Dentimplant

CERRAHI KULLANIM KILAVUZU
DENTIMPLANT (DENTCON) SISTEMi

Fikstir, protez bilesenler ve cerrahi aletlerin kullanimi
ile ilgili bilgiler icermektedir.

GENEL AGIKLAMA

Implant, Ust veya alt gene kemerlerinin kemigine
cerrahi olarak yerlestiriimesi amaglanan titanyum
metalden yapilmis dental vidadir. Fikstir saf titanyum
metalden yapilmis ve steril olarak tedarik edilir.

Raf émri 5 yildir.
Uriin tek kullanimhiktir.

DENTIMPLANT (DENTCON) Sistemi Kullanimi:
Kullanmadan 6nce hazirliklar

1- Dis hekimi Urlin ve prosediriin tamamen farkinda
olmali ve kullanim &ncesi hastayi Implant uygulamasi
konusunda  bilgilendirmelidir.  Hasta implantin
fonksiyonel ve estetik sinirflamalari hakkinda bilgi
sahibi olmalidir. 2- Uygun implantin sec¢imi ve
yerlesimi implant 6mrinG etkileyen 6nemli  bir
faktordr, bu nedenle endikasyonlari,
kontraendikasyonlari, énlemler ve uyarilar kesinlikle
takip edilmelidir. 3- islem 6ncesi hastanin durumu iyice
incelenmeli ve hastaya wuygun bir ydntem
belirlenmelidir. Bu konuda basarisizlik implant
kaybina neden olabilir. 4- Réntgen filmini inceleyiniz
ve hasta igin dogru Uriin segimini yapiniz. 5- Uriin
paket durumunu kontrol ederek, son kullanma tarihi
bilgileri ve paket hasar durumunu inceleyiniz. 6- Uriin
"steril" olarak size sunulur, agilmig ya da hasarli
ambalaji olan Urunleri kullanmayiniz.

Paketleme

Fikstirler, Titanyum tutucular ile beraber tiliplere
yerlestirilir ve sterilizasyson igin gama Isinlama
tesisine gonderilir. Sterilizasyondan dénen urinler
nihai kutulara yerlestirilerek paketlenir.

Etiketleme

Fikstlrler, tip etiketi, ikili etiket ve kutu etiketi ile gelir.
Bu etiketler lot numarasinin i¢ asamada kontrolinl
saglar ve implant ¢cap-boy bilgisi verir.

Uyarilar

-DENTIMPLANT (DENTCON) sistemindeki tim
modeller DENTIMPLANT (DENTCON) Cerrahi ve
Protez protokollerine gére uygulanmaldir.

Cerrahi islemden sonra osseointegrasyon igin en az 3
ay (12 hafta) beklenmesi tavsiye edilir. -Implantlar
steril ambalajdadir. -Kullanim anina kadar tip
kapagini hicbir sekilde agmayiniz. Kapag: agilmig
veya deforme olmus tipleri kesinlikle kullanmayiniz. -
Cocuklarin erisemeyecegi yerlerde saklayiniz. -
Implantlar, uygun gapta, yeterli sayida ve dis dizimi ile
uyumlu bir eksende yerlestiriimelidir. -implant capina
ve boyuna wuygun frezler kullaniniz. -Cerrahi
operasyon Oncesinde ve sonrasinda hastayi
bilgilendiriniz. -Operasyon igin hastanin saglik
durumunun uygun olmasi gereklidir. -Kontaminasyon
riskine karsi implant, steril tipten ¢ikarildi§i anda,
higbir yere temas ettirimeden ve dokunulmadan
agilan yuvaya yerlestirimelidir. -implant tedavilerinde
hastanin kemik gelisimini tamamlamasi g6zetilmelidir.

Kemik ve Seviye implantlari igin Sinirlamalar

Not: Implant tasiyici, el aleti ile kullaniidiginda
maksimum 25 rpm/dk hizda kullaniimalidir, cerrahi
motor:

1. implanti, maksimum 45 Nem tork ile implant
yatagina yerlestirin. Onerilen tork degerinin agiimasi,
kemik nekrozu veya implantin hasar
gérmesine/arizalanmasina neden olabilir.

2. Delme sirasinda delme protokolline uyulmamasi,
implantin tam olarak yerlestiriimeden sikismasina
neden olabilir. Bu durumda, implant motorunu ters
modda kullanin veya implanti gikarmak igin mandalli
anahtarla saat yoniniin tersine manuel olarak ¢evirin
ve i¢ ambalajina geri koyun. Delme protokollnu
tamamlayarak implanti degistirin.Dikkat: Hemen
yukleme igin en az 35 Nem tork degerine ulagiimalidir.

Dikkat!

Daha 6nce kullaniimis Implantlar tekrar kullanilamaz.
Sadece DENTIMPLANT (DENTCON) Sistemi'ne ait
pargalar ve cerrahi seti kullaniniz. Bagka bir sistemin
pargas! ile kullanim durumunda firma sorumluluk
kabul etmez.

izlenebilirlik

Her implant paketinin Gzerinde bir Lot numarasi vardir.
Ayrica her implant paketinin igerisinden iki adet Lot
numarasi etiketi ¢ikar.

Uriiniin geriye doniik izlenebilirligi icin bu Lot
numarasi etiketleri hastanin dosyasina ve panoramik
rontgenine ilitiriimelidir.

Hasta Popiilasyonu

Dental Implantlar, biylime ve gelisimini tamamlamis,
kontraendikasyonlarda belirtilen durumlari tagsimayan,
tam veya kismi dissiz hastalarda kullaniimak uzere
tasarlanmistir. (Cene kemik gelisimini tamamlamis 18
yasindan blylk hastalar.)

Fayda Siiresi

Implantin  faydalarinin  siiresi, implantin islevini
slrdirdigi slre olarak tanimlanabilir, implantin
basarisizhgi, vidanin gevsemesi, kirilmasi, ¢ikmasi
vb. nedenlerle ortaya ¢ikabilir. Dis implantlarinin
bagari orani, implantlarin ¢ene iginde yerlestirildigi
yere bagl olarak degisiklik gosterir, ancak genel
olarak dis implantlarinin basari orani %98'e kadar
ctkabilir. Uygun bakim ile Implantlar dmr boyu (10-30
yil) dayanabilir.

Klinik iddialar

implant Sagkalimi:

Uzun dénem fonksiyonel rehabilitasyonun
surdurulebilirligi saglanir. Literatiirde implant sagkalhm
orani genel olarak %83-100, rutin vakalarda tipik
olarak %96-99'dur.

implant Kayb::

Tedavi basarisinin surekliligi ylksek olup implant
kaybr rutin vakalarda %0-3, kompleks/atrofik
vakalarda %8-22 araligindadir.

Marjinal Kemik Stabil itesi (MBL):

Implant gevresi kemik destegi korunur. Marjinal kemik
kaybi 0.02-1.22 mm olup uzun dénem tipik deger
~0.4-0.7 mm'dir.

Peri-implantitis / Enfeksiyon:
Biyolojik guvenlik ve stabilité saglanir. Peri-implant
enfeksiyon orani genellikle %0-2.7'dir.

Yumusak Doku Stabilitesi / Estetik Sonug:
Estetik gériinim korunur. >1 mm resesyon %11'e
kadar bildirilebilir; ortalama c¢ekilme 0.2-1.3 mm'dir.

Mekanik / Protetik Komplikasyonlar:

Fonksiyonel restorasyonun devamlihgr saglanir.
Mekanik/protetik komplikasyonlar %1-12 araliginda
gorilebilir ve yonetilebilir.

Protez / Kron Sagkalimi:

Cigneme fonksiyonunun surdlrilebilirligi  saglanir.
Protez/kron  sagkalmi %94.7-100  araliginda
bildirilmistir.

Hasta Memnuniyeti / Yagam Kalitesi:

Yasam kalitesinde iyilesme saglanir. Hasta
memnuniyeti orani %85-97 arasindadir.

Pazarlama Klinik iddialar Yiksek implant
Sagkalimi /

Yiksek Basari Implant sagkalimi genel olarak %83-
100 araliginda olup rutin vakalarda tipik olarak %96-
99'dur.

Diisiik implant Kaybi / Diisiik Basarisizhik

Implant kaybi rutin vakalarda %0-3, kompleks/atrofik
vakalarda %8-22 araliginda bildirilmektedir.

Kemik Stabilitesi Korunur
Marjinal kemik kaybi 0.02-1.22 mm araliginda olup
uzun donem tipik deger yaklagik 0.4-0.7 mm'dir.

Diisiik Enfeksiyon / Peri-implant Hastalik Orani
Peri-implant enfeksiyon orani genellikle %0-2.7
arahigindadir.

Yumusak Doku / Estetik Stabilité
>1 mm resesyon %11'e kadar bildirilebilir; ortalama
yumusak doku degisimi 0.2-1.3 mm’dir.

Mekanik / Protetik Sorunlar Diigiik, Fonksiyon
Siirer

Mekanik/protetik komplikasyonlar %1-12 araliginda
gorilebilir ve genellikle bakim ile yonetilebilir.

Protez / Kron Basarisi Yiiksek

Protez/kron  sadkalimi  %94.7-100  araliginda
bildirilmistir.

Hasta Memnuniyeti / Yasam Kalitesi Artar Hasta
memnuniyeti ve yasam kalitesi gostergeleri %85-97
araligindadir.
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istenmeyen Yan Etkiler

Sisme, Lokal iltihaplar, Dis eti yaralanmalari, Yerel
agri, Mikro kanamalar, Calisma sirasinda pargalarin
aspirasyonu veya yutulmasi, Uriiniin yerlestirimesi
sirasinda faringeal refleksin tetiklenmesi, Vida kiridi,
Vida gevsemesi, Bilesen veya protez arizasi/kirgi,
Asiri duyarliik ve/veya alerjik reaksiyonlar, Diger
toksisite reaksiyonlari.

Endikasyonlar

DENTIMPLANTLAR (DENTCON) hastanin gigneme
fonksiyonunu geri kazandirmada kullanilan yapay dis
protezlerine destek olmasi amaciyla alt ve Ust gene
kemigine cerrahi yéntem ile yerlestirilen tibbi cihaz
Grunleridir.

Kontraendikasyonlar

Yiuksek tansiyon, kalp-damar hastaliklan, seker
hastaligi, kemik metabolizmasi bozukluklari, kontrol
edilemeyen kanama hastaliklar, yetersiz yara
iyilesme kapasitesi, yetersiz oral hijyen, ciddi internal
tibbi  sorunlar, alt ve st c¢enede gelisimin
tamamlanmamasi, genel saglk durumunun zayif
olmasi, igbirlikgi ve motive olmayan hasta, uyusturucu,
alkol veya sigara bagimhhgi, psikozlar, uzun dénem
tedavi direngli fonksiyonel bozukluklar, kserostomi
(agiz  kurulugu), granilositopeni (akyuvarsizlik),
EhlersDanlos  sendromu, radyasyon terapisi,
osteoradyonekroz, zayif bagisiklik sistemi, bdbrek
yetmezligi, organ transplantasyonu, fibrézdisplazi,
crohn hastaliyi, steroid, kortikdsteroid veya
antikonviiizan  kullammi,  profilaktik  antibiyotik,
kreatinin, serum kalsiyum, titanyum alerjisi, kontrol
edilemeyen endokrin bozukluklari, antikoagllasyon
(pihti 6nleme) ilaglari, hemorajikdiatez, bruksizm,
parafonksiyonel aliskanliklar, elverigsiz anatomik
kemik kosullari, kontrol altina alinmamis periodontit,
temporomandibular  eklem  bozukluklar, ¢ene
kemiginde tedavi edilebilir patalojik hastaliklar veya
oral mukozada degisimler, hamilelik, emzirme,
osteoporotik kirik, solunum hastaligi, tiroid veya
paratiroid hastaliklari. Aktif osteolitik, iltihap, teshis
edilmis habis, nodiler biyliimeler, hassasiyet, kafada
veya boyunda aciklanamayan sislikler, implant
bélgesinde enfeksiyéz durum olan hastalar. Gergekgi
olmayan hasta beklentileri. Ulagilmaz protetik
rekonstriiksiyonler. Uygulayicinin yetersiz egitimi.

Riskler

Nazal ve maksiller sinisiin perforasyonu, lokal ve
sistemik enfeksiyonlar, yumusak doku perforasyonlart,

sinir hasari. Implant yerlesimi nedeniyle gegici olarak
agri vel/veya sislikler, konusma bozukluklari, gingivit
olusabilir. Uzun dénem problemler arasinda sinir, lokal
veya sistemik bakteriyel enfeksiyonlar ve duyarl
bireylerde infektifendokardir. Uygun olmayan implant
yerlesimi sonucu mevcut dis dizimini riske edilebilir.

En Yaygin Risklerin Goriilme Sikhigi implant Kaybi
| Osseointegrasyon Basarisizligi:

Implant sagkalimi genellikle %96-99'dur. implant kaybi
rutin vakalarda %0-3, kompleks vakalarda %8-22
oraninda gérilebilir.

Peri-implantitis / Enfeksiyon:

Peri-implant enfeksiyon orani genellikle %0-2.7 olup
agiz hijyeni ile iligkilidir.

Marjinal Kemik Kaybi:

Marjinal kemik kaybi genellikle 0.02-1.22 mm olup
ortalama 0.4-0.7 mm'dir.

Yumusak Doku Resesyonu ! Estetik
Komplikasyonlar:

>=1 mm resesyon %H'e kadar gorilebilir; ince biyotip
onemli risk faktoradar.

Mekanik / Protetik Komplikasyonlar:

Mekanik/protetik komplikasyonlar %1-12 oraninda
goralur ve bakim ile yonetilebilir.

Tasima ve Depolama

Uriin sadece tek kullanimliktir. Tekrar
kullaniimamalhdir. Uriinii oda sicakhginda kuru bir
yerde saklayin. Dogrudan guines 1sigindan uzak tutun.

Temizlik ve Dezenfeksiyon

DENTIMPLANT (DENTCON) steril ve tek kullanimhk
olarak tedarik edilir. Tekrar temizlenmemelidir ve
sterilize edilmemelidir. Temizleme, dezenfeksiyon ve
sterilizasyon cihazin bozulmasina yol agarak cihazin
malzeme ve tasarim karakteristiklerine zarar verebilir.

Sterilizasyon

DENTIMPLANT (DENTCON) steril olarak teslim edilir.
El surlmemis ambalaj sterilize implanti dig etkilerden
korur ve dogru sekilde muhafaza edilirse son kullanma
tarihine kadar sterillik saglar. implant steril ambalajdan
cikarildiginda, asepsi kurallarina uyulmalidir. Hasar
gormus steril ambalajdaki drtinler kullanilmamalidir.

Daha 6nce kullanilan veya steril olmayan implantlar
higbir kosulda kullaniimamalidir.

Manyetik Rezonans Goriintiileme {MRI) Giivenlik
Bilgileri

-Yalnizca 1,5 ve 3,0Tesla statik manyetik alanlar -970
Gauss/cm'ye (9,7 T/m) veya daha azina kadar
manyetik uzaysal diisme alani

-Tum viicut igin ortalama spesifik emilim orani (SAR)
2 W/kg (Normal Kullanim Modu) -Yukarida belirtilen
tarama kosullarinda, 15 dakikalik surekli taramanin
ardidan Urlnlerimizin maksimum 3°C'lik bir sicaklik
artisi olusturmasi beklenmektedir.

Daha Fazla Bilgi
Uriin sikayetleri durumunda veya daha fazla bilgi igin
ltfen iletisime gegin.

Glvenlik ve Klinik Performans Ozeti (SSCP) Avrupa
veritabaninda bulunacaktir.

Bu veritabanina su adresten erisilebilir:
https:/ec.europa.eu/tools/eudamed

DENTIMPLANT abutment/implant sistemi ile ilgili
SSCP belgesine bu veritabanindan
erisilebilir.Referans belge: SSCP01 Dental Implant
Sistemi Guvenlik ve Klinik Performans Ozeti

NOT : www.dentimplant.com.tr adresinden kullanma
kilavuzlarinin elektronik halini inceleyebilirsiniz

SSCP dosyasina erismek igin:
https://www.dentimplant.com.tr/files/

Firma Bilgileri

wa Firma adi: DENTIMPLANT
MEDIKAL SAGLIK IC DIS TICARET SAN. A S.

Firma Adresi: Ostim OSB Mah. 1269. Cad. No:17
Yenimahalle / ANKARA

iletigim Bilgileri

Herhangi bir olumsuz etki veya sikayet olmasi
durumunda, litfen sikayet hakkindaki bilgileri iceren
bir sekilde bizimle iletisime geginiz;

irtibat Kisisi -PRRC: Segil KOCABIYIK

0312424 10 28

Web sitesi:www.dentimplant.com.tr
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Dentimplant

SURGICAL INSTRUCTION MANUAL

DENTIMPLANT (DENTCON) SYSTEM
It contains information for the use of fixtures,
prosthetic components and surgical instruments.

GENERAL DESCRIPTION

Implant is a dental screw made of titanium metal
intended to be surgically inserted into the bone of the
upper or lower jaw arches. The fixture is made of pure
titanium metal and supplied sterile.

Shelflife is 4 years.
For Single Use Only.

Using DENTIMPLANT (DENTCON) system:

Preparations before use

I.The dentist should be fully aware of the product and
procedure and should inform the patient about the
implant application before use. The patient should be
aware of the functional and aesthetic limitations of the
implant.

2.8 election and placement of the appropriate implant
is an important factor affecting the life of the implant,
therefore its indications, contraindications,
precautions and warnings should be strictly followed.
3.Before the procedure, the patient's condition should
be thoroughly examined and a suitable method should
be determined for the patient. Failure in this regard
may result in implant loss.

4 .Examine the x-ray film and choose the right product
for the patient.

5 .Check the product package status and examine the
expiry date information and package damage status.
6 .The product is presented to you as "sterile", do not
use products with opened or damaged packaging.

Packaging

Packaging Fixtures are packaged in tubes with
titanium holders and sent to the gamma irradiation
facility for sterilization. Products returning from
sterilization are packaged in final boxes.

Labeling
Fixtures come with tube labels, double labels, and box
labels. These labels allow for three-step lot number

control and provide implant diameter and length
information.

Caution

- All models in DENTIMPLANT (DENTCON) system
must be applied according to DENTIMPLANT
(DENTCON) Surgery and Prosthesis protocols. It is
recommended to wait at least 3 months (12 weeks) for
osseointegration after the surgical procedure. -
Implants are in sterile packaging.

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

-Keep out of the reach of children.

-Implants should be placed in a suitable diameter,
sufficient number and in an axis compatible with the
tooth arrangement.

-Use mills suitable for implant diameter and length. -
Inform the patient before and after the surgical
operation. - The health condition of the patient must
be appropriate for the operation. -Against the risk of
contamination, the implant should be placed in the slot
opened without touching any place as soon as it is
removed from the sterile tube.

-In implant treatments, it should be observed that the
patient completes the bone development.

Limitations for Bone and Level Implants Note: The
implant carrier must be used with a maximum speed
of 25 rpm/min when used with a hand tool, surgical
motor.

1. Insert the implant into the implant bed with a
maximum torque of 45 Ncm.

Exceeding the recommended torque value may cause
bone necrosis or damage/failure of the implant.

2. Failure to follow the drilling protocol during drilling
may cause the implant to become stuck without being
fully inserted. In this case, use the implant motor in
reverse mode or manually rotate it counterclockwise
with the ratchet to remove the implant and put it back
into the inner package. Replace the implant by
completing the drill protocol. Caution: A torque value
of at least 35 Ncm must be reached for immediate
loading.

Warning

Previously used implants cannot be reused. Use only
DENTIMPLANT (DENTCON) System parts and
surgical kit. The company does not accept any
responsibility in case of any use of a part of another
system.

Traceability

Each implant package has a Lot number on it. In
addition, two Lot number labels are included in each
implant package. For retrospective traceability of the
product, these Lot number labels must be attached to
the patient's file and panoramic x-ray.

Patient Population

Dental Implants are designed for use in patients with
complete or partial edentulism, who have completed
their growth and development, do not have the
conditions specified in the contraindications.

(Patients older than 18 years of age who have
completed jawbone development.)

Duration of the Benefit

The duration of benefit of an implant can be defined
as the time it maintenances its function. An implant
failure can be caused by screw loosening, fracture,
eruption etc. Success rates of dental implants vary,
depending on where in the jaw the implants are placed
but, in general, dental implants have a success rate of
up to 98%. With proper care, implants can last a
lifetime (10-30 years).

Clinical Claims

Implant Survival:

Sustainability of long-term functional rehabilitation is
achieved. Implant survival rates are reported as 83%-
100% overall and typically 96%-99% in routine cases.

Implant Loss:

Continuity of treatment success is high. Implant loss is
reported at 0%-3% in routine cases and 8%-22% in
complex/atrophic cases.

Marginal Bone Stability (MBL): Peri-implant bone
support is preserved. Marginal bone loss is reported
as 0.02-1.22 mm with a long-term typical value of
~0.4-0.7 mm.

Peri-implantitis / Infection:
Biological safety and stability are maintained. Peri-
implant infection rates are generally 0%-2.7%.

Soft Tissue Stability / Esthetic Outcome:

Esthetic appearance is preserved. >1 mm recession
may be reported in up to 11% of cases; average
recession is 0.2-1.3 mm.

Mechanical / Prosthetic Complications: Continuity
of functional restoration is maintained.

Meehanical/prosthetic complications may occur at
1%-12% and are manageable.

Prosthesis / Crown Survival:

Sustainability of chewing function is achieved.
Prosthesis/crown survival has been reported as
94.7%-100%.

Patient Satisfaction / Quality of Life:
Improvement in quality of life is achieved. Patient
satisfaction rates range between 85%-97%.

MARKETING CLINICAL CLAIMS

High Implant Survival / High Success
Implant survival ranges between 83%-100% overall
and is typically 96%-99% in routine cases.

Low Implant Loss / Low Failure
Implant loss is reported at 0%-3% in routine cases and
8%-22% in complex/atrophic cases.

Bone Stability Is Preserved

Marginal bone loss ranges between 0.02-1.22 mm
with a long-term typical value of approximately 0.4-0.7
mm.

Low Infection / Peri-implant Disease Rate Peri-
implant infection rates are generally between 0%-
2.7%

Soft Tissue / Esthetic Stability
>1 mm recession may be reported in up to 11% of
cases; average soft tissue change is 0.2-1.3 mm.

Low Mechanical/Prosthetic Problems, Function
Continues

Mechanical/prosthetic complications may occur at
1%-12% and are generally manageable with
maintenance.

High Prosthesis / Crown Success Prosthesis/crown
survival has been reported between 94.7%-100%.

Patient Satisfaction / Quality of Life Improves
Patient satisfaction and quality of life indicators range
between 85%-97%

Indications

DENTIMPLANTS (DENTCON) are medical device
products that are surgically placed in the lower and
upper jaw bones to support artificial dental prostheses
used to restore the chewing function of the patient.
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Contraindications

High blood pressure, cardiovascular diseases,
diabetes, bone metabolism disorders, uncontrolled
bleeding diseases, insufficient wound healing
capacity, inadequate oral hygiene, serious internal
medical problems, incomplete development in the
lower and upper jaw, poor general health, non-
cooperative and non-motivated patient, drug, alcohol
or cigarette addiction, psychosis, long-term treatment-
resistant functional disorders, xerostomia (dry mouth),
granulocytopenia, EhlersDanlos syndrome, radiation
therapy, osteoradionecrosis, weak immune system,
kidney failure, organ transplantation, fibrousdysplasia,
Crohn's disease, use of steroids, corticosteroids or
anticonvulsants, prophylactic antibiotics, creatinine,
serum calcium, titanium allergy, uncontrolled
endocrine disorders, anticoagulation drugs,
hemorrhagic diathesis, bruxism, parafunctional habits,
unfavorable anatomical bone conditions, odontitis,
temporomandibular  joint  disorders, treatable
pathological diseases of the jaw or oral mucosa
changes, pregnancy, breastfeeding, osteoporotic
fracture, respiratory disease, thyroid or parathyroid
diseases. Patients with active osteolytic, inflammation,
diagnosed malignant, nodular growths, tenderness,
unexplained swelling of the head or neck, infectious
condition at the implant part. Unrealistic patient
expectations. Inaccessible prosthetic reconstructions.
Inadequate training of the practitioner.

Risks

Perforation of the nasal and maxillary sinuses, local
and systemic infections, soft tissue perforations, nerve
damage. Temporary pain and swelling, speech
disorders and gingivitis may occur due to implant
placement.

Long-term problems include nerve, local or systemic
bacterial infections, and infectious diseases in
susceptible individuals. The existing tooth alignment
may be compromised as a result of improper implant
placement.

Frequency of Occurence of the Most Common
Identified Risks

Implant Loss / Osseointegration Failure: Implant
survival is typically 96%-99%.

Implant loss may occur at 0%-3% in routine cases and
8%-22% in complex cases.

Peri-implantitis / Infection:

Peri-implant infection rates are generally 0%-2.7%
and are associated with oral hygiene. Marginal Bone
Loss:

Marginal bone loss is typically 0.02-1.22 mm with an
average of 0.4-0.7 mm.

Soft Tissue Recession / Esthetic Complications: >
1 mm recession may occur in up to 11% of cases; thin
biotype is a key risk factor.

Mechanical / Prosthetic Complications:
Mechanical/prosthetic complications occur at 1%—
12% and are manageable with maintenance.

Adverse Effect

Sw elling, Local inflam m ations, Gingival injuries,
Local pain, Micro hemorrhages, Aspiration or
swallowing of parts during operation, Triggering of the
pharyngeal reflex during the insertion of the product,
Screw fracture, Screw loosening,

Component or prosthesis failure/fracture,
Hypersensitivity and/or allergic reactions, Other
toxicity reactions

Transport and Storage

The product is for single use only. It should not be used
again. Store the product in a dry place at room
temperature. Keep away from direct sunlight.

Hygiene and Disinfection

DENTIMPLANT (DENTCON) is supplied Sterile and
for single use only. It must not be re-cleaned or
sterilized. It can damage the plumbing and design
features by causing the deterioration ofcleaning,
disinfection and sterilization.

Sterilization

DENTIMPLANT (DENTCON) is delivered sterile.
Intact packaging protects the sterilized implant from
external factors and ensures sterility until the expiry
date if stored properly. When the implant is removed
from the sterile packaging, asepsis rules must be
followed. Damaged products in sterile packaging
should not be used. Previously used or non-sterile
implants should not be used under any circumstances.

Magnetic Resonance Imaging (MRI) Safety
Information

- Static magnetic fields of 1.5 and 3.0 Tesla only

- Magnetic spatial dropout field of up to 970 Gauss/cm
(9.7 T/m) or less

- Whole body average specific absorption rate (SAR)
of 2 W/kg (Normal Use Mode)

- Under the scanning conditions specified above, our
products are expected to produce a maximum
temperature increase of 3°C after 15 minutes of
continuous scanning.

More Information
In case of product complaints or for more information
please contact.

Summary of Safety and Clinical Performance (SSCP)
will be available in the European database. This data
base can be accessed at:
https:/ec.europa.eu/tools/eudamed The SSCP
document related to the DENTIMPLANT
abutment/implant system can be accessed through
this database. Reference document: SSCP01 Dental
Implant System Summary of Safety and Clinical
Performance

NOTE: You can view the electronic version of the
manuals at
[www.dentimplant.com.tr]

To access the SSCP file:
https://www.dentimplant.com.tr/files/
Manufacturer Information

wad Company Name: DENTIMPLANT MEDIKAL
SAGLIK iC DIS TICARET SAN. A.S.

Company Adress:Ostim OSB Mah. 1269. Cad.
No:17 Yenimahalle/ ANKARA

Contact

In case of any negative impact or complaint, please
contact us by including information about the
complaint;

Contact Person PRRC : Secil KOCABIYIK
0312424 10 28

Website: www.dentimplant.com.tr
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