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.

Using DENTIMPLANT (DENTCON) system:
Preparations before use

1.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.Selection 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, triple 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

is protocols. It is 1ded 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

with the tooth ar

-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.

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
ical diseases of the jaw or oral

-Against the risk of 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.

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, three 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.
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.

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.

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 of cleaning, 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
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Lot number

Sterilization by Gamma
radiation

Do not Resteriize:

Do ot Uscl\ Package Is
Damaged

Keep Away from the Sun

For Single Use Only

implant is removed from the sterile
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.

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

To access the SSCP file:
https://www.dentimplant.cotr/files/

Check the User Manual
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Dentimplant

CERRAHI KULLANIM KILAVUZU
DENTIMPLANT (DENTCON) SISTEMIi

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

Genel agiklama

Implant, st veya alt gene kemerlerinin
kemigine cerrahi olarak yerlestirilmesi
amaglanan titanyum metalden yapilmis dental
vidadir. Fikstr saf titanyum metalden yapilmis
ve steril olarak tedarik edilir.

DENTIMPLANT (DENTCON) Sistemi Kullanimi:
Kullanmadan dnce hazirliklar

1- Dig hekimi trlin ve prosediiriin tamamen
farkinda olmali ve kullanim 6ncesi hastay
implant uygulamasi konusunda
bilgilendirmelidir. Hasta implantin fonksiyonel
ve estetik sinirlamalari hakkinda bilgi sahibi
olmalidir.

2- Uygun implantin segimi ve yerlesimi implant
omriin etkileyen onemli bir faktordir, bu
nedenle endikasyonlari, kontraendikasyonlari,
onlemler ve uyarilar kesinlikle takip edilmelidir.
3- islem dncesi hastanin durumu iyice
incelenmeli ve hastaya uygun bir yontem
belirlenmelidir. Bu konuda basarisizlik implant
kaybina neden olabilir.

4- Rontgen filmini inceleyiniz ve hasta igin
dogru Griin segimini yapiniz.

5- Uriin paket durumunu kontrol ederek, son
kullanma tarihi bilgileri ve paket hasar
durumunu inceleyiniz.

6- Uriin “steril” olarak size sunulur, agilmis ya
da hasarli ambalaji olan dirtinleri kullanmayiniz.

Paketleme

Fikstrler, Titanyum tutucular ile beraber
tuplere yerlestirilir ve sterilizasyson icin gama
isinlama tesisine génderilir. Sterilizasyondan
dénen Griinler nihai kutulara yerlestirilerek
paketlenir.

Etiketleme

Fikstirler, tiip etiketi, tglii etiket ve kutu etiketi
ile gelir. Bu etiketler lot numarasinin ii¢
asamada kontrollini saglar ve implant gap-boy
bilgisi verir.

Uyarilar

-DENTIMPLANT (DENTCON) sistemindeki tiim
modeller DENTIMPLANT (DENTCON) Cerrahi ve
Protez protokollerine gére uygulanmalidir.
Cerrahi islemden sonra osseointegrasyon igin
en az 3 ay (12 hafta) beklenmesi tavsiye edilir.
-Implantlar steril ambalajdadir.

-Kullanim anina kadar ttip kapagini higbir
sekilde agmayiniz. Kapag agilmig veya deforme
olmus tiipleri kesinlikle kullanmayiniz.
-Cocuklarin erisemeyecegi yerlerde saklayiniz.
-Implantlar, uygun ¢apta, yeterli sayida ve dis
dizimi ile uyumlu bir eksende yerlestirilmelidir.
-Implant ¢apina ve boyuna uygun frezler
kullaniniz.

-Cerrahi operasyon oncesinde ve sonrasinda
hastay bilgilendiriniz.

-Operasyon igin hastanin saghk durumunun
uygun olmasi gereklidir.

-Kontaminasyon riskine kargi implant, steril
tlipten gikarildigi anda, higbir yere temas
ettirilmeden ve dokunulmadan agilan yuvaya
yerlestirilmelidi
-Implant tedavilerinde hastanin kemik
gelisimini tamamlamasi gézetilmelidir.

Dikkat!

Daha énce kullanilmig implantlar tekrar
kullanilamaz. Sadece DENTIMPLANT
(DENTCON) Sistemi'ne ait pargalar ve cerrahi
seti kullaniniz. Bagka bir sistemin pargasi ile
birlikte kullanim durumunda firma sorumluluk
kabul etmez.

izlenebilirlik

Her implant paketinin Gzerinde bir Lot
numarasi vardir. Ayrica her implant paketinin
icerisinden U¢ adet Lot numarasi etiketi gikar.
Urtiniin geriye doniik izlenebilirligi igin bu Lot
numarasi etiketleri hastanin dosyasina ve
panoramik rontgenine ilitirilmelidir.
Endikasyonlar

DENTIMPLANTLAR (DENTCON) hastanin
gigneme fonksiyonunu geri kazandirmada
kullanilan yapay dis protezlerine destek olmasi
amaciyla alt ve ist gene kemigine cerrahi
yontem ile yerlestirilen tibbi cihaz triinleridir.
Kontrendikasyonlar

Yiiksek tansiyon, kalp-damar hastaliklari, seker
hastaligi, kemik metabolizmasi bozukluklari,
kontrol edilemeyen kanama hastaliklari,
yetersiz yara iyilesme kapasitesi, yetersiz oral

hijyen, ciddi internal tibbi sorunlar, alt ve Gst
cenede gelisimin genel

ir ve sterilize

saglik durumunun zayif olmasi, isbirlikgi ve
motive olmayan hasta, uyusturucu, alkol veya
sigara bagimlilig, psikozlar, uzun dénem tedavi
direngli fonksiyonel bozukluklar, kserostomi
(agiz kurulugu), graniilositopeni (akyuvarsizlik),
EhlersDanlos sendromu, radyasyon terapisi,
osteoradyonekroz, zayif bagisiklik sistemi,
bobrek yetmezligi, organ transplantasyonu,
fibrézdisplazi, crohn hastalig, steroid,
kortikosteroid veya antikonviilzan kullanimi,
profilaktik antibiyotik, kreatinin, serum
kalsiyum, titanyum alerjisi, kontrol edilemeyen
endokrin bozukluklari, antikoagiilasyon (pihti
o6nleme) ilaglari, hemorajikdiatez, bruksizm,
parafonksiyonel aligkanliklar, elverissiz
anatomik kemik kosullari, kontrol altina

periodontit, ! i
eklem bozukluklari, gene kemiginde tedavi
edilebilir patalojik hastaliklar veya oral
mukozada degisimler, hamilelik, emzirme,
osteoporotik kirik, solunum hastalig, tiroid
veya paratiroid hastaliklari. Aktif osteolitik,
iltihap, teshis edilmis habis, nodiler
biyiimeler, hassasiyet, kafada veya boyunda
aciklanamayan sislikler, implant bélgesinde
enfeksiy6z durum olan hastalar. Gergekgi
olmayan hasta beklentileri. Ulagilmaz protetik
rekonstriiksiyonler. Uygulayicinin yetersiz
egitimi.
Riskler
Nazal ve maksiller sintistin perforasyonu, lokal
ve sistemik enfeksiyonlar, yumusak doku
perforasyonlari, sinir hasari. Implant yerlesimi
nedeniyle gegici olarak agri ve/veya sislikler,
konusma bozukluklari, gingivit olusabilir. Uzun
dénem problemler arasinda sinir, lokal veya
sistemik bakteriyel enfeksiyonlar ve duyarli
bireylerde infektifendokardir. Uygun olmayan
implant yerlesimi sonucu mevcut dis dizimini
riske edilebilir.
Tagima ve Depolama
Uriin sadece tek kullanimliktir. Tekrar

Uriinii oda sicakliginda kuru

bir yerde saklayin. Dogrudan giines 1sigindan
uzak tutun.

Temizlik ve Dezenfeksiyon
DENTIMPLANT (DENTCON) steril ve tek
kullanimlik olarak tedarik edilir. Tekrar

ve sterilizasyon
cihazin bozulmasina yol agarak cihazin malzeme
ve tasarim karakteristiklerine zarar verebilir.
Sterilizasyon

DENTIMPLANT (DENTCON) steril olarak teslim
edilir. El stirilmemis ambalaj sterilize implanti
dis etkilerden korur ve dogru sekilde muhafaza
edilirse son kullanma tarihine kadar sterillik
saglar. implant steril ambalajdan cikarildiginda,
asepsi kurallarina uyulmalidir. Hasar gérmiis
steril ambalajdaki tirtinler kullaniimamalidir.
Daha énce kullanilan veya steril olmayan
implantlar hicbir kosulda kullanilmamalidir.
Manyetik Rezonans Gériintiileme (MRI)
Giivenlik Bilgileri

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

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

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

SSCP dosyasina ulasmak igin:
https://www.dentimplant.cotr/files/
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Saklama Kosulan
Sicaklik Limitiei

‘Saklama Kosular
Nem Limitleri

Iginde koruyucu ambaaj buunan
ok ser bariyer istemi
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