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Description of rehabilitation treatment of prosthetic implant
Protetik implantin rehabilitasyon tedavisinin tanimi
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Quality Certificates

ImplatechOne has ISO 13485: 2016 quality approval in accordance with
international quality management system standards as stated in your
implant passport. Within the scope of this approval, it is in the norms
that can be sold all over the world with the explanation of the medical
product that can be implanted to the body in the risk class llb products
regulation and CE certificate numbered 93/42/AT, M.2019.106.13085 in
accordance with the international CE regulation.

In accordance with current product tracking systems and current
international regulations, product labels showing the identification code
and serial number are placed in their boxes with implants to provide easy
traceability. These labels are sufficient for both the patient’s file and the
follow-up passport you have. The labels containing the code and serial
numbers of the implants used by your doctor should be affixed to your
implant passport and must be delivered to you by taking the necessary
notes regarding your treatment. This passport will be an important guide
when you want to treat doctors from different cities and / or countries.

Kalite Sertifikalari

ImplatechOne, elinizdeki implant pasaportunda belirtildigi tizere uluslararasi
kalite yonetim sistemi standartlarinda ISO 13485: 2016 kalite onayina
sahiptir. Bu onay kapsaminda risk sinifi llb triinler yénetmeliginde gecen
viicuda implamente edilebilir medikal trlin agiklamasi ile uluslararasi CE
yonetmeligine uygun olarak 93/42/AT, M.2019.10613085 No’lu CE sertifikasi
ile tim dlinyada satisa sunulabilecek normlardadir.

Giincel riin takip sistemleri ve mevcut uluslararasi yonetmeliklere uygun
lakin ayni zamanda kolay olan bir izlenebilirlik saglamak icin her implanta
kimlik kod ve seri numarasini gosteren urlin etiketleri implantlarla birlikte
kutularina yerlestirimistir. Bu etiketler hastanin hem hekimde kalacak
dosyasina hem de elinizdeki bu takip pasaportuna yetecek sayidadir. implant
pasaportunuza hekiminiz kullandigr implantlarin kod ve seri numaralarini
barindiran etiketler yapistirimali ve tedavinizle ilgili gereken notlar alinarak
size teslim edilmelidir. Bu pasaport sizin farkli sehir ve/veya tlkelerden farkli
hekimlere tedavi yaptirmak istediginizde énemli bir rehber olacaktir.



Research and Design

The general lines of ImplatechOne have been defined by considering
the latest generation approaches to meet the expectations of dentists
and patients under the leadership of scientific evidence that sheds light
from past to present.

After this first step, ImplatechOne, which was drawn in 3D with high-
tech software, was then defined in the system in special analysis
programs and passed through digital limit and tolerance assessment
tests. This latest generation design technology carries the error rate
that may occur before production to very low limits such as 0.000001.

Arastirma ve Tasarim

ImplatechOne’in genel cizgileri, ge¢misten giiniimiize 1sik tutan bilimsel
kanitlar 6nderliginde dis hekimlerinin ve hastalarin beklentilerini
karsilamaya yonelik son jenerasyon yaklasimlar g6z éniinde
bulundurularak tanimlanmistir.

Bu ilk adimdan sonra ileri teknoloji yaziimlar ile 3 boyutlu ¢izimi yapilan
ImplatechOne sonra 6zel analiz programlarinda tretimde kullanilan
hammaddeler sisteme tanimlanarak dijital limit ve tolerans degerlendirme
testlerinden gecirilmistir. Bu son jenerasyon tasarim teknolojisi tiretim
oncesi olusabilecek hata oranini 0,000001 gibi ¢ok distik sinirlara
tasimaktadir.



Raw Materials

The titanium raw material used in the ImplatechOne production is
supplied from Dynamet CARPENTER, which is supplied by many
American and international companies with the highest international
standards. Even if all imported raw materials are certified and imported
after crack control tests, they are processed in high technology

CNC sliding automats by performing final control tests in our own
laboratories before production.

In all implant body production, Ti Grade 4 pure titanium is used and it
is based on AlFree (Aluminum Free), that is, aluminum-free production
without aluminum content, from raw material to finished product.

Hammadde

ImplatechOne tretiminde kullanilan titanyum hammadde, uluslararasi
standartlari en Ust seviyede bulunan Amerikan Menseli ve uluslararasi
bircok firmanin tedarigini yaptigi Dynamet CARPENTER’dan tedarik
edilmektedir. ithal edilen tim hammaddeler sertifikali ve catlak kontrol
testlerinden gec¢mis olarak ithal edilmis olsalar dahi tretim 6ncesi kendi
laboratuvarlarimizda son kontrol testleri yapilarak yiiksek teknoloji CNC
kayar otomatlarinda isleme alinmaktadirlar.

Tdm implant gdvde Uretiminde, Ti Grade 4 saf titanyum kullaniimakta
olup hammaddeden bitmis Urtine kadar AlFree (Aluminium Free) yani
aliminyum icerigi olmayan alasimsiz tretim esas alinmaktadir.



Aluminum Free

Grade 4 titanium materials are 100% biocompatible pure materials that
do not contain additional ions released in the body as a result of dis-
solution and corrosion of the surface film. ImplatechONE is produced
from AlFree certified Grade 4 titanium raw material and aluminum is
never used during the surface treatment process.

Aluminium Free

Grade 4 titanyum materyaller yiizey filminin ¢ézlinmesi ve korozyonu
sonucu vicutta salinim gosteren ilave iyonlar icermeyen %100 bio uyumlu
saf malzemelerdir. ImplatechONE, AlFree sertifikall Grade 4 titanyum ham-
maddesinden Uretilmekte ve temiz ylizey prosesi ile ylizey islemi sirasinda
kesinlikle aluminyum kullaniimamaktadir.



Patient Information

As the dentists informs the patient about the process before and after
the surgery in detail, the patient’s implants applied in the patient for a
long time can fulfill their functions by staying in the mouth for a long
time, following the periodic controls of the patient without disrupting
the patient, maintaining oral hygiene and alcohol-cigarette-drug
substance. it is possible by avoiding substances that harm the body.

Hasta Bilgilendirme

Hekimin cerrahi 6ncesi ve sonrasi stireg ile ilgili hastay! detaylh
bilgilendirmesi dahilinde hastanin kendinde uygulanan impantlarin saglkh
bir sekilde uzun stire agizda kalarak fonksiyonlarini yerine getirebilmeleri
hastanin hekimin ydnlendirmelerine uymasi, 6 aylik periyodik kontrollerini
aksatmadan takip etmesi, agiz hijyenini korumasi ve alkol-sigara-
uyusturucu madde gibi viicuda zarar veren maddelerden uzak durmasi ile
mumkdn olabilir.

Warranty

Implants are covered by 100% warranty against manufacturing defects.
Although implant losses due to surgeon’s misapplication and / or
disruption of the patient’s periodic care, use of banned substances,
and not paying attention to oral hygiene and care, implant losses are
considered out of warranty.

Garanti Kapsami

Implantlar tretim hatalarina karsi %100 garanti kapsamindadir. Hekim
yanlis uygulamasina bagli implant kayiplarinda ve/veya hastanin periyodik
bakimlarini aksatmasi, yasakli madde kullanimi, agiz hijyenine ve bakimina
6zen gostermemesine karsin olusan implant kayiplari garanti kapsami
disinda degerlendirilmektedir.
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