgl ve CAD/CAM sistemlerine entegre restorasyonlarda

Dental implantlarin beklenen kullanim émri en az 10 yil olup, uygun kosullar saglandiginda 30 yila
kadar uzayabilmektedir.

ke in Case of Device Malfunciti

19. Cihazin Arizalanmasi veya Performans Degisikli

If fracture, cracks, deformation, wear, or surface damage is detected on the abutment, the product
must be immediately removed from use.

If incompatibility orimproper seating between the abutment and implant is observed, the product
must not be used.

r Performance Change

Abutmentta kirilma, ¢atlak, deformasyon, asinma veya yiizey hasari tespit edilmesi durumunda
urtin derhal kullanim digi birakitmalidir.

Abutment ile implant arasinda uyumsuzluk veya tam oturmama durumu gézlenirse Griin
kullanitlmamalidir.



If loosening, micromobility, or loss of stability is detected during clinical use, the connections
should be checked and components replaced if necessary.

If misfit, aesthetic deterioration, or functional impairment is observed between the prosthetic
restoration and the abutment, a clinical evaluation should be performed.

The use of incompatible implant-abutment systems may adversely affect device performance and
patient safety.

If the abutment does not provide the expected performance or is damaged, its use must be
discontinued immediately.

Implants are available in different diameters and lengths depending on the application site; an
abutment compatible with the implant must be used.

Previously used implants must not be reused.

Klinik kullanim sirasinda abutmentta gevseme, mikromobilite veya stabilite kaybi tespit edilirse
baglantilar kontrol edilmeli ve gerekirse bilesen degistirilmelidir.

Protetik restorasyon ile abutment arasinda uyumsuzluk, estetik bozulma veya fonksiyon kaybi
gozlenmesi durumunda klinik degerlendirme yapilmalidir.

Uyumsuz implant-abutment sistemlerinin birlikte kullanilmasi cihaz performansini ve hasta
guvenligini olumsuz etkileyebilir.

Abutmentin beklenen performansi saglamadigi veya hasar gordigt durumlarda kullanim derhal
durdurulmalidir.

Uygulama bélgesine uygun gap ve boya gore farkli 6lguilerdeki implantlar kullanilir, implant ile
uyumlu abutment kullaniniz.

Daha 6nce kullanilmig implantlar tekrar kullanilamaz.

20. Riskler / Risks

Abutment gevsemesi veya baglanti kaybi

Vida kirlmasi veya deformasyonu

Abutment kirllmasi, ¢gatlamasi veya aginmasi
implant-abutment baglantisinda uyumsuzluk
Mikromobiliteye bagli stabilite kaybi

Yanlis tork uygulanmasina bagli mekanik basarisizlik
Tekrar kullanim sonucu mekanik dayanim kaybi
Protetik restorasyon uyumsuzlugu

Estetik problemler

Peri-implant dokularda irritasyon veya inflamasyon
Peri-implant mukozitis veya peri-implantitis gelisimi
Uygunsuz okliizal yiiklemeye bagli mekanik stres ve hasar
Karsit dislerde aginma, hassasiyet veya kirilma
Komsu dislerde hasar veya periodontal problemler

21. MR Uyumluluk Bilgisi / MR Compatibility Information

Abutment loosening or loss of connection

Screw fracture or deformation

Abutment fracture, cracking, or wear

Incompatibility at the implant-abutment interface

Loss of stability due to micromobility

Mechanical failure due to improper torque application
Loss of mechanical strength due to reuse

Prosthetic restoration misfit

Aesthetic complications

Irritation or inflammation of peri-implant tissues
Development of peri-implant mucositis or peri-implantitis
Mechanical stress and damage due to improper occlusal loading
Wear, sensitivity, or fracture of opposing teeth

Damage to adjacent teeth or periodontal complications

Klinik olmayan galismalar dogrultusunda, titanyum esasli dental implant ve Ustyapi bilesenlerinin
manyetik rezonans (MR) ortamindaki davranisi 1.5 T MR ortaminda radyo frekans (RF) kaynakli
sicaklik artiginin yaklasik 0.35-0.47°C araliginda oldugu 6zgul emilim orani (SAR) degerlerinin 0.2-
4.0 W/kg araliginda ise 2.0 W/kg seviyesinde yaklasik 6.4°C ve 4.0 W/kg seviyesinde yaklasik
12.7°C sicaklik artigi 6lgtlmustar.

Preform Abutment Kullanim Kilavuzu

Based on non-clinical studies, the behavior of titanium-based dental implants and prosthetic
superstructure components in the magnetic resonance (MR) environment has been evaluated.
Under a 1.5 T MR environment, radiofrequency (RF)-induced temperature increases have been
reported to be in the range of approximately 0.35-0.47°C. In studies where specific absorption rate
(SAR) values were evaluated within the range of 0.2-4.0 W/kg, temperature increases of
approximately 6.4°C at 2.0 W/kg and 12.7°C at 4.0 W/kg were measured.
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riin Tanimi / Product Description

Abutment is a connection element that allows the prosthesis superstructure to be fixed onto the
implantin dental implant systems. It acts as a spacer between the implant and the prosthesis,
optimizing load transfer and ensuring an aesthetic and functional restoration.

Abutment, dental implant sistemlerinde protez Ustyapisinin implant Gizerine sabitlenmesini
saglayan bir baglanti elemanidir. Implantile protez arasinda ara parga goérevi gérerek ylik aktarimini
optimize eder ve estetik, fonksiyonel bir restorasyon elde edilmesini saglar.

5. Kullanim Amaci / Purpose of Use

Preform abutments offer solutions specific to individual needs, especially in complex cases or
patients with high aesthetic expectations. The ability to be designed specifically for the individual
creates a prosthetic solution that is both aesthetic and long-lasting, offering the best fit and comfort
specific to the patient. Preform abutments produced with CAD/CAM technology can be customized
to be precise, durable and perfectly compatible with the patient's anatomy thanks to digital
scanning and design processes. Thanks to this technology, optimum fit and stability are achieved
by taking into account the implant angle, gingival profile and chewing forces.

Preform abutmentler, 6zellikle karmasik vakalarda veya yliksek estetik beklentisi olan hastalarda
bireysel ihtiyaglara 6zel ¢6ziimler sunar. Kisiye 6zel tasarlanabilmesi, hastaya 6zel en iyi uyumu ve
konforu sunarak hem estetik hem de uzun 6mirld bir protez ¢6ziimu olusturur. CAD/CAM
teknolojisiyle Uretilen preform abutmentler, dijital tarama ve tasarim siiregleri sayesinde hassas,
dayanikli ve hasta anatomisine mikemmel uyumlu olacak sekilde 6zellestirilebilir. Bu teknoloji
sayesinde implant agisi, dis eti profili ve ¢igneme kuvvetleri dikkate alinarak optimum uyum ve
stabilite saglanir.

6. Endikasyon / Indication

Abutments are designed for use in different clinical situations such as single tooth implants,
multiple tooth deficiencies, aesthetic requirements and difficult bone structures. They provide
functional and natural looking restorations by offering personalized solutions especially for patients
with aesthetic requirements.

Abutmentler, tek dis implantlari, oklu dis eksiklikleri, estetik gereksinimler ve zorlu kemik yapilari
gibi farkli klinik durumlarda kullanilmak tizere tasarlanmistir. Ozellikle estetik gereksinimi olan
hastalarigin kisiye 6zel g6ztimler sunarak fonksiyonel ve dogal goriinimli restorasyonlar saglar.

7. Kontraendikasyon / Contraindications

Although use provides successful results in many clinical situations, it is contraindicated in the
following:

Insufficient jaw bone

Active infections

Uncontrolled systemic diseases

Poor oral hygiene

Hypersensitivity or allergy to titanium

Patients with hemophilia or disorders affecting bone healing and wound healing
Immunocompromised patients due to chemotherapy or radiotherapy

Patients with untreated occlusal disorders, temporomandibular joint (TMJ) disorders, or insufficient
dental arch space

Patients with pre-existing bone disorders or metabolic bone diseases such as osteoporosis or
osteomalacia that affect bone quality

8. Yan Etkiler / Side Effects

Kullanimi birgok klinik durumda basarili sonuglar saglasa da asagidaki durumlarda kontraendikedir:
Yetersiz gene kemigi

Aktif enfeksiyonlar

Kontrolsiz sistemik hastaliklar

Koéti agiz hijyeni

Titanyuma alerji

Hemofili veya kemik iyilesmesi ve yara iyilesmesi ile ilgili bozukluklar olan hastalar
Kemoterapi veya radyoterapiye bagli olarak bagisiklik sistemi baskilanmis hastalar

Tedavi edilemeyen okliizyon bozukluklari, temporomandibular eklem (TME) rahatsizliklari veya
yetersiz dis arki mesafesi bulunan hastalar

Osteoporoz, osteomalazi veya diger metabolik kemik hastaliklari gibi kemik kalitesini etkileyen
sistemik durumlara sahip hastalar

Temporary pain and sensitivity: Mild to moderate pain and sensitivity may occur around the implant
site following placement of the preform abutment.

Soft tissue irritation: Redness, swelling (edema), tenderness, or local irritation may occur in the
gingival tissue.

Inflammation / infection: Peri-implant mucositis or peri-implantitis may develop due to inadequate
oral hygiene, improper placement, or use of incompatible components.

Abutment or screw loosening: The abutment or screw may loosen due to incorrect torque
application, occlusal overloading, or prosthetic incompatibility.

Component damage or fracture: There is a risk of deformation or fracture due to improper
modification of the preform abutment, excessive force, or improper load distribution.

Prosthetic incompatibility: Instability or functional impairment may occur due to incompatibility
between the preform abutment and implant or between the preform abutment and prosthesis.
Bone loss: Marginal bone resorption may occur in cases of incorrect positioning, prolonged
inflammation, or excessive mechanical loading.

Soft tissue trauma: Trauma to the surrounding soft tissues may occur due to incorrect size
selection orimproper shaping.

Allergic reactions (rare): Local allergic reactions may occur in individuals sensitive to titanium or
alloy components.

Gegici agri ve hassasiyet: Preform abutment yerlestirilmesini takiben implant gevresinde hafif-orta
siddette agri ve hassasiyet gorulebilir.

Yumusak doku irritasyonu: Gingival dokuda kizariklik, 6dem, hassasiyet veya lokal tahris olusabilir.
Enflamasyon / enfeksiyon: Yetersiz oral hijyen, hatali yerlestirme veya uyumsuz komponent
kullanimi durumlarinda peri-implant mukozitis veya peri-implantitis gelisebilir.

Abutment veya vida gevsemesi: Uygun olmayan tork uygulanmasi, okliizal asir yiikleme veya protez
uyumsuzlugu sonucunda abutment ya da vida gevseyebilir.

Komponent hasari veya kirilmasi: Preform abutmentin uygun olmayan sekilde modifiye edilmesi,
asir kuvvet veya hatali yiik dagilimi sonucunda deformasyon veya kirilma riski vardir.

Protetik uyumsuzluk: Preform abutment-implant veya preform abutment-protez uyumsuzlugu
nedeniyle stabilite kaybi veya fonksiyon bozuklugu olusabilir.

Kemik kaybi: Yanlig pozisyonlama, uzun streli enflamasyon veya asir mekanik yiikleme
durumlarinda marjinal kemik rezorpsiyonu gorulebilir.

Yumusak doku travmasi: Yanlis boyut segimi veya uygunsuz sekillendirme nedeniyle gevre yumusak
dokularda travma meydana gelebilir.

Alerjik reaksiyonlar (nadiren): Titanyum veya alasim bilesenlerine karsi hassasiyeti olan bireylerde
lokal alerjik reaksiyonlar gorulebilir.

9. Uyarilar / Warnings

- Abutment treatment is a part of dental implant treatment and should only be applied to suitable
candidates.

- Insufficient jawbone can negatively affect the success of abutment treatment.

- In order to achieve a successful result in abutment treatment, patients must have excellent oral
hygiene.

- In individuals with diabetes, blood sugar should be controlled, as high blood sugar can negatively
affect the healing process. Patients with autoimmune diseases or immune system problems should
be monitored more carefully against the risk of infection.

- Before abutment placement, gum diseases (such as gingivitis or periodontitis) should be treated.
The implant and abutment should not be placed without treating gum inflammation.

- Abutment tedavisi, dental implant tedavisinin bir pargasidir ve yalnizca uygun hasta adaylarina
uygulanmalidir.

- Yetersiz ¢ene kemigi, abutment tedavisinin basarisini olumsuz etkileyebilir.

- Abutment tedavisinde basarili bir sonug elde etmek igin hastalarin miikemmel agiz hijyenine sahip
olmasi gerekir.

- Diyabetik bireylerde kan sekeri kontrol altinda tutulmalidir. Otoimmiin hastalik veya bagisiklik
sistemi sorunlari olan hastalar enfeksiyon riskine karsi daha dikkatli izlenmelidir.

- Abutment yerlestirilmeden 6nce dis eti hastaliklari (gingivitis veya periodontitis vb.) tedavi
edilmelidir. Dis etiiltihaplar tedavi edilmeden implant ve abutment yerlestirilmemelidir.

- Abutmentin protezle uyumlu olmasi i¢in dogru 6lgtimler alinmalidir.



- Accurate measurements should be taken to ensure that the abutment is compatible with the
prosthesis.

- The healing process should be carefully monitored after abutment treatment. Swelling, bruising
and mild pain are normal, but if these symptoms persist for a long time, there may be a risk of
complications.

- There is a risk of infection after abutment placement. Cleaning the area around the implant is very
important.

- Abutments are delivered non-sterile for single use and must be autoclaved at 134°C for 3 minutes
before use.

- The force to be applied during the application of the abutment is in the range of 20-25 N-cm;
excessive tightening may cause deformation and screw breakage. In case of wear or deformation
the product should be replaced.

-For a patient/user/third party in the European Union and in countries with the same regulatory
regime (Medical Devices Regulation 2017/745/EU): If a serious incident occurs during or as a result
of the use of this device, please report it to the manufacturer and your national authorities.
-Accurate measurements must be taken to ensure the abutment is compatible with the prosthesis.
An unsuitable abutment can lead to incompatibility issues with the prosthesis.

- The patient may swallow or aspirate the prosthetic parts. Care must be taken when working inside
the mouth.

- Prosthetic components may be swallowed or aspirated by the patient. Care must be taken when
working intraorally.

- Careful surgical and prosthetic planning must be performed to avoid damage to adjacent teeth
during implant and abutment placement.

- Insufficient spacing or incorrect positioning may lead to damage to adjacent teeth, root
resorption, or periodontal complications.

- The occlusal relationship of the prosthetic restoration must be carefully evaluated, and excessive
contact with opposing teeth should be avoided.

- Improper occlusal loading may cause wear, sensitivity, or fracture of the opposing teeth.

10. Kullanicilar / Users

- Abutment tedavisinin ardindan iyilesme siireci dikkatle izlenmelidir. Sislik, morarma ve hafif agn
normaldir; ancak bu belirtiler uzun siire devam ederse komplikasyon riski olabilir.

- Abutment yerlestirilmesi sonrasi enfeksiyon riski bulunmaktadir. implant gevresinin temizligi
oldukga 6nemlidir.

- Abutmentler tek kullanim igin steril olmayan bir sekilde teslim edilir ve kullanimdan 6nce 134°C'de
3 dakika otoklav sterilizasyonuna tabi tutulmalidir.

- Abutmentin uygulanmasi sirasinda uygulanmasi gereken kuvvet 20-25 N-cm araligindadir; asiri
sikilmasi deformasyona ve vidanin kirllmasina neden olabilir. Asinma veya deformasyon
durumunda Uriin degistirilmelidir.

-Avrupa Birligi'ndeki ve ayni diizenleyici rejime sahip ulkelerdeki bir hasta/kullanici/tiglinc taraf
icin (Tibbi Cihazlar Yonetmeligi 2017/745/AB); Bu cihazin kullanimi sirasinda veya kullanimi
sonucunda ciddi bir olay meydana gelirse, litfen bunu Ureticiye ve ulusal makamlariniza bildirin.
- Abutment ile protezle uyumlu oldugundan emin olmak igin dogru 6lgtimler alinmalidir.Uygun
olmayan bir abutment, protezle uyumsuzluk sorunlarina yol acabilir.

- Protetik pargalar hasta yutabilir veya aspire edebilir. Agiz icinde galisirken dikkatli olmak gerekir.
- implant ve abutment yerlesimi sirasinda komsu dislere zarar verilmemesi igin cerrahi ve protetik
planlama dikkatli yapilmalidir.

- Yetersiz mesafe veya yanlis pozisyonlandirma, komsu dislerde hasar, kék rezorpsiyonu veya
periodontal problemlere yol agabilir.

- Protetik restorasyonun oklizal iligkisi dikkatle degerlendirilmeli, karsit dislerle asir temas
onlenmelidir.

- Uygunsuz okliizal yiikleme, karsit dislerde asinma, hassasiyet veya kirilmaya neden olabilir.

Abutment applications and dental implant treatment should only be performed by dentists, oral
surgeons, prosthodontists and dental technicians. These treatment processes require expertise in
dental surgery and individualized evaluations should be made for each patient.

Abutment uygulamalari ve dental implant tedavisi, yalnizca dis hekimleri, oral cerrahlar, protez
uzmanlari ve dis teknisyenleri tarafindan yapilmalidir. Bu tedavi stiregleri dental cerrahi konusunda
uzmanlik gerektirir ve her hasta icin kisiye 6zel degerlendirmeler yapilmalidir.

11. Kullanim Talimatlari / Instructions for Use

Abutments are manufactured for single patient use only and are not recommended for reuse.
Before using the abutment, the implant socket should be thoroughly cleaned and dry.

The abutment should be carefully placed on the top of the implant and tightened with a suitable
torque wrench.

When making the torque adjustment, care should be taken to ensure that it is between 20-25 N-cm.
Before placing the prosthesis, the stability of the abutment should be ensured.

The patient should be provided with detailed information about abutment use and oral hygiene.
If abutment treatment needs to be repeated, each situation should be carefully evaluated
considering the patient's general health, jaw bone health and gingival condition.

Preform abutments are prefabricated components designed for use in implant-supported
prosthetic restorations.

They provide a standardized connection interface between the dental implant and the prosthetic
superstructure.

These abutments may be used in conjunction with prosthetic superstructures designed using
CAD/CAM technologies.

When necessary, they may be adjusted through limited mechanical processing (e.g., milling or
grinding) to ensure proper fit.

Restorations designed using CAD software are manufactured via CAM production methods and
subsequently applied onto the preform abutment.

Preform abutments should only be used with implant systems, CAD/CAM systems, and materials
whose compatibility has been verified.

Abutmentler tek hastada tek kullanim igin Uretilmistir ve tekrar kullanilmasi énerilmez.

Abutment kullanilmadan 6nce implant yuvasi iyice temizlenmeli ve kuru olmasi saglanmalidir.
Abutment, implantin Gst kismina dikkatlice yerlestirilmeli ve uygun tork anahtari ile sikilmalidir.
Tork ayarlamasi yapilirken 20-25 N-cm degerleri arasinda olmasina 6zen gosterilmelidir.

Protez yerlestirilmeden 6nce abutmentin stabilitesinden emin olunmalidir.

Hastaya abutment kullanimi ve agiz hijyeni konusunda ayrintili bilgilendirme yapilmalidir.
Abutment tedavisinin yeniden uygulanmasi gerekirse, hastanin genel saglik durumu, gene kemigi
sagligl ve dis eti durumu goéz 6niinde bulundurularak her durum dikkatle degerlendirilmelidir.
Preform abutmentler, implant destekli protetik restorasyonlarda kullanilmak izere tasarlanmis,
onceden sekillendirilmis bilesenlerdir.

Dental implantile protetik Ust yapi arasinda standart bir baglanti arayiizii saglarlar.

Bu abutmentler, CAD/CAM teknolojileri ile tasarlanan protetik st yapilar ile birlikte kullanilabilir.
Gerekli durumlarda, sinirli diizeyde mekanik islemler (6rnegin frezeleme veya asindirma) ile
uyumlandirilabilir.

CAD yazilimlari ile tasarlanan restorasyonlar, CAM Uretim yontemleri ile Uretildikten sonra preform
abutment Gzerine uygulanir.

Preform abutmentler, yalnizca uyumlulugu dogrulanmig implant sistemleri, CAD/CAM sistemleri ve
materyaller ile birlikte kullanilmalidir.

12. Operasyonel Kullanim / Operational Use

Before abutment surgery, the patient's general health status is evaluated. Systemic diseases,
dental hygiene and gum health are checked.

The implant is placed.

The area where the implant is placed is carefully checked. The healing process of the implant must
be completed and its integration with the jawbone must be ensured.

The abutment is carefully placed on the upper part of the implant and fixed using a suitable torque
wrench for the connection screw.

Attention: Care must be taken when fixing the screw; the specified maximum tightening torque
must not be exceeded. The recommended tightening torque is in the range of 20-25 N-cm.

13. Malzemeler / Materials

Abutment cerrahisi 6ncesi, hastanin genel saglik durumu degerlendirilir. Sistemik hastaliklar,
dental hijyen ve dis eti sagligi kontrol edilir.

implant yerlestirilir.

implantin yerlestirildigi alan dikkatlice kontrol edilir. implantin iyilesme siireci tamamlanmis ve
cene kemigiyle entegrasyonu saglanmis olmalidir.

Abutment, implantin Gst kismina dikkatlice yerlestirilir; baglanti vidasi igin uygun tork anahtari
kullanilarak sabitlenir.

Dikkat: Vida sabitlenirken dikkatli olunmalidir; belirtilen maksimum sikma torku agilmamalidir.
Onerilen sikma torku 20-25 N-cm araligindadir.

All Preform Abutments and Abutment Screws: Made from Grade 5 Titanium.

14. Uriin Raf Omrii / Product Shelf Life

Tam Preform Abutmentler ve Abutment Vidalari: Grade 5 Titanyumdan uretilmistir.

The product does not have a specified lifespan.

Uriiniin belirlenmis bir 6mrii yoktur.

15. Temizlik ve Sterilizasyon / Cleaning and Sterilization

Abutments are single-use and delivered non-sterile. The product must undergo steam autoclave
sterilization at 134°C for 3 minutes prior to use. Immediately before sterilization, the product should
be removed from its shipping packaging and repackaged in a sterilization bag/roll suitable for steam
sterilization. The sterilization bag should be filled to a maximum of 75% of its volume, leaving
approximately 25% empty space. There should be a minimum distance of 30 mm between the
product and the sealing area of the bag. The sealing process of the sterilization bag/roll should be
carried out according to the packaging manufacturer's instructions; the recommended sealing
temperature is 180-200°C. The shipping packaging should not be used for sterilization. Before
sterilization, the packaging to be used should be checked to ensure it is clean, dry, undamaged, and
suitable for steam sterilization.

Abutmentler tek kullanimlik olup steril olmayan sekilde teslim edilir. Uriin, kullanimdan 6nce
134°C’de 3 dakika buhar otoklav sterilizasyonuna tabi tutulmalidir. Sterilizasyon isleminden hemen
once Urlin sevkiyat ambalajindan gikarilmali ve buhar sterilizasyonu igin uygun, sterilizasyon
poseti/rulosu igerisine yeniden ambalajlanmalidir. Sterilizasyon poseti, poset hacminin en fazla
%75’i dolacak sekilde segilmeli ve yaklasik %25 bos alan birakilmalidir. Uriin ile posetin
miuhdrleme/kapatma alani arasinda minimum 30 mm mesafe bulunmalidir. Sterilizasyon
poseti/rulosunun kapatma islemi, ambalaj treticisinin talimatlarina uygun olarak
gergeklestirilmelidir; 6nerilen muhtrleme sicakligi 180-200°C’dir. Sevkiyat ambalaji sterilizasyon
amaciyla kullanilmamalidir. Sterilizasyon 6ncesinde kullanilacak ambalajin temiz, kuru, hasarsiz ve
buhar sterilizasyonuna uygun oldugu kontrol edilmelidir.

16. Saklama ve Kullanma / Storage and Use

Abutments should be stored in their original packaging in a cool and dry environment.

They should be protected from direct sunlight and moisture.

They should be checked for physical damage or deformation before use.

They are single-use and should not be reused and should be disposed of according to appropriate
waste procedures.

Abutmentler orijinal ambalajinda, serin ve kuru bir ortamda saklanmalidir.

Direkt glines 1sigindan ve nemden korunmalidir.

Kullanim 6ncesinde fiziksel hasar veya deformasyon olup olmadigi kontrol edilmelidir.

Tek kullanimlik olduklarindan tekrar kullanilmamali ve uygun atik proseddirlerine gére imha
edilmelidir.

17.Hasta Popiilasyonu / Patient Population

Abutments are used in adult patients undergoing dental implant treatment.

They can be applied in cases of single tooth loss, multiple tooth loss, or complete edentulism.
They are preferred in anterior restorations where aesthetic needs are required, and in posterior
restorations where functional needs are prioritized.

They are safely applied in patients with stable systemic condition, adequate oral hygiene, and
suitable bone structure for implant surgery.

They are not used in children, individuals whose bone development is not complete, and those with
uncontrolled systemic diseases.

18. Kullanim Omrii / Lifetime

Abutmentler, dental implant tedavisi goren erigkin hastalarda kullanilir.

Tek dis eksikligi, coklu dis eksikligi veya tam digsizlik durumlarinda uygulanabilir.

Estetik gereksinimi olan 6n bolge restorasyonlarinda, fonksiyonel ihtiyaglarin 6n planda oldugu arka
bolge restorasyonlarinda tercih edilir.

Sistemik durumu stabil, agiz hijyeni yeterli ve implant cerrahisi igin uygun kemik yapisina sahip
hastalarda glivenle uygulanir.

Cocuklarda, kemik gelisimi tamamlanmamis bireylerde ve kontrolsiiz sistemik hastaligi olanlarda
uygulanmaz.

Dental implants have an expected lifespan of at least 10 years, and under suitable conditions, this
can be extended to 30 years.

Dental implantlarin beklenen kullanim émri en az 10 yil olup, uygun kosullar saglandiginda 30 yila
kadar uzayabilmektedir.



Durumunda Alinacak Onlemler / Measures to Take in Case of Device Malfunctio

19. Cihazin Arizalanmasi veya Performans Degisikli

If fracture, cracks, deformation, wear, or surface damage is detected on the abutment, the product
must be immediately removed from use.

If incompatibility orimproper seating between the abutment and implant is observed, the product
must not be used.

If loosening, micromobility, or loss of stability is detected during clinical use, the connections
should be checked and components replaced if necessary.

If misfit, aesthetic deterioration, or functional impairment is observed between the prosthetic
restoration and the abutment, a clinical evaluation should be performed.

The use of incompatible implant-abutment systems may adversely affect device performance and
patient safety.

If the abutment does not provide the expected performance or is damaged, its use must be
discontinued immediately.

Implants are available in different diameters and lengths depending on the application site; an
abutment compatible with the implant must be used.

Previously used implants must not be reused.

r Performance Change

Abutmentta kirilma, ¢atlak, deformasyon, asinma veya ylizey hasari tespit edilmesi durumunda
urtin derhal kullanim disi birakilmalidir.

Abutment ile implant arasinda uyumsuzluk veya tam oturmama durumu gozlenirse Uriin
kullanilmamalidir.

Klinik kullanim sirasinda abutmentta gevseme, mikromobilite veya stabilite kaybi tespit edilirse
baglantilar kontrol edilmeli ve gerekirse bilesen degistirilmelidir.

Protetik restorasyon ile abutment arasinda uyumsuzluk, estetik bozulma veya fonksiyon kaybi
gozlenmesi durumunda klinik degerlendirme yapilmalidir.

Uyumsuz implant-abutment sistemlerinin birlikte kullanilmasi cihaz performansini ve hasta
guvenligini olumsuz etkileyebilir.

Abutmentin beklenen performansi saglamadigi veya hasar gordigt durumlarda kullanim derhal
durdurulmalidir.

Uygulama bélgesine uygun gap ve boya gore farkli 6lguilerdeki implantlar kullanilir, implant ile
uyumlu abutment kullaniniz.

Daha 6nce kullanilmig implantlar tekrar kullanilamaz.

20. Riskler / Risks

Abutment loosening or loss of connection

Screw fracture or deformation

Abutment fracture, cracking, or wear

Incompatibility at the implant-abutment interface

Loss of stability due to micromobility

Mechanical failure due to improper torque application

Loss of mechanical strength due to reuse

Prosthetic restoration misfit

Aesthetic complications

Irritation or inflammation of peri-implant tissues

Development of peri-implant mucositis or peri-implantitis
Mechanical stress and damage due to improper occlusal loading
Wear, sensitivity, or fracture of opposing teeth

Damage to adjacent teeth or periodontal complications
Reduced mechanical strength due to excessive milling
Implant-abutment incompatibility due to improper modification
Biological risks due to alteration of surface roughness

21. MR Uyumluluk Bilgisi / MR Compatibility Information

Abutment gevsemesi veya baglanti kaybi

Vida kirilmasi veya deformasyonu

Abutment kirlmasi, ¢atlamasi veya asinmasi
implant-abutment baglantisinda uyumsuzluk
Mikromobiliteye bagli stabilite kaybi

Yanlis tork uygulanmasina bagli mekanik basarisizlik
Tekrar kullanim sonucu mekanik dayanim kaybi

Protetik restorasyon uyumsuzlugu

Estetik problemler

Peri-implant dokularda irritasyon veya inflamasyon
Peri-implant mukozitis veya peri-implantitis gelisimi
Uygunsuz okliizal yiiklemeye bagli mekanik stres ve hasar
Karsit dislerde asinma, hassasiyet veya kirlma

Komsu dislerde hasar veya periodontal problemler

Asir frezeleme sonucu mekanik dayanimin azalmasi
Uygunsuz modifikasyon sonucu implant-abutment uyumsuzlugu
Yizey purtzliliginin bozulmasina bagli biyolojik riskler

Klinik olmayan galigsmalar dogrultusunda, titanyum esasli dental implant ve Ustyapi bilesenlerinin
manyetik rezonans (MR) ortamindaki davranisi 1.5 T MR ortaminda radyo frekans (RF) kaynakli
sicaklik artiginin yaklasik 0.35-0.47°C araliginda oldugu 6zgul emilim orani (SAR) degerlerinin 0.2-
4.0 W/kg araliginda ise 2.0 W/kg seviyesinde yaklasik 6.4°C ve 4.0 W/kg seviyesinde yaklasik
12.7°C sicaklik artigi 6lglilmustr.

Based on non-clinical studies, the behavior of titanium-based dental implants and prosthetic
superstructure components in the magnetic resonance (MR) environment has been evaluated.
Under a 1.5 T MR environment, radiofrequency (RF)-induced temperature increases have been
reported to be in the range of approximately 0.35-0.47°C. In studies where specific absorption rate
(SAR) values were evaluated within the range of 0.2-4.0 W/kg, temperature increases of
approximately 6.4°C at 2.0 W/kg and 12.7°C at 4.0 W/kg were measured.

TiFace Abutment Kullanim Kilavuzu
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tin Tanimi / Product Description

Abutment is a connection element that allows the prosthesis superstructure to be fixed onto the
implant in dental implant systems. It acts as a spacer between the implant and the prosthesis,
optimizing load transfer and ensuring an aesthetic and functional restoration.

Abutment, dental implant sistemlerinde protez Ustyapisinin implant Gizerine sabitlenmesini
saglayan bir baglanti elemanidir. Implant ile protez arasinda ara parca gorevi gorerek yiik aktarimini
optimize eder ve estetik, fonksiyonel bir restorasyon elde edilmesini saglar.

5. Kullanim Amaci / Purpose of Use

Tiface abutments are advanced components used in digital dentistry applications to provide stable,
aesthetic and functional connection of implant-supported prostheses. They work in harmony with
digitally designed and manufactured prostheses with CAD/CAM technology, providing high
precision, reliability and biomechanical stability in implant-supported restorations. Specially
calculated retention channels provide optimum fit by preventing unnecessary chimney height and
step width. In this way, they provide flexibility in prosthesis design, especially in narrow spaces and
cases where vertical dimension is insufficient, allowing the application of the ideal restoration. This
innovative design of Tiface abutments provides functional and aesthetic solutions in difficult
clinical cases, enabling long-lasting and safe prosthesis applications.

6. Endikasyon / Indication

Tiface abutmentler, dijital dis hekimligi uygulamalarinda implant Usti protezlerin stabil, estetik ve
fonksiyonel bir sekilde baglanmasini saglamak amaciyla kullanilan gelismis bilesenlerdir.
CAD/CAM teknolojisi ile dijital olarak tasarlanan ve lretilen protezlerle uyum icinde ¢alisarak
implant Gstii restorasyonlarda yiiksek hassasiyet, giivenilirlik ve biyomekanik stabilite sunar. Ozel
olarak hesaplanmis retansiyon kanallari, gereksiz baca ylksekliginin ve basamak genisliginin 6niine
gecgerek optimum uyum saglar. Bu sayede 6zellikle dar alanlar ve dikey boyutun yetersiz oldugu
vakalarda protez tasariminda esneklik sunarak ideal restorasyonun uygulanmasina olanak tanir.

Abutments are designed for use in different clinical situations such as single tooth implants,
multiple tooth deficiencies, aesthetic requirements and difficult bone structures. They provide
functional and natural looking restorations by offering personalized solutions especially for patients
with aesthetic requirements.

Abutmentler, tek dis implantlari, goklu dis eksiklikleri, estetik gereksinimler ve zorlu kemik yapilari
gibi farkli klinik durumlarda kullanilmak tizere tasarlanmistir. Ozellikle estetik gereksinimi olan
hastalarigin kisiye 6zel goziimler sunarak fonksiyonel ve dogal goriinimli restorasyonlar saglar.

7. Kontraendikasyon / Contraindications

Although use provides successful results in many clinical situations, it is contraindicated in the
following:

Insufficient jaw bone

Active infections

Uncontrolled systemic diseases

Poor oral hygiene

Hypersensitivity or allergy to titanium

Patients with hemophilia or disorders affecting bone healing and wound healing
Immunocompromised patients due to chemotherapy or radiotherapy

Patients with untreated occlusal disorders, temporomandibular joint (TMJ) disorders, or insufficient
dental arch space

Patients with pre-existing bone disorders or metabolic bone diseases such as osteoporosis or
osteomalacia that affect bone quality

8. Yan Etkiler / Side Effects

Kullanimi birgok klinik durumda basarili sonuglar saglasa da asagidaki durumlarda kontraendikedir:
Yetersiz gene kemigi

Aktif enfeksiyonlar

Kontrolsiz sistemik hastaliklar

Kotu agiz hijyeni

Titanyuma alerji

Hemofili veya kemik iyilesmesi ve yara iyilesmesi ile ilgili bozukluklar olan hastalar
Kemoterapi veya radyoterapiye bagli olarak bagisiklik sistemi baskilanmis hastalar

Tedavi edilemeyen okliizyon bozukluklari, temporomandibular eklem (TME) rahatsizliklari veya
yetersiz dis arki mesafesi bulunan hastalar

Osteoporoz, osteomalazi veya diger metabolik kemik hastaliklari gibi kemik kalitesini etkileyen
sistemik durumlara sahip hastalar

Temporary pain and sensitivity: Mild to moderate pain and sensitivity may occur around the implant
site following placement of the Tiface abutment.

Soft tissue irritation: Redness, swelling (edema), tenderness, or local irritation may occur in the
gingival tissue.

Inflammation / infection: Peri-implant mucositis or peri-implantitis may develop due to inadequate
oral hygiene, improper placement, or use of incompatible components.

Abutment or screw loosening: The abutment or screw may loosen due to incorrect torque
application, prosthetic incompatibility, or occlusal overloading.

Component damage or fracture: There is a risk of deformation or fracture of the Tiface abutment
due to excessive mechanical loads, improper load distribution, orimproper use.

Prosthetic incompatibility: Instability or functional impairment may occur due to incompatibility
between the Tiface abutment and implant or between the Tiface abutment and prosthesis.

Bone loss: Marginal bone resorption may occur in cases of incorrect positioning, prolonged
inflammation, or excessive mechanical loading.

Soft tissue trauma: Trauma to the surrounding soft tissues may occur due to incorrect size
selection orincorrect angle selection.

Allergic reactions (rare): Local allergic reactions may occur in individuals sensitive to titanium or
alloy components.

9. Uyarilar / Warnings

Gegici agr ve hassasiyet: Tiface abutment yerlestirilmesini takiben implant gevresinde hafif-orta
siddette agn ve hassasiyet gortilebilir.

Yumusak doku irritasyonu: Gingival dokuda kizariklik, 6dem, hassasiyet veya lokal tahris olusabilir.
Enflamasyon / enfeksiyon: Yetersiz oral hijyen, hatali yerlestirme veya uyumsuz komponent
kullanimi durumlarinda peri-implant mukozitis veya peri-implantitis gelisebilir.

Abutment veya vida gevsemesi: Uygun olmayan tork uygulanmasi, protez uyumsuzlugu veya oklizal
asin ylikleme sonucunda abutment ya da vida gevseyebilir.

Komponent hasari veya kirilmasi: Asirt mekanik ylkler, hatali yiik dagilimi veya uygunsuz kullanim
sonucunda tiface abutmentte deformasyon veya kirilma riski vardir.

Protetik uyumsuzluk: Tiface abutment-implant veya tiface abutment-protez uyumsuzlugu
nedeniyle stabilite kaybi veya fonksiyon bozuklugu olusabilir.

Kemik kaybi: Yanlig pozisyonlama, uzun streli enflamasyon veya asir mekanik yiikleme
durumlarinda marjinal kemik rezorpsiyonu goérilebilir.

Yumusak doku travmasi: Yanlis boyut veya agi se¢imi nedeniyle gevre yumusak dokularda travma
meydana gelebilir.

Alerjik reaksiyonlar (nadiren): Titanyum veya alasim bilesenlerine karsi hassasiyeti olan bireylerde
lokal alerjik reaksiyonlar gorilebilir.



- Abutment treatment is a part of dental implant treatment and should only be applied to suitable
candidates.

- Insufficient jawbone can negatively affect the success of abutment treatment.

- In order to achieve a successful result in abutment treatment, patients must have excellent oral
hygiene.

- Inindividuals with diabetes, blood sugar should be controlled, as high blood sugar can negatively
affect the healing process. Patients with autoimmune diseases or immune system problems should
be monitored more carefully against the risk of infection.

- Before abutment placement, gum diseases (such as gingivitis or periodontitis) should be treated.
The implant and abutment should not be placed without treating gum inflammation.

- Accurate measurements should be taken to ensure that the abutment is compatible with the
prosthesis.

- The healing process should be carefully monitored after abutment treatment. Swelling, bruising
and mild pain are normal, but if these symptoms persist for a long time, there may be a risk of
complications.

- There is arisk of infection after abutment placement. Cleaning the area around the implant is very
important.

- Abutments are delivered non-sterile for single use and must be autoclaved at 134°C for 3 minutes
before use.

- The force to be applied during the application of the abutment is in the range of 20-25 N-cm;
excessive tightening may cause deformation and screw breakage. In case of wear or deformation
the product should be replaced.

-For a patient/user/third party in the European Union and in countries with the same regulatory
regime (Medical Devices Regulation 2017/745/EU): If a serious incident occurs during or as a result
of the use of this device, please report it to the manufacturer and your national authorities.
-Accurate measurements must be taken to ensure the abutment is compatible with the prosthesis.
An unsuitable abutment can lead to incompatibility issues with the prosthesis.

- The patient may swallow or aspirate the prosthetic parts. Care must be taken when working inside
the mouth.

- Prosthetic components may be swallowed or aspirated by the patient. Care must be taken when
working intraorally.

- Careful surgical and prosthetic planning must be performed to avoid damage to adjacent teeth
during implant and abutment placement.

- Insufficient spacing or incorrect positioning may lead to damage to adjacent teeth, root
resorption, or periodontal complications.

- The occlusal relationship of the prosthetic restoration must be carefully evaluated, and excessive
contact with opposing teeth should be avoided.

- Improper occlusal loading may cause wear, sensitivity, or fracture of the opposing teeth.

- Abutment tedavisi, dental implant tedavisinin bir pargasidir ve yalnizca uygun hasta adaylarina
uygulanmalidir.

- Yetersiz gene kemigi, abutment tedavisinin basarisini olumsuz etkileyebilir.

- Abutment tedavisinde basarili bir sonug elde etmek igin hastalarin miikemmel agiz hijyenine sahip
olmasi gerekir.

- Diyabetik bireylerde kan sekeri kontrol altinda tutulmalidir. Otoimmiin hastalik veya bagisiklik
sistemi sorunlari olan hastalar enfeksiyon riskine karsi daha dikkatli izlenmelidir.

- Abutment yerlestirilmeden 6nce dis eti hastaliklari (gingivitis veya periodontitis vb.) tedavi
edilmelidir. Dis eti iltihaplari tedavi edilmeden implant ve abutment yerlestirilmemelidir.

- Abutmentin protezle uyumlu olmasi igin dogru élgtimler alinmalidir.

- Abutment tedavisinin ardindan iyilesme sireci dikkatle izlenmelidir. Sislik, morarma ve hafif agn
normaldir; ancak bu belirtiler uzun siire devam ederse komplikasyon riski olabilir.

- Abutment yerlestirilmesi sonrasi enfeksiyon riski bulunmaktadir. implant gevresinin temizligi
oldukga énemlidir.

- Abutmentler tek kullanim igin steril olmayan bir sekilde teslim edilir ve kullanimdan 6nce 134°C'de
3 dakika otoklav sterilizasyonuna tabi tutulmalidir.

- Abutmentin uygulanmasi sirasinda uygulanmasi gereken kuvvet 20-25 N-cm araligindadir; asiri
sikilmasi deformasyona ve vidanin kirllmasina neden olabilir. Asinma veya deformasyon
durumunda urin degistirilmelidir.

-Avrupa Birligi'ndeki ve ayni dlizenleyici rejime sahip tlkelerdeki bir hasta/kullanici/liglinci taraf
icin (Tibbi Cihazlar Yonetmeligi 2017/745/AB); Bu cihazin kullanimi sirasinda veya kullanimi
sonucunda ciddi bir olay meydana gelirse, litfen bunu Ureticiye ve ulusal makamlariniza bildirin.
- Abutment ile protezle uyumlu oldugundan emin olmak igin dogru 6lgtimler alinmalidir.Uygun
olmayan bir abutment, protezle uyumsuzluk sorunlarina yol acabilir.

- Protetik pargalari hasta yutabilir veya aspire edebilir. Agiz iginde galisirken dikkatli olmak gerekir.
- implant ve abutment yerlesimi sirasinda komsu dislere zarar verilmemesi igin cerrahi ve protetik
planlama dikkatli yapilmalidir.

- Yetersiz mesafe veya yanlis pozisyonlandirma, komsu dislerde hasar, kdk rezorpsiyonu veya
periodontal problemlere yol agabilir.

- Protetik restorasyonun okliizal iligkisi dikkatle degerlendirilmeli, karsit dislerle agir temas
onlenmelidir.

- Uygunsuz okliizal yiikleme, karsit dislerde asinma, hassasiyet veya kirilmaya neden olabilir.

10. Kullanicilar / Users

Abutment applications and dental implant treatment should only be performed by dentists, oral
surgeons, prosthodontists and dental technicians. These treatment processes require expertise in
dental surgery and individualized evaluations should be made for each patient.

Abutment uygulamalari ve dental implant tedavisi, yalnizca dis hekimleri, oral cerrahlar, protez
uzmanlari ve dis teknisyenleri tarafindan yapilmalidir. Bu tedavi siiregleri dental cerrahi konusunda
uzmanlik gerektirir ve her hasta igin kisiye 6zel degerlendirmeler yapilmalidir.

11. Kullanim Talimatlari / Instructions for Use

Abutments are manufactured for single patient use only and are not recommended for reuse.
Before using the abutment, the implant socket should be thoroughly cleaned and dry.

The abutment should be carefully placed on the top of the implant and tightened with a suitable
torque wrench.

When making the torque adjustment, care should be taken to ensure that it is between 20-25 N-cm.
Before placing the prosthesis, the stability of the abutment should be ensured.

The patient should be provided with detailed information about abutment use and oral hygiene.

If abutment treatment needs to be repeated, each situation should be carefully evaluated
considering the patient's general health, jaw bone health and gingival condition.

The product can be designed using digital data obtained from intraoral or model scans through CAD
software.

The designed superstructure (e.g., crown, bridge) is manufactured using CAM production
techniques (such as milling) and then applied onto the Ti-Base abutment.

The Ti-Base abutment serves as a connection platform for the fabrication of patient-specific
superstructures.

The product should only be used in conjunction with CAD/CAM systems and materials whose
compatibility has been verified.

Abutmentler tek hastada tek kullanim igin Uretilmistir ve tekrar kullanilmasi énerilmez.
Abutment kullanilmadan 6nce implant yuvasi iyice temizlenmeli ve kuru olmasi saglanmalidir.
Abutment, implantin Gst kismina dikkatlice yerlestirilmeli ve uygun tork anahtari ile sikilmalidir.
Tork ayarlamasi yapilirken 20-25 N-cm degerleri arasinda olmasina 6zen gosterilmelidir.

Protez yerlestirilmeden 6nce abutmentin stabilitesinden emin olunmalidir.

Hastaya abutment kullanimi ve agiz hijyeni konusunda ayrintili bilgilendirme yapilmalidir.
Abutment tedavisinin yeniden uygulanmasi gerekirse, hastanin genel saglik durumu, gene kemigi
sagligl ve dis eti durumu goéz 6niinde bulundurularak her durum dikkatle degerlendirilmelidir.
Uriin, intraoral veya model taramalari ile elde edilen dijital veriler kullanilarak CAD yazilimlari
araciligiyla tasarlanabilir.

Tasarlanan st yapi (6rn. kron, képri), CAM uretim teknikleri (frezeleme vb.) ile Uretildikten sonra Ti-
Base abutment Gizerine uygulanir.

Ti-Base abutment, kisiye 6zel st yapilarin Gretimi igin bir baglanti platformu gorevi gorur.

Uriin, yalnizca uyumlulugu dogrulanmis CAD/CAM sistemleri ve materyalleri ile birlikte
kullanitmalidir.

12. Operasyonel Kullanim / Operational Use

Before abutment surgery, the patient's general health status is evaluated. Systemic diseases,
dental hygiene and gum health are checked.

The implant is placed.

The area where the implant is placed is carefully checked. The healing process of the implant must
be completed and its integration with the jawbone must be ensured.

The abutment is carefully placed on the upper part of the implant and fixed using a suitable torque
wrench for the connection screw.

Attention: Care must be taken when fixing the screw; the specified maximum tightening torque
must not be exceeded. The recommended tightening torque is in the range of 20-25 N-cm.

Abutment cerrahisi 6ncesi, hastanin genel saglik durumu degerlendirilir. Sistemik hastaliklar,
dental hijyen ve dis eti sagligi kontrol edilir.

implant yerlestirilir
implantin yerlestirildigi alan dikkatlice kontrol edilir. implantin iyilesme siireci tamamlanmis ve
cene kemigiyle entegrasyonu saglanmis olmalidir.

Abutment, implantin Gst kismina dikkatlice yerlestirilir; baglanti vidasi igin uygun tork anahtari
kullanilarak sabitlenir.

Dikkat: Vida sabitlenirken dikkatli olunmalidir; belirtilen maksimum sikma torku asilmamalidir.
Onerilen sikma torku 20-25 N-cm araligindadir.

13. Malzemeler / Materials

All TiFace Abutments and Abutment Screws: Made from Grade 5 Titanium.

Tam TiFace Abutmentler ve Abutment Vidalari: Grade 5 Titanyumdan uretilmistir.

14. Uriin Raf Omrii / Product Shelf Life

The product does not have a specified lifespan.

15. Temizlik ve Sterilizasyon / Cleaning and Sterilization

Uriiniin belirlenmis bir 6mrii yoktur.

Abutments are single-use and delivered non-sterile. The product must undergo steam autoclave
sterilization at 134°C for 3 minutes prior to use. Immediately before sterilization, the product should
be removed from its shipping packaging and repackaged in a sterilization bag/roll suitable for steam
sterilization. The sterilization bag should be filled to a maximum of 75% of its volume, leaving
approximately 25% empty space. There should be a minimum distance of 30 mm between the
product and the sealing area of the bag. The sealing process of the sterilization bag/roll should be
carried out according to the packaging manufacturer's instructions; the recommended sealing
temperature is 180-200°C. The shipping packaging should not be used for sterilization. Before
sterilization, the packaging to be used should be checked to ensure it is clean, dry, undamaged, and
suitable for steam sterilization.

Abutmentler tek kullanimlik olup steril olmayan sekilde teslim edilir. Uriin, kullanimdan 6nce
134°C’de 3 dakika buhar otoklav sterilizasyonuna tabi tutulmalidir. Sterilizasyon isleminden hemen
once Urlin sevkiyat ambalajindan gikarilmali ve buhar sterilizasyonu igin uygun, sterilizasyon
poseti/rulosu igerisine yeniden ambalajlanmalidir. Sterilizasyon poseti, poset hacminin en fazla
%75’i dolacak sekilde segilmeli ve yaklasik %25 bos alan birakilmalidir. Uriin ile posetin
muhdrleme/kapatma alani arasinda minimum 30 mm mesafe bulunmalidir. Sterilizasyon
poseti/rulosunun kapatma islemi, ambalaj Ureticisinin talimatlarina uygun olarak
gergeklestirilmelidir; 6nerilen mihirleme sicakligl 180-200°C’dir. Sevkiyat ambalaji sterilizasyon
amaciyla kullanilmamalidir. Sterilizasyon 6ncesinde kullanilacak ambalajin temiz, kuru, hasarsiz ve
buhar sterilizasyonuna uygun oldugu kontrol edilmelidir.

16. Saklama ve Kullanma / Storage and Use

Abutments should be stored in their original packaging in a cool and dry environment.

They should be protected from direct sunlight and moisture.

They should be checked for physical damage or deformation before use.

They are single-use and should not be reused and should be disposed of according to appropriate
waste procedures.

Abutmentler orijinal ambalajinda, serin ve kuru bir ortamda saklanmalidir.

Direkt glines 1sigindan ve nemden korunmalidir.

Kullanim 6ncesinde fiziksel hasar veya deformasyon olup olmadigi kontrol edilmelidir.

Tek kullanimlik olduklarindan tekrar kullanilmamali ve uygun atik proseddirlerine gére imha
edilmelidir.

17. Hasta Popiilasyonu / Patient Population

Abutments are used in adult patients undergoing dental implant treatment.

They can be applied in cases of single tooth loss, multiple tooth loss, or complete edentulism.
They are preferred in anterior restorations where aesthetic needs are required, and in posterior
restorations where functional needs are prioritized.

They are safely applied in patients with stable systemic condition, adequate oral hygiene, and
suitable bone structure for implant surgery.

Abutmentler, dental implant tedavisi goren eriskin hastalarda kullanilir.

Tek dis eksikligi, coklu dis eksikligi veya tam dissizlik durumlarinda uygulanabilir.

Estetik gereksinimi olan 6n bélge restorasyonlarinda, fonksiyonel ihtiyaglarin 6n planda oldugu arka
boélge restorasyonlarinda tercih edilir.

Sistemik durumu stabil, agiz hijyeni yeterli ve implant cerrahisi igin uygun kemik yapisina sahip
hastalarda glivenle uygulanir.



They are not used in children, individuals whose bone development is not complete, and those with

uncontrolled systemic diseases.

Cocuklarda, kemik gelisimi tamamlanmamis bireylerde ve kontrolsiiz sistemik hastaligi olanlarda
uygulanmaz.

18. Kullanim Om etime

Dental implants have an expected lifespan of at least 10 years, and under suitable conditions, this
can be extended to 30 years.

Dental implantlarin beklenen kullanim é6mri en az 10 yil olup, uygun kosullar saglandiginda 30 yila
kadar uzayabilmektedir.

19. Cihazin Arizalanmasi veya Performans Degisikli

If fracture, cracks, deformation, wear, or surface damage is detected on the abutment, the product
must be immediately removed from use.

If incompatibility orimproper seating between the abutment and implant is observed, the product
must not be used.

If loosening, micromobility, or loss of stability is detected during clinical use, the connections
should be checked and components replaced if necessary.

If misfit, aesthetic deterioration, or functional impairment is observed between the prosthetic
restoration and the abutment, a clinical evaluation should be performed.

The use of incompatible implant-abutment systems may adversely affect device performance and
patient safety.

If the abutment does not provide the expected performance or is damaged, its use must be
discontinued immediately.

Implants are available in different diameters and lengths depending on the application site; an
abutment compatible with the implant must be used.

Previously used implants must not be reused.

Durumunda Alinacak Onlemler / Measures to Take in Case of Device Malfunctio

r Performance Change

Abutmentta kirilma, ¢atlak, deformasyon, aginma veya ylizey hasari tespit edilmesi durumunda
urtin derhal kullanim disi birakilmalidir.

Abutment ile implant arasinda uyumsuzluk veya tam oturmama durumu gézlenirse Uriin
kullanilmamalidir.

Klinik kullanim sirasinda abutmentta gevseme, mikromobilite veya stabilite kaybi tespit edilirse
baglantilar kontrol edilmeli ve gerekirse bilesen degistirilmelidir.

Protetik restorasyon ile abutment arasinda uyumsuzluk, estetik bozulma veya fonksiyon kaybi
gozlenmesi durumunda klinik degerlendirme yapilmalidir.

Uyumsuz implant-abutment sistemlerinin birlikte kullanilmasi cihaz performansini ve hasta
guvenligini olumsuz etkileyebilir.

Abutmentin beklenen performansi saglamadigi veya hasar gordigu durumlarda kullanim derhal
durdurulmalidir.

Uygulama bolgesine uygun gap ve boya gore farkli 6lguilerdeki implantlar kullanilir, implant ile
uyumlu abutment kullaniniz.

Daha 6nce kullanilmig implantlar tekrar kullanilamaz.

20. Riskler / Risks

Abutment loosening or loss of connection

Screw fracture or deformation

Abutment fracture, cracking, or wear

Incompatibility at the implant-abutment interface

Loss of stability due to micromobility

Mechanical failure due to improper torque application

Loss of mechanical strength due to reuse

Prosthetic restoration misfit

Aesthetic complications

Irritation or inflammation of peri-implant tissues
Development of peri-implant mucositis or peri-implantitis
Mechanical stress and damage due to improper occlusal loading
Wear, sensitivity, or fracture of opposing teeth

Damage to adjacent teeth or periodontal complications
Bonding failure between the superstructure and the abutment
Misfit due to CAD/CAM design errors

Abutment gevsemesi veya baglanti kaybi

Vida kinlmasi veya deformasyonu

Abutment kirlmasi, gatlamasi veya asinmasi
implant-abutment baglantisinda uyumsuzluk
Mikromobiliteye bagli stabilite kaybi

Yanlis tork uygulanmasina bagli mekanik basarisizlik
Tekrar kullanim sonucu mekanik dayanim kaybi
Protetik restorasyon uyumsuzlugu

Estetik problemler

Peri-implant dokularda irritasyon veya inflamasyon
Peri-implant mukozitis veya peri-implantitis gelisimi
Uygunsuz okliizal yiklemeye bagli mekanik stres ve hasar
Karsit dislerde asinma, hassasiyet veya kirlma
Komsu dislerde hasar veya periodontal problemler
Ust yapi ile abutment arasindaki bonding basarisiziigi
CAD/CAM tasarim hatalarina bagli misfit

21. MR Uyumluluk Bilgisi / MR Compatibility Information

Klinik olmayan galismalar dogrultusunda, titanyum esasli dental implant ve Ustyapi bilesenlerinin
manyetik rezonans (MR) ortamindaki davranisi 1.5 T MR ortaminda radyo frekans (RF) kaynakli
sicaklik artiginin yaklasik 0.35-0.47°C araliginda oldugu 6zgul emilim orani (SAR) degerlerinin 0.2-
4.0 W/kg araliginda ise 2.0 W/kg seviyesinde yaklasik 6.4°C ve 4.0 W/kg seviyesinde yaklasik
12.7°C sicaklik artigi 6lglilmustdr.

Based on non-clinical studies, the behavior of titanium-based dental implants and prosthetic
superstructure components in the magnetic resonance (MR) environment has been evaluated.
Under a 1.5 T MR environment, radiofrequency (RF)-induced temperature increases have been
reported to be in the range of approximately 0.35-0.47°C. In studies where specific absorption rate
(SAR) values were evaluated within the range of 0.2-4.0 W/kg, temperature increases of
approximately 6.4°C at 2.0 W/kg and 12.7°C at 4.0 W/kg were measured.

Abutment Vidasi Kullanim Kilavuzu
Abu

Uriin Tanimi / Product Description

The abutment screw is a connecting element in dental implant systems that secures the abutment
to the implant body. Itis secured by being inserted through the abutment into the implant's internal
threads. By applying controlled torque, it creates a preload in the screw-implant connection,
ensuring the abutment remains stable under functional forces.
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Abutment vidasi, dental implant sistemlerinde abutmentin implant gévdesine sabitlenmesini
saglayan baglanti elemanidir. Abutment igerisinden implantin i¢ dislisine yerlestirilerek sabitlenir.
Uygulanan kontrolli tork ile vida-implant baglantisinda 6n yiik olusturur ve abutmentin fonksiyonel
kuvvetler altinda stabil kalmasini saglar.

5. Kullanim Amaci / Purpose of Use

Secure and stable fixation of the abutment to the implant body with controlled torque, ensuring
biomechanical stability of the prosthetic superstructure under functional forces.

Abutmentin implant gévdesine kontrolll torkla glivenli ve stabil sekilde sabitlenmesi ve fonksiyonel
kuvvetler altinda protetik Gstyapinin biyomekanik stabilitesinin saglanmasi.

6. Endikasyon / Indication

This product is indicated for use in single or multiple implant restorations where fixation of the
abutment to the dental implant is required as part of implant treatment.

Bu urtin, dental implant tedavisi kapsaminda implant Gizerine yerlestirilen abutmentlerin
sabitlenmesi gereken tekli veya goklu implant restorasyonlarinda endikedir.

7. Kontraendikasyon / Contraindications

Although use provides successful results in many clinical situations, it is contraindicated in the
following:

Insufficient jaw bone

Active infections

Uncontrolled systemic diseases

Poor oral hygiene

Hypersensitivity or allergy to titanium

Patients with hemophilia or disorders affecting bone healing and wound healing
Immunocompromised patients due to chemotherapy or radiotherapy

Patients with untreated occlusal disorders, temporomandibular joint (TMJ) disorders, or insufficient
dental arch space

Patients with pre-existing bone disorders or metabolic bone diseases such as osteoporosis or
osteomalacia that affect bone quality

8. Yan Etkiler / Side Effects

Kullanimi birgok klinik durumda basarili sonuglar saglasa da asagidaki durumlarda kontraendikedir:
Yetersiz gene kemigi

Aktif enfeksiyonlar

Kontrolsiz sistemik hastaliklar

Kotl agiz hijyeni

Titanyuma alerji

Hemofili veya kemik iyilesmesi ve yara iyilesmesi ile ilgili bozukluklar olan hastalar
Kemoterapi veya radyoterapiye bagli olarak bagisiklik sistemi baskilanmis hastalar

Tedavi edilemeyen okliizyon bozukluklari, temporomandibular eklem (TME) rahatsizliklari veya
yetersiz dis arki mesafesi bulunan hastalar

Osteoporoz, osteomalazi veya diger metabolik kemik hastaliklari gibi kemik kalitesini etkileyen
sistemik durumlara sahip hastalar

Temporary Pain and Sensitivity: Mild to moderate pain and sensitivity around the implant area can
occur after the abutment screw is placed. This is usually temporary and subsides within a few days.
Soft Tissue Irritation: Redness, swelling, sensitivity, or local irritation in the gingival tissue may
develop. This is generally part of the healing process.

Inflammation or Infection: Insufficient oral hygiene, incorrect placement, or the use of incompatible
components can lead to peri-implant mucositis or peri-implantitis.

Abutment or Screw Loosening: Improper torque application, prosthesis incompatibility, or
excessive occlusal loading can cause the abutment or screw to loosen.

Component Damage or Fracture: Excessive mechanical loads, faulty load distribution, or improper
use may lead to deformation or fracture of the abutment or screw.

Prosthetic Incompatibility: Abutment-implant or abutment-prosthesis incompatibility may result in
loss of stability or prosthetic failure.

Allergic Reactions: Rarely, allergic reactions to materials, particularly titanium or its alloys, can
occur.

Bleeding: Mild bleeding from the gum tissue may occur during the placement. However, excessive
bleeding is usually a sign of a complication.

Slow Healing or Healing Issues: Some patients may experience a prolonged healing process, which
may increase the risk of infection and implant failure.

Gegici Agri ve Hassasiyet: Abutment vida yerlestirildikten sonra implant ¢cevresinde hafif ila orta
siddette agni ve hassasiyet gorllebilir. Bu genellikle gegici olup birkag glin iginde geger.

Yumusak Doku irritasyonu: Gingival dokuda kizariklik, 6dem, hassasiyet veya lokal tahris olusabilir.
Bu genellikle iyilesme siirecinin bir pargasidir.

Enflamasyon veya Enfeksiyon: Yetersiz agiz hijyeni, yanlis yerlestirme veya uyumsuz komponent
kullanimi sonucu peri-implant mukoziti veya peri-implantitis gelisebilir.

Abutment veya Vida Gevsemesi: Uygun olmayan tork uygulanmasi, protez uyumsuzlugu veya asiri
okluizal yliikleme sonucu abutment ya da vida gevseyebilir.

Komponent Hasari veya Kirilmasi: Asirt mekanik yiikler, hatali ylik dagilimi veya uygunsuz kullanim
sonucunda abutment vidasinda deformasyon veya kirilma riski vardir.

Protetik Uyumsuzluk: Abutment-implant veya abutment-protez uyumsuzlugu sonucu stabilite
kaybi veya protez basarisizligl gortilebilir.

Alerjik Reaksiyonlar: Nadir de olsa titanyum veya alasimlarina karsi alerjik reaksiyonlar gelisebilir.
Kanama: Yerlestirme sirasinda dis etinden hafif kanamalar olabilir. Asiri kanama genellikle bir
komplikasyon belirtisidir.

Yavas iyilesme veya lyilesme Sorunlar: Bazi hastalarda iyilesme siireci beklenenden uzun siirebilir;
bu enfeksiyon riski ve implant basarisizlig ihtimalini artirabilir.

9. Uyarilar / Warnings



- Abutment treatment is a part of dental implant treatment and should only be applied to suitable
candidates.

- Insufficient jawbone can negatively affect the success of abutment treatment.

- In order to achieve a successful result in abutment treatment, patients must have excellent oral
hygiene.

- Inindividuals with diabetes, blood sugar should be controlled, as high blood sugar can negatively
affect the healing process. Patients with autoimmune diseases or immune system problems should
be monitored more carefully against the risk of infection.

- Before abutment placement, gum diseases (such as gingivitis or periodontitis) should be treated.
The implant and abutment should not be placed without treating gum inflammation.

- Accurate measurements should be taken to ensure that the abutment is compatible with the
prosthesis.

- The healing process should be carefully monitored after abutment treatment. Swelling, bruising
and mild pain are normal, but if these symptoms persist for a long time, there may be a risk of
complications.

- There is arisk of infection after abutment placement. Cleaning the area around the implant is very
important.

- Abutments are delivered non-sterile for single use and must be autoclaved at 134°C for 3 minutes
before use.

- The force to be applied during the application of the abutment is in the range of 20-25 N-cm;
excessive tightening may cause deformation and screw breakage. In case of wear or deformation
the product should be replaced.

-For a patient/user/third party in the European Union and in countries with the same regulatory
regime (Medical Devices Regulation 2017/745/EU): If a serious incident occurs during or as a result
of the use of this device, please report it to the manufacturer and your national authorities.
-Accurate measurements must be taken to ensure the abutment is compatible with the prosthesis.
An unsuitable abutment can lead to incompatibility issues with the prosthesis.

- The patient may swallow or aspirate the prosthetic parts. Care must be taken when working inside
the mouth.

- Prosthetic components may be swallowed or aspirated by the patient. Care must be taken when
working intraorally.

- Careful surgical and prosthetic planning must be performed to avoid damage to adjacent teeth
during implant and abutment placement.

- Insufficient spacing or incorrect positioning may lead to damage to adjacent teeth, root
resorption, or periodontal complications.

- The occlusal relationship of the prosthetic restoration must be carefully evaluated, and excessive
contact with opposing teeth should be avoided.

- Improper occlusal loading may cause wear, sensitivity, or fracture of the opposing teeth.

10. Kullanicilar / Users

- Abutment tedavisi, dental implant tedavisinin bir pargasidir ve yalnizca uygun hasta adaylarina
uygulanmalidir.

- Yetersiz gene kemigi, abutment tedavisinin basarisini olumsuz etkileyebilir.

- Abutment tedavisinde basarili bir sonug elde etmek igin hastalarin miikemmel agiz hijyenine sahip
olmasi gerekir.

- Diyabetik bireylerde kan sekeri kontrol altinda tutulmalidir. Otoimmiin hastalik veya bagisiklik
sistemi sorunlari olan hastalar enfeksiyon riskine karsi daha dikkatli izlenmelidir.

- Abutment yerlestirilmeden 6nce dis eti hastaliklari (gingivitis veya periodontitis vb.) tedavi
edilmelidir. Dis eti iltihaplari tedavi edilmeden implant ve abutment yerlestirilmemelidir.

- Abutmentin protezle uyumlu olmasi igin dogru élgtimler alinmalidir.

- Abutment tedavisinin ardindan iyilesme sireci dikkatle izlenmelidir. Sislik, morarma ve hafif agn
normaldir; ancak bu belirtiler uzun siire devam ederse komplikasyon riski olabilir.

- Abutment yerlestirilmesi sonrasi enfeksiyon riski bulunmaktadir. implant gevresinin temizligi
oldukga énemlidir.

- Abutmentler tek kullanim igin steril olmayan bir sekilde teslim edilir ve kullanimdan 6nce 134°C'de
3 dakika otoklav sterilizasyonuna tabi tutulmalidir.

- Abutmentin uygulanmasi sirasinda uygulanmasi gereken kuvvet 20-25 N-cm araligindadir; asiri
sikilmasi deformasyona ve vidanin kirllmasina neden olabilir. Asinma veya deformasyon
durumunda urin degistirilmelidir.

-Avrupa Birligi'ndeki ve ayni diizenleyici rejime sahip tlkelerdeki bir hasta/kullanici/liglinct taraf
icin (Tibbi Cihazlar Yonetmeligi 2017/745/AB); Bu cihazin kullanimi sirasinda veya kullanimi
sonucunda ciddi bir olay meydana gelirse, litfen bunu Ureticiye ve ulusal makamlariniza bildirin.
- Abutment ile protezle uyumlu oldugundan emin olmak igin dogru 6lgtimler alinmalidir.Uygun
olmayan bir abutment, protezle uyumsuzluk sorunlarina yol acabilir.

- Protetik pargalari hasta yutabilir veya aspire edebilir. Agiz icinde galisirken dikkatli olmak gerekir.
- implant ve abutment yerlesimi sirasinda komsu dislere zarar verilmemesi icin cerrahi ve protetik
planlama dikkatli yapilmalidir.

- Yetersiz mesafe veya yanlis pozisyonlandirma, komsu dislerde hasar, kdk rezorpsiyonu veya
periodontal problemlere yol agabilir.

- Protetik restorasyonun okliizal iligkisi dikkatle degerlendirilmeli, karsit dislerle agir temas
onlenmelidir.

- Uygunsuz okliizal yiikleme, karsit dislerde asinma, hassasiyet veya kirilmaya neden olabilir.

Abutment applications and dental implant treatments should only be performed by dentists, oral
surgeons, prosthodontists, and dental technicians. These treatment processes require expertise in
dental surgery, and personalized assessments should be made for each patient.

11. Kullanim Talimatlari / Instructions for Use

Abutment uygulamalari ve dental implant tedavisi, yalnizca dis hekimleri, oral cerrahlar, protez
uzmanlari ve dis teknisyenleri tarafindan yapilmalidir. Bu tedavi siiregleri dental cerrahi konusunda
uzmanlik gerektirir ve her hasta igin kisiye 6zel degerlendirmeler yapilmalidir.

The abutment screw is intended for single use in a single patient and should not be reused.

Before use, the implant site must be thoroughly cleaned and ensured to be dry.

The abutment screw should be carefully placed onto the implant, and tightened using a compatible
torque wrench.

During torque application, care must be taken to apply a torque within the 20-25 N-cm range.
Confirm the stability of the abutment before placing the screw.

The patient must be provided with detailed instructions regarding abutment use and oral hygiene
maintenance.

If abutment treatment needs to be repeated, each case must be carefully evaluated considering the
patient's general health, jawbone condition, and gingival status.

Abutment vidasi tek hastada tek kullanim igin Uretilmistir ve tekrar kullanilmasi énerilmez.
Abutment vidasi kullanilmadan 6nce implant yuvasi iyice temizlenmeli ve kuru olmasi
saglanmalidir.

Abutment vidasi, implantin Gst kismina dikkatlice yerlestirilmeli ve uygun tork anahtari ile
sikitmalidir.

Tork ayarlamasi yapilirken 20-25 N-cm degerleri arasinda olmasina 6zen gosterilmelidir.
Abutment vidasi yerlestirilmeden 6nce abutmentin stabilitesinden emin olunmalidir.

Hastaya abutment kullanimi ve agiz hijyeni konusunda ayrintili bilgilendirme yapilmalidir.
Abutment tedavisinin yeniden uygulanmasi gerekirse, hastanin genel saglik durumu, gene kemigi
sagligl ve dis eti durumu goéz 6niinde bulundurularak her durum dikkatle degerlendirilmelidir.

12. Operasyonel Kullanim / Operational Use

The connecting screw is used to mechanically fix the abutment onto the implant. The screw must
only be compatible with the relevant implant and abutment system.

The screw should first be tightened gently by hand, taking care to avoid cross-threading. Then,
tightening should be performed using a suitable torque wrench. The recommended tightening
torque is in the range of 20-25 N-cm. The specified maximum torque value should not be exceeded.
Ensure that the connection surfaces are clean and dry during tightening. After the process is
complete, the stability of the connection should be checked. Caution:

Exceeding the specified torque value of 20-25 N-cm may cause permanent deformation of the
prosthetic screw or the internal threads of the implant. Please use a calibrated torque wrench.

Baglanti vidasi, abutmentin implant Gzerine mekanik olarak sabitlenmesi amaciyla kullanilir. Vida
yalnizca ilgili implant ve abutment sistemi ile uyumlu olmalidir.

Vida 6nce elle hafifge baslatilmali ve gapraz dislenme (cross-thread) olusmamasina dikkat
edilmelidir. Daha sonra uygun bir tork anahtari kullanilarak sikma islemi gergeklestirilmelidir.
Onerilen sikma torku 20-25 N-cm araligindadir. Belirtilen maksimum tork degeri asitmamalidir.
Sikma islemi sirasinda baglanti yiizeylerinin temiz ve kuru olmasina dikkat edilmelidir. islem
tamamlandiktan sonra baglanti stabilitesi kontrol edilmelidir.

Dikkat:

Belirtilen 20-25 N-cm tork degerinin asilmasi, protez vidasinda veya implant ig yivlerinde kalici
deformasyona neden olabilir. Litfen kalibre edilmis tork anahtar kullaniniz

13. Malzemeler / Materials

All Abutment Screws: Made from Grade 5 Titanium.

14. Uriin Raf Omrii / Product Shelf Life

Tdm Abutment Vidalar: Grade 5 Titanyumdan Uretilmistir.

The product does not have a specified lifespan.

Uriiniin belirlenmis bir 6mrii yoktur.

15. Temizlik ve Sterilizasyon / Cleaning and Sterilization

Screws are single-use and delivered non-sterile. The product must undergo steam autoclave
sterilization at 134°C for 3 minutes prior to use. Inmediately before sterilization, the product
should ber d from its shippi kaging and repack 1in a sterilization bag/roll
suitable for steam sterilization. The sterilization bag should be filled to a maximum of 75% of
its volume, leaving approximately 25% empty space. There should be a minimum distance of
30 mm between the product and the sealing area of the bag. The sealing process of the
sterilization bag/roll should be carried out according to the packaging manufacturer's
instructions; the recommended sealing temperature is 180-200°C. The shipping packaging
should not be used for sterilization. Before sterilization, the p ging to be used should be
checked to ensure itis clean, dry, undamaged, and suitable for steam sterilization.

Vidalar tek kullanimlik olup steril olmayan sekilde teslim edilir. Uriin, kullanimdan 6nce 134°C’de 3
dakika buhar otoklav sterilizasyonuna tabi tutulmalidir. Sterilizasyon isleminden hemen énce trin
sevkiyat ambalajindan gikarilmali ve buhar sterilizasyonu igin uygun, sterilizasyon poseti/rulosu
icerisine yeniden ambalajlanmalidir. Sterilizasyon poseti, poset hacminin en fazla %75’i dolacak
sekilde segilmeli ve yaklasik %25 bos alan birakilmalidir. Uriin ile posetin mihirleme/kapatma
alani arasinda minimum 30 mm mesafe bulunmalidir. Sterilizasyon poseti/rulosunun kapatma
islemi, ambalaj Ureticisinin talimatlarina uygun olarak gergeklestirilmelidir; 6nerilen mihtirleme
sicakligl 180-200°C’dir. Sevkiyat ambalaji sterilizasyon amaciyla kullanilmamalidir. Sterilizasyon
oncesinde kullanilacak ambalajin temiz, kuru, hasarsiz ve buhar sterilizasyonuna uygun oldugu
kontrol edilmelidir.

16. Saklama ve Kullanma / Storage and Use

Abutments should be stored in their original packaging in a cool and dry environment.

They should be protected from direct sunlight and moisture.

They should be checked for physical damage or deformation before use.

They are single-use and should not be reused and should be disposed of according to appropriate
waste procedures.

Abutmentler orijinal ambalajinda, serin ve kuru bir ortamda saklanmalidir.

Direkt glines 1sigindan ve nemden korunmalidir.

Kullanim 6ncesinde fiziksel hasar veya deformasyon olup olmadigi kontrol edilmelidir.

Tek kullanimlik olduklarindan tekrar kullanilmamali ve uygun atik proseddirlerine gére imha
edilmelidir.

17. Hasta Popiilasyonu / Patient Population

This product is intended for use in adult patients with completed permanent dentition who are
suitable for dental implant treatment.

18. Kullanim Omrii / Lifetime

Bu uriin, dental implant tedavisi uygulanmasi uygun bulunan, daimi dislenmesini tamamlamis
erigkin hastalarda kullanim igin tasarlanmistir.

Dental implants have an expected lifespan of at least 10 years, and under suitable conditions, this
can be extended to 30 years.

hazin Arizalanmasi veya Performans Deg|

urumunda Alinacak Onlemler / Measures to Take in Case of Device Malfuncti

Dental implantlarin beklenen kullanim émri en az 10 yil olup, uygun kosullar saglandiginda 30 yila
kadar uzayabilmektedir.

or Performance Change

If screw loosening is detected, the connection should be checked and retightened according to the
torque value recommended by the manufacturer.

If the screw is deformed, worn, or broken, it should be removed and replaced with a new one.
Damaged screws should absolutely not be reused.

Vida gevsemesi tespit edilmesi durumunda baglanti kontrol edilmeli ve Uretici tarafindan énerilen
tork degerine gore yeniden sikilmalidir.

Vida deformasyonu, asinmasi veya kirilmasi durumunda vida gikarilmali ve yeni bir vida ile
degistirilmelidir.



Applying inappropriate torque can cause screw loosening, breakage, or loss of connection.

The screw should not be used if there is incompatibility between the screw and the implant or
abutment.

Hasarli vidalar kesinlikle yeniden kullanitmamalidir.

Uygun olmayan tork uygulanmasi vida gevsemesi, kirilmasi veya baglanti kaybina neden olabilir.
Vida ile implant veya abutment arasinda uyumsuzluk olmasi durumunda kullanim yapitlmamalidir.
Daha 6nce kullanilmis vidalar tekrar kullanilamaz.

20. Riskler / Risks

Vida gevsemesi

Vida kinlmasi

Vida deformasyonu

Preload kaybi

Yanlis tork uygulanmasina bagli mekanik basarisizlik
Mikromobiliteye bagli stabilite kaybi

Tekrar kullanim sonucu mekanik dayanim kaybi

Vida kirlmasi durumunda gikarma zorlugu

Vida hasarina bagliimplant i¢c baglantisinda zarar olugsmasi
Abutment veya protetik yapinin sabitlenmesinde yetersizlik

21. MR Uyumluluk Bilgisi / MR Compatibility Information

Screw loosening

Screw fracture

Screw deformation

Loss of preload

Mechanical failure due to improper torque application

Loss of stability due to micromobility

Loss of mechanical strength due to reuse

Difficulty in screw retrieval in case of fracture

Damage to the implantinternal connection due to screw failure
Insufficient fixation of the abutment or prosthetic structure

Klinik olmayan galigsmalar dogrultusunda, titanyum esasli dental implant ve Ustyapi bilesenlerinin
manyetik rezonans (MR) ortamindaki davranisi 1.5 T MR ortaminda radyo frekans (RF) kaynakli
sicaklik artisinin yaklasik 0.35-0.47°C araliginda oldugu 6zgiil emilim orani (SAR) degerlerinin 0.2-
4.0 W/kg araliginda ise 2.0 W/kg seviyesinde yaklasik 6.4°C ve 4.0 W/kg seviyesinde yaklasik
12.7°C sicaklik artigi 6lgllmustdr.

Based on non-clinical studies, the behavior of titanium-based dental implants and prosthetic
superstructure components in the magnetic resonance (MR) environment has been evaluated.
Under a 1.5 T MR environment, radiofrequency (RF)-induced temperature increases have been
reported to be in the range of approximately 0.35-0.47°C. In studies where specific absorption rate
(SAR) values were evaluated within the range of 0.2-4.0 W/kg, temperature increases of
approximately 6.4°C at 2.0 W/kg and 12.7°C at 4.0 W/kg were measured.

22. EN 15223-1:2021 Standardina Gére Hazirlanmis Sembol ve Anlamlari / Symbols and Their Meanings Prepared According to EN 15223-1:2021 Standard

Notified Body No
Onaylanmis Kurulug Numarasi

Lot Number
Lot Numarasi

Production Date
Uretim Tarihi

See Instructions for Use
Kullanma Kilavuzuna Bakiniz

Keep away from water
Su lle Temastan Uzak Tutunuz

Non-Sterile Product
Uriin Non Sterildir

Unique Device Identifier
Benzersiz Cihaz Tanimlayici

Reference No / Product Code
Referans Numarasi / Uriin Kodu

Manufacturer Information
Uretici Bilgileri

D Medical Device
Medikal Cihaz
[~

Do not expose to direct sunlight
Direkt Guines Isigina Maruz Birakmayiniz

Do not use if the package is damaged
Paket Hasarli Ise Kullanmayiniz

Disposable / Single Use Only
Tek KullanimUktir



