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GUVENLIK VE KLINIK PERFORMANS OZETi/SSCP
SUMMARY OF SAFETY AND CLINICAL PERFORMANCE/SSCP

Bu glvenlilik ve klinik performans 6zeti (SSCP), cihazin glivenlilik ve klinik performansinin temel yonlerinin
glncellenmis bir 6zetine kamu tarafindan erisimi saglamayi amaglamaktadir.

SSCP, cihazin giivenli kullanimini saglamak icin ana belge olarak kullanim talimatlarinin yerine gecmek lzere
tasarlanmamistir ve hedef kullanicilara veya hastalara tani veya tedavi 6nerileri sunmayi amaclamamistir.

Asagidaki bilgiler, kullanicilar/saglik profesyonellerine yoneliktir. Bu bilgilerin devaminda hastalara yonelik
bir 6zet bulunur.

This summary of safety and clinical performance (SSCP) is intended to provide public access to an updated
summary of key aspects of the safety and clinical performance of the device

The SSCP is not intended to replace the instructions for use as the main document to ensure the safe use of
the device and is not intended to provide diagnosis or treatment recommendations to target users or pati-
ents

The following information is intended for users/healthcare professionals. This information is followed by a
summary for patients

1. CIHAZ TANIMI VE GENEL BILGILER / DEVICE DESCRIPTION AND GENERAL INFORMATION

1.1.
1.2,

1.3.

1.4.

1.5.

Cihazin Ticari Adi-Adlarn / Trade Name(s) of the Device: Dental Implant Sistemleri

imalatginin Adi Ve Adresi / Name and Address of the Manufacturer: Proimtech Saglik Uriinleri A.S
Adres 1 : Dudullu OSB Mahallesi imes 305 Sokak C blok No:3 PK:34775 Umraniye / istanbul

Adres 2 : Dudullu OSB Mahallesi imes 501 Sokak E blok No:25 PK:34775 Umraniye / istanbul
imalatginin Miinferit Kayit Numarasi (SRN) / Manufacturer's Single Registration Number (SRN):
TR-MF-000020130

Temel UDI-DI / Basic UDI-DI:

Dental Implant Body:

86814897proimpDC

Superstructures:

86814897prosupscrwbF

Tibbi Cihaz Terminolojisi Agiklama / Medical Device Terminology Description- Text: Bilimplant® dental
implantlari ve dayanaklari, bagh protez cihazlari igin bir destek yapisi saglamak tzere oral implantas-
yonda kullanilmasiamaclanmistir.
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Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a sup-

port structure for attached prosthetic devices.

EMDN Codes:
P01020101: Dental implants
P01020180: Dental implants - accessories

1.6. Cihaz Sinifi / Device Class: Uriinimiz implant cihaz olup uzun siireli kullanim amaci ile tasarlanmis ve cerrahi
invaziv cihaz olarak kullanilmaktadir. Bu nedenle 2017/745/AB Tibbi Cihaz Yonetmeligi Siniflandirma Kurallari Ek
VIl Kural 8'de belirtilen maddeye uygun olmasi sebebiyle triin sinifi lIb olarak belirlenmis ve asagida detaylandiril-

mistir.

Tibbi Cihaz Yonetmeligi 2017/745/AB Ek IX

Tam Kalite Glivence Sistemi

Sinif llb

2017/745/AB Ek VIII, Kural 8

Our product is an implant device, designed for long-term use and used as a surgical invasive device. For this
reason, the product class has been determined as llb due to its compliance with the article specified in An-
nex VIII Rule 8 of the Classification Rules of the 2017/745 / EU Medical Device Regulation and detailed be-

low.

Medical Device Regulation 2017/745/EU Annex IX

Full Quality Assurance System

Class llb

2017/745/EU Annex VIII, Rule 8

1.7. Cihazi Kapsayan ilk Sertifikanin (CE) Verildigi Yil / / Year of the First Certificate (CE) covering the De-

vice: 2020

1.8. Varsa Yetkili Temsilci Adi ve SRN / If any, Authorised Representative Name and SRN,:
1.9. Onaylanmis Kurulus Adi (SSCP'yi gegerli kilacak olan onaylanmig kurulusg) ve Kimlik Numarasi / Noti-
fied Body Name (the notified body that will validate the SSCP) and Identification Number:

2975 SZUTEST Konformitatsbewertungsstelle Gmb
2. CIHAZIN KULLANIM AMACI / INTENDED USE OF THE DEVICE
2.1. Kullanim Amaci / Intended Use:

Implantlar:

Bilimplant® dental implantlari ve dayanaklari, bagl protez cihazlari igin bir destek yapisi saglamak lizere

oral implantasyonda kullanilmasiamacglanmistir.
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Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a support

structure for attached prosthetic devices.

Uriin Adi Kullanim Amaci

Product Name Intended Use

Dizayn 6zellikleri sayesinde tamamen kemik seviyesinde yerlestirilir. Alt ve
st cenede farkl kemik tiplerinde ve farkli bolgelerde (anterior ve poste-
Kemik Seviyesi implant rior) uygulanmak amaci ile Uretilmistir.

Bone Level Implant Thanks to its design features, it is placed completely at the bone level. It is
produced to be applied in different bone types and different regions (an-

terior and posterior) in the upper and lower jaw.

Dizayn ozellikleri sayesinde kemige yerlestirildiginde kemigin tstlinde ka-
lan 2.8 mm’lik bir parlak yizeyi vardir. Alt ve (ist cenede estetik kaygilarin
olmadigi posterior bolgedeki uygulamalarda, farkli kemik tiplerinde ve

ozellikle yliksek diseti miktari olan vakalarda protetik asamalarin kolay ol-

Doku Seviyesi implant masi amaci ile uygulanabilir.

Tissue Level Implant Thanks to its design features, it is placed completely at the bone level. It is
produced to be applied in different bone types and different regions (ante-
rior and posterior) in the upper and lower jaw. Since it is at the bone level,
it can be used for more aesthetic results, especially in the front areas of

the jaws (in the areas on the smile line).

Bu implant tipinde gévde ve dayanak tek pargadir ve implant capt 3.0 mm’
dir. Compressive implant 6zellikle alt cene 6n bolgedeki dissiz boslugun ¢ok
dar oldugu ve standart bone level implantlarin uygulanamadigi vakalarda

, kullanilmak igin Gretilmistir.
Tek Parga Implant

] In this implant type, the body and abutment are one piece and the implant
One Piece Implant ) ) ] ] ' )
diameter is 3.0 mm. The Compressive Implant is especially designed for
use in cases where the edentulous space in the anterior region of the
lower jaw is very narrow and standard bone level implants cannot be

applied.

Dental implantlar eksik veya bozuk dislerin yerini almak icin tasarlanmistir.

: e Onarilmasi, degistirilmesi veya baska yollarla telafi edilmesi mim-
Bazal Implant

kiin olmayan;
Basal Implant
e Diger ¢cozimlerin saglam disler lizerinde istenmeyen bir etkiye sa-

hip oldugu durumlarda veya
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e  Optimum kozmetik sonug elde etmek igin implantlarin istendigi du-
rumlarda

Genel olarak, Bilimplant dental implantlar, dis restorasyonlari icin protetik
st yapilar igin bir ankraj saglamak veya sabit veya ¢ikarilabilir kopriler igin
bir terminal veya ara dayanak olarak ve overdenture'lari tutmak igin Gst
veya alt ¢ceneye cerrahi olarak yerlestirilmek lzere tasarlanmistir.
Dental implants are designed to replace missing or damaged teeth.
- cannot be repaired, replaced or compensated by other means;
- Where other solutions have an undesirable effect on intact teeth, or
- Where implants are desired to achieve an optimum cosmetic result
In general, Bilimplant dental implants are designed to be surgically placed
in the upper or lower jaw to provide an anchorage for prote- tic superst-
ructures for dental restorations or as a terminal or intermediate abutment

for fixed or removable bridges and to hold overdentures.

Multi-Unit Pterygoid implant
Multi-Unit Pterygoid Implant

Pterygoid implantlar, maksiller sinlisiin (premolar bolge) mezialine yerlesti-
rilen geleneksel implantlarla ve kismen veya tamamen dissiz bir maksiller
arki restore ederken zigomatik implantlarla kombinasyon halinde yerlesti-
rilmistir. Tlberozite ve pterigoid bolgeye implant yerlestirilmesi posterior
kemik destegi saglarken, implanti barindirmak icin mevcut kemigi kullana-
rak sinlis ogmentasyonu gerektirmez. Pterygoid implantlarin yerlestiril-
mesi, geleneksel implantlarin greftlenmis bir sinlis alanina veya bir ptery-
goid implant alanina yerlestirilmesinden teknik olarak daha zordur. maksil-
ler antrumun 6n tarafindadir. Pterigoid bolgeye implant yerlestirilmesiyle
iliskili az sayida risk bildirilmistir ve bu bolgeye yerlestirme, daha iyi protez
yukil yonetimi icin implantlarin daha distal yerlestirilmesine olanak tanir.
implantin infratemporal bosluga kaybi, pterigoid kaslarin etkilenmesi, yiiz
duyu sorunlarina yol agan sinirlere travma, implantlarin bu bolgeye yerles-
tirilmesiyle ilgili birkag riskten biridir (6). 1995-2018 yillari arasinda yapilan
bir metanaliz, ortalama implant sagkalim oranini %94,87 olarak bildirmis ve
pterigoid implantlarin atrofik posterior maksilla hastalarinda basariyla kul-

lanilabilecegini gostermistir.

Pterygoid implants have been placed in combination with conventional

implants placed mesial to the maxillary sinus (premolar region) and zygo-
matic implants when restoring a partially or completely edentulous maxil-
lary arch. Implant placement in the tuberosity and pterygoid region provi-

des posterior bone support and does not require sinus augmentation using
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existing bone to accommodate the implant. Placement of pterygoid imp-
lants is technically more challenging than placing traditional implantsin a
grafted sinus area or a pterygoid implant site. anterior to the maxillary ant-
rum. Few risks associated with implant placement in the pterygoid region
have been reported, and placement in this region allows implants to be
placed more distally for better prosthetic load management. Loss of the
implant into the infratemporal space, involvement of the pterygoid musc-
les, and trauma to the nerves leading to facial sensory problems are
among the few risks associated with placing implants in this region (6). A
meta-analysis conducted between 1995 and 2018 reported a mean imp-
lant survival rate of 94.87% and showed that pterygoid implants can be

used successfully in patients with atrophic posterior maxillae.

Ust yapilar /Suprastructures:

URUN GRUBU

KULLANIM AMACI

Diiz Dayanaklar / Straight Abut-
ments

Diz yerlestirilmis implant (izerine yapilan sabit bolimli protezleri
destekleyen Ust yapi pargasidir. Tek Uye veya kdpri simante resto-
rasyonlarda kullanilir. Siman retansiyonlu dayanaklar, 1-5 mm arasi
diseti yuksekligine, platform caplarina gore degisen sekilde 3.5,
4.5, 6 mm gaplara, A ve B olmak tzere iki farkh protetik indeks ko-
numlanmasina sahiptir.

It is the superstructure part that supports fixed partial dentures
made on a flat implant. It is used in single member or bridge ce-
mented restorations. Cement retained abutments have a gingival
height between 1-5 mm, diameters of 3.5, 4.5, 6 mm depending on
the platform diameters, and two different pro-thetic index positi-
ons, A and B.

Acili Dayanaklar / Angled Abut-
ments

Acili yerlestirilmis implant tGzerine yapilan sabit bélimli protezleri
destekleyen Ust yapi pargasidir. Tek liye veya kopri simante resto-
rasyonlarda kullanilir. Siman retansiyonlu dayanaklar, 1-5 mm arasi
diseti yiksekligine, platform caplarina gore degisen sekilde 3.5,
4.5, 6 mm ¢aplara, 15° ve 25° agilanmaya, A ve B olmak lzere iki
farkh protetik indeks konumlanmasina sahiptir.

It is the superstructure part that supports fixed partial dentures
made on an angled implant. It is used in single member or bridge
cemented restorations. Cement retained abutments have a gingi-
val height of 1-5 mm, diameters of 3.5, 4.5, 6 mm depending on
platform diameters, angulation of 15° and 25°, and two different
prosthetic index positions, A and B.
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Estetik Dayanaklar / Esthetics
Abutments

Diseti bitim ¢izgisi geometrik olmayip bukkal, mesial, distal ve pa-
latinale gore farkl ytksekliklerde olan Ust yapi parcasidir.

The gingival termination line is not geometric but is a part of the
superstructure with different heights according to buccal, mesial,
distal and palatine.

Pre-Mill Dayanaklar / Pre-Mill
Abutments

Kisiye 6zgli dayanak Gretmek igin Bilimplant® tarafindan frezeleme
yapilacak Uretim cihazina ve tutucusuna uygun olarak Uretilmis si-
man retansiyonlu protetik restorasyonlara destek olmak icin lre-
tilmis frezelemeye hazir Grade 5 titanyum bloklardir.

Pre-mill dayanaklar 16 ve 20 mm hazir titanyum blok ¢apina sahip
frezeleme yapilacak tretim cihazi ve tutucusuna 6zel olarak Ureti-
lirler.

Pre-milled Grade 5 titanium blocks for supporting cement-retai-
ned prosthetic restorations, manufactured by Bilimplant® in ac-
cordance with the milling machine and holder to produce custo-
mized abutments.

Pre-mill abutments are manufactured specifically for the milling
machine and holder with ready-to-mill titanium block diameters of
16 and 20 mm.

Locator Dayanaklar / Locator
Abutments

Hareketli protezlere destek olmak amaci ile sisteme 6zgli matris
sistemleri araciligi ile hareketli protezlere baglanan dayanaklardir.
Asinmanin 6nlenmesi ve/veya geciktirilmesi mikrobiyal tutulumun
en aza indirilebilmesi amaci ile karbon benzeri elmas (DLC) kap-
lama malzemesi ile kaplanmistir.

Diiz Locator dayanaklar, 2-6 mm arasi diseti yliksekligine, acili Lo-
cator dayanaklar 2-6 mm diseti ylksekligine, 15° agcilanmaya sahip-
tir. Agili dayanaklar baglanti dayanak vidasi ile diiz dayanaklar direk
olarak implant gévdesine baglanir.

They are abutments that are connected to the removable prosthe-
sis through system-specific matrix systems to support the remo-
vable prosthesis. They are coated with carbon-like diamond (DLC)
coating material to prevent and/or delay wear and minimize mic-
robial attachment.

Straight Locator abutments have a gingival height of 2-6 mm, ang-
led Locator abutments have a gingival height of 2-6 mm and angu-
lation of 15°. Angled abutments are connected directly to the imp-
lant body with a connecting abutment screw.

Multi-Unit (Duz/Agili) Dayanaklar
/ Multi-Unit (Straight/Angled)
Abutments

Simantasyon isleminin istenmedigi durumlarda sabit bélimli pro-
tezin implantlara bir vida araciligi ile tutunabilmesine izin veren
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Ustyapi parcasidir. Bu tur dayanaklar tek veya coklu restorasyon-
larda ayrica bar restorasyonlarin proteze destek olmasi istenen kli-
nik vakalarda kullanilir. 4 ve daha fazla implant kullanilmasi duru-
munda dissiz ¢enelerde aninda ylikleme veya geleneksel yiikleme
protokollerinde hibrit protezlere destek olarak da kullanilir.

Vida retansiyonlu multiunit dayanaklar 1-5 mm arasi diseti yuk-

sekligine, 15° ve 25° agilanmaya, A ve B olmak Uzere iki farkl pro-

tetik indeks konumlanmasina sahiptir.

It is a superstructure part that allows the fixed partial denture to
be attached to the implants by means of a screw when cementa-
tion is not desired. Such abutments are used in single or multiple
restorations and in clinical cases where bar restorations are requ-
ired to support the prosthesis. When using 4 or more implants, it
is also used as a support for hybrid prostheses in immediate loa-
ding or conventional loading protocols in edentulous jaws.

Screw retained multiunit abutments have a gingival height of 1-5
mm, 15° and 25° angulation, and two different prosthetic index
positions, A and B.

Topuz Basl Atasman Dayanaklar /
Ball Attachment Abutments

Hareketli protezlere destek olmak amaci ile sisteme 6zgl matris
sistemleri araciligi ile hareketli protezlere baglanan dayanaklardir.
Asinmanin 6nlenmesi ve/veya geciktirilmesi mikrobiyal tutulumun
en aza indirilebilmesi amaci ile karbon benzeri elmas (DLC) kap-
lama malzemesi ile kaplanmistir.

Topuz bash dayanaklar 2-7 mm diseti ylksekligine sahiptir.

They are abutments that are connected to the removable prosthe-
sis through system-specific matrix systems to support the remo-
vable prosthesis. They are coated with carbon-like diamond (DLC)
coating material to prevent and/or delay wear and minimize mic-
robial attachment.

Knob-head abutments have a gingival height of 2-7 mm.

Ti-Base (Duz/Agih) Dayanaklar /
Ti-Base (Straight/Angled) Abut-
ments

Ti-Base dayanaklar dijital is akisl ile Uretilen vida retansiyonlu pro-
tetik retorasyonlara destek olmak icin Uretilmislerdir. Acili Ti-Base
dayanaklar, protetik restorasyonun vida erisim deligini 0 ila 20°
arasinda konumlandirmak igin Gretilmistir.

Diiz Ti-Base dayanaklar, 1-5 mm arasi diseti yiksekligine, 3.5 ve
5.5 mm baca yiiksekligine sahiptir. Acili Ti-Base dayanaklar 1 mm
diseti yuksekligine, 3.5 ve 5.5 mm baca yuksekligine sahiptir.

Ti-Base abutments are manufactured to support screw-retained
prosthetic restorations produced with a digital workflow. Angled
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Ti-Base abutments are manufactured to position the screw access
hole of the prosthetic restoration between 0 and 20°.

Straight Ti-Base abutments have a gingival height of 1 to 5 mm
and a chimney height of 3.5 and 5.5 mm. Angled Ti-Base abut-
ments have a gingival height of 1 mm and a flue height of 3.5 and
5.5 mm.
Hareketli boliimli veya tam protezleri destekleyen, hassas tutucu
Multi-Unit Ti-Base Dayanaklar / | mekanizmaya sahip Ust yapi parcasidir.
Multi-Unit Ti-Base Abutments It is a superstructure part with a sensitive gripping mechanism
that supports removable partial or complete prostheses.
Gegcici vida retansiyonlu restorasyonlarda Ustyapi elemanlarina
destek olmasi icin kullanilir. Bir ve birden fazla implant kullanilan
Gegici Dayanaklar / Temporary | vakalarda aninda yikleme olgularinda kullanilabilir.

Abutments The temporary screw is used to support the superstructure ele-
ments in retained restorations. It can be used in cases of immedi-
ate loading in cases where one or more than one implant is used.

iki asamali cerrahi islemlerinde disetinin acgilmasini takiben, tek
asamali cerrahilerde ise implantin yerlestirilmesinden sonra imp-
lant govdesine vidalanarak implant i¢ yapisini korur. Protetik bir
ust yapiyl desteklemek igin kullanilmaz. Yumusak dokunun iyiles-
mesi surecinde transgingival iyilesme ve yumusak dokunun sekil-
lendirilmesinde kullanilir. Dental implant sistemlerinde iyilesme
basliklari icin iki farkh dizayn mevcuttur. Bunlar doku seviyesi ve
iyilesme Basliklar / Healing Caps kemik seviyesi implantlar ile uyumlu olacak sekilde Gretilmistir.

It protects the internal structure of the implant by screwing into
the implant body following the opening of the gingiva in two-stage
surgical procedures and after implant placement in one-stage sur-
geries. It is not used to support a prosthetic superstructure. It is
used for transgingival healing and soft tissue shaping during the
soft tissue healing process. There are two different designs for
healing heads in dental implant systems. These are manufactured
to be compatible with tissue level and bone level implants.
Dayanak ile implant gévdesini birbirine baglar ve sabitler.

Dayanak Baglanti Vidalari / Abut-

ment Scrong It connects and fixes the abutment to the implant body.

2.2. Endikasyon(Lar) Ve Hedef Popiilasyon(lar) / Indication(s) and Target Population(s):

Bilimplant® dental implantlari tam veya kismi dissiz hastalarin st veya alt ¢enesinin fonksiyonel oral reha-
bilitasyonunda endikedir. Spesifik endikasyonlarda belirtilmedigi stirece dogal dislerin ¢ekilmesi veya kaybi

sonrasinda immediat, erken veya ge¢ implantasyon icin kullanilabilirler. iyi primer stabilite elde edildiginde
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ve ¢igneme islevinin restorasyonu igin uygun okluzal yiklemeyle tek dis ve/veya birden fazla dis restoras-
yonlari igcin immediat fonksiyonla implantlar yerlestirilebilir.

Bilimplant® dental implants are indicated for the functional oral rehabilitation of the upper or lower jaw of
fully or partially edentulous patients. They can be used for immediate, early or late implantation after
extraction or loss of natural teeth, unless specified in specific indications. When good primary stability is
achieved and with appropriate occlusal loading for the restoration of masticatory function, implants can be

placed with immediate function for single tooth and/or multiple tooth restorations.

Spesifik Kullanim Endikasyonlari:

Indications for Specific Use:

> Slim implant (@ 2,9 mm):

Bilimplant® Slim implantlari (@ 2,9 mm), alt cenede insizérler ve {ist cenede lateral insizérlerin tek tye res-

torasyonunda endikedir. Kopri restorasyonlarinda kullaniimaz.
Slim Implant (@ 2.9 mm):

Bilimplant® Slim Implants (@ 2.9 mm) are indicated for single member restoration of incisors in the man-

dible and lateral incisors in the maxilla. It is not used in bridge restorations.

> Kisa implantlar (5 ve 6 mm):

Bilimplant® 5 ve 6 mm Kisa iImplantlari, daha uzun bir implantin sinirl dikey kemik yiiksekligi nedeniyle yer-
lestirilemedigi, implant yerlestirilmesi sirasinda primer stabilite alinabilecek yeterli kemik kalitesi bulunan
siddetli atrofik bir cene kemigi durumunda sabit veya hareketli rekonstriiksiyon icin endikedir. Bilimplant®

5 ve 6 mm Kisa implantlari 6zellikle sunlar i¢in endikedir;
e Sabit total protez/splintlenmis Uniteler (Uye basina bir implant).
e Enaz bir daha uzun implantla kombinasyon yapilan pontik vakalari.

e Anterior bolgede daha uzun 2 implantla kombinasyon halinde en az iki Bilimplant® 5 veya 6 mm

Kisa Implantli tam dissiz vakalar.
Bilimplant® Kisa implantlari immediat islevle yerlestirilemez.

Short implants (5 ve 6 mm):
Bilimplant® 5 and 6 mm Short Implants are indicated for fixed or mobile reconstruction in the case of a
severely atrophic maxilla with sufficient bone quality to obtain primary stability during implant place-
ment, where a longer implant cannot be placed due to limited vertical bone height. Bilimplant® 5 and 6
mm Short Implants are especially indicated for
- Fixed total dentures/splinted units (one implant per member).

- Pontic cases in combination with at least one longer implant.
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- Complete edentulous cases with at least two Bilimplant® 5 or 6 mm Short Implants in combination with

2 longer implants in the anterior region.

Bilimplant® Short Implants cannot be placed with immediate function.

» Titanyum @ 3,2 mm implantlar:

?3,2 mm NP implantlar sadece su endikasyonlar igin kullanilacaktir;
implant Usti sabit restorasyonlu kismi disli ceneler: @ 3,7 mm ve/veya @ 4,1 mm implantlarla kombine edin
ve Ustyapiyi destekleyin.
Titanium @3.2 mm Implants:
?3.2 mm NP implants are to be used only for the following indications;
Partial toothed jaws with fixed restoration on implant: Combine with @ 3.7 mm and/or @ 4.1 mm implants

and support the superstructure.

Ust Yapilar/Suprastructures:

Kemik i¢i implantlarin dogrudan veya dolayli protetik rehabilitasyonlarda yardimci olarak kullanilmasi amag-
lanmaktadir. Dayanak baglanti vidasi ile implant Gstiine sabitlendikten sonra {izerine sabit bolimli protezler
simante edilebilir. Ustyapi yapim islemlerine osseointegrasyon tamamlandiktan sonra baglanabilir.

Spesifik Endikasyonlar

> Topuz Bash Atasman Dayanak:
Topuz baslk dayanak ve tutucu bilesenleri, tam veya kismi hareketli protezlere destek saglamak igin
agiz boslugunda kullanim igin tasarlanmistir. Hareketli protezlerin metal cap ve tutucularinin yerles-
tirilmesi ve sokilmesinde sisteminde kullanilan el aletleri ve yardimcilari, laboratuvar prosedirlerinde
kullanim i¢in endikedir.

Intraosseous implants are intended to be used as an aid in direct or indirect prosthetic rehabilitation. After
the abutment is fixed on the implant with a connecting screw, fixed partial dentures are cemented on it.
Superstructure construction is started after osseointegration is completed.

Specific Indications

» Ball Attachment Abutment:
Ball attachment abutment and retainer components are intended for use in the oral cavity to provide
support for full or partial removable dentures. Hand tools and aids used in the system for the insertion
and removal of metal caps and retainers of removable dentures are indicated for use in laboratory

procedures.
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2.3. Kontrendikasyonlar Ve / Veya Sinirlamalar: / Contraindications and /or Limitations:
Yetersiz kemik hacmi ve/veya kalitesi, lokal kok kalintilari, ciddi dahili tibbi problemler, kontrolsiiz kanama bo-
zukluklari, yetersiz yara iyilesme kapa- sitesi, yetersiz maksiller veya mandibiler biiylime, kotl genel saglk, koo-
pere olmayan veya motive olmayan hasta, ila¢ veya alkol istismari, psikozlar, uzun siireli ve tedaviye direncli
islevsel bozukluklar,agiz kurulugu, zayiflamis immuin sistem, periyodik steroid kullanimi gerektiren hastaliklar,
kontrolslizendokrin bozukluklar veya kullanilan materyaldeki (titanyum alasimi, titanyum (grade 4)) kimyasal ice-
rige alerjiler veya asiri duyarhlik.
Inadequate bone volume and/or quality, local root remnants, serious internal medical problems, uncontrol-
led bleeding disorders, inadequate wound healing capacity, inadequate maxillary or mandibular growth,
poor general health, uncooperative or unmotivated patient, drug or alcohol abuse, psychoses, long-term
and treatment-resistant functional disorders, dry mouth, weakened immune system, diseases requiring pe-
riodic use of steroids, uncontrolled endocrine disorders or allergies or hypersensitivity to the chemical con-
tent in the material used (titanium alloy, titanium (grade 4)).

Ust Yapilar/Suprastructures:

Simirl kalmamakla birlikte; genel saglik durumunun zayif oldugu zamanlarda, ciddi dahiliye problemlerinde,
kontrol edilmeyen diyabet, kontrol edilemeyen kanama bozukluklarinda, antikoagulant tedavisi durumunda,
damar rahatsizliklarinda, yetersiz yara iyilesmelerinde, konnektif doku rahatsizliklarinda, kemo ve radyas-
yon terapileri durumunda, metabolik kemik hastaliginda, kontrol edilemeyen hormon bozukluklarinda, psiki-
yatrik rahatsizliklarda, uyusturucu ve alkol kullaniminda ve hem ticari olarak saf titanyum veya titanyum
alasiminda(vanadyum, aliiminyum ve kalsiyum fosfat dahil) bilisimlerine alerji durumunda kontrendikedir.

Spesifik Kontrendikasyonlar

> Locator ve Topuz Bash Atasman Dayanak:
Locator dayanak, topuz bash dayanak ve matris sistemleri, implantlar arasinda 60°'den fazla agisal
sapma veya iki dayanak arasinda 40°'den fazla protetik sapma olmasi durumunda kullanilamaz. Has-
tanin bakim gerekliliklerine uymamasi, kontrol randevularini takip etmede istekli olmamasi, bruksizm
veya diger parafonksiyonel aliskanliklari olan hastalar ile birlikte kemik destegi zayif tek tarafh dissizlik
vakalari kontrendikasyon olusturur.

But not limited to; contraindicated in times of poor general health, serious internal medicine problems, un-
controlled diabetes, uncontrolled bleeding disorders, anticoagulant therapy, vascular disorders, inadequate
wound healing, connective tissue disorders, chemo and radiation therapy, metabolic bone disease, uncont-
rolled hormone disorders, psychiatric disorders, drug and alcohol abuse, and allergy to both commercially
pure titanium or titanium alloys (including vanadium, aluminium and calcium phosphate).

Specific Contraindications:

> Locator and Ball Attachment Abutment:
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Locator abutment and Matrix systems cannot be used when there is an angular deviation of more
than 60° between implants or a prosthetic deviation of more than 40° between two abutments. Bone
support with patient non-compliance with care requirements, unwillingness to follow control appo-
intments, patients with bruxism or other parafunctional habits.

kontrendikedir.

3. CiIHAZ ACIKLAMASI / DEVICE DESCRIPTION
3.1. Cihazin Agiklamasi / Description of the device:

Bilimplant® dental implantlari ve dayanaklari, bagh protez cihazlari icin bir destek yapisi saglamak lGizere

oral implantasyonda kullanilmasiamaclanmistir.

Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a support

structure for attached prosthetic devices.

3.2. Eger Varsa Onceki Nesil(ler)e Veya Varyantlara Bir Referans ve Farkliliklarin Bir Agiklamasi / A Refe-
rence to Previous Generation(s) or Variants, if any, and a Description of the Differences:

Cihazin bir onceki varyantlari ve bulunmamaktadir.
There are no previous variants of the device and there are none.

3.3. Cihazile Birlikte Kullanilmak Uzere Tasarlanan Her Tiirlii Aksesuarin Agiklamasi / Description of All Ac-
cessories Designed for Use with the Device:

Bilimplant® Dental implantlari ve protetik parcalarinin gesitli konfigiirasyonlari mevcuttur. Bir Bilimplant®
dental implantini restore etmek icin yalnizca ilgili baglantiya sahip Bilimplant protetik parcalarini kullandigi-
nizdan emin olun. (6rn. Protez platformu RN (Regular Neck) icin sadece “RN” isaretli bilesenler kullanilabi-
lir.)

Bilimplant® dental implants and prosthetic parts are available in various configurations. To restore a Bilimp-
lant® dental implant, make sure that you only use Bilimplant prosthetic parts with the corresponding con-
nection (e.g. for the prosthetic platform RN (Regular Neck) only components marked ‘RN’ may be used).

implantTipi Baglanti Tipi Uyumlu Kisimlar RenkKodu

SP (Slim Platform)
®2,9mm

NP (Narrow Plat-

Kemik Seviyesi form) NP etiketli kissmlar Sari

Bone Level ©3,2/3,7 mm

RP (Regular Plat-
form)

SP etiketli kisimlar Beyaz

RP etiketli kisimlar Mavi
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©4,1/4,8 mm

Doku Seviyesi

RP /RN (Regular

Tissue Level

Neck) RN etiketli kisimlar Yesil
04,1/ 04,8mm
RP / WN (Wide
Neck) WN etiketli kisimlar Mor
04,8/ 06 mm

Bilimplant® Dental implantlarin birlikte kullanildigi aksesuarlar ve kullanim amaclar asagida belirtilmistir;
The accessories used with Bilimplant® Dental Implants and their intended use are listed below;

Bilimplant® Dental implant Gévde Aksesuarlar
Uriin Kodu Uriin Adi Kullanim Amaai
PTPNP Transfer Pargasi NP . .
¢ Implanti kutusundan el degmeden gikartmak ve
PTPRP Transfer Parcasi RP . .
implant yuvasina tasimak amaci ile kullanihr.
PTPSP Transfer Parcasi SP
PCSNP BL Kapama Basligl NP ) o ]
o Kapama vidalari iki agamali (submokozal) cerrahi
PCSRP BL Kapama Basligl RP rotokollerde kullanilir ve dental implant igine vida
PCSTNP TL Kapam SESSUEEES ::;nl implant i¢ yapisini korur ve roFt)etik bgir Ust ya
PCSTRP | TL Kapama Basligi RP P Impiant 1 yap P Y
= piy1 desteklemez.
PCSSP BL Kapama Basligi SP
Bilimplant® Dental Implant Body Accessories
Product
Product Name Intended Use
Code
PTPNP Transfer Part NP
ransger —ar It is used to remove the implant from the box untouched
PTPRP Transfer Part RP . .
and carry it to the implant socket.
PTPSP Transfer Part SP
PCSNP BL Closing Head NP PCSNP BL Closing Head NP Closing screws are used in
PCSRP BL Closing Head RP two-stage (submoccosal) surgical protocols and are
PCSTNP TL Closing Head NP screwed into the dental implant, protecting the implant
PCSTRP TL Closing Head RP internal structure and not supporting a prosthetic su-
PCSSP BL Closing Head SP perstructure

Yukarida belirtilen aksesuarlarin Bilimplant® Dental implantlari ile uyum bilgileri asagida belirtilmistir;
The compatibility information of the above-mentioned accessories with Bilimplant® Dental Implants is gi-

ven below;

Bilimplant® Dental implant Gévde Uriin Adi

Kullanildigi Uyumlu Transfer Pargasi ve Kapama Bas-
hiklan
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BL @#3.2 mm implant NP
BL 3.7 mm implant NP
RN-TL @#3.2 mm implant
RN-TL @#3.7 mm implant
BL #4.1 mm implant RP
BL #4.8 mm implant RP
RN-TL @#4.1 mm implant
WN-TL @#4.8 mm implant
BL #2.9 mm implant SP Transfer Parcasi SP
BL #3.2 mm implant NP
BL #3.7 mm implant NP
BL #4.1 mm implant RP
BL #4.8 mm implant RP
RN-TL #3.2 mm implant
RN-TL #3.7 mm implant
RN-TL @#4.1 mm implant
WN-TL @#4.8 mm implant
BL #2.9 mm implant SP BL Kapama Basligi SP

Transfer Pargasi NP

Transfer Pargasi RP

BL Kapama Basligi NP

BL Kapama Basligi RP

TL Kapama Basligi NP

TL Kapama Basligi RP

Bilimplant® Dental Implant Body Product
Name

BL #3.2 mm Implant NP
BL #3.7 mm Implant NP
RN-TL @3.2 mm Implant
RN-TL @3.7 mm Implant
BL @4.1 mm Implant RP
BL @#4.8 mm Implant RP
RN-TL @4.1 mm Implant
WN-TL @4.8 mm Implant
BL #2.9 mm Implant SP Transfer Part SP
BL #3.2 mm Implant NP
BL #3.7 mm Implant NP
BL @#4.1 mm Implant RP
BL @#4.8 mm Implant RP
RN-TL #3.2 mm Implant
RN-TL #3.7 mm Implant
RN-TL @#4.1 mm Implant
WN-TL @4.8 mm Implant
BL@2.9 mm Implant SP BL Closing Head SP

Compatible Transfer Parts and Closure Heads

Transfer Part NP

Transfer Part RP

BL Closing Head NP

BL Closing Head RP

TL Closing Head NP

TL Closing Head RP

Bilimplant® Dental implantlari ile Ustyapi Ekipmanlari uyum bilgileri Uriin Bilgisi icerisinde verilmistir.
Information on the compatibility of Bilimplant® Dental Implants and Superstructure Equipment is given in
the Product Information.

» Dental Implant Body — Abutment — Abutment Screw compatibility information is listed below.
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Straight Abutments

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Abutment @3.5 NP and dimen-
sions

BL Straight Abutment @4.5 NP and dimen-
sions

Abutment Screw NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Abutment @5 RP and dimensi-
ons

BL Straight Abutment @6 RP and dimensi-
ons

Abutment Screw RP

BL @4.1, 4.8, ¥5.5 RP Implants

RN&WN-TL Straight Abutment and dimen-
sions

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Straight Abutment @4.5 NC SP and di-
mensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Straight Abutment @5 NC and dimensi-
ons

Abutment Screw NC

BL #3.2, #3.25, #3.5, #3.7, @#3.75,
@4, 4.1, @4.5, 4.8, @5, @5.5, @6
NC Implants

TL Straight Abutment NC

Abutment Screw NC

TL @4, @4.1, @4.5, @4.8, @5, @5.5,
@6 NC Implants

Angled Abutments

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together

BL Angled Abutment 15° NP and dimensi-
ons

BL Angled Abutment 20° NP and dimensi-
ons

BL Angled Abutment 25° NP and dimensi-
ons

Abutment Screw NP

BL #3.2 ve #3.7 NP Implants

BL Angled Abutment 15° RP and dimensi-
ons

BL Angled Abutment 20° RP and dimensi-
ons

BL Angled Abutment 25° RP and dimensi-
ons

Abutment Screw RP

BL @4.1, 4.8, @5.5 RP Implants

RN&WN-TL Angled Abutment 15° RP and
dimensions

RN&WN-TL Angled Abutment 20° RP and
dimensions

RN&WN-TL Angled Abutment 25° RP and
dimensions

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Angled Abutment 15° NC SP and di-
mensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants
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BL Angled Abutment 25° NC SP and di-

mensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Abutment 15° NC and dimensi-

ons

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, @#3.7, §3.75,

@4, P4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

BL Angled Abutment 25° NC and dimensi-

ons

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, @4.8, @5, @5.5, @6
NC Implants

TL Angled Abutment 15° NC

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

TL Angled Abutment 20° NC

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

TL Angled Abutment 25° NC

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Multi-unit Abutment (Two Pieces)

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bo-
dies Used Together

BL Straight Multi-Unit Abutment
@3.5 Gh1 (two pieces) NP

Multi-Unit Abutment Screw Gh1l NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
?3.5 Gh2 (two pieces) NP

Multi-Unit Abutment Screw Gh2 NP

BL @3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
?3.5 Gh3 (two pieces) NP

Multi-Unit Abutment Screw Gh3 NP

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
?3.5 Gh4 (two pieces) NP

Multi-Unit Abutment Screw Gh4 NP

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh1 (two pieces) NP

Multi-Unit Abutment Screw Gh1l NP

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh2 (two pieces) NP

Multi-Unit Abutment Screw Gh2 NP

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh3 (two pieces) NP

Multi-Unit Abutment Screw Gh3 NP

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh4 (two pieces) NP

Multi-Unit Abutment Screw Gh4 NP

BL @3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh5 (two pieces) NP

Multi-Unit Abutment Screw Gh5 NP

BL @3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh1 (two pieces) RP

Multi-Unit Abutment Screw Ghl RP

BL @4.1, §4.8, @5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh2 (two pieces) RP

Multi-Unit Abutment Screw Gh2 RP

BL @4.1, §4.8, @5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh3 (two pieces) RP

Multi-Unit Abutment Screw Gh3 RP

BL @4.1, §4.8, #5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh4 (two pieces) RP

Multi-Unit Abutment Screw Gh4 RP

BL @4.1, §4.8, #5.5 RP Implants
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BL Straight Multi-Unit Abutment
@4.5 Gh5 (two pieces) RP

Multi-Unit Abutment Screw Gh5 RP

BL @4.1, 4.8, ¥5.5 RP Implants

Straight Multi-Unit Abutments

Compatible Abutment Screws
Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Multi-Unit Abutment @4.5
NP and dimensions

Occlusal Screw M1.4

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment @4.5
RP and dimensions

Occlusal Screw M1.4

BL @4.1, 4.8, ¥5.5 RP Implants

RN&WN-TL Straight Multi-Unit Abut-
ment

Occlusal Screw M1.4

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Straight Multi-Unit Abutment NC
SP and dimensions

Occlusal Screw M1.4 NC

BL ?2.9 and @3 NC SP Implants

BL Straight Multi-Unit Abutment NC
and dimensions

Occlusal Screw M1.4 NC

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, 4.8, @5, @5.5, @6
NC Implants

TL Multi-Unit Abutment NC

Occlusal Screw M1.4 NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Angled Multi-Unit Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Multi-Unit Abutment
15° NP and dimensions

BL Angled Multi-Unit Abutment

30° NP and dimensions b

Angled Multi-Unit Abutment Screw

BL #3.2 ve #3.7 NP Implants

BL Angled Multi-Unit Abutment
15° RP and dimensions

BL Angled Multi-Unit Abutment

30° RP and dimensions i

Angled Multi-Unit Abutment Screw

BL @4.1, #4.8, #5.5 RP Implants

BL Angled Multi-Unit Abutment
17° NC SP and dimensions

Abutment Screw NC

BL #2.9 and @3 NC SP Implants

BL Angled Multi-Unit Abutment
30° NC SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Multi-Unit Abutment
17° NC and dimensions

Abutment Screw NC

BL @3.2, @¥3.25, @#3.5, @#3.7, $3.75,

@4, P4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

BL Angled Multi-Unit Abutment
30° NC and dimensions

Abutment Screw NC

BL @3.2, @¥3.25, @3.5, @3.7, $3.75,

@4, P4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants
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Straight Locator Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Straight Locator Abutment NP
and dimensions

BL @3.2 ve #3.7 NP Implants

BL Straight Locator Abutment RP
and dimensions

BL @4.1, 4.8, ¥5.5 RP Implants

RN-TL Straight Locator Abutment
and dimensions

RN-TL @#4.1 Implants

WN-TL Straight Locator Abutment
and dimensions

WN-TL @4.8, @5.5 Implants

BL Straight Locator Abutment NC
SP and dimensions

BL ?2.9 and @3 NC SP Implants

BL Straight Locator Abutment NC
and dimensions

BL @¥3.2, #3.25, @3.5, @3.7, §3.75,

@4, @4.1, @4.5, 4.8, @5, @5.5, @6
NC Implants

TL Straight Locator Abutment NC
SP and dimensions

TL @4, @4.1, @4.5, P4.8 NC Implants

TL Straight Locator Abutment NC
and dimensions

TL @5, @5.5, @6 NC Implants

Angled Locator Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Locator Abutment 15°
NP and dimensions

Ti-Base Abutment Screw NP

BL #3.2 ve #3.7 NP Implants

BL Angled Locator Abutment 15°
RP and dimensions

Ti-Base Abutment Screw RP

BL @4.1, #4.8, #5.5 RP Implants

RN-TL Angled Locator Abutment
15° and dimensions

RN-TL @4.1 Implants

WN-TL Angled Locator Abutment
15° and dimensions

WN-TL @#4.8, @5.5 Implants

BL Angled Locator Abutment 15°
NC SP and dimensions

BL #2.9 and @3 NC SP Implants

BL Angled Locator Abutment 15°
NC and dimensions

BL @3.2, ¥3.25, @#3.5, @#3.7, $3.75,

@4, P4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Angled Locator Abutment 15°
NC SP and dimensions

TL @4, @4.1, P4.5, P4.8 NC Implants

TL Angled Locator Abutment 15°
NC and dimensions

TL @5, @5.5, @6 NC Implants

Straight Ti-Base Abutment

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together
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BL Straight Ti-Base Lock Abutment SP
and dimensions

BL ?2.9 SP Implants

BL Straight Ti-Base NoLock Abutment NP
and dimensions

BL Straight Ti-Base Lock Abutment NP
and dimensions

Ti-Base Abutment Screw NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Ti-Base NoLock Abutment RP
and dimensions

BL Straight Ti-Base Lock Abutment RP
and dimensions

Ti-Base Abutment Screw RP

BL @4.1, 4.8, ¥5.5 RP Implants

RN-TL Straight Ti-Base Nolock Abutment
and dimensions

Ti-Base Abutment Screw RP

RN-TL @4.1 Implants

RN-TL Straight Ti-Base Lock Abutment
and dimensions

Ti-Base Abutment Screw RP

RN-TL @4.1 Implants

WN-TL Straight Ti-Base Nolock Abutment
and dimensions

Ti-Base Abutment Screw RP

WN-TL @4.8, @5.5 Implants

WN-TL Straight Ti-Base Lock Abutment
and dimensions

Ti-Base Abutment Screw RP

WN-TL @4.8, @5.5 Implants

BL Straight Ti-Base Nolock Abutment NC
SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Straight Ti-Base Lock Abutment NC SP
and dimensions

Abutment Screw NC

BL 3#2.9 and @3 NC SP Implants

BL Straight Ti-Base Nolock Abutment NC
and dimensions

Abutment Screw NC

BL 3.2, @¥3.25, @#3.5, @#3.7, $3.75,
@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

BL Straight Ti-Base Lock Abutment NC
and dimensions

Abutment Screw NC

BL @3.2, #3.25, @3.5, @3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Straight Ti-Base Nolock Abutment NC
and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

TL Straight Ti-Base Lock Abutment NC
and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

Angled Ti-Base Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Ti-Base Lock Abutment
SP and dimensions

Abutment Screw M1.4

BL @2.9 SP Implants

BL Angled Ti-Base NoLock Abut-
ment NP and dimensions

BL Angled Ti-Base Lock Abutment
NP and dimensions

Ti-Base Abutment Screw NP

BL @3.2 ve @#3.7 NP Implants

BL Angled Ti-Base NoLock Abut-
ment RP and dimensions

Ti-Base Abutment Screw RP

BL @4.1, 4.8, @5.5 RP Implants
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BL Angled Ti-Base Lock Abutment
RP and dimensions

BL Angled Ti-Base Nolock Abut-
ment NC SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Ti-Base Lock Abutment
NC SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Ti-Base Nolock Abut-
ment NC and dimensions

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

BL Angled Ti-Base Lock Abutment
NC and dimensions

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, 4.8, @5, @5.5, @6
NC Implants

TL Angled Ti-Base Nolock Abut-
ment NC and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

TL Angled Ti-Base Lock Abutment
NC and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Angled Esthetic Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Esthetic Abutment Angled
@3,5 NP and dimensions

BL Esthetic Abutment Angled
@4,5 NP and dimensions

Abutment Screw NP

BL #3.2 ve #3.7 NP Implants

BL Esthetic Abutment Angled @5
RP and dimensions

BL Esthetic Abutment Angled @6
RP and dimensions

Abutment Screw RP

BL @4.1, #4.8, #5.5 RP Implants

BL Esthetic Abutment NC

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, @3.7, @3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

Pre-Mill Abutments

Compatible Abutment Screws
Used Together

Compatible Dental Implant Bodies
Used Together

BL Pre-Mill Abutment D6 L12,5 NP

BL @3.2 ve @#3.7 NP Implants

BL Pre-Mill Abutment D8 L12,5 RP

BL @4.1, $4.8, @5.5 RP implantlar

RN-TL Pre-Mill Abutment D12

RN-TL @4.1 Implants

WN-TL Pre-Mill Abutment D12

WN-TL @4.8, @5.5 Implants

RN-TL Large Platforn Pre-Mill Abut-
ment

RN-TL @4.1 Implants

WN-TL Large Platforn Pre-Mill Abut-

ment

WN-TL @4.8, @5.5 Implants

BL Pre-Mill Dayanak SP ve ebatlari

BL @2.9 SP Implants
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BL Pre-Mill Dayanak NP ve ebatlari -

BL ?3.2 ve #3.7 NP Implants

BL Pre-Mill Dayanak RP ve ebatlari -

BL @4.1, @4.8, #5.5 RP implantlar

RN-TL Pre-Mill Dayanak ve ebatlari -

RN-TL @4.1 Implants

WN-TL Pre-Mill Dayanak ve ebatlari -

WN-TL @4.8, @5.5 Implants

BL Pre-Mill Dayanak NC ve ebatlari -

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, @4.8, @5, @5.5, @6
NC Implants

BL Pre-Mill Dayanak SP NC ve ebatlari | -

BL ?2.9 and @3 NC SP Implants

TL Pre-Mill Dayanak NC ve ebatlari -

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Straight Ball Attachment Abut- Compatible Abutment Screws Used
ments Together

Compatible Dental Implant Bodies
Used Together

BL Straight Ball Attachment Abut-
ment NP and dimensions

BL ?3.2 ve #3.7 NP Implants

BL Straight Ball Attachment Abut-
ment RP and dimensions

BL @4.1, 4.8, ¥5.5 RP Implants

RN&WN-TL Straight Ball Attach-
ment Abutment and dimensions

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

RN-TL Straight Ball Attachment
Abutment and dimensions

RN-TL @4.1 Implants

WN-TL Straight Ball Attachment
Abutment and dimensions

WN-TL #4.8, @5.5 Implants

Compatible Abutment Screws

Multi-Unit Ti-B Abut t
ulti-Unit Ti-Base Abutments Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Multi-Unit Ti-Base Lock
Abutment and dimensions

BL Straight Multi-Unit Ti-Base NoLock | Occlusal Screw M1.4
Abutment and dimensions

BL @3.2, 3.7 NP and BL @4.1, #4.8,
@5.5 RP Implants

RN-TL Straight Multi-Unit Ti-Base Lock
Abutement and dimensions

RN-TL Straight Multi-Unit Ti-Base No- | Occlusal Screw M1.4
Lock Abutment and dimensions

RN-TL @4.1 Implants

WN-TL Straight Multi-Unit Ti-Base
Lock Abutment and dimensions

WN-TL Straight Multi-Unit Ti-Base No- | Occlusal Screw M1.4
Lock Abutment and dimensions

WN-TL @#4.8, @5.5 Implants

BL Straight Multi-Unit Ti-Base Lock

Abutment NC SP and dimensions Opclysy Frawl.4 NC

BL ?2.9 and @3 NC SP Implants

BL Straight Multi-Unit Ti-Base Nolock

Abutment NC SP and dimensions Ocglusal Screw 1.4 HC

BL ?2.9 and @3 NC SP Implants
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BL Straight Multi-Unit Ti-Base Lock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

BL Straight Multi-Unit Ti-Base Nolock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Straight Multi-Unit Ti-Base Lock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

TL @4, @4.1, P4.5, P4.8 NC Implants

TL Straight Multi-Unit Ti-Base Nolock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

TL @4, @4.1, P4.5, P4.8 NC Implants

TL Straight Multi-Unit Ti-Base Lock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

TL @5, @5.5, @6 NC Implants

TL Straight Multi-Unit Ti-Base Nolock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

TL @5, @5.5, @6 NC Implants

Temporary Abutments

Compatible Abutment Screws
Used Together

Compatible Dental Implant Bodies
Used Together

BL Temporary Lock Abutment NP ve
ebatlar

Abutment Screw NP

BL ?#3.2 and @3.7 NP Implants

BL Temporary Nolock Abutment NP ve
ebatlan

Abutment Screw NP

BL @#3.2 and @3.7 NP Implants

BL Temporary Lock Abutment RP ve
ebatlari

Abutment Screw RP

BL @4.1, #4.8, #5.5 RP Implants

BL Temporary Nolock Abutment RP ve
ebatlari

Abutment Screw RP

BL @4.1, #4.8, #5.5 RP Implants

RN-TL Temporary Lock Abutment

Abutment Screw RP

RN-TL @4.1 Implants

RN-TL Temporary Nolock Abutment

Abutment Screw RP

RN-TL @#4.1 Implants

WN-TL Temporary Lock Abutment

Abutment Screw RP

WN-TL #4.8, @5.5 Implants

WN-TL Temporary Nolock Abutment

Abutment Screw RP

WN-TL #4.8, @5.5 Implants

TL Temporary Lock Abutment

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

TL Temporary Nolock Abutment

Abutment Screw RP

RN-TL @#4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Multi-unit Lock Temporary Abut-
ment NP&RP

Abutment Screw RP

BL @3.2, @3.7 NP and BL #4.1, §4.8,
@5.5 RP Implants

BL Multi-unit NoLock Temporary
Abutment NP&RP

Abutment Screw RP

BL @3.2, @3.7 NP and BL #4.1, §4.8,
@5.5 RP Implants

RN-TL Multi-unit Lock Temporary
Abutment

Abutment Screw RP

RN-TL @4.1 Implants

RN-TL Multi-unit Nolock Temporary
Abutment

Abutment Screw RP

RN-TL @4.1 Implants

WN-TL Multi-unit Lock Temporary
Abutment

Abutment Screw RP

WN-TL @4.8, @5.5 Implants

Bu dékiiman Conformed Egitim ve Danigsmanlik Hizmetleri Ltd. Sti. Destegi [le Hazirlanmistir. Sayfa 22 / 157




GUVENLIK VE KLINiK PERFORMANS OZETi RAPORU-SSCP

' SAFETY AND CLINICAL PERFORMANCE SUMMARY REPORT-SSCP
D QMS Template Do- | QMS Template Release QMS Template QMS Template Revision
cument No Date Revision No Date
RP.18.03 16.08.2021 00 -[--]---

WN-TL Multi-unit Nolock Temporary
Abutment

Abutment Screw RP

WN-TL @4.8, @5.5 Implants

BL Temporary Lock Abutment NC SP
ve ebatlari

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Temporary Nolock Abutment NC
SP ve ebatlari

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

RN-TL Temporary Lock Abutment NC
SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

RN-TL Temporary Nolock Abutment
NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

WN-TL Temporary Lock Abutment NC
SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

WN-TL Temporary Nolock Abutment
NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

TL Temporary Lock Abutment NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

TL Temporary Nolock Abutment NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

BL Multi-unit Lock Temporary Abut-
ment NC SP

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Multi-unit NoLock Temporary
Abutment NC SP

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

RN-TL Multi-unit Lock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

RN-TL Multi-unit Nolock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, 4.8 NC Implants

WN-TL Multi-unit Lock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, 4.1, P4.5, 4.8 NC Implants

WN-TL Multi-unit Nolock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, 4.8 NC Implants

BL Temporary Lock Abutment NC ve
ebatlari

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, @3.7, @3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

BL Temporary Nolock Abutment NC ve
ebatlari

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, ¥3.7, @3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

RN-TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

RN-TL Temporary Nolock Abutment
NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Temporary Nolock Abutment
NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

TL Temporary Nolock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants
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BL Multi-unit Lock Temporary Abut-
ment NC

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

BL Multi-unit Nolock Temporary Abut-
ment NC

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

RN-TL Multi-unit Lock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

RN-TL Multi-unit Nolock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Multi-unit Lock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Multi-unit Nolock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

Healing Caps

Compatible Abutment
Screws Used Together

Compatible Dental Imp-
lant Bodies Used Toget-
her

BL iyilesme Bashgi SP ve ebatlari

BL 32.9 SP Implants

BL Healing Cap ®3.5 NP and dimensions

BL Healing Cap 3.7 NP and dimensions

BL Healing Cap @4.5 NP and dimensions

BL Healing Cap @4.8 NP and dimensions

BL Cylinder Healing Cap @3.2 NP and dimensions

BL Cylinder Healing Cap #3.7 NP and dimensions

BL #3.2 ve ?#3.7 NP Imp-
lants

BL Healing Cap 4.8 RP and dimensions

BL Healing Cap @5 RP and dimensions

BL Healing Cap @5.4 RP and dimensions

BL Healing Cap @6 RP and dimensions

BL Healing Cap ©6.5 RP and dimensions

BL Cylinder Healing Cap @4.1 RP and dim

ensions

BL Cylinder Healing Cap #4.8 RP and dim

ensions

BL #4.1, #4.8, @5.5 RP
Implants

RN-TL Healing Cap and dimensions

RN-TL @4.1 Implants

WN-TL Healing Cap and dimensions

WN-TL 4.8, @5.5 Imp-
lants

BL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

BL @3.2, #3.7 NP and BL
?4.1, @4.8, @5.5 RP Imp-
lants

RN-TL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

RN-TL @4.1 Implants

WN-TL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

WN-TL 4.8, @5.5 Imp-
lants

BL Healing Cap ®4.8 NC and dimensions

BL @3.2, @¥3.25, @#3.5,
@3.7, @3.75, @4, §4.1,
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@4.5, @4.8, @5, @5.5, P6
NC Implants

BL Healing Cap @5.4 NC and dimensions

BL @¥3.2, #3.25, @3.5,
?3.7, @3.75, @4, 4.1,

@4.5, @4.8, @5, @5.5, P6
NC Implants

TL Healing Cap NC

TL @4, @4.1, 4.5, P4.8,
@5, @5.5, 6 NC Implants

BL Multi-Unit Healing Cap NC

BL #3.2, #3.25, (3.5,
@3.7, #3.75, @4, ¢4.1,
@4.5, §4.8, @5, @5.5, @6
NC Implants

TL Multi-Unit Healing Cap NC

TL @4, @4.1, @4.5, PA.8,
@5, @5.5, 6 NC Implants

3.4. Cihazile Birlikte Kullanilmak Uzere Tasarlanan Diger Cihazlarin Ve Uriinlerin Agiklamasi / Description

of Other Devices and Products Designed for Use with the Device:

Cerrahi set igeriginin agiklamalar1t TABLO-1 de, Cerrahi Set V2 igeriginin agiklamalart TABLQO-2 de belir-

tilmistir.
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3

2 1

Marking Drills

f26

24

weerSR ook

TABLO-1

TABLO-1 CERRAHI SET iCERIGi

NO URUN GORSELI ::ggg URUN ADI KULLANIM AMACI

Drill boyu yetersiz kaldiginda drill

1 = . =] DEXT Drill Uzatma boyunu uzatmak amaci ile kullani-
lir.

1.5 i tl Drill .
2 e = PDS ¢. .mm saretieme Ur Implant uygulanacak bélgeyi isaret-
(Sivri) .

lemek icin kullanilir.
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PR PDRB1S ?1.8 mm Isaretleme Drill (Yu-
——— varlak)

implant yuvasi hazirlanirken derin-
Sk asgi———— PD22 @2.2 mm Pilot Drill Kisa lik ve paralellik belirlenmesinde
kullanihir.

implant yuvasi hazirlanirken derin-

unE SR ———— PDL22 2.2 mm Pilot Drill Uzun lik ve paralellik be.IirIenmesirmdcle
kullanilir. Uzun drill boyuna ihtiyag

duyuldugu durumlarda kullanilir.

@3,2 mm caph implantin nihai drili-

S8 iSm—n D32

@3.2 mm implant Drill Kisa

dir.
SN ESm-——n ID37 ?3.7 mm implant Drill Kisa ?i‘:fj fcapl implantin nihai drili-
&SN Isg——» ID41 @4.1 mm implant Drill Kisa P4,1 mm gaph implantin nihai drili-
] dir.
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9 @S58 IS g—» ID48 @4.8 mm implant Drill Kisa ?,4’8 mm ¢aplt implantin nihai drili-
ir.
- ?3,2 mm caph implantin nihai drili-

10 &N58 iﬁEﬂ IDL32 3.2 mm implant Drill Uzun dir. Uzun drill boyuna ihtiya¢ duyul-
dugu durumlarda kullanilir.
@3,7 mm capli implantin nihail dri-

11 | NER ISg——» IDL37 ?3.7 mm implant Drill Uzun | lidir. Uzun drill boyuna ihtiyag du-
yuldugu durumlarda kullanilr.
@4,1 mm caph implantin nihai drili-

12 &S5 S Sm—n IDL41 @4.1 mm implant Drill Uzun | dir. Uzun drill boyuna ihtiyac duyul-
dugu durumlarda kullanilir.
@4,8 mm caph implantin nihai drili-

13 &Ss8 iﬁEﬂ IDLA8 @4.8 mm implant Drill Uzun dir. Uzun drill boyuna ihtiya¢ duyul-
dugu durumlarda kullanilir.
Implant boyun kisminin sikismasini

14 -lg CD32 @3.2 mm Kortikal Drill onlemek igin kortikal kemigi genis-
letmek amaci ile kullanilir.
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15 & CD37 | @3.7 mm Kortikal Drill
16 [ CD41 @4.1 mm Kortikal Drill
17 @i CD48 | 4.8 mm Kortikal Drill
18
ilk agilan yuvanin derinlik ve para-
=== 100AP Hizalayici Pin lelliginin kontrol edilmesi igin kulla-
nilir.
19
FFCE—== ) " Agilan yuvanin derinlik ve paralelli-
20 o 2 ginin kontrol edilmesi icin kullanilir.
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20 1T HE = 102PP Paralel Pin @3.7
22 | | ‘rrlur rs ) 103PP Paralel Pin @#4.1
23 | | [ l “b = ) 104PP Paralel Pin ¢4.8
24 n:g TSPADL Anguldurva Adaptoéri (21
mm)
implanti kutusundan el degmeden
25 m TSP12 Raset Adaptori (Kisa 12 mm) | ¢ikarmak ve implant yuvasina tasi-
mak amaci ile kullanilir.
26 __im TSP19 Raset Adaptori (Orta 19 mm)
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27 @—n SCSA23 | SCS Anahtari (Orta 23 mm)
28 %m SCSA16 | SCS Anahtari (Kisa 16 mm)
59 -—— - IDPNP Implant Cikarma Anahtari - ) .
(NP) lyilesme basligi ve kapama vidala-
rini yerlestirmek icin kullanilir.
30 q’! IDPRP Implant Cikarma Anahtari
(RP)
31 | —————— HS Tornavida
32 aD Gode Greft karistirmak/ tasimak amaci

ile kullantlir.
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33 TRCHTV2 | Torklu Raset V2 Impla.m'tl cene kemigine yerlestir-
mek icin kullanilir.
TABLO-2
TABLO-2 CERRAHI SET V2 iCERIGI
e . URUN -
NO URUN GORSELI KODU URUN ADI KULLANIM AMACI
Drill boyu yetersiz kaldiginda drill
1 DEXT Drill Uzatma boyunu uzatmak amaci ile kullani-
lir.
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S —— PDS ¢.1.5'mm Isaretleme Drill
(Sivri)
implant uygulanacak bélgeyi isaret-
lemek igin kullanilir.
g PDRB @2.2 mm isaretleme Drill (Yu-
varlak)
implant yuvasi hazirlanirken derin-
S=ss ISl PD22 (2.2 mm Pilot Drill Kisa lik ve paralellik belirlenmesinde
kullanilir.
implant yuvasi hazirlanirken derin-
S asgi——— PDL22 | 2.2 mm Pilot Drill Uzun g ve paralellik belirlenmesinde
kullanilir. Uzun drill boyuna ihtiyag
duyuldugu durumlarda kullanilir.
&S5 IS —n ID32 ?3.2 mm implant Drill Kisa ?.3'2 mm caplt implantin nihai drili-
ir.
S&SEN iSm—n ID37 ?3.7 mm implant Drill Kisa ?ﬁj mm caplt implantin nihai drili-
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8 SN B D41 @4.1 mm implant Drill Kisa ?:’1 mm capli implantin nihai drili-
- ; 4 [t impl ihai drili-
9 S8 i Sm—w ID48 @4.8 mm implant Drill Kisa ?ir’s mm caplt implantin nihai drili
@3,2 mm capli implantin nihai drili-
10 | S5 ISE——" IDL32 ?3.2 mm implant Drill Uzun | dir. Uzun drill boyuna ihtiyac du-
yuldugu durumlarda kullanilr.
@3,7 mm caph implantin nihail dri-
11 &SN iISg——n IDL37 @3.7 mm implant Drill Uzun | lidir. Uzun drill boyuna ihtiyag du-
yuldugu durumlarda kullantlir.
@4,1 mm caph implantin nihai drili-
12 | SN Y i Sm——n IDL41 @4.1 mm implant Drill Uzun | dir. Uzun drill boyuna ihtiyag du-
yuldugu durumlarda kullanilr.
@4,8 mm capli implantin nihai drili-
13 | NEN ISg——» IDL48 @4.8 mm implant Drill Uzun | dir. Uzun drill boyuna ihtiyag du-
yuldugu durumlarda kullanilir.

Bu dékiiman Conformed Egitim ve Danigsmanlik Hizmetleri Ltd. Sti. Destegi [le Hazirlanmistir. Sayfa 34 / 157




GUVENLIK VE KLINIK PERFORMANS OZETi RAPORU-SSCP
' SAFETY AND CLINICAL PERFORMANCE SUMMARY REPORT-SSCP
=
=
frmle QMS Template Do- | QMS Template Release QMS Template QMS Template Revision
cument No Date Revision No Date
RP.18.03 16.08.2021 00 -[--]---
14| Qi CD32 | 3.2 mm Kortikal Dril
15 Qi CD37 | $3.7 mm Kortikal Dril
implant boyun kisminin sikismasini
onlemek icin kortikal kemigi genis-
letmek amaci ile kullantlir.
16 & CD41 | @4.1 mm Kortikal Drill
17| CD48 | @4.8 mm Kortikal Drill
18
ilk agilan yuvanin derinlik ve para-
= ——t—} 100AP Hizalayici Pin lelliginin kontrol edilmesi igin kulla-
nilir.
19
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20 HEI—=— 101PP | Paralel Pin ¢3.2
21 | =HIR———— 102PP | Paralel Pin @3.7
Acilan yuvanin derinlik ve paralelli-
ginin kontrol edilmesi icin kullanilir.
2 1M = 103PP | Paralel Pin @4.1
23 [ | II*’" - ) 104pPP Paralel Pin #4.8
24 -'ﬁ' TSP12 | Raset Adaptorii (Kisa 12 mm)
implanti kutusundan el degmeden
¢itkarmak ve implant yuvasina tasi-
mak amacit ile kullanilir.
*V
25 h.‘_ia TSP19 Raset Adaptori (Orta 19 mm)
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k‘g TSPA21

Anguldurva Adaptori (21

26
mm)

27 %g SCSA16 | SCS Anahtari (Kisa 16 mm)

28 ﬂa SCSA23 | SCS Anahtari (Orta 23 mm)

29 =Lja SCSA28 SCS Anahtari (Uzun 28 mm) . . .
lyilesme basligl ve kapama vidala-
rini yerlestirmek igin kullanihir.

30 e’! e Implant Cikarma Anahtari

(SP)
31 -—— - IDPNP Implant Cikarma Anahtari

(NP)
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3 Q’! IDPRP implant Cikarma Anahtari
(RP)
33 ﬁ HS Tornavida
34 GD Gode F-ireft karistirmak/ tasimak amaci
9 ile kullanilir.
35 = TRCHTV2 | Torklu Raset V2 Implanti gene kemigine yerlestir-
= mek icin kullanilir.
/EC‘——————'———E-‘!" implant kavitesinin derinligini / drill
36 f/ DG Derinlik Olger uzunlugunu 6lgmek amaciyla kulla-

nilir.

4. RISKLER VE UYARILAR / RISKS AND WARNINGS

4.1. Artik Riskler Ve istenmeyen Etkiler/ Residual Risks and Undesirable Side Effects:

Risk Numarasi

Zarar

Tehlike

Potansiyel Neden indirgenmeme Sebebi
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N . L Paket agildiktan sonra | Belirlenen risk indirgenebildigi mini-
Uriin Gergeklestirme Siireci LT . . B o
. . kalan drlinlerin bagka | mum seviyelere indirgenmistir. Ali-
Hastanin Enfeksi- Etiketleme e
R3 on Kapmasi islemsel Talimatlar hastada kullanimina nacak herhangi bir 6nlem olmamasi
¥ P 3 bagli olarak kontami- | nedeni ile tarafimizdan artik risk
Uyarilar . N . .
nasyon gerceklesmesi | olarak degerlendirilecektir.
Kullanicinin Giriin kulla- | Belirlenen risk indirgenebildigi mini-
nimi hakkinda yeterli mum seviyelere indirgenmistir. Ali-
Operasyonun uza- ... . S
R8 masi Kullanma Hatasi egitime sahip olma- nacak herhangi bir dnlem olmamasi
masi ya da kullanma nedeni ile tarafimizdan artik risk
kurallarina uymamasi | olarak degerlendirilecektir.
. . Belirlenen risk indirgenebildigi mini-
Urin fonksiyonunun . A e
" . mum seviyelere indirgenmistir. Ali-
Operasyonun Ger- Kritik Performans gerceklesmemesine S
R9 . . . : nacak herhangi bir dnlem olmamasi
ceklesmemesi Etiketleme bagli olarak implantas- . .
B basarisizhét nedeni ile tarafimizdan artik risk
¥ 3 & olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasvon basa- Operasyonda kullanila- | nimum seviyelere indirgenmistir.
R10 r|5|2I|“| ¥ 3 Uyarilar cak dogru boyutta Urt- | Alinacak herhangi bir 6nlem olma-
& nlin segilememesi mas! nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasyon basa- Osseintegrasyonun nimum seviyelere indirgenmistir.
R11 P . v 3 islemsel Talimatlar N grasy Alinacak herhangi bir 6nlem olma-
risizlig saglanamamasi -
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Uriindin kullanim .
oL runun" u vy Belirlenen risk indirgenebildigi mi-
Urilintin Yanhs Ope- amaci, Urdn perfor- ) . S -
. . oo . ... | nimum seviyelere indirgenmistir.
rasyonlarda Kulla- Etiketleme mans ve ozellikleri gibi .
R13 - . Alinacak herhangi bir 6nlem olma-
nilmasi Ya da Kulla- | Islemsel Talimatlar detaylarin kullaniciya -
oy ) masi nedeni ile tarafimizdan artik
nilamamasi bildirilmemesi ya da . . . .
g risk olarak degerlendirilecektir.
yetersiz tanimlanmasi
- . Belirlenen risk indirgenebildigi mi-
Uriiniin kullanim 6n- . . o o
. . . . nimum seviyelere indirgenmistir.
Hastanin Enfeksi- Uyarilar cesi gerekli 6nlemlerin S
R14 . o Alinacak herhangi bir nlem olma-
yon Kapmasi Etiketleme alinmamasi veya Uru- .
.. masi nedeni ile tarafimizdan artik
ndn tekrar kullaniimasi . . . .
risk olarak degerlendirilecektir.
Kull tersizligi . S
ullaniclyetersiziiglya | gy enen risk indirgenebildigi mi-
) . da yanlis kullanima ) . Lo -
Kemik kirilmasin- Etiketleme bagh uveun olmavan nimum seviyelere indirgenmistir.
R15 dan &tiirii hastanin | islemsel Talimatlar . g yg A .y Alinacak herhangi bir nlem olma-
. " olglideki tirtinle imp- .
zarar gérmesi Uyarilar masi nedeni ile tarafimizdan artik
lantasyonun zorlan- y . . -
risk olarak degerlendirilecektir.
masi
Cerrahi isl d . S e
I I.I§. €M SITASINGA - g o irjenen risk indirgenebildigi mi-
hasta sinir dokusunun . . Lo .
Hastanin zarar gor- | . zarar gormesi nedeni nimum seviyelere indirgenmistir.
R22 . Islemsel Talimatlar S Alinacak herhangi bir nlem olma-
mesi ile implantasyon son- .
rast hastanin agn duv- masli nedeni ile tarafimizdan artik
& ¥ risk olarak degerlendirilecektir.
masi
Belirlenen risk indirgenebildigi mi-
Hastanin zarar gér- implantin gikarilma- nimum seviyelere indirgenmistir.
R23 mesi & islemsel Talimatlar sina ihtiyag duyulmasi Alinacak herhangi bir 6nlem olma-
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
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Uriiniin dogru bir se- Belirlenen risk indirgenebildigi mi-
kilde imha edilmeme- nimum seviyelere indirgenmistir.
R26 Enfeksiyon Biyolojik Ajanlar sinden kaynakli olarak | Alnacak herhangi bir nlem olma-
kisilere enfeksiyon bu- masi nedeni ile tarafimizdan artik
lasabilir. risk olarak degerlendirilecektir.
Personel Yetkinligi ta- Belirlenen risk indirgenebildigi mi-
implantasvon Basa- nimlamasinin yapilma- | nimum seviyelere indirgenmistir.
R32 P . 4 d Yetkin Olmayan Personel masina bagh yanls ki- Alinacak herhangi bir 6nlem olma-
risizligi . .
siler tarafindan kulla- masi nedeni ile tarafimizdan artik
nim risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasvon Basa- Kétii Kemik Kalitesi nimum seviyelere indirgenmistir.
R51 P . 4 3 Kullanma Hatasi Olan Hastalara imp- Alinacak herhangi bir 6nlem olma-
risizligi -
lantasyon yapilmasi masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
. . nimum seviyelere indirgenmistir.
R52 O.p eras.y onun Ge Kullanma Hatasi it /g;et.r/smde'en mp Alinacak herhangi bir 6nlem olma-
cikmesi lanti diismesi ..
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
e i ve kemo- B'el|r|enen t"ISk |nd|'rge'neb||d|.g| rm—
implantasyon Basa- terapi alan hastalarda nimum seviyelere indirgenmistir.
R53 r/sfz)ll < 4 ? Bilgi Hatalari it /fmtas on vapil- Alinacak herhangi bir nlem olma-
g mtfsz yon yap masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implanta Hastanin ameliyat son- | nimum seviyelere indirgenmistir.
R54 P . 4 d Bilgi Hatasi rasi oral hijyenini sag- Alinacak herhangi bir 6nlem olma-
risizligi -
lamamasi masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
. . Cause of Non-Deducti-
Risk Number Harm Danger Potential Cause

bility

Infection of the

Product Realization Process
Labeling

Contamination
due to the use of
the products re-

The identified risk has
been reduced to the mini-
mum levels that can be

ration

R3 A . . maining after the | reduced. Since there are
Patient Operational Instructions )
) package is ope- no measures to be taken,
Warnings . .y . .
ned in another it will be considered as re-
patient sidual risk by us.
The user is not The identified risk has
adequately trai- been reduced to the mini-
Prolonged ope ned in the use of | mum levels that can be
R8 & P Use Error the product or reduced. Since there are

does not comply
with the rules of
use

no measures to be taken,
it will be considered as re-
sidual risk by us.
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Belirlenen risk indirgene-
. . bildigi minimum seviye-
Failure of implan- Iereigndir enmistir A\I/ma
Failure to Ope- | Critical Performance tation due to fai- & . .§ .
R9 . cak herhangi bir 6nlem ol-
rate Labeling lure of product .
function mamasl nedeni ile tarafi-
mizdan artik risk olarak
degerlendirilecektir.
The identified risk has
Failure to select been reduced to the mi-
Implantation fa- the correct size nimum levels that can be
R10 ilulroe Warnings product to be reduced. Since there are
used in the opera- | no measures to be taken,
tion it will be considered as
residual risk by us.
The identified risk has
been reduced to the mi-
. k ) nimum levels that can be
Implantation fa- . h Failure to achieve .
R11 . Operational Instructions ’ . reduced. Since there are
ilure osseointegration
no measures to be taken,
it will be considered as
residual risk by us.
Failure to inform
the user of details | The identified risk has
such as the inten- | been reduced to the mi-
Use or Non-Use .
. ded use of the nimum levels that can be
of the Product Labeling .
R13 . . : product, product | reduced. Since there are
in Wrong Ope- Operational Instructions
. performance and | no measures to be taken,
rations j o .
features, or ina- it will be considered as
dequate descrip- | residual risk by us.
tion
The identified risk has
Failure to take ne- | been reduced to the mi-
. . cessary precauti- nimum levels that can be
Infection of the | Warnings yP .
R14 ] . ons before use or | reduced. Since there are
Patient Labeling
reuse of the pro- no measures to be taken,
duct it will be considered as
residual risk by us.
: The identified risk has
Forced implanta- .
. - been reduced to the mi-
. tion with an )
Damage to the | Labeling . . .| nimum levels that can be
. " . inappropriately si- )
R15 patient due to Operational Instructions reduced. Since there are
) zed product due
bone fracture Warnings . no measures to be taken,
to userincompe- | . . .
. it will be considered as
tence or misuse . .
residual risk by us.
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. . The identified risk has

Pain after implan- .

. been reduced to the mi-

tation due to da- .

Harm to the pa- mage to the pati- nimum levels that can be

R22 . P Operational Instructions ,g .p reduced. Since there are

tient ent's nerve tissue

during the surgi- no measures to be taken,

cal ricedureg it will be considered as

P residual risk by us.
The identified risk has
been reduced to the mi-
i nimum levels that can be
Harm to the pa- . . Need for implant .

R23 tient Operational Instructions removal reduced. Since there are
no measures to be taken,
it will be considered as
residual risk by us.

The identified risk has

Failure to dispose | been reduced to the mi-

of the product nimum levels that can be

R26 Infection Biological Agents correctly can lead | reduced. Since there are
to infection of no measures to be taken,
persons. it will be considered as

residual risk by us.
The identified risk has

Use by wrong pe- | been reduced to the mi-

! ople due to lack of | nimum levels that can be
Implantation o L .

R32 Eailure Unqualified Personnel definition of Per- | reduced. Since there are
sonnel Compe- no measures to be taken,
tence it will be considered as

residual risk by us.
The identified risk has
been reduced to the mi-
mi Implantation of nimum levels that can be
R51 .p Use Error Patients with Poor | reduced. Since there are
Failure .

Bone Quality no measures to be taken,
it will be considered as
residual risk by us.

The identified risk has
been reduced to the mi-
nimum level that can be
Delay of Opera- Implant falling out 4 .
R52 . y P Use Error E g mitigated. Since there are
tion of the tube
no measures to be taken,
it will be considered as
residual risk by us.
58 The identified risk has

Implantation in .

Implantation atients receivin been reduced to the mi-

R53 .p Knowledge Errors P ) g nimum levels that can be

Failure radiotherapy and .
reduced. Since there are
chemotherapy
no measures to be taken,
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it will be considered as a
residual risk by us.
The identified risk has
Failure of the pati- b.een reduced to the mi-
Implantation ent to maintain nimum levels that can be
R54 .p Information Error . reduced. Since there are
Failure postoperative oral
hveiene no measures to be taken,
ve it will be considered as a
residual risk by us.

4.2. Uyarilar ve Onlemler/ Warnings and Precautions:

Uyarilar:
e Urinler agizigi kullanildiginda aspirasyona karsi korunmalidir. Uriinlerin aspirasyonu enfeksi-yona

veya planlanmamis fiziksel yaralanmaya neden olabilir.

e implant yatagi hazirlama ve implant yerlestirmesirasinda mandibiiler sinir kanalindan kaginin. Sinir
hasari anestezi, parestezi veya disesteziye neden olabilir.

e Kemik nekrozuna neden olabileceginden 6ne- rilen yerlestirme torklarini asmayin ("Ek Bilgiler" kis-
minda liste halinde verildigi gibi Temel Bilgi brosirlerine basvurun).
Warnings:
- Products must be protected against aspiration when used intra-orally. Aspiration of the products may ca-
use infection or unplanned physical injury.

- Avoid the mandibular nerve canal during implant bed preparation and implant placement. Nerve damage
may cause anaesthesia, paresthesia or dysesthesia.

- Do not exceed the recommended insertion torques as this may cause bone necrosis (refer to the Basic
Information leaflets as listed in the ‘Additional Information’ section).

Bilimplant® Kisa implantlari icin Ozel Uyar::

Bilimplant® Kisa implantlarini yumusak kemige yerlestirirken yeterli primer stabilite elde etmek icin 6zellikle
dikkatli olunmasi gerekir. implant tizerindeki transfer parcasini hafif yanal hareketlerle ¢ikarmayi diistiniin.
Yanal kuvvetleri en aza indirmek ve dik tiberkl egimlerini ve asiri yanal temaslari 6nlemek icin Bilimplant®
Kisa Implantlari diiz bir dayanak ile restore edilmelidir.

Special Warning for Bilimplant® Short Implants:

When inserting Bilimplant® Short Implants into soft bone, particular care must be taken to achieve adequ-
ate primary stability. Consider removing the transfer piece on the implant with gentle lateral movements.
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Bilimp-lant® Short Implants should be restored with a flat abutment to minimise lateral forces and avoid
steep tubercle slopes and excessive lateral contacts.

Dikkat Edilecek Noktalar/Onlemler:

e implantlar maksilla veya mandibula disindaki kemiklere yerlestiriimemelidir.

e Daima mevcut kemik kalinligi, kemik kalitesi, disler arasi bosluk ve 6ngoriilen gigneme kuvvetleri
tarafindan desteklenebilecek en bliylk capa sahip implanti secin. Nispeten yliksek yiiklerin beklen-
digi durumlarda uygun implant hizalamasini saglamak i¢in 6zel dikkat gosterilmelidir.

e Yiksek yuklerin implant govdesi kirgi olusturma riski sebebiyle kiigik capl implantlar (@ 3,2 mm)
molar bélgede kullanilmamalidir.

e Ameliyat 6ncesinde hastanin psikolojik ve fizik-sel durumunu belirlemek Gzere hastanin dikkatli bir kli-
nik ve radyolojik muayenesi gergeklestiril- melidir. Kemik veya yumusak dokunun iyilesmesireci veya
osseoentegrasyon sirecini olumsuzetkileyebilecek yerel veya sistemik faktorleri olan hastalarda
ozellikle dikkatli olunmalidir(6rn. kemik metabolizmasi bozukluklari, dia- betes mellitus tip I, antiko-
agllasyon tedavisi/ kanama diatezleri, bruksizm, parafonksiyonel aliskanliklar, olumsuz anatomik
kemik kosulla-ri, titlin istismari, tedavi edilmemis periodontal hastaliklar, akut implant bolgesi en-
feksiyonu, temporomandibiiler eklem bozukluklari, genenin tedavi edilebilir patolojik durumlari ve oral
mu-koza degisiklikleri, hamilelik, yetersiz oral hijyen).

e Bilimplant® dental implantlarini ambalajda belirtilen son kullanma tarihinden sonra kullanmayin.

e Bilimplant® dental implantlarini tekrar sterilize etmeyin. Temizleme ve sterilizasyon, temel malzeme ve
tasarim ozelliklerini tehlikeye atarak Grliniin bozulmasina yol agabilir.

e Bilimplant® dental implantlarini tekrar kullan-mayin. Tek kullanimlik Grtinlerin tekrar kullanil- masi
hasta veya kullanici enfeksiyonlari agisin-dan olasi bir risk olusturur.

Points to Consider/Precautions:

- Implants should not be placed in bones other than the maxilla or mandible.

- Always select the implant with the largest diameter that can be supported by the available bone thick-
ness, bone quality, interdental space and anticipated masticatory forces. Where relatively high loads are

expected, special care should be taken to ensure proper implant alignment.

- Small-diameter implants (@ 3.2 mm) should not be used in the molar region due to the risk of implant
body fracture from high loads.

- Before surgery, a careful clinical and radiological examination of the patient should be performed to de-
termine the psychological and physical condition of the patient. Particular caution should be exercised in
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patients with local or systemic factors that may adversely affect the healing or osseointegration process of
bone or soft tissue (e.g. bone metabolism disorders, diabetes mellitus type |, anti-coagulation therapy/ ble-
eding diathesis, bruxism, parafunctional habits, unfavourable anatomical bone conditions, tobacco abuse,
untreated periodontal disease, acute implant site infection, temporomandibular joint disorders, treatable
pathological conditions of the jaw and oral mosaic changes, pregnancy, inadequate oral hygiene).

- Do not use Bilimplant® dental implants after the expiry date indicated on the packaging.

- Do not re-sterilise Bilimplant® dental implants. Cleaning and sterilisation can lead to product deterioration
by compromising the essential material and design properties.

- Do not reuse Bilimplant® dental implants. Re-use of single-use products poses a potential risk of patient
or user infections.

Ust Yapilar/Suprastructures:

Uyarnilar:

Bilimplant® protez ve yardimci bilesenleri kullanilmadan 6nce bu kullanma talimati okunmahdir. Bilimplant®
protez ve yardimci bilesenleri, yalnizca genel kabul gérmus dis ve cerrahi tedavi kurallari ¢ergevesinde ve
endikasyonlara uygun olarak kullanilmalidir. Dental implant tedavisi karmasik cerrahi ve restoratif islemler
icermektedir. Bu tir uygulamalar bu alanda gerekli egitimi almis dis hekimleri tarafindan gergeklestirilmelidir.
Uygulayicinin islem sirasinda dikkat kabiliyeti yiiksek olmalidir.

Endikasyon veya kullanim sekli net degilse, tim noktalar agikhga kavusturulana kadar Bilimplant® protez ve
yardimci bilesenleri kullanilmamalidir. ProimTech. A.S., Grinin kullanim amaci disinda kullanilmasindan kay-
naklanan hasarlardan sorumlu degildir.

Uriinlerimizden biriyle ilgili olarak yasami tehdit eden olaylar veya saglik durumunda ciddi bir bozulma olmasi
durumunda bizi (ProimTech A.S.) ve yetkili/dizenleyici kurumunuzu bilgilendirin.

Spesifik Uyarilar:

» Pre-Mill Dayanaklar:
Premill dayanaklar kisiye 6zel olarak iiretilmis simante dayanaklardir. Vida retansiyonlu restorasyon-
lara destek icin kullanilmaz. Dayanaklarin tiretimini takiben hasta agzina uygun prosediirlerde yerles-
tirilir ve torklandiktan sonra restorasyonun tiretimi i¢in dijital veya geleneksel 6l¢ii alinarak siman
retansiyonlu restorasyon iiretimine gecilir. Ag1z igerisinden dijital 6l¢ii alinacaksa ylizeyden 151k sagi-
liminin engellenmesi i¢in agiz i¢i kullanima uygun titanyum oksit toz kullanilmasi 6nerilir.

» Ti-Base (Diiz/Acilh) Dayanaklar:
Ti-Base dayanaklar vida retansiyonlu protetik restorasyonlarda kullanilir. Dijital is akist ile iist prote-
tik iist yapinin iiretilmesi onerilir. Restorasyonun i¢ yilizeyinden asir1 uyumlama ve asindirma yapil-
mas1 protetik iist yap1 ve ti-base uyumunda bozukluklara yol agabilir. Buna bagli olarak desimantas-
yon, vida gevsemesi, mekanik basarsizliklar goriilebilir.

> Davanak Baglant1 Vidalar:
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Dayanak baglant1 vidalar1 i¢in tavsiye edilen maksimum tork degerini asla gegmeyin. Abutmentin asir1
sikilastirilmasi vidanin kirilmasina yol agabilir.

> Multi-Unit Davanaklar:

Acili multi-unit dayanak yalnizca hasta agzinda se¢ilebilir ve takilabilir. Dayanagin modelden hastanin
agzina dogru transferi miimkiin degildir. Implantlar {izerindeki devrilme yiiklerini azaltmak i¢in coklu
implant uygulamalarinda (diiz dayanaklarla kombinasyon dahil) acili multi-unit dayanaklar1 kullanin.

Dayanaklarin baca boyu yiiksekligi yeterli retansiyon saglamadigindan simantasyon miimkiin degildir.
Multiunit dayanaklara doner aletler ile miidahele edilmemis olmali freze vb islemler yapilmamalidir.
Konik baglantiy1 hava/su spreyi ile temizleyin ve yerlestirmeden dnce kurutun.

Ciddi Olumsuz Olaylarin Bildirimi:

Kullanicilar ciddi olaylarin yasanmasi durumunda;

Ureticiye ve kullanicinin ve/veya hastanin yerlesik oldugu tiye devletin yetkili otoritesine rapor-lanmasi ge-
rekmektedir.

Onlemler:

Asagida Bilimplant® protez ve yardimci bilesenlerinin kullanimi 6ncesi alinmasi gereken énlemler listelenmis-
tir;

v Her prosediirden dnce, gerekli tiim bilesenlerin, aletlerin ve yardimci ekipmanlarin eksiksiz, ¢alisir du-
rumda ve gerekli miktarda mevcut oldugundan emin olun.

v’ Tek kullanimlik tiim Grtnlerin tekrar kullanilmamasina dikkat edilmelidir. Bu triinlerin mikerrer kullanil-
masi enfeksiyon riskini arttirir ve bilesenlerin baglantisinda uyum eksikligine yol acar. Bu duruma bagh
olarak implant kaybi, enfeksiyon mekanik basarisizliklar ve kiriklar gibi komplikasyonlar gerceklesebilir.

v" Uygun olmayan anatomik ve klinik kosullar nedeniyle Bilimplant® protez ve yardimci bilesenlerinin kulla-

nimi gergeklestirilemiyorsa bu bilesenlerle planlanan tedaviye devam edilmemeli ve alternatifler arasti-

rilmalidir.

Kisisel glivenliginiz icin her zaman uygun kisisel koruyucu donanim ve ekipman kullanin.

Hastayi, bilesenlerin aspirasyon tehlikesini en aza indirilecek sekilde konumlandirin.

Hastanin agzinda kullanilan tim bilesenler aspirasyonu ve yutmayi onleyecek sekilde emniyete alinmali-

dir.

v’ Bilesenlerin hasta agzinda asindiriimasi gerekiyorsa yeterli aspirasyon saglanmal.

v Gerekli tork degerleri kontrol edilmeli.

ANRNEN

NOT:

Ust yapi bilesenlerinin dayanak ile baglantisi icin kullanilan siman veya baska bir malzeme (retici tarafindan
belirtildigi sekilde kullaniimalidir. Restorasyon sadece dental implant ile uyumlu orijinal dayanaklar ile yapi-
lacaktir.

Protez ve yardimci bilesenleri kullanirken, protetik restorasyonlar ile ilgili asagida siralanan spesifik veya
genel komplikasyonlar ortaya ¢ikabilir.
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Komplikasyonlar:

Agizda kullanilan parcalarin yutulmasi veya aspire edilmesi,

Asirt tork uygulanmasi nedeni ile baglanti vidasinin kirilmast,

Gerekli tork degerine ulagilamadig takdirde dayanaklarda donme,

Dayanagin kirilmasi,

Dayanagin veya diger bilesenlerin gevsemesi,

Kronun, kopriiniin ya da diger nihai protezlerin uygun olmayan final restorasyonu veya bozulmasi,
Hastanin ¢igneme fonksiyonunun saglanamamasi,

Dayanak vida gevsemesi,

Implantin kaybedilmesi - osseointegrasyon kaybi.

AN NI N N N N Y N N

Warnings:

These instructions for use should be read before using the Bilimplant® prosthesis and auxiliary components.
Bilimplant® prosthesis and auxiliary components should only be used within the framework of generally
accepted dental and surgical treatment rules and in accordance with dental indications. Dental implant tre-
atment includes complex surgical and restorative procedures. Such applications should be carried out by
dentists who have received the necessary training in this field. The clinician should have a high level of at-
tention during the procedure.

If the indication or method of use is unclear, Bilimplant® prosthesis and accessory components should not
be used until all points have been clarified. ProimTech. A.S. is not responsible for any damage caused by the
use of the product other than its intended use.

Notify us (ProimTech Inc.) and your authorized/regulatory agency in the event of a life-threatening event or
serious deterioration in health related to one of our products.

Specific Warnings:

> Pre-Mill Abutments:

Premill abutments are cemented abutments that are custommade. Not to be used to support screw-
retained restorations. Following the manufacture of the abutments, they are placed in the patient's
mouth in appropriate procedures and after torqued, digital or conventional impressions are made for
the manufacture of the restoration, and the manufacture of the cement-retained restoration is started.
If a digital impression is to be taken from the mouth, it is recommended to use titanium oxide powder
suitable for intraoral use to prevent light scattering from the surface.

» Ti-Base (Straight/Angled) Abutments:
Ti-Base abutments are used in prosthetic restorations with screw retention. It is recommended to
produce the upper prosthetic superstructure with a digital workflow. Excessive abbrasion with rotary
instruments from the inner surface of the restoration may lead to defects in the prosthetic superst-
ructure and ti-base alignment. Depending on this, decementation, screw loosening, mechanical fai-
lures can be seen.
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> Abutment Screws:

Never exceed the maximum recommended torque for the abutment screws. Excessive tightening of the
abutment can lead to screw breakage.

> Multi-Unit Abutments:

The angled multiunit abutment can only be selected and inserted at the patient's mouth. It is not
possible to transfer the abutment from the model to the patient's mouth. Use angled multiunit abut-
ments in multiple implant applications (including in combination with straight abutments) to reduce
tipping and torque loads on implants. Cementation is not possible as the insufficient occlusal height
of the abutments does not provide sufficient retention. Multiunit abutments should not be grinding
with by rotary tools, milling etc. operations should not be performed. Clean the conical connection
with air/water spray and dry before insertion.

Reporting of Serious Adverse Events:

In the event of serious events, users must report them to the manufacturer and the competent authority of
the member state where the user and/or patient is located.

Precautions:

Precautions to be taken before using Bilimplant® prosthesis and auxiliary components are listed below;

v

v

<\

ASANENENEN

Before each procedure, ensure that all necessary components, tools and ancillary equipment are comp-
lete, in working order and in the required quantity.

Care should be taken not to reuse all disposable products. Repeated use of these products increases the
risk of infection and leads to a lack of compatibility in the connection of components. Depending on this
situation, complications such as implant loss, infection, mechanical failures and fractures may occur.

If the use of Bilimplant® prosthesis and auxiliary components cannot be used due to unsuitable anatomi-
cal and clinical conditions, the planned treatment with these components should not be continued and
alternatives should be explored.

For your personal safety, always use appropriate personal protective equipment.

Position the patient so that the danger of aspiration of components is minimized.

All components used in the patient's mouth must be secured to prevent aspiration and swallowing.
Adequate aspiration should be provided if components need to be abraded in the patient's mouth.
Required torque values should be checked.

NOTE:

The cement or other material used for the attachment of the superstructure components to the abutment
should be used as specified by the manufacturer. Restoration will only be finished with the original abut-
ment compatible with the dental implant.
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The specific or general complications of prosthetic restorations, listed below, may occur when using prosthe-
tic and accessory components.

Complications:

Swallowing or aspirating parts used in the mouth,

Breakage of the retaining screw due to excessive torque application,

Rotation in the abutments if the required torque value cannot be reached,

Breakage of the abutment,

Loosening of the abutment or other components,

Improper final restoration or deterioration of the crown, bridge or other final prosthesis,
The patient's chewing function cannot be achieved,

Abutment screw loosening,
Loss of implant- Loss of osseointegration.

AN NI NI N N N Y N N

4.3. Varsa, Saha Giivenligi Diizeltici Faaliyetlerinin (FSN Dahil FSCA) Bir Ozeti De Dahil Olmak Uzere, Gii-
venliligin Diger ilgili Yonleri / Other Relevant Aspects of Safety, Including a Summary of Site Safety
Corrective Actions (FSCA, including FSN), if any:

Kendi Urlinlerimizle ilgili ciddi ya da ciddi olmayan olumsuz olaylar, trin geri gekmesi yasanmamistir.
There have been no serious or non-serious adverse events, product recalls related to our own products.

5. KLiNiK DEGERLENDIRME OZETi VE PiYASAYA ARZ SONRASI KLiNiK TAKiP (PMCF)/ SUMMARY OF CLINICAL
EVALUATION AND POST-MARKET CLINICAL FOLLOW-UP (PMCF)

5.1. Varsa Esdeger Cihazla ilgili Klinik Verilerin Ozeti/ Summary of Clinical Data on the Equivalent Device, if
available:

Esdeger cihaz olarak Institut Straumann AG (Straumann®) dental implant sistemleri degerlendirilmistir. Ya-
pilan karsilastirmada cihazimiz ile Straumann implantlari arasinda teknik, biyolojik ve klinik agidan anlamli
bir fark olmadigi sonucuna varilmistir. Teknik agidan, her iki cihaz da titanyum alasimindan Uretilmekte olup
benzer liretim suregleri, mekanik dayanim 6zellikleri ve uzun dénem implant-stabilizasyon karakteristikle-
rine sahiptir. Implant geometrisi, vida yapisi ve yiizey modifikasyon prensipleri, osseointegrasyonu destek-
lemek amaciyla esdeger diizeyde tasarlanmistir. Biyolojik agidan, her iki cihaz da viicutta >30 giin sireyle
kemik/doku ile temas eden, inert ve biyouyumlu materyallerden olusmaktadir. Cihazlarda hayvansal, insan
veya kan tlirevli icerik bulunmamakta, ayrica salinim veya emilim 6zelligi gostermemektedir. Bu nedenle,
biyouyumluluk profili agisindan cihazimiz ile Straumann implantlari arasinda bir fark bulunmamaktadir. Kli-
nik acidan, dental implantlar “Well-Established Technology (WET)” kapsaminda kabul edilmekte olup, Stra-
umann implantlari uzun yillara dayanan klinik basarilariyla literatlrde genis 6lglide belgelenmistir. Klinik
degerlendirmede, cihazimizin osseointegrasyon basarisi, uzun dénem stabilite, biyouyumluluk ve glivenlik
parametreleri agisindan Straumann implantlariyla esdeger oldugu gosterilmistir. Post-market surveillance
(PMS) ve literatir verileri de bu esdegerligi desteklemektedir. Sonug olarak, cihazimiz teknik, biyolojik ve
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klinik parametreler acisindan Straumann implant sistemleriyle esdeger kabul edilmekte olup, bu degerlen-
dirme cihazin glivenlik ve performans acisindan klinik olarak kullanilabilir oldugunu teyit etmektedir.

The equivalent device has been identified as the Institut Straumann AG (Straumann®) dental implant sys-
tems. The comparison demonstrated that there are no significant differences between our device and Stra-
umann implants in terms of technical, biological, and clinical aspects.

From a technical perspective, both devices are manufactured from titanium alloy, with similar production
processes, mechanical strength properties, and long-term implant stabilization characteristics. The implant
geometry, thread design, and surface modification principles are designed at an equivalent level to support
osseointegration.

From a biological perspective, both devices are composed of inert and biocompatible materials that re-
main in contact with bone/tissue for more than 30 days. Neither device contains animal, human, or blood-
derived components, and neither exhibits release or absorption characteristics. Therefore, no differences
exist between our device and Straumann implants in terms of biocompatibility profile.

From a clinical perspective, dental implants are considered “Well-Established Technology (WET),” and Stra-
umann implants have been extensively documented in the literature with long-standing clinical success.
Clinical evaluation has demonstrated that our device is equivalent to Straumann implants in terms of osse-
ointegration success, long-term stability, biocompatibility, and safety parameters. Post-market surveillance
(PMS) and literature data further support this equivalence.

In conclusion, our device is considered equivalent to Straumann implant systems with respect to technical,
biological, and clinical parameters. This assessment confirms that the device is clinically acceptable in terms
of safety and performance.

5.2. Varsa Cihazin CE isaretlemesinden Once Yiiriitiilen Arastirmalarindan Elde Edilen Klinik Verilerin Ozeti
/ Summary of Clinical Data Obtained from Research Conducted Prior to CE Marking of the Device, if
any:

Cihaz, dental implant sistemlerinin uzun yillardir klinik uygulamalarda yaygin olarak kullanilmasi ve giivenlik
ile performansinin kapsamli sekilde belgelenmis olmasi nedeniyle “Well-Established Technology (WET)”
kapsaminda degerlendirilmektedir. Bu nedenle, cihazimizin klinik degerlendirmesi literatiir verileri, pazara
sunum sonrasi gozetim (PMS) faaliyetleri ve Straumann® gibi esdeger cihazlardan elde edilen klinik verilerle
desteklenmektedir.

WET kapsaminda yer almasi ve uzun yillardir piyasada bulunmasi nedeniyle cihaz icin CE isaretlemesinden
once yiiriutilmiis 6zel bir klinik arastirma bulunmamaktadir. Bunun yerine, mevcut klinik kanit; uzun do-
nem pazar deneyimi, yayinlanmis bilimsel literatiir ve esdeger cihaz verilerinden saglanmakta olup, cihazin
glvenlik, biyouyumluluk ve performansini yeterli diizeyde ortaya koymaktadir.

The device is classified as a Well-Established Technology (WET), as dental implant systems have been
widely used in clinical practice for several decades with well-documented safety and performance. Due to
the long history of use and extensive available clinical data, the device is supported by literature, post-mar-
ket surveillance (PMS) activities, and equivalence to recognized implant systems such as Straumann®.
Given the well-established nature of the technology, no specific pre-CE marking clinical investigations
were conducted for this device. Instead, the clinical evidence is derived from long-term market expe-
rience, scientific literature, and equivalent device data, all of which confirm the safety, biocompatibility,
and performance of the device.
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As a result, no clinical investigations prior to CE marking were required, and the available clinical evidence
from WET classification, PMS data, and published literature provides sufficient demonstration of the de-
vice’s clinical safety and performance.

5.3. Varsa, Diger Kaynaklardan Elde Edilen Klinik Verilerin Ozeti/ Summary of Clinical Data from Other So-
urces, if available:

Cihazin klinik glivenlik ve performansina iliskin kanitlar yalnizca literatiirden degil, ayni zamanda Post-Mar-
ket Surveillance (PMS) faaliyetleri, post-market clinical follow-up (PMCF) raporlari, kullanici geri bildirim-
leri ve benzer cihazlarla olan uzun dénem klinik deneyimlerden de elde edilmistir. Bu kaynaklar, cihazin pi-
yasaya sunulmasindan itibaren giivenli ve etkin sekilde kullanildigini gostermektedir. Ayrica, esdeger cihaz

olan Straumann® dental implant sistemlerinin literatiirde belgelenmis uzun dénem klinik basarilari, cihazin
glivenlik ve performans profilini destekleyici ek kanitlar sunmaktadir .

Kisacasl, “diger kaynaklardan elde edilen klinik veriler” kapsaminda PMS ve PMCEF verileri ile esdeger cihaz
literatiirleri yer almakta ve bu veriler cihazin glivenligini ve klinik performansini teyit etmektedir.

Clinical evidence regarding the safety and performance of the device has been obtained not only from the
scientific literature but also from Post-Market Surveillance (PMS) activities, post-market clinical follow-up
(PMCEF) reports, user feedback, and the long-term clinical experience with similar devices. These sources
demonstrate that the device has been used safely and effectively since its placement on the market.

In addition, the extensive long-term clinical success of the equivalent device, Straumann® dental implant
systems, as documented in the literature, provides supplementary evidence supporting the safety and per-
formance profile of the device.

In conclusion, the clinical data obtained from other sources, including PMS and PMCF data as well as equi-
valent device literature, further confirm the safety and clinical performance of the device.

5.4. Klinik Performans Ve Giivenliligin Genel Bir Ozeti/ A General Summary of Clinical Performance and
Safety:

Dental implant sistemleri, dis kayiplarinin tedavisinde uzun yillardir kullanilan ve “Well-Established Techno-
logy (WET)” kapsaminda degerlendirilen cihazlardir. Cihazimiz icin yapilan klinik degerlendirmelerde, mev-
cut literatir verileri, esdeger cihazlarla yapilan karsilastirmalar, benchmark testleri ve pazara sunum sonrasi
gozetim (PMS) faaliyetleri temel alinmistir. Bu veriler, cihazin amaglanan kullanimi dogrultusunda glivenli
ve etkili bir sekilde ¢alistigini, oral fonksiyonlarin geri kazandirilmasinda, osseointegrasyonun saglanma-
sinda ve uzun donem implant stabilitesinin korunmasinda basarili oldugunu ortaya koymaktadir.
Klinik calismalar ve literatiir incelemeleri, implant ¢evresinde marjinal kemik kaybinin kabul edilebilir sinir-
lar icinde kaldigini, peri-implant dokularin sagliginin korundugunu ve cihazin fonksiyonel yik altinda giveni-
lir performans sergiledigini gostermektedir. Ayrica implantlarin biyouyumluluk testleri, yorulma ve mekanik
dayanim testleri ile glivenlik profili dogrulanmistir. Post-market verilerde ciddi advers olaylara rastlanma-
mis, raporlanan riskler ise cihazin sagladigi klinik faydalarla karsilastirildiginda kabul edilebilir bulunmustur.
Sonug olarak, cihazin klinik performansi ve givenliligi; mevcut bilimsel kanitlar, literattir, PMS bulgulari ve
esdeger cihaz verileriyle desteklenmis olup, MDR kapsaminda tanimlanan Genel Glivenlik ve Performans
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Gerekliliklerini (GSPR) karsiladigi teyit edilmistir. Cihazin kullaniminin hastalarda fonksiyonel iyilesme, ya-
sam kalitesinde artis ve uzun donem glivenilirlik sagladigi, rezidiel risklerin ise kabul edilebilir diizeyde ol-
dugu ortaya konmustur.

Dental implant systems are widely recognized as a long-standing treatment option for tooth loss and are
classified as Well-Established Technology (WET). For the present device, the clinical evaluation is based on
published scientific literature, comparison with equivalent devices, benchmark testing, and post-market
surveillance (PMS) activities. These data demonstrate that the device performs safely and effectively in its
intended use, restoring oral functions, achieving reliable osseointegration, and maintaining long-term imp-
lant stability.

Clinical evidence and literature reviews confirm that marginal bone loss around implants remains within
acceptable limits, peri-implant tissue health is preserved, and the device provides reliable performance un-
der functional loading. Furthermore, the biocompatibility profile, fatigue testing, and mechanical endu-
rance assessments have verified the device’s safety. Post-market data reveal no unacceptable adverse
events, and the identified risks are considered acceptable when weighed against the demonstrated clinical
benefits of the device.

In conclusion, the overall clinical performance and safety of the device are supported by scientific evi-
dence, literature, PMS findings, and data from equivalent devices. The device is shown to comply with the
General Safety and Performance Requirements (GSPR) defined under the MDR, while ensuring functional
restoration, improved quality of life, and long-term reliability for patients. Residual risks remain within an
acceptable level in relation to the clinical benefits provided.

5.5. Devam Eden Veya Planlanan Piyasaya Arz Sonrasi Klinik Takip/ Ongoing or Planned Post-Marketing
Clinical Follow-up

Uriinlerimiz uzun siiredir piyasada olmasina ragmen, giivenlik ve performansin cihazin beklenen kullanim émrii bo-
yunca dogrulanabilmesi amaciyla PMCF faaliyetleri ylritilmektedir. Bu kapsamda hazirlanan PMCF Plant ile cihazin
klinik faydalarinin teyit edilmesi, yeni veya ongoérilmeyen yan etkilerin tespit edilmesi, bilinen yan etkilerin ve kont-
rendikasyonlarin izlenmesi, gercek klinik kanitlara dayali olarak yeni risklerin degerlendirilmesi ve cihazin fayda/risk
dengesinin strekliliginin saglanmasi hedeflenmektedir.

Planlanan faaliyetler arasinda literatiir taramalari, kullanici geri bildirimlerinin sistematik analizi, sikayet ve geri ca-
girma verilerinin degerlendirilmesi, ayrica sahadan elde edilen klinik deneyimlerin diizenli takibi yer almaktadir.
PMCF ¢alismalari ayrica cihazin amagclanan kullanimina uygunlugunu teyit etmeyi, sistematik yanhs kullanim veya en-
dikasyon disi kullanim durumlarini belirlemeyi de amacglamaktadir.

Bu faaliyetler dogrultusunda hazirlanmis PMCF Raporu, cihazin giivenlilik ve performansina iliskin glincel bulgulari
ortaya koymustur. Rapor sonucunda elde edilen veriler, cihazin klinik kullanimda 6ngérilen basariyi sagladigini, ad-
vers olaylarin diisiik oranda gerceklestigini ve risklerin kabul edilebilir dizeyde oldugunu gostermistir.

Sonug olarak, devam eden ve planlanan PMCF calismalari cihazin glvenlilik ve performansini stirekli olarak dogrula-
mayl, yeni riskleri tespit etmeyi ve MDR kapsaminda tanimlanan Genel Giivenlik ve Performans Gereklilikleri (GSPR)
ile tam uyumun siirdliriildGglint géstermeyi amaclamaktadir.

Although our products have been on the market for many years, PMCF activities are being carried out to ensure that
the safety and performance of the device are continuously verified throughout its expected lifetime. Within this
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scope, the PMCF Plan aims to confirm the clinical benefits of the device, identify new or unforeseen side effects, mo-
nitor known side effects and contraindications, assess new risks based on real clinical evidence, and ensure the ongo-
ing balance of benefits and risks.

The planned activities include systematic literature reviews, analysis of user feedback, evaluation of complaints and
recall data, as well as continuous monitoring of clinical experience gathered from the field. PMCF activities also aim
to confirm the device’s conformity with its intended purpose and to identify systematic misuse or off-label use.
Based on these activities, the PMCF Report has presented up-to-date findings on the safety and performance of the
device. The results demonstrated that the device achieved the expected clinical success in use, that adverse events
occurred at a low rate, and that the risks remained within an acceptable level.

In conclusion, the ongoing and planned PMCF activities aim to continuously verify the safety and performance of the
device, identify new risks, and demonstrate full compliance with the General Safety and Performance Requirements
(GSPR) as defined under the MDR.

6. OLASI TANI VEYA TEDAVI ALTERNATIFLERI / POSSIBLE DIAGNOSIS OR TREATMENT AL-
TERNATIVES

Dental implant sistemlerinin alternatif tedavi se¢enekleri, hastanin klinik durumuna, kemik kalitesine, sistemik hasta-
liklarina ve estetik beklentilerine gore sekillenir. En sik tercih edilen alternatif yéntemlerden biri, klasik hareketli pro-
tezlerdir. Bu protezler, dis kaybini hizli ve daha diisiik maliyetle telafi etse de sabit implant sistemlerine kiyasla kon-
for, stabilite ve cigneme fonksiyonlarinda kisitlamalar ortaya cikar. Bir diger secenek sabit kopri protezleridir. Bu yak-
lasim, komsu dogal dislerin kesilmesi ve destek olarak kullaniimasi prensibine dayanir. Ancak, saglam dis dokusunun
kaybi ve kopri ayaklarinin uzun vadeli basarisizlik riskleri bu yéntemin sinirlayici yonlerindendir. Ayrica bazi hasta
gruplarinda ortodontik tedaviyle bosluklarin kapatilmasi veya kemik hacmi yetersiz olan vakalarda protezle birlikte
kemik grefti kullanimi diistiindlebilir.

Bunun yaninda, dental implant tedavisinin kendi icinde de farkl alternatif implant tasarimlari ve yiizey kaplama sece-
nekleri mevcuttur. implantlar, titanyum alasim disinda zirkonya gibi biyouyumlu seramik materyallerden de iretile-
bilmekte, bu da 6zellikle metal alerjisi olan hastalarda veya yiiksek estetik beklentisi olan 6n bolge restorasyonlarinda
tercih edilmektedir. Yiizey kaplama alternatifleri arasinda plazma spreyleme, hidroksiapatit kaplama, titanyum
plazma sprey (TPS), anodizasyon veya SLA (sandblasted, large grit, acid-etched) ylizey islemleri bulunmaktadir. Bu
ylzey modifikasyonlari, osseointegrasyonu hizlandirmak ve implantin uzun dénem basarisini artirmak amaciyla farkli
klinik senaryolarda uygulanabilmektedir. Ayni zamanda implant geometrisi ve makro-ylizey tasarimlari (vida formu,
konik tasarim, platform switching vb.) da implant basarisinda 6nemli rol oynamakta olup, hastanin kemik yogunlu-
guna ve anatomik yapisina uygun farkli alternatifler sunmaktadir.

Alternative treatment options to dental implant systems vary depending on the patient’s clinical condition, bone qu-
ality, systemic health, and esthetic expectations. The most common alternatives are conventional removable prost-
heses, which provide a faster and lower-cost solution to tooth loss but are limited in terms of comfort, stability, and
masticatory efficiency compared to fixed implant systems. Another option is fixed dental bridges, which rely on the
preparation of adjacent natural teeth as abutments. However, the loss of healthy tooth structure and the long-term
failure risk of abutment teeth are major limitations of this approach. In addition, in selected cases, orthodontic clo-
sure of edentulous spaces or the use of prosthetic restorations combined with bone grafting in patients with insuffi-
cient bone volume can be considered.
Within implantology itself, there are also various alternative implant materials, surface treatments, and macro-de-
signs. Besides titanium and titanium alloys, zirconia-based ceramic implants represent an alternative for patients
with metal allergies or high esthetic demands, particularly in the anterior region. Different surface treatments, such
as plasma spraying, hydroxyapatite coating, titanium plasma spray (TPS), anodization, or SLA (sandblasted, large grit,
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acid-etched), are utilized to enhance osseointegration and long-term clinical success. Furthermore, implant geometry
and macro-surface designs, including screw-thread configurations, tapered designs, and platform switching, provide
additional alternatives that can be selected according to patient-specific bone density and anatomical conditions.

7. ONERILEN KULLANICI PROFiLi VE EGiTiM/ PROPOSED USER PROFILE AND TRAINING:

Bu Urinleri kullanmak igin 6zel bir egitim gerekmez, ancak bu Griintin kullanicilari;

» Dental implant tedavisi karmasik cerrahi ve protetik islemleri icermektedir. Bu tir uygulamalar bu alanda
gerekli egitimi almis dis hekimleri tarafindan gergeklestirilmelidir.

» Cerrahi tecriibeye sahip olmalidir.

> islem sirasinda dikkat kabiliyeti yiiksek olmalidir.

> Urinlerin kullanimi ile ilgili bilgi sahibi olmalidir.

» Bu kullanma kilavuzunda verilen bilgiler dental implant sistemlerini ve ilgili bilesenleri uygulamak igin ye-
terli degildir.

No spesific training is required to use these products, but users of this product;
» Dental implant treatment involves complex surgical and prosthetic procedures. Such applications
should be performed by dentists who have received the necessary training in this field.
Must have surgical experience.
Must have high attention ability during the procedure.
Must have knowledge about the use of the products.
The information provided in this manual is not sufficient for the application of dental implant systems
and related components.

YV VYV

8. UYGULANAN UYUMLASTIRILMIS STANDARTLARA VE ORTAK SPESIFIKASYONLARA (CS) REFERANS/ REFE-
RENCE TO APPLIED HARMONIZED STANDARDS AND COMMON SPECIFICATIONS (CS)

Tarafimizdan liretimi ve satisi gerceklestirilen Dental implant Sistemleri {iriinleri icin tilkemizde veya diinya
genelinde kabul gérmis standart, yonetmelik, ortak spesifikasyonlar, kilavuzlar ve rehber dokiimanlar g6z
dniine alinmakta ve uygulanmaktadir. Uriinlerimiz ve sistemimiz i¢in uygulanan standart, yénetmelik, reh-
ber dokiiman gibi dokiimanlarin gtincellikleri stirekli takip edilmekte ve dokiimanlarda herhangi bir glincel-
leme olustugunda bu durum tarafimizdan incelenmekte ve glincel dokiimanlarin gereklilikleri yerine getiril-
mektedir.

Bkz. MDR.TD0O1.HLS.01 Harmonize Standart Listesi

For Dental Implant Systems products manufactured and sold by us, standards, regulations, common speci-
fications, guidelines and guidance documents accepted in our country or worldwide are taken into conside-
ration and applied. The updates of the documents such as standards, regulations, guide documents applied
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for our products and system are constantly monitored and when any update occurs in the documents, this
situation is examined by us and the requirements of the current documents are fulfilled.
See MDR.TD01.HLS.01 Harmonised Standard List

SSCP Rev. Revizyon .
B
No Tarihi Degisiklik Agiklamasi DG Tarai:?’?zr;f:gerh LD
SFFP Re- Revision Change Description Revision Validated by OK/NB
vision No Date
[ ]Evet/ Yes
01 18.09.2025 Sectl.o.n 5 h.as. befen com.pleted. It is recognised that no | Gegerli Kilinan Dil /Validated Lan-
specific training is required. guage:
[ |Hayir/No
. . . . . Evet/ Yes
Revision regarding the corrective actions taken in res- Gecerli Kilinan Dil /Validated Lan-
02 05.01.2026 | ponse to external audit conducted by the notified gu:ge-
body. [ |Hayir/No

Cihazin glivenlilik ve klinik performansinin hastalara yonelik 6zeti asagida verilmistir.

The summary of the safety and clinical performance of the device for patients is given below.

GUVENLIK VE KLINIK PERFORMANS OZETi/SSCP
SUMMARY OF SAFETY AND CLINICAL PERFORMANCE/SSCP

Bu glvenlilik ve klinik performans 6zeti (SSCP), cihazin glivenlilik ve klinik performansinin temel yonlerinin
glncellenmis bir 6zetine kamu tarafindan erisimi saglamayi amaglamaktadir.

SSCP, cihazin glvenli kullanimini saglamak igin ana belge olarak kullanim talimatlarinin yerine gecmek lzere
tasarlanmamistir ve hedef kullanicilara veya hastalara tani veya tedavi 6nerileri sunmayi amaclamamistir.

Asagidaki bilgiler, kullanicilar/saglik profesyonellerine yoneliktir. Bu bilgilerin devaminda hastalara yonelik
bir 6zet bulunur.

This summary of safety and clinical performance (SSCP) is intended to provide public access to an updated
summary of key aspects of the safety and clinical performance of the device

The SSCP is not intended to replace the instructions for use as the main document to ensure the safe use of
the device and is not intended to provide diagnosis or treatment recommendations to target users or pati-
ents

The following information is intended for users/healthcare professionals. This information is followed by a
summary for patients

9. CIHAZ TANIMI VE GENEL BILGILER / DEVICE DESCRIPTION AND GENERAL INFORMATION
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1.10.
1.11.

1.12.

1.13.

1.14.

1.15.

Cihazin Ticari Adi-Adlar / Trade Name(s) of the Device: Dental Implant Sistemleri

imalatginin Adi Ve Adresi / Name and Address of the Manufacturer: Proimtech Saghk Uriinleri A.S
Adres 1 : Dudullu OSB Mahallesi imes 305 Sokak C blok No:3 PK:34775 Umraniye / istanbul

Adres 2 : Dudullu OSB Mahallesi imes 501 Sokak E blok No:25 PK:34775 Umraniye / istanbul
imalatginin Miinferit Kayit Numarasi (SRN) / Manufacturer's Single Registration Number (SRN):
TR-MF-000020130

Temel UDI-DI / Basic UDI-DI:

Dental Implant Body:

86814897proimpDC

Superstructures:

86814897prosupscrwbF

Tibbi Cihaz Terminolojisi Agiklama / Medical Device Terminology Description- Text: Bilimplant® dental
implantlar ve dayanaklari, bagh protez cihazlari icin bir destek yapisi saglamak (izere oral implantas-
yonda kullanilmasiamaclanmistir.

Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a sup-
port structure for attached prosthetic devices.

EMDN Codes:
P01020101: Dental implants
P01020180: Dental implants - accessories

Cihaz Sinifi / Device Class: Uriiniimiiz implant cihaz olup uzun siireli kullanim amaci ile tasarlanmis ve cerrahi
invaziv cihaz olarak kullanilmaktadir. Bu nedenle 2017/745/AB Tibbi Cihaz Yonetmeligi Siniflandirma Kurallari Ek
VIl Kural 8'de belirtilen maddeye uygun olmasi sebebiyle Griin sinifi lIb olarak belirlenmis ve asagida detaylandiril-
mistir.

Tibbi Cihaz Yonetmeligi 2017/745/AB Ek IX
Tam Kalite Gilivence Sistemi
Sinif llb
2017/745/AB Ek VIII, Kural 8

Our product is an implant device, designed for long-term use and used as a surgical invasive device. For this
reason, the product class has been determined as Ilb due to its compliance with the article specified in An-
nex VIII Rule 8 of the Classification Rules of the 2017/745 / EU Medical Device Regulation and detailed be-

low.
Medical Device Regulation 2017/745/EU Annex IX
Full Quality Assurance System
Class Ilb
2017/745/EU Annex VIII, Rule 8
1.16. Cihazi Kapsayan ilk Sertifikanin (CE) Verildigi Yil / / Year of the First Certificate (CE) covering the De-

vice: 2020
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1.17. Varsa Yetkili Temsilci Adi ve SRN / If any, Authorised Representative Name and SRN,:

1.18. Onaylanmis Kurulug Adi (SSCP'yi gegerli kilacak olan onaylanmig kurulusg) ve Kimlik Numarasi / Noti-
fied Body Name (the notified body that will validate the SSCP) and Identification Number:
2975 SZUTEST Konformitatsbewertungsstelle Gmb

10. CiHAZIN KULLANIM AMACI / INTENDED USE OF THE DEVICE
10.1. Kullanim Amaci / Intended Use:

Implantlar:

Bilimplant® dental implantlari ve dayanaklari, bagli protez cihazlari igin bir destek yapisi saglamak tzere
oral implantasyonda kullanilmasiamaclanmistir.
Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a support

structure for attached prosthetic devices.

Uriin Adi Kullanim Amaci

Product Name Intended Use

Dizayn ozellikleri sayesinde tamamen kemik seviyesinde yerlestirilir. Alt ve
Ust cenede farkli kemik tiplerinde ve farkli bolgelerde (anterior ve poste-
Kemik Seviyesi implant rior) uygulanmak amaci ile tretilmistir.

Bone Level Implant Thanks to its design features, it is placed completely at the bone level. It is
produced to be applied in different bone types and different regions (an-

terior and posterior) in the upper and lower jaw.

Dizayn ozellikleri sayesinde kemige yerlestirildiginde kemigin tstliinde ka-
lan 2.8 mm’lik bir parlak yizeyi vardir. Alt ve (ist cenede estetik kaygilarin
olmadigi posterior bolgedeki uygulamalarda, farkli kemik tiplerinde ve

ozellikle ylksek diseti miktari olan vakalarda protetik asamalarin kolay ol-

Doku Seviyesi implant masl amaci ile uygulanabilir.

Tissue Level Implant Thanks to its design features, it is placed completely at the bone level. It is
produced to be applied in different bone types and different regions (ante-
rior and posterior) in the upper and lower jaw. Since it is at the bone level,
it can be used for more aesthetic results, especially in the front areas of

the jaws (in the areas on the smile line).

Bu implant tipinde govde ve dayanak tek parcadir ve implant ¢api 3.0 mm’
Tek Parga implant dir. Compressive implant 6zellikle alt gene 6n bélgedeki digsiz boslugun gok
One Piece Implant dar oldugu ve standart bone level implantlarin uygulanamadigi vakalarda

kullanilmak icin Gretilmistir.
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In this implant type, the body and abutment are one piece and the implant
diameter is 3.0 mm. The Compressive Implant is especially designed for
use in cases where the edentulous space in the anterior region of the
lower jaw is very narrow and standard bone level implants cannot be

applied.

Bazal implant

Basal Implant

Dental implantlar eksik veya bozuk dislerin yerini almak icin tasarlanmistir.
e Onarilmasi, degistirilmesi veya baska yollarla telafi edilmesi mim-
kiin olmayan;
e Diger ¢coziimlerin saglam disler lizerinde istenmeyen bir etkiye sa-
hip oldugu durumlarda veya

e Optimum kozmetik sonug elde etmek icin implantlarin istendigi du-
rumlarda

Genel olarak, Bilimplant dental implantlar, dis restorasyonlari igin protetik
Ust yapilar igin bir ankraj saglamak veya sabit veya cikarilabilir kopriler igin
bir terminal veya ara dayanak olarak ve overdenture'lari tutmak igin Gst
veya alt ceneye cerrahi olarak yerlestirilmek lzere tasarlanmstir.
Dental implants are designed to replace missing or damaged teeth.
- cannot be repaired, replaced or compensated by other means;
- Where other solutions have an undesirable effect on intact teeth, or
- Where implants are desired to achieve an optimum cosmetic result
In general, Bilimplant dental implants are designed to be surgically placed
in the upper or lower jaw to provide an anchorage for prote- tic superst-

ructures for dental restorations or as a terminal or intermediate abutment

for fixed or removable bridges and to hold overdentures.

Multi-Unit Pterygoid implant
Multi-Unit Pterygoid Implant

Pterygoid implantlar, maksiller sinlisiin (premolar bolge) mezialine yerlesti-
rilen geleneksel implantlarla ve kismen veya tamamen dissiz bir maksiller
arki restore ederken zigomatik implantlarla kombinasyon halinde yerlesti-
rilmistir. Tiberozite ve pterigoid bolgeye implant yerlestirilmesi posterior
kemik destegi saglarken, implanti barindirmak icin mevcut kemigi kullana-
rak sinlis ogmentasyonu gerektirmez. Pterygoid implantlarin yerlestiril-
mesi, geleneksel implantlarin greftlenmis bir sinlis alanina veya bir ptery-
goid implant alanina yerlestirilmesinden teknik olarak daha zordur. maksil-
ler antrumun 6n tarafindadir. Pterigoid bolgeye implant yerlestirilmesiyle
iliskili az sayida risk bildirilmistir ve bu bolgeye yerlestirme, daha iyi protez
yukl yonetimi icin implantlarin daha distal yerlestirilmesine olanak tanir.

implantin infratemporal bosluga kaybi, pterigoid kaslarin etkilenmesi, yiiz
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duyu sorunlarina yol agan sinirlere travma, implantlarin bu bélgeye yerles-
tirilmesiyle ilgili birkag riskten biridir (6). 1995-2018 yillari arasinda yapilan
bir metanaliz, ortalama implant sagkalim oranini %94,87 olarak bildirmis ve
pterigoid implantlarin atrofik posterior maksilla hastalarinda basariyla kul-
lanilabilecegini gostermistir.

Pterygoid implants have been placed in combination with conventional
implants placed mesial to the maxillary sinus (premolar region) and zygo-
matic implants when restoring a partially or completely edentulous maxil-
lary arch. Implant placement in the tuberosity and pterygoid region provi-
des posterior bone support and does not require sinus augmentation using
existing bone to accommodate the implant. Placement of pterygoid imp-
lants is technically more challenging than placing traditional implantsin a
grafted sinus area or a pterygoid implant site. anterior to the maxillary ant-
rum. Few risks associated with implant placement in the pterygoid region
have been reported, and placement in this region allows implants to be
placed more distally for better prosthetic load management. Loss of the
implant into the infratemporal space, involvement of the pterygoid musc-
les, and trauma to the nerves leading to facial sensory problems are
among the few risks associated with placing implants in this region (6). A
meta-analysis conducted between 1995 and 2018 reported a mean imp-

lant survival rate of 94.87% and showed that pterygoid implants can be

used successfully in patients with atrophic posterior maxillae.

Ust yapilar /Suprastructures:

URUN GRUBU KULLANIM AMACI

Diz Dayanaklar / Straight Abut- | numlanmasina sahiptir.

Diiz yerlestirilmis implant Gzerine yapilan sabit bélimli protezleri
destekleyen Uist yapi pargasidir. Tek liye veya kopri simante resto-
rasyonlarda kullanilir. Siman retansiyonlu dayanaklar, 1-5 mm arasi
diseti yuksekligine, platform caplarina gore degisen sekilde 3.5,
4.5, 6 mm caplara, A ve B olmak tzere iki farkh protetik indeks ko-

ments It is the superstructure part that supports fixed partial dentures
made on a flat implant. It is used in single member or bridge ce-
mented restorations. Cement retained abutments have a gingival
height between 1-5 mm, diameters of 3.5, 4.5, 6 mm depending on
the platform diameters, and two different pro-thetic index positi-
ons, A and B.
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Acili Dayanaklar / Angled Abut-
ments

Acih yerlestirilmis implant Gzerine yapilan sabit bolimla protezleri
destekleyen Ust yapi parcasidir. Tek tiye veya kopri simante resto-
rasyonlarda kullanilir. Siman retansiyonlu dayanaklar, 1-5 mm arasi
diseti ylksekligine, platform caplarina gore degisen sekilde 3.5,
4.5, 6 mm caplara, 15° ve 25° acilanmaya, A ve B olmak Uzere iki
farkl protetik indeks konumlanmasina sahiptir.

It is the superstructure part that supports fixed partial dentures
made on an angled implant. It is used in single member or bridge
cemented restorations. Cement retained abutments have a gingi-
val height of 1-5 mm, diameters of 3.5, 4.5, 6 mm depending on
platform diameters, angulation of 15° and 25°, and two different
prosthetic index positions, A and B.

Estetik Dayanaklar / Esthetics
Abutments

Diseti bitim cizgisi geometrik olmayip bukkal, mesial, distal ve pa-
latinale gore farkli yiksekliklerde olan (st yapi pargasidir.

The gingival termination line is not geometric but is a part of the
superstructure with different heights according to buccal, mesial,
distal and palatine.

Pre-Mill Dayanaklar / Pre-Mill
Abutments

Kisiye 6zgli dayanak Gretmek icin Bilimplant® tarafindan frezeleme
yapilacak tretim cihazina ve tutucusuna uygun olarak tretilmis si-
man retansiyonlu protetik restorasyonlara destek olmak igin {ire-
tilmis frezelemeye hazir Grade 5 titanyum bloklardir.

Pre-mill dayanaklar 16 ve 20 mm hazir titanyum blok ¢apina sahip
frezeleme yapilacak tretim cihazi ve tutucusuna 6zel olarak ureti-
lirler.

Pre-milled Grade 5 titanium blocks for supporting cement-retai-
ned prosthetic restorations, manufactured by Bilimplant® in ac-
cordance with the milling machine and holder to produce custo-
mized abutments.

Pre-mill abutments are manufactured specifically for the milling
machine and holder with ready-to-mill titanium block diameters of
16 and 20 mm.

Locator Dayanaklar / Locator
Abutments

Hareketli protezlere destek olmak amaci ile sisteme 6zgl matris
sistemleri araciligi ile hareketli protezlere baglanan dayanaklardir.
Asinmanin 6nlenmesi ve/veya geciktirilmesi mikrobiyal tutulumun
en aza indirilebilmesi amaci ile karbon benzeri elmas (DLC) kap-
lama malzemesi ile kaplanmistir.

Diz Locator dayanaklar, 2-6 mm arasi diseti yuksekligine, acili Lo-
cator dayanaklar 2-6 mm diseti yliksekligine, 15° agilanmaya sahip-
tir. Acili dayanaklar baglanti dayanak vidasi ile diiz dayanaklar direk
olarak implant gévdesine baglanir.
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They are abutments that are connected to the removable prosthe-
sis through system-specific matrix systems to support the remo-
vable prosthesis. They are coated with carbon-like diamond (DLC)
coating material to prevent and/or delay wear and minimize mic-
robial attachment.

Straight Locator abutments have a gingival height of 2-6 mm, ang-
led Locator abutments have a gingival height of 2-6 mm and angu-
lation of 15°. Angled abutments are connected directly to the imp-
lant body with a connecting abutment screw.

Multi-Unit (Duz/Acili) Dayanaklar
/ Multi-Unit (Straight/Angled)
Abutments

Simantasyon isleminin istenmedigi durumlarda sabit bolimld pro-
tezin implantlara bir vida araciligi ile tutunabilmesine izin veren
Ustyapi parcasidir. Bu tir dayanaklar tek veya coklu restorasyon-
larda ayrica bar restorasyonlarin proteze destek olmasi istenen kli-
nik vakalarda kullanilir. 4 ve daha fazla implant kullanilmasi duru-
munda dissiz cenelerde aninda yikleme veya geleneksel ylikleme
protokollerinde hibrit protezlere destek olarak da kullanilir.

Vida retansiyonlu multiunit dayanaklar 1-5 mm arasi diseti ylk-
sekligine, 15° ve 25° agillanmaya, A ve B olmak Uzere iki farkl pro-
tetik indeks konumlanmasina sahiptir.

It is a superstructure part that allows the fixed partial denture to
be attached to the implants by means of a screw when cementa-
tion is not desired. Such abutments are used in single or multiple
restorations and in clinical cases where bar restorations are requ-
ired to support the prosthesis. When using 4 or more implants, it
is also used as a support for hybrid prostheses in immediate loa-
ding or conventional loading protocols in edentulous jaws.

Screw retained multiunit abutments have a gingival height of 1-5
mm, 15° and 25° angulation, and two different prosthetic index
positions, A and B.

Topuz Bash Atasman Dayanaklar /
Ball Attachment Abutments

Hareketli protezlere destek olmak amaci ile sisteme 6zgl matris
sistemleri araciligi ile hareketli protezlere baglanan dayanaklardir.
Asinmanin 6nlenmesi ve/veya geciktirilmesi mikrobiyal tutulumun
en aza indirilebilmesi amaci ile karbon benzeri elmas (DLC) kap-
lama malzemesi ile kaplanmistir.

Topuz bash dayanaklar 2-7 mm diseti yiksekligine sahiptir.
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They are abutments that are connected to the removable prosthe-
sis through system-specific matrix systems to support the remo-
vable prosthesis. They are coated with carbon-like diamond (DLC)
coating material to prevent and/or delay wear and minimize mic-
robial attachment.

Knob-head abutments have a gingival height of 2-7 mm.

Ti-Base (Duz/Acih) Dayanaklar /
Ti-Base (Straight/Angled) Abut-
ments

Ti-Base dayanaklar dijital is akisi ile Giretilen vida retansiyonlu pro-
tetik retorasyonlara destek olmak icin tretilmislerdir. Acili Ti-Base
dayanaklar, protetik restorasyonun vida erisim deligini 0 ila 20°
arasinda konumlandirmak icin Gretilmistir.

Diiz Ti-Base dayanaklar, 1-5 mm arasi diseti yiksekligine, 3.5 ve
5.5 mm baca yiiksekligine sahiptir. Acili Ti-Base dayanaklar 1 mm
diseti yiiksekligine, 3.5 ve 5.5 mm baca yliksekligine sahiptir.

Ti-Base abutments are manufactured to support screw-retained
prosthetic restorations produced with a digital workflow. Angled
Ti-Base abutments are manufactured to position the screw access
hole of the prosthetic restoration between 0 and 20°.

Straight Ti-Base abutments have a gingival height of 1 to 5 mm
and a chimney height of 3.5 and 5.5 mm. Angled Ti-Base abut-
ments have a gingival height of 1 mm and a flue height of 3.5 and
5.5 mm.

Multi-Unit Ti-Base Dayanaklar /
Multi-Unit Ti-Base Abutments

Hareketli bolimli veya tam protezleri destekleyen, hassas tutucu
mekanizmaya sahip Ust yapi pargasidir.

It is a superstructure part with a sensitive gripping mechanism
that supports removable partial or complete prostheses.

Gegici Dayanaklar / Temporary
Abutments

Gegici vida retansiyonlu restorasyonlarda Ustyapi elemanlarina
destek olmasi icin kullanilir. Bir ve birden fazla implant kullanilan
vakalarda aninda ylkleme olgularinda kullanilabilir.

The temporary screw is used to support the superstructure ele-
ments in retained restorations. It can be used in cases of immedi-
ate loading in cases where one or more than one implant is used.

lyilesme Basliklari / Healing Caps

iki asamali cerrahi islemlerinde disetinin agilmasini takiben, tek
asamall cerrahilerde ise implantin yerlestirilmesinden sonra imp-
lant govdesine vidalanarak implant i¢ yapisini korur. Protetik bir
Ust yapiyi desteklemek icin kullanilmaz. Yumusak dokunun iyiles-
mesi slirecinde transgingival iyilesme ve yumusak dokunun sekil-
lendirilmesinde kullanilir. Dental implant sistemlerinde iyilesme
basliklari icin iki farkh dizayn mevcuttur. Bunlar doku seviyesi ve
kemik seviyesi implantlar ile uyumlu olacak sekilde Gretilmigtir.

It protects the internal structure of the implant by screwing into
the implant body following the opening of the gingiva in two-stage
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surgical procedures and after implant placement in one-stage sur-
geries. It is not used to support a prosthetic superstructure. It is
used for transgingival healing and soft tissue shaping during the
soft tissue healing process. There are two different designs for
healing heads in dental implant systems. These are manufactured
to be compatible with tissue level and bone level implants.
Dayanak ile implant gévdesini birbirine baglar ve sabitler.

Dayanak Baglanti Vidalari / Abut-

ment Screws It connects and fixes the abutment to the implant body.

10.2. Endikasyon(Lar) Ve Hedef Popiilasyon(lar) / Indication(s) and Target Population(s):

Bilimplant® dental implantlari tam veya kismi dissiz hastalarin Ust veya alt cenesinin fonksiyonel oral reha-
bilitasyonunda endikedir. Spesifik endikasyonlarda belirtilmedigi stirece dogal dislerin ¢ekilmesi veya kaybi
sonrasinda immediat, erken veya ge¢ implantasyon icin kullanilabilirler. iyi primer stabilite elde edildiginde
ve ¢igneme islevinin restorasyonu igin uygun okluzal yiklemeyle tek dis ve/veya birden fazla dis restoras-

yonlari icin immediat fonksiyonla implantlar yerlestirilebilir.

Bilimplant® dental implants are indicated for the functional oral rehabilitation of the upper or lower jaw of
fully or partially edentulous patients. They can be used for immediate, early or late implantation after
extraction or loss of natural teeth, unless specified in specific indications. When good primary stability is
achieved and with appropriate occlusal loading for the restoration of masticatory function, implants can be

placed with immediate function for single tooth and/or multiple tooth restorations.

Spesifik Kullanim Endikasyonlari:

Indications for Specific Use:

> Slim implant (@ 2,9 mm):

Bilimplant® Slim implantlari (@ 2,9 mm), alt cenede insizérler ve iist cenede lateral insizérlerin tek liye res-

torasyonunda endikedir. Képru restorasyonlarinda kullaniimaz.
Slim Implant (@ 2.9 mm):

Bilimplant® Slim Implants (@ 2.9 mm) are indicated for single member restoration of incisors in the man-

dible and lateral incisors in the maxilla. It is not used in bridge restorations.

> Kisa implantlar (5 ve 6 mm):

Bilimplant® 5 ve 6 mm Kisa implantlari, daha uzun bir implantin sinirl dikey kemik yiiksekligi nedeniyle yer-

lestirilemedigi, implant yerlestirilmesi sirasinda primer stabilite alinabilecek yeterli kemik kalitesi bulunan
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siddetli atrofik bir cene kemigi durumunda sabit veya hareketli rekonstriiksiyon igin endikedir. Bilimplant®

5 ve 6 mm Kisa implantlari 6zellikle sunlar icin endikedir;

e Sabit total protez/splintlenmis Uniteler (liye basina bir implant).

e Enaz bir daha uzun implantla kombinasyon yapilan pontik vakalari.

e Anterior bolgede daha uzun 2 implantla kombinasyon halinde en az iki Bilimplant® 5 veya 6 mm

Kisa implantli tam dissiz vakalar.
Bilimplant® Kisa implantlari immediat islevle yerlestirilemez.

Short implants (5 ve 6 mm):

Bilimplant® 5 and 6 mm Short Implants are indicated for fixed or mobile reconstruction in the case of a

severely atrophic maxilla with sufficient bone quality to obtain primary stability during implant place-

ment, where a longer implant cannot be placed due to limited vertical bone height. Bilimplant® 5 and 6

mm Short Implants are especially indicated for
- Fixed total dentures/splinted units (one implant per member).

- Pontic cases in combination with at least one longer implant.

- Complete edentulous cases with at least two Bilimplant® 5 or 6 mm Short Implants in combination with

2 longer implants in the anterior region.

Bilimplant® Short Implants cannot be placed with immediate function.

» Titanyum @ 3,2 mm implantlar:

?3,2 mm NP implantlar sadece su endikasyonlar igin kullanilacaktir;

implant (stii sabit restorasyonlu kismi disli ceneler: @ 3,7 mm ve/veya @ 4,1 mm implantlarla kombine edin

ve Ustyapiyi destekleyin.

Titanium @3.2 mm Implants:

?3.2 mm NP implants are to be used only for the following indications;

Partial toothed jaws with fixed restoration on implant: Combine with @ 3.7 mm and/or @ 4.1 mm implants

and support the superstructure.

Ust Yapilar/Suprastructures:

Kemik igi implantlarin dogrudan veya dolayli protetik rehabilitasyonlarda yardimci olarak kullanilmasi amag-
lanmaktadir. Dayanak baglanti vidasi ile implant Ustiine sabitlendikten sonra lizerine sabit bélimli protezler
simante edilebilir. Ustyapi yapim islemlerine osseointegrasyon tamamlandiktan sonra baslanabilir.
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Spesifik Endikasyonlar

» Topuz Basgh Atagman Dayanak:
Topuz baslik dayanak ve tutucu bilesenleri, tam veya kismi hareketli protezlere destek saglamak icin
agiz boslugunda kullanim icin tasarlanmistir. Hareketli protezlerin metal cap ve tutucularinin yerles-
tirilmesi ve sokilmesinde sisteminde kullanilan el aletleri ve yardimcilari, laboratuvar prosediirlerinde
kullanim igin endikedir.

Intraosseous implants are intended to be used as an aid in direct or indirect prosthetic rehabilitation. After
the abutment is fixed on the implant with a connecting screw, fixed partial dentures are cemented on it.
Superstructure construction is started after osseointegration is completed.

Specific Indications

» Ball Attachment Abutment:
Ball attachment abutment and retainer components are intended for use in the oral cavity to provide
support for full or partial removable dentures. Hand tools and aids used in the system for the insertion
and removal of metal caps and retainers of removable dentures are indicated for use in laboratory
procedures.

10.3. Kontrendikasyonlar Ve / Veya Sinirlamalar: / Contraindications and /or Limitations:
Yetersiz kemik hacmi ve/veya kalitesi, lokal kok kalintilari, ciddi dahili tibbi problemler, kontrolsiiz kanama bo-
zukluklari, yetersiz yara iyilesme kapa- sitesi, yetersiz maksiller veya mandibiler bliyiime, kot genel saglik, koo-
pere olmayan veya motive olmayan hasta, ilag veya alkol istismari, psikozlar, uzun siireli ve tedaviye direngli
islevsel bozukluklar,agiz kurulugu, zayiflamis immiin sistem, periyodik steroid kullanimi gerektiren hastaliklar,
kontrolsiizendokrin bozukluklar veya kullanilan materyaldeki (titanyum alasimi, titanyum (grade 4)) kimyasal ice-
rige alerjiler veya asiri duyarlilik.
Inadequate bone volume and/or quality, local root remnants, serious internal medical problems, uncontrol-
led bleeding disorders, inadequate wound healing capacity, inadequate maxillary or mandibular growth,
poor general health, uncooperative or unmotivated patient, drug or alcohol abuse, psychoses, long-term
and treatment-resistant functional disorders, dry mouth, weakened immune system, diseases requiring pe-
riodic use of steroids, uncontrolled endocrine disorders or allergies or hypersensitivity to the chemical con-
tent in the material used (titanium alloy, titanium (grade 4)).

Ust Yapilar/Suprastructures:

Sinirl kalmamakla birlikte; genel saglik durumunun zayif oldugu zamanlarda, ciddi dahiliye problemlerinde,
kontrol edilmeyen diyabet, kontrol edilemeyen kanama bozukluklarinda, antikoagulant tedavisi durumunda,
damar rahatsizliklarinda, yetersiz yara iyilesmelerinde, konnektif doku rahatsizliklarinda, kemo ve radyas-
yon terapileri durumunda, metabolik kemik hastaliginda, kontrol edilemeyen hormon bozukluklarinda, psiki-
yatrik rahatsizliklarda, uyusturucu ve alkol kullaniminda ve hem ticari olarak saf titanyum veya titanyum
alasiminda(vanadyum, aliiminyum ve kalsiyum fosfat dahil) bilisimlerine alerji durumunda kontrendikedir.
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Spesifik Kontrendikasyonlar

» Locator ve Topuz Basli Atasman Dayanak:
Locator dayanak, topuz bash dayanak ve matris sistemleri, implantlar arasinda 60°'den fazla acisal
sapma veya iki dayanak arasinda 40°'den fazla protetik sapma olmasi durumunda kullanilamaz. Has-
tanin bakim gerekliliklerine uymamasi, kontrol randevularini takip etmede istekli olmamasi, bruksizm
veya diger parafonksiyonel aliskanliklari olan hastalar ile birlikte kemik destegi zayif tek tarafli dissizlik
vakalari kontrendikasyon olusturur.

But not limited to; contraindicated in times of poor general health, serious internal medicine problems, un-
controlled diabetes, uncontrolled bleeding disorders, anticoagulant therapy, vascular disorders, inadequate
wound healing, connective tissue disorders, chemo and radiation therapy, metabolic bone disease, uncont-
rolled hormone disorders, psychiatric disorders, drug and alcohol abuse, and allergy to both commercially
pure titanium or titanium alloys (including vanadium, aluminium and calcium phosphate).

Specific Contraindications:

» Locator and Ball Attachment Abutment:
Locator abutment and Matrix systems cannot be used when there is an angular deviation of more
than 60° between implants or a prosthetic deviation of more than 40° between two abutments. Bone
support with patient non-compliance with care requirements, unwillingness to follow control appo-
intments, patients with bruxism or other parafunctional habits.
kontrendikedir.

11. CiHAZ AGIKLAMASI / DEVICE DESCRIPTION
11.1. Cihazin Agiklamasi / Description of the device:

Bilimplant® dental implantlari ve dayanaklari, bagli protez cihazlari igin bir destek yapisi saglamak tzere

oral implantasyonda kullanilmasiamaglanmistir.

Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a support

structure for attached prosthetic devices.

11.2. Eger Varsa Onceki Nesil(ler)e Veya Varyantlara Bir Referans ve Farkliliklarin Bir Agiklamasi / A Refe-
rence to Previous Generation(s) or Variants, if any, and a Description of the Differences:

Cihazin bir 6nceki varyantlari ve bulunmamaktadir.
There are no previous variants of the device and there are none.

11.3. Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Her Tiirlii Aksesuarin Agiklamasi / Description of All Ac-
cessories Designed for Use with the Device:
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Bilimplant® Dental implantlari ve protetik parcalarinin cesitli konfigiirasyonlari mevcuttur. Bir Bilimplant®
dental implantini restore etmek igin yalnizca ilgili baglantiya sahip Bilimplant protetik pargalarini kullandigi-
nizdan emin olun. (6rn. Protez platformu RN (Regular Neck) i¢in sadece “RN” isaretli bilesenler kullanilabi-

lir.)

Bilimplant® dental implants and prosthetic parts are available in various configurations. To restore a Bilimp-
lant® dental implant, make sure that you only use Bilimplant prosthetic parts with the corresponding con-
nection (e.g. for the prosthetic platform RN (Regular Neck) only components marked ‘RN’ may be used).

implantTipi Baglanti Tipi Uyumlu Kisimlar RenkKodu

Kemik Seviyesi
Bone Level

SP (Slim Platform)
®2,9mMm

SP etiketli kisimlar

Beyaz

NP (Narrow Plat-
form)
©3,2/3,7 mm

NP etiketli kisimlar

Sari

RP (Regular Plat-
form)
?4,1/4,8 mm

RP etiketli kisimlar

Mavi

Doku Seviyesi

Tissue Level

RP / RN (Regular
Neck)
94,1/ 04,8 mm

RN etiketli kisimlar

Yesil

RP / WN (Wide
Neck)
4,8/ ®6mm

WN etiketli kissmlar

Mor

Bilimplant® Dental implantlarin birlikte kullanildigi aksesuarlar ve kullanim amaglari asagida belirtilmistir;
The accessories used with Bilimplant® Dental Implants and their intended use are listed below;

Bilimplant® Dental implant Gévde Aksesuarlar
Uriin Kodu Uriin Adi Kullanim Amaci
PTPNP Transfer Parcasi NP : .
PTPRP Transfer Parcasi RP !mplantl kutusundan el degmed(?n ¢ikartmak ve
implant yuvasina tasimak amaci ile kullanilir.
PTPSP Transfer Pargasi SP
PCSNP BL Kapama Bashgi NP v dalar ik | bmokozal hi
PCSRP _| Bl Kapama Basli RP etokolerde Klamrve dontalimplant e vida
PCSTNP | TL Kapama Basligi NP proto: . plant [¢ine
> lanip implant i¢ yapisini korur ve protetik bir ist ya-
PCSTRP TL Kapama Bashgi RP
< piy1 desteklemez.
PCSSP BL Kapama Basligi SP
Bilimplant® Dental Implant Body Accessories
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AT Product Name Intended Use
Code

PTPNP Transfer Part NP

PTPRP Transfer Part RP

It is used to remove the implant from the box untouched

PTPSP Transfer Part SP

and carry it to the implant socket.

PCSNP BL Closing Head NP

PCSNP BL Closing Head NP Closing screws are used in

PCSRP BL Closing Head RP

two-stage (submoccosal) surgical protocols and are

PCSTNP TL Closing Head NP

screwed into the dental implant, protecting the implant

PCSTRP TL Closing Head RP

internal structure and not supporting a prosthetic su-

PCSSP BL Closing Head SP

perstructure

Yukarida belirtilen aksesuarlarin Bilimplant® Dental implantlari ile uyum bilgileri asagida belirtilmistir;
The compatibility information of the above-mentioned accessories with Bilimplant® Dental Implants is gi-

ven below;

Bilimplant® Dental implant Govde Uriin Adi

Kullanildigi Uyumlu Transfer Pargasi ve Kapama Bas-
hiklari

BL #3.2 mm implant NP
BL #3.7 mm implant NP
RN-TL #3.2 mm implant
RN-TL @#3.7 mm implant

Transfer Parcasi NP

BL @4.1 mm implant RP
BL #4.8 mm implant RP
RN-TL @4.1 mm implant
WN-TL 4.8 mm implant

Transfer Pargasi RP

BL #2.9 mm implant SP

Transfer Pargasi SP

BL 3.2 mm implant NP
BL @#3.7 mm implant NP

BL Kapama Basligi NP

BL #4.1 mm implant RP
BL #4.8 mm implant RP

BL Kapama Basligi RP

RN-TL @#3.2 mm implant
RN-TL @#3.7 mm implant

TL Kapama Basligi NP

RN-TL @4.1 mm implant
WN-TL @#4.8 mm implant

TL Kapama Bashgi RP

BL #2.9 mm implant SP

BL Kapama Basligi SP

Bilimplant® Dental Implant Body Product
Name

Compatible Transfer Parts and Closure Heads

BL@3.2 mm Implant NP
BL@3.7 mm Implant NP
RN-TL #3.2 mm Implant
RN-TL #3.7 mm Implant

Transfer Part NP

BL @#4.1 mm Implant RP
BL @#4.8 mm Implant RP
RN-TL @#4.1 mm Implant

Transfer Part RP
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WN-TL #4.8 mm Implant

BL #2.9 mm Implant SP

Transfer Part SP

BL #3.2 mm Implant NP
BL #3.7 mm Implant NP

BL Closing Head NP

BL @#4.1 mm Implant RP
BL #4.8 mm Implant RP

BL Closing Head RP

RN-TL @3.2 mm Implant
RN-TL @#3.7 mm Implant

TL Closing Head NP

RN-TL @4.1 mm Implant
WN-TL #4.8 mm Implant

TL Closing Head RP

BL #2.9 mm Implant SP

BL Closing Head SP

Bilimplant® Dental implantlari ile Ustyapi Ekipmanlari uyum bilgileri Uriin Bilgisi icerisinde verilmistir.
Information on the compatibility of Bilimplant® Dental Implants and Superstructure Equipment is given in

the Product Information.

» Dental Implant Body — Abutment — Abutment Screw compatibility information is listed below.

Straight Abutments

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Abutment @3.5 NP and dimen-
sions

BL Straight Abutment @4.5 NP and dimen-
sions

Abutment Screw NP

BL @3.2 ve #3.7 NP Implants

BL Straight Abutment @5 RP and dimensi-
ons

BL Straight Abutment @6 RP and dimensi-
ons

Abutment Screw RP

BL @4.1, #4.8, #5.5 RP Implants

RN&WN-TL Straight Abutment and dimen-
sions

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Straight Abutment @4.5 NC SP and di-
mensions

Abutment Screw NC

BL #2.9 and @3 NC SP Implants

BL Straight Abutment @5 NC and dimensi-
ons

Abutment Screw NC

BL @#3.2, @#3.25, @#3.5, @#3.7, #3.75,
@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Straight Abutment NC

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, @5.5,
@6 NC Implants

Angled Abutments

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together

BL Angled Abutment 15° NP and dimensi-
ons

BL Angled Abutment 20° NP and dimensi-
ons

Abutment Screw NP

BL @3.2 ve #3.7 NP Implants
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BL Angled Abutment 25° NP and dimensi-

ons

BL Angled Abutment 15° RP and dimensi-

ons

BL Angled Abutment 20° RP and dimensi-

ons

Abutment Screw RP

BL Angled Abutment 25° RP and dimensi-

ons

BL @4.1, 4.8, ¥5.5 RP Implants

RN&WN-TL Angled Abutment 15° RP and

dimensions

RN&WN-TL Angled Abutment 20° RP and

dimensions

Abutment Screw RP

RN&WN-TL Angled Abutment 25° RP and

dimensions

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Angled Abutment 15° NC SP and di-

mensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Abutment 25° NC SP and di-

mensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Abutment 15° NC and dimensi-

ons

Abutment Screw NC

BL @3.2, #3.25, @3.5, @3.7, §3.75,

@4, P4.1, @4.5, §4.8, @5, @5.5, P6
NC Implants

BL Angled Abutment 25° NC and dimensi-

ons

Abutment Screw NC

BL @3.2, #3.25, @3.5, @3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Angled Abutment 15° NC

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

TL Angled Abutment 20° NC

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

TL Angled Abutment 25° NC

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

Multi-unit Abutment (Two Pieces)

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bo-
dies Used Together

BL Straight Multi-Unit Abutment
?3.5 Gh1 (two pieces) NP

Multi-Unit Abutment Screw Gh1 NP

BL @3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
?3.5 Gh2 (two pieces) NP

Multi-Unit Abutment Screw Gh2 NP

BL @3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
?3.5 Gh3 (two pieces) NP

Multi-Unit Abutment Screw Gh3 NP

BL @3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
?3.5 Gh4 (two pieces) NP

Multi-Unit Abutment Screw Gh4 NP

BL @3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh1 (two pieces) NP

Multi-Unit Abutment Screw Gh1l NP

BL @3.2 ve @#3.7 NP Implants
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BL Straight Multi-Unit Abutment
@4.5 Gh2 (two pieces) NP

Multi-Unit Abutment Screw Gh2 NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh3 (two pieces) NP

Multi-Unit Abutment Screw Gh3 NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh4 (two pieces) NP

Multi-Unit Abutment Screw Gh4 NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh5 (two pieces) NP

Multi-Unit Abutment Screw Gh5 NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh1 (two pieces) RP

Multi-Unit Abutment Screw Gh1l RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh2 (two pieces) RP

Multi-Unit Abutment Screw Gh2 RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh3 (two pieces) RP

Multi-Unit Abutment Screw Gh3 RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh4 (two pieces) RP

Multi-Unit Abutment Screw Gh4 RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh5 (two pieces) RP

Multi-Unit Abutment Screw Gh5 RP

BL @4.1, 4.8, ¥5.5 RP Implants

Straight Multi-Unit Abutments

Compatible Abutment Screws
Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Multi-Unit Abutment @4.5

NP and dimensions

Occlusal Screw M1.4

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment @4.5

RP and dimensions

Occlusal Screw M1.4

BL @4.1, #4.8, #5.5 RP Implants

RN&WN-TL Straight Multi-Unit Abut-

ment

Occlusal Screw M1.4

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Straight Multi-Unit Abutment NC
SP and dimensions

Occlusal Screw M1.4 NC

BL #2.9 and @3 NC SP Implants

BL Straight Multi-Unit Abutment NC
and dimensions

Occlusal Screw M1.4 NC

BL @3.2, ¥3.25, @3.5, ¥3.7, @3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Multi-Unit Abutment NC

Occlusal Screw M1.4 NC

TL @4, @4.1, @4.5, P4.8, @5, @5.5,
@6 NC Implants

Angled Multi-Unit Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Multi-Unit Abutment
15° NP and dimensions

BL Angled Multi-Unit Abutment
30° NP and dimensions

Angled Multi-Unit Abutment Screw

BL @3.2 ve #3.7 NP Implants
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BL Angled Multi-Unit Abutment
15° RP and dimensions

BL Angled Multi-Unit Abutment
30° RP and dimensions

Angled Multi-Unit Abutment Screw
RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Angled Multi-Unit Abutment
17° NC SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Multi-Unit Abutment
30° NC SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Multi-Unit Abutment
17° NC and dimensions

Abutment Screw NC

BL #3.2, 3#3.25, #3.5, @#3.7, @#3.75,
@4, @4.1, @4.5, 4.8, @5, @5.5, @6
NC Implants

BL Angled Multi-Unit Abutment
30° NC and dimensions

Abutment Screw NC

BL #3.2, @#3.25, #3.5, ?#3.7, @#3.75,
@4, @4.1, @4.5, 4.8, @5, @5.5, @6
NC Implants

Straight Locator Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Straight Locator Abutment NP
and dimensions

BL ?3.2 ve #3.7 NP Implants

BL Straight Locator Abutment RP
and dimensions

BL @4.1, 4.8, ¥5.5 RP Implants

RN-TL Straight Locator Abutment
and dimensions

RN-TL @4.1 Implants

WN-TL Straight Locator Abutment
and dimensions

WN-TL #4.8, @5.5 Implants

BL Straight Locator Abutment NC
SP and dimensions

BL #2.9 and @3 NC SP Implants

BL Straight Locator Abutment NC
and dimensions

BL 3.2, 3#3.25, 3.5, @#3.7, $3.75,
@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Straight Locator Abutment NC
SP and dimensions

TL @4, 4.1, P4.5, 4.8 NC Implants

TL Straight Locator Abutment NC
and dimensions

TL @5, @5.5, @6 NC Implants

Angled Locator Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Locator Abutment 15°
NP and dimensions

Ti-Base Abutment Screw NP

BL @3.2 ve @#3.7 NP Implants

BL Angled Locator Abutment 15°
RP and dimensions

Ti-Base Abutment Screw RP

BL @4.1, §4.8, #5.5 RP Implants
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RN-TL Angled Locator Abutment
15° and dimensions

RN-TL @4.1 Implants

WN-TL Angled Locator Abutment
15° and dimensions

WN-TL @4.8, @5.5 Implants

BL Angled Locator Abutment 15°
NC SP and dimensions

BL ?2.9 and @3 NC SP Implants

BL Angled Locator Abutment 15°
NC and dimensions

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Angled Locator Abutment 15°
NC SP and dimensions

TL @4, @4.1, @4.5, P4.8 NC Implants

TL Angled Locator Abutment 15°
NC and dimensions

TL @5, @5.5, @6 NC Implants

Straight Ti-Base Abutment

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Ti-Base Lock Abutment SP
and dimensions

BL 32.9 SP Implants

BL Straight Ti-Base NoLock Abutment NP
and dimensions

BL Straight Ti-Base Lock Abutment NP
and dimensions

Ti-Base Abutment Screw NP

BL #3.2 ve #3.7 NP Implants

BL Straight Ti-Base NoLock Abutment RP
and dimensions

BL Straight Ti-Base Lock Abutment RP
and dimensions

Ti-Base Abutment Screw RP

BL @4.1, #4.8, #5.5 RP Implants

RN-TL Straight Ti-Base Nolock Abutment
and dimensions

Ti-Base Abutment Screw RP

RN-TL @4.1 Implants

RN-TL Straight Ti-Base Lock Abutment
and dimensions

Ti-Base Abutment Screw RP

RN-TL @4.1 Implants

WN-TL Straight Ti-Base Nolock Abutment
and dimensions

Ti-Base Abutment Screw RP

WN-TL #4.8, @5.5 Implants

WN-TL Straight Ti-Base Lock Abutment
and dimensions

Ti-Base Abutment Screw RP

WN-TL @4.8, @5.5 Implants

BL Straight Ti-Base Nolock Abutment NC
SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Straight Ti-Base Lock Abutment NC SP
and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Straight Ti-Base Nolock Abutment NC
and dimensions

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, @3.7, $3.75,

@4, P4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants
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BL Straight Ti-Base Lock Abutment NC

and dimensions

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

TL Straight Ti-Base Nolock Abutment NC

and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

TL Straight Ti-Base Lock Abutment NC

and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Angled Ti-Base Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Ti-Base Lock Abutment
SP and dimensions

Abutment Screw M1.4

BL 32.9 SP Implants

BL Angled Ti-Base NoLock Abut-
ment NP and dimensions

BL Angled Ti-Base Lock Abutment
NP and dimensions

Ti-Base Abutment Screw NP

BL @3.2 ve #3.7 NP Implants

BL Angled Ti-Base NoLock Abut-
ment RP and dimensions

BL Angled Ti-Base Lock Abutment
RP and dimensions

Ti-Base Abutment Screw RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Angled Ti-Base Nolock Abut-
ment NC SP and dimensions

Abutment Screw NC

BL #2.9 and @3 NC SP Implants

BL Angled Ti-Base Lock Abutment
NC SP and dimensions

Abutment Screw NC

BL #2.9 and @3 NC SP Implants

BL Angled Ti-Base Nolock Abut-
ment NC and dimensions

Abutment Screw NC

BL @3.2, #3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, @4.8, @5, @5.5, @6
NC Implants

BL Angled Ti-Base Lock Abutment
NC and dimensions

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, @3.7, @3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Angled Ti-Base Nolock Abut-
ment NC and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

TL Angled Ti-Base Lock Abutment
NC and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, @5.5,
@6 NC Implants

Angled Esthetic Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Esthetic Abutment Angled
@3,5 NP and dimensions

BL Esthetic Abutment Angled
@4,5 NP and dimensions

Abutment Screw NP

BL @3.2 ve @#3.7 NP Implants
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BL Esthetic Abutment Angled @5
RP and dimensions

BL Esthetic Abutment Angled @6
RP and dimensions

Abutment Screw RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Esthetic Abutment NC

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, P4.8, @5, B5.5, @6
NC Implants

Pre-Mill Abutments

Compatible Abutment Screws
Used Together

Compatible Dental Implant Bodies
Used Together

BL Pre-Mill Abutment D6 L12,5 NP

BL ?3.2 ve #3.7 NP Implants

BL Pre-Mill Abutment D8 L12,5 RP

BL @4.1, §4.8, #5.5 RP implantlar

RN-TL Pre-Mill Abutment D12

RN-TL @4.1 Implants

WN-TL Pre-Mill Abutment D12

WN-TL @4.8, @5.5 Implants

RN-TL Large Platforn Pre-Mill Abut-
ment

RN-TL @4.1 Implants

WN-TL Large Platforn Pre-Mill Abut-
ment

WN-TL @4.8, @5.5 Implants

BL Pre-Mill Dayanak SP ve ebatlari

BL 32.9 SP Implants

BL Pre-Mill Dayanak NP ve ebatlari

BL ?3.2 ve #3.7 NP Implants

BL Pre-Mill Dayanak RP ve ebatlari

BL @4.1, $4.8, #5.5 RP implantlar

RN-TL Pre-Mill Dayanak ve ebatlari

RN-TL @#4.1 Implants

WN-TL Pre-Mill Dayanak ve ebatlari

WN-TL #4.8, @5.5 Implants

BL Pre-Mill Dayanak NC ve ebatlari

BL @3.2, #3.25, @3.5, @3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

BL Pre-Mill Dayanak SP NC ve ebatlari

BL #2.9 and @3 NC SP Implants

TL Pre-Mill Dayanak NC ve ebatlari

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

Straight Ball Attachment Abut-
ments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Straight Ball Attachment Abut-
ment NP and dimensions

BL @3.2 ve #3.7 NP Implants

BL Straight Ball Attachment Abut-
ment RP and dimensions

BL @4.1, §4.8, @5.5 RP Implants

RN&WN-TL Straight Ball Attach-
ment Abutment and dimensions

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

RN-TL Straight Ball Attachment
Abutment and dimensions

RN-TL @4.1 Implants

WN-TL Straight Ball Attachment
Abutment and dimensions

WN-TL @4.8, @5.5 Implants
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Multi-Unit Ti-Base Abutments

Compatible Abutment Screws

Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Multi-Unit Ti-Base Lock
Abutment and dimensions

BL Straight Multi-Unit Ti-Base NoLock
Abutment and dimensions

Occlusal Screw M1.4

BL @3.2, @3.7 NP and BL #4.1, §4.8,
@5.5 RP Implants

RN-TL Straight Multi-Unit Ti-Base Lock
Abutement and dimensions

RN-TL Straight Multi-Unit Ti-Base No-
Lock Abutment and dimensions

Occlusal Screw M1.4

RN-TL @4.1 Implants

WN-TL Straight Multi-Unit Ti-Base
Lock Abutment and dimensions

WN-TL Straight Multi-Unit Ti-Base No-
Lock Abutment and dimensions

Occlusal Screw M1.4

WN-TL @4.8, @#5.5 Implants

BL Straight Multi-Unit Ti-Base Lock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

BL ?2.9 and @3 NC SP Implants

BL Straight Multi-Unit Ti-Base Nolock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

BL ?2.9 and @3 NC SP Implants

BL Straight Multi-Unit Ti-Base Lock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

BL @3.2, @¥3.25, @#3.5, @#3.7, $3.75,
@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

BL Straight Multi-Unit Ti-Base Nolock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

BL 3.2, @#3.25, @#3.5, @#3.7, $3.75,
@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Straight Multi-Unit Ti-Base Lock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

TL @4, 4.1, P4.5, 4.8 NC Implants

TL Straight Multi-Unit Ti-Base Nolock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

TL @4, @4.1, P4.5, 4.8 NC Implants

TL Straight Multi-Unit Ti-Base Lock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

TL @5, @5.5, @6 NC Implants

TL Straight Multi-Unit Ti-Base Nolock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

TL @5, @5.5, @6 NC Implants

Temporary Abutments

Compatible Abutment Screws

Used Together

Compatible Dental Implant Bodies
Used Together

BL Temporary Lock Abutment NP ve
ebatlari

Abutment Screw NP

BL @3.2 and @3.7 NP Implants

BL Temporary Nolock Abutment NP ve
ebatlari

Abutment Screw NP

BL @3.2 and @3.7 NP Implants

BL Temporary Lock Abutment RP ve
ebatlari

Abutment Screw RP

BL @4.1, 4.8, @5.5 RP Implants
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BL Temporary Nolock Abutment RP ve
ebatlari

Abutment Screw RP

BL @4.1, 4.8, ¥5.5 RP Implants

RN-TL Temporary Lock Abutment

Abutment Screw RP

RN-TL @4.1 Implants

RN-TL Temporary Nolock Abutment

Abutment Screw RP

RN-TL @4.1 Implants

WN-TL Temporary Lock Abutment

Abutment Screw RP

WN-TL @4.8, @5.5 Implants

WN-TL Temporary Nolock Abutment

Abutment Screw RP

WN-TL @4.8, @5.5 Implants

TL Temporary Lock Abutment

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

TL Temporary Nolock Abutment

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Multi-unit Lock Temporary Abut-
ment NP&RP

Abutment Screw RP

BL @3.2, 3.7 NP and BL #4.1, §4.8,
@5.5 RP Implants

BL Multi-unit NoLock Temporary
Abutment NP&RP

Abutment Screw RP

BL @3.2, 3.7 NP and BL #4.1, §4.8,
@5.5 RP Implants

RN-TL Multi-unit Lock Temporary
Abutment

Abutment Screw RP

RN-TL @4.1 Implants

RN-TL Multi-unit Nolock Temporary
Abutment

Abutment Screw RP

RN-TL @4.1 Implants

WN-TL Multi-unit Lock Temporary
Abutment

Abutment Screw RP

WN-TL @4.8, @5.5 Implants

WN-TL Multi-unit Nolock Temporary
Abutment

Abutment Screw RP

WN-TL @4.8, @5.5 Implants

BL Temporary Lock Abutment NC SP
ve ebatlari

Abutment Screw NC

BL #2.9 and @3 NC SP Implants

BL Temporary Nolock Abutment NC
SP ve ebatlari

Abutment Screw NC

BL #2.9 and @3 NC SP Implants

RN-TL Temporary Lock Abutment NC
SP

Abutment Screw NC

TL @4, @4.1, P4.5, 4.8 NC Implants

RN-TL Temporary Nolock Abutment
NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, 4.8 NC Implants

WN-TL Temporary Lock Abutment NC
SP

Abutment Screw NC

TL @4, @4.1, P4.5, 4.8 NC Implants

WN-TL Temporary Nolock Abutment
NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

TL Temporary Lock Abutment NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

TL Temporary Nolock Abutment NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

BL Multi-unit Lock Temporary Abut-
ment NC SP

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Multi-unit NoLock Temporary
Abutment NC SP

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

RN-TL Multi-unit Lock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

RN-TL Multi-unit Nolock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants
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WN-TL Multi-unit Lock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, 4.5, 4.8 NC Implants

WN-TL Multi-unit Nolock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, 4.5, 4.8 NC Implants

BL Temporary Lock Abutment NC ve
ebatlar

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, P4.8, @5, B5.5, @6
NC Implants

BL Temporary Nolock Abutment NC ve
ebatlar

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, @4.8, @5, @5.5, @6
NC Implants

RN-TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

RN-TL Temporary Nolock Abutment
NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Temporary Nolock Abutment
NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

TL Temporary Nolock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

BL Multi-unit Lock Temporary Abut-
ment NC

Abutment Screw NC

BL @3.2, #3.25, @3.5, @3.7, §3.75,

@4, @4.1, @4.5, §4.8, @5, @5.5, P6
NC Implants

BL Multi-unit Nolock Temporary Abut-
ment NC

Abutment Screw NC

BL @3.2, #3.25, @3.5, @#3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

RN-TL Multi-unit Lock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

RN-TL Multi-unit Nolock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Multi-unit Lock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Multi-unit Nolock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

Healing Caps

Compatible Abutment
Screws Used Together

Compatible Dental Imp-
lant Bodies Used Toget-
her

BL iyilesme Basligi SP ve ebatlari

BL @2.9 SP Implants

BL Healing Cap @3.5 NP and dimensions

BL Healing Cap ®3.7 NP and dimensions

BL Healing Cap @4.5 NP and dimensions

BL Healing Cap @4.8 NP and dimensions

BL Cylinder Healing Cap #3.2 NP and dimensions

BL Cylinder Healing Cap #3.7 NP and dimensions

BL ?3.2 ve 3.7 NP Imp-
lants
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BL Healing Cap @4.8 RP and dimensions

BL Healing Cap @5 RP and dimensions

BL Healing Cap @5.4 RP and dimensions

BL Healing Cap @6 RP and dimensions

BL Healing Cap @6.5 RP and dimensions

BL Cylinder Healing Cap @4.1 RP and dimensions

BL Cylinder Healing Cap 4.8 RP and dimensions

BL @4.1, #4.8, #5.5 RP
Implants

RN-TL Healing Cap and dimensions

RN-TL @#4.1 Implants

WN-TL Healing Cap and dimensions

WN-TL @#4.8, @5.5 Imp-
lants

BL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

BL @3.2, @3.7 NP and BL
@4.1, @4.8, @5.5 RP Imp-
lants

RN-TL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

RN-TL @4.1 Implants

WN-TL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

WN-TL @4.8, @5.5 Imp-
lants

BL Healing Cap ®4.8 NC and dimensions

BL #3.2, #3.25, (3.5,
@3.7, ¥3.75, @4, @4.1,
@4.5, §4.8, @5, B5.5, @6
NC Implants

BL Healing Cap @5.4 NC and dimensions

BL @3.2, @#3.25, @#3.5,
@3.7, @3.75, @4, @4.1,
@4.5, @4.8, @5, 5.5, P6
NC Implants

TL Healing Cap NC

TL @4, @4.1, @4.5, P4.8,
@5, @5.5, 6 NC Implants

BL Multi-Unit Healing Cap NC

BL @#3.2, @#3.25, @#3.5,
@3.7, @3.75, @4, 94.1,
@4.5, @4.8, @5, 5.5, P6
NC Implants

TL Multi-Unit Healing Cap NC

TL @4, @4.1, @4.5, P4.8,
@5, @5.5, 6 NC Implants

11.4. Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Diger Cihazlarin Ve Uriinlerin Agiklamasi / Description

of Other Devices and Products Designed for Use with the Device:

Cerrahi set igeriginin agiklamalar1t TABLO-1 de, Cerrahi Set V2 igeriginin aciklamalari TABLO-2 de belir-

tilmistir.
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3

2 1

Marking Drills

f26

24

weerSR ook

TABLO-1

TABLO-1 CERRAHI SET iCERIGi

NO URUN GORSELI ::ggg URUN ADI KULLANIM AMACI

Drill boyu yetersiz kaldiginda drill

1 = . =] DEXT Drill Uzatma boyunu uzatmak amaci ile kullani-
lir.

1.5 i tl Drill .
2 e = PDS ¢. .mm saretieme Ur Implant uygulanacak bélgeyi isaret-
(Sivri) .

lemek icin kullanilir.
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PR PDRB1S ?1.8 mm Isaretleme Drill (Yu-
——— varlak)

implant yuvasi hazirlanirken derin-
Sk asgi———— PD22 @2.2 mm Pilot Drill Kisa lik ve paralellik belirlenmesinde
kullanihir.

implant yuvasi hazirlanirken derin-

unE SR ———— PDL22 2.2 mm Pilot Drill Uzun lik ve paralellik be.IirIenmesirmdcle
kullanilir. Uzun drill boyuna ihtiyag

duyuldugu durumlarda kullanilir.

@3,2 mm caph implantin nihai drili-

S8 iSm—n D32

@3.2 mm implant Drill Kisa

dir.
SN ESm-——n ID37 ?3.7 mm implant Drill Kisa ?i‘:fj fcapl implantin nihai drili-
&SN Isg——» ID41 @4.1 mm implant Drill Kisa P4,1 mm gaph implantin nihai drili-
] dir.
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9 @S58 IS g—» ID48 @4.8 mm implant Drill Kisa ?,4’8 mm ¢aplt implantin nihai drili-
ir.
- ?3,2 mm caph implantin nihai drili-

10 &N58 iﬁEﬂ IDL32 3.2 mm implant Drill Uzun dir. Uzun drill boyuna ihtiya¢ duyul-
dugu durumlarda kullanilir.
@3,7 mm capli implantin nihail dri-

11 | NER ISg——» IDL37 ?3.7 mm implant Drill Uzun | lidir. Uzun drill boyuna ihtiyag du-
yuldugu durumlarda kullanilr.
@4,1 mm caph implantin nihai drili-

12 &S5 S Sm—n IDL41 @4.1 mm implant Drill Uzun | dir. Uzun drill boyuna ihtiyac duyul-
dugu durumlarda kullanilir.
@4,8 mm caph implantin nihai drili-

13 &Ss8 iﬁEﬂ IDLA8 @4.8 mm implant Drill Uzun dir. Uzun drill boyuna ihtiya¢ duyul-
dugu durumlarda kullanilir.
Implant boyun kisminin sikismasini

14 -lg CD32 @3.2 mm Kortikal Drill onlemek igin kortikal kemigi genis-
letmek amaci ile kullanilir.
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15 & CD37 | @3.7 mm Kortikal Drill
16 [ CD41 @4.1 mm Kortikal Drill
17 @i CD48 | 4.8 mm Kortikal Drill
18
ilk agilan yuvanin derinlik ve para-
=== 100AP Hizalayici Pin lelliginin kontrol edilmesi igin kulla-
nilir.
19
FFCE—== ) " Agilan yuvanin derinlik ve paralelli-
20 o 2 ginin kontrol edilmesi icin kullanilir.
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20 1T HE = 102PP Paralel Pin @3.7
22 | | ‘rrlur rs ) 103PP Paralel Pin @#4.1
23 | | [ l “b = ) 104PP Paralel Pin ¢4.8
24 n:g TSPADL Anguldurva Adaptoéri (21
mm)
implanti kutusundan el degmeden
25 m TSP12 Raset Adaptori (Kisa 12 mm) | ¢ikarmak ve implant yuvasina tasi-
mak amaci ile kullanilir.
26 __im TSP19 Raset Adaptori (Orta 19 mm)
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27 @—n SCSA23 | SCS Anahtari (Orta 23 mm)
28 %m SCSA16 | SCS Anahtari (Kisa 16 mm)
59 -—— - IDPNP Implant Cikarma Anahtari - ) .
(NP) lyilesme basligi ve kapama vidala-
rini yerlestirmek icin kullanilir.
30 q’! IDPRP Implant Cikarma Anahtari
(RP)
31 | —————— HS Tornavida
32 aD Gode Greft karistirmak/ tasimak amaci

ile kullantlir.
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33 TRCHTV2 | Torklu Raset V2 Impla.m'tl cene kemigine yerlestir-
mek icin kullanilir.
TABLO-2
TABLO-2 CERRAHI SET V2 iCERIGI
e . URUN -
NO URUN GORSELI KODU URUN ADI KULLANIM AMACI
Drill boyu yetersiz kaldiginda drill
1 DEXT Drill Uzatma boyunu uzatmak amaci ile kullani-
lir.
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S —— PDS ¢.1.5'mm Isaretleme Drill
(Sivri)
implant uygulanacak bélgeyi isaret-
lemek igin kullanilir.
g PDRB @2.2 mm isaretleme Drill (Yu-
varlak)
implant yuvasi hazirlanirken derin-
S=ss ISl PD22 (2.2 mm Pilot Drill Kisa lik ve paralellik belirlenmesinde
kullanilir.
implant yuvasi hazirlanirken derin-
S asgi——— PDL22 | 2.2 mm Pilot Drill Uzun g ve paralellik belirlenmesinde
kullanilir. Uzun drill boyuna ihtiyag
duyuldugu durumlarda kullanilir.
&S5 IS —n ID32 ?3.2 mm implant Drill Kisa ?.3'2 mm caplt implantin nihai drili-
ir.
S&SEN iSm—n ID37 ?3.7 mm implant Drill Kisa ?ﬁj mm caplt implantin nihai drili-
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8 SN B D41 @4.1 mm implant Drill Kisa ?:’1 mm capli implantin nihai drili-
- ; 4 [t impl ihai drili-
9 S8 i Sm—w ID48 @4.8 mm implant Drill Kisa ?ir’s mm caplt implantin nihai drili
@3,2 mm capli implantin nihai drili-
10 | S5 ISE——" IDL32 ?3.2 mm implant Drill Uzun | dir. Uzun drill boyuna ihtiyac du-
yuldugu durumlarda kullanilr.
@3,7 mm caph implantin nihail dri-
11 &SN iISg——n IDL37 @3.7 mm implant Drill Uzun | lidir. Uzun drill boyuna ihtiyag du-
yuldugu durumlarda kullantlir.
@4,1 mm caph implantin nihai drili-
12 | SN Y i Sm——n IDL41 @4.1 mm implant Drill Uzun | dir. Uzun drill boyuna ihtiyag du-
yuldugu durumlarda kullanilr.
@4,8 mm capli implantin nihai drili-
13 | NEN ISg——» IDL48 @4.8 mm implant Drill Uzun | dir. Uzun drill boyuna ihtiyag du-
yuldugu durumlarda kullanilir.
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14| @M CD32 | @3.2 mm Kortikal Drill
15 qi———n CD37 | 3.7 mm Kortikal Drill
implant boyun kisminin sikismasini
onlemek icin kortikal kemigi genis-
letmek amaci ile kullanilir.
16 | @pm———m CD41 | @4.1 mm Kortikal Dril
17| @ip——m CD48 | 4.8 mm Kortikal Drill
18
ilk agilan yuvanin derinlik ve para-
= ——t—} 100AP Hizalayici Pin lelliginin kontrol edilmesi igin kulla-
nilir.
19
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20 HEI—=— 101PP | Paralel Pin ¢3.2
21 | =HIR———— 102PP | Paralel Pin @3.7
Acilan yuvanin derinlik ve paralelli-
ginin kontrol edilmesi icin kullanilir.
2 1M = 103PP | Paralel Pin @4.1
23 [ | II*’" - ) 104pPP Paralel Pin #4.8
24 -'ﬁ' TSP12 | Raset Adaptorii (Kisa 12 mm)
implanti kutusundan el degmeden
¢itkarmak ve implant yuvasina tasi-
mak amacit ile kullanilir.
*V
25 h.‘_ia TSP19 Raset Adaptori (Orta 19 mm)
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k‘g TSPA21

Anguldurva Adaptori (21

26
mm)

27 %g SCSA16 | SCS Anahtari (Kisa 16 mm)

28 ﬂa SCSA23 | SCS Anahtari (Orta 23 mm)

29 =Lja SCSA28 SCS Anahtari (Uzun 28 mm) . . .
lyilesme basligl ve kapama vidala-
rini yerlestirmek igin kullanihir.

30 e’! e Implant Cikarma Anahtari

(SP)
31 -—— - IDPNP Implant Cikarma Anahtari

(NP)
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3 Q’! IDPRP implant Cikarma Anahtari
(RP)
33 ﬁ HS Tornavida
34 GD Gode F-ireft karistirmak/ tasimak amaci
ile kullanilir.
N v
35 = TRCHTV2 | Torklu Raset V2 Implanti gene kemigine yerlestir-
= mek icin kullanilir.
/EC‘——————'———E-‘!" implant kavitesinin derinligini / drill
36 f/ DG Derinlik Olger uzunlugunu 6lgmek amaciyla kulla-
nilir.
12. RISKLER VE UYARILAR / RISKS AND WARNINGS

12.1. Artik Riskler Ve istenmeyen Etkiler/ Residual Risks and Undesirable Side Effects:

Risk Numarasi

Zarar

Tehlike

Potansiyel Neden indirgenmeme Sebebi
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N . L Paket agildiktan sonra | Belirlenen risk indirgenebildigi mini-
Uriin Gergeklestirme Siireci LT . . B o
. . kalan drlinlerin bagka | mum seviyelere indirgenmistir. Ali-
Hastanin Enfeksi- Etiketleme e
R3 on Kapmasi islemsel Talimatlar hastada kullanimina nacak herhangi bir 6nlem olmamasi
¥ P 3 bagli olarak kontami- | nedeni ile tarafimizdan artik risk
Uyarilar . N . .
nasyon gerceklesmesi | olarak degerlendirilecektir.
Kullanicinin Giriin kulla- | Belirlenen risk indirgenebildigi mini-
nimi hakkinda yeterli mum seviyelere indirgenmistir. Ali-
Operasyonun uza- ... . S
R8 masi Kullanma Hatasi egitime sahip olma- nacak herhangi bir dnlem olmamasi
masi ya da kullanma nedeni ile tarafimizdan artik risk
kurallarina uymamasi | olarak degerlendirilecektir.
. . Belirlenen risk indirgenebildigi mini-
Urin fonksiyonunun . A e
" . mum seviyelere indirgenmistir. Ali-
Operasyonun Ger- Kritik Performans gerceklesmemesine S
R9 . . . : nacak herhangi bir dnlem olmamasi
ceklesmemesi Etiketleme bagli olarak implantas- . .
B basarisizhét nedeni ile tarafimizdan artik risk
¥ 3 & olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasvon basa- Operasyonda kullanila- | nimum seviyelere indirgenmistir.
R10 r|5|2I|“| ¥ 3 Uyarilar cak dogru boyutta Urt- | Alinacak herhangi bir 6nlem olma-
& nlin segilememesi mas! nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasyon basa- Osseintegrasyonun nimum seviyelere indirgenmistir.
R11 P . v 3 islemsel Talimatlar N grasy Alinacak herhangi bir 6nlem olma-
risizlig saglanamamasi -
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Uriindin kullanim .
oL runun" u vy Belirlenen risk indirgenebildigi mi-
Urilintin Yanhs Ope- amaci, Urdn perfor- ) . S -
. . oo . ... | nimum seviyelere indirgenmistir.
rasyonlarda Kulla- Etiketleme mans ve ozellikleri gibi .
R13 - . Alinacak herhangi bir 6nlem olma-
nilmasi Ya da Kulla- | Islemsel Talimatlar detaylarin kullaniciya -
oy ) masi nedeni ile tarafimizdan artik
nilamamasi bildirilmemesi ya da . . . .
g risk olarak degerlendirilecektir.
yetersiz tanimlanmasi
- . Belirlenen risk indirgenebildigi mi-
Uriiniin kullanim 6n- . . o o
. . . . nimum seviyelere indirgenmistir.
Hastanin Enfeksi- Uyarilar cesi gerekli 6nlemlerin S
R14 . o Alinacak herhangi bir nlem olma-
yon Kapmasi Etiketleme alinmamasi veya Uru- .
.. masi nedeni ile tarafimizdan artik
ndn tekrar kullaniimasi . . . .
risk olarak degerlendirilecektir.
Kull tersizligi . S
ullaniclyetersiziiglya | gy enen risk indirgenebildigi mi-
) . da yanlis kullanima ) . Lo -
Kemik kirilmasin- Etiketleme bagh uveun olmavan nimum seviyelere indirgenmistir.
R15 dan &tiirii hastanin | islemsel Talimatlar . g yg A .y Alinacak herhangi bir nlem olma-
. " olglideki tirtinle imp- .
zarar gérmesi Uyarilar masi nedeni ile tarafimizdan artik
lantasyonun zorlan- y . . -
risk olarak degerlendirilecektir.
masi
Cerrahi isl d . S e
I I.I§. €M SITASINGA - g o irjenen risk indirgenebildigi mi-
hasta sinir dokusunun . . Lo .
Hastanin zarar gor- | . zarar gormesi nedeni nimum seviyelere indirgenmistir.
R22 . Islemsel Talimatlar S Alinacak herhangi bir nlem olma-
mesi ile implantasyon son- .
rast hastanin agn duv- masli nedeni ile tarafimizdan artik
& ¥ risk olarak degerlendirilecektir.
masi
Belirlenen risk indirgenebildigi mi-
Hastanin zarar gér- implantin gikarilma- nimum seviyelere indirgenmistir.
R23 mesi & islemsel Talimatlar sina ihtiyag duyulmasi Alinacak herhangi bir 6nlem olma-
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
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Uriiniin dogru bir se- Belirlenen risk indirgenebildigi mi-
kilde imha edilmeme- nimum seviyelere indirgenmistir.
R26 Enfeksiyon Biyolojik Ajanlar sinden kaynakli olarak | Alnacak herhangi bir nlem olma-
kisilere enfeksiyon bu- masi nedeni ile tarafimizdan artik
lasabilir. risk olarak degerlendirilecektir.
Personel Yetkinligi ta- Belirlenen risk indirgenebildigi mi-
implantasvon Basa- nimlamasinin yapilma- | nimum seviyelere indirgenmistir.
R32 P . 4 d Yetkin Olmayan Personel masina bagh yanls ki- Alinacak herhangi bir 6nlem olma-
risizligi . .
siler tarafindan kulla- masi nedeni ile tarafimizdan artik
nim risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasvon Basa- Kétii Kemik Kalitesi nimum seviyelere indirgenmistir.
R51 P . 4 3 Kullanma Hatasi Olan Hastalara imp- Alinacak herhangi bir 6nlem olma-
risizligi -
lantasyon yapilmasi masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
. . nimum seviyelere indirgenmistir.
R52 O.p eras.y onun Ge Kullanma Hatasi it /g;et.r/smde'en mp Alinacak herhangi bir 6nlem olma-
cikmesi lanti diismesi ..
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
e i ve kemo- B'el|r|enen t"ISk |nd|'rge'neb||d|.g| rm—
implantasyon Basa- terapi alan hastalarda nimum seviyelere indirgenmistir.
R53 r/sfz)ll < 4 ? Bilgi Hatalari it /fmtas on vapil- Alinacak herhangi bir nlem olma-
g mtfsz yon yap masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implanta Hastanin ameliyat son- | nimum seviyelere indirgenmistir.
R54 P . 4 d Bilgi Hatasi rasi oral hijyenini sag- Alinacak herhangi bir 6nlem olma-
risizligi -
lamamasi masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
. . Cause of Non-Deducti-
Risk Number Harm Danger Potential Cause

bility

Infection of the

Product Realization Process
Labeling

Contamination
due to the use of
the products re-

The identified risk has
been reduced to the mini-
mum levels that can be

ration

R3 A . . maining after the | reduced. Since there are
Patient Operational Instructions )
) package is ope- no measures to be taken,
Warnings . .y . .
ned in another it will be considered as re-
patient sidual risk by us.
The user is not The identified risk has
adequately trai- been reduced to the mini-
Prolonged ope ned in the use of | mum levels that can be
R8 & P Use Error the product or reduced. Since there are

does not comply
with the rules of
use

no measures to be taken,
it will be considered as re-
sidual risk by us.
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Belirlenen risk indirgene-
. . bildigi minimum seviye-
Failure of implan- Iereigndir enmistir A\I/ma
Failure to Ope- | Critical Performance tation due to fai- & . .§ .
R9 . cak herhangi bir 6nlem ol-
rate Labeling lure of product .
function mamasl nedeni ile tarafi-
mizdan artik risk olarak
degerlendirilecektir.
The identified risk has
Failure to select been reduced to the mi-
Implantation fa- the correct size nimum levels that can be
R10 ilulroe Warnings product to be reduced. Since there are
used in the opera- | no measures to be taken,
tion it will be considered as
residual risk by us.
The identified risk has
been reduced to the mi-
. k ) nimum levels that can be
Implantation fa- . h Failure to achieve .
R11 . Operational Instructions ’ . reduced. Since there are
ilure osseointegration
no measures to be taken,
it will be considered as
residual risk by us.
Failure to inform
the user of details | The identified risk has
such as the inten- | been reduced to the mi-
Use or Non-Use .
. ded use of the nimum levels that can be
of the Product Labeling .
R13 . . : product, product | reduced. Since there are
in Wrong Ope- Operational Instructions
. performance and | no measures to be taken,
rations j o .
features, or ina- it will be considered as
dequate descrip- | residual risk by us.
tion
The identified risk has
Failure to take ne- | been reduced to the mi-
. . cessary precauti- nimum levels that can be
Infection of the | Warnings yP .
R14 ] . ons before use or | reduced. Since there are
Patient Labeling
reuse of the pro- no measures to be taken,
duct it will be considered as
residual risk by us.
: The identified risk has
Forced implanta- .
. - been reduced to the mi-
. tion with an )
Damage to the | Labeling . . .| nimum levels that can be
. " . inappropriately si- )
R15 patient due to Operational Instructions reduced. Since there are
) zed product due
bone fracture Warnings . no measures to be taken,
to userincompe- | . . .
. it will be considered as
tence or misuse . .
residual risk by us.
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. . The identified risk has

Pain after implan- .

. been reduced to the mi-

tation due to da- .

Harm to the pa- mage to the pati- nimum levels that can be

R22 . P Operational Instructions ,g .p reduced. Since there are

tient ent's nerve tissue

during the surgi- no measures to be taken,

cal ricedureg it will be considered as

P residual risk by us.
The identified risk has
been reduced to the mi-
i nimum levels that can be
Harm to the pa- . . Need for implant .

R23 tient Operational Instructions removal reduced. Since there are
no measures to be taken,
it will be considered as
residual risk by us.

The identified risk has

Failure to dispose | been reduced to the mi-

of the product nimum levels that can be

R26 Infection Biological Agents correctly can lead | reduced. Since there are
to infection of no measures to be taken,
persons. it will be considered as

residual risk by us.
The identified risk has

Use by wrong pe- | been reduced to the mi-

! ople due to lack of | nimum levels that can be
Implantation o L .

R32 Eailure Unqualified Personnel definition of Per- | reduced. Since there are
sonnel Compe- no measures to be taken,
tence it will be considered as

residual risk by us.
The identified risk has
been reduced to the mi-
mi Implantation of nimum levels that can be
R51 .p Use Error Patients with Poor | reduced. Since there are
Failure .

Bone Quality no measures to be taken,
it will be considered as
residual risk by us.

The identified risk has
been reduced to the mi-
nimum level that can be
Delay of Opera- Implant falling out 4 .
R52 . y P Use Error E g mitigated. Since there are
tion of the tube
no measures to be taken,
it will be considered as
residual risk by us.
58 The identified risk has

Implantation in .

Implantation atients receivin been reduced to the mi-

R53 .p Knowledge Errors P ) g nimum levels that can be

Failure radiotherapy and .
reduced. Since there are
chemotherapy
no measures to be taken,
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it will be considered as a
residual risk by us.
The identified risk has
Failure of the pati- b.een reduced to the mi-
Implantation ent to maintain nimum levels that can be
R54 .p Information Error . reduced. Since there are
Failure postoperative oral
hveiene no measures to be taken,
ve it will be considered as a
residual risk by us.

12.2. Uyarilar ve Onlemler/ Warnings and Precautions:

Uyarilar:
e Urinler agizigi kullanildiginda aspirasyona karsi korunmalidir. Uriinlerin aspirasyonu enfeksi-yona

veya planlanmamis fiziksel yaralanmaya neden olabilir.

e implant yatagi hazirlama ve implant yerlestirmesirasinda mandibiiler sinir kanalindan kaginin. Sinir
hasari anestezi, parestezi veya disesteziye neden olabilir.

e Kemik nekrozuna neden olabileceginden 6ne- rilen yerlestirme torklarini asmayin ("Ek Bilgiler" kis-
minda liste halinde verildigi gibi Temel Bilgi brosirlerine basvurun).
Warnings:
- Products must be protected against aspiration when used intra-orally. Aspiration of the products may ca-
use infection or unplanned physical injury.

- Avoid the mandibular nerve canal during implant bed preparation and implant placement. Nerve damage
may cause anaesthesia, paresthesia or dysesthesia.

- Do not exceed the recommended insertion torques as this may cause bone necrosis (refer to the Basic
Information leaflets as listed in the ‘Additional Information’ section).

Bilimplant® Kisa implantlari icin Ozel Uyar::

Bilimplant® Kisa implantlarini yumusak kemige yerlestirirken yeterli primer stabilite elde etmek icin 6zellikle
dikkatli olunmasi gerekir. implant tizerindeki transfer parcasini hafif yanal hareketlerle ¢ikarmayi diistiniin.
Yanal kuvvetleri en aza indirmek ve dik tiberkl egimlerini ve asiri yanal temaslari 6nlemek icin Bilimplant®
Kisa Implantlari diiz bir dayanak ile restore edilmelidir.

Special Warning for Bilimplant® Short Implants:

When inserting Bilimplant® Short Implants into soft bone, particular care must be taken to achieve adequ-
ate primary stability. Consider removing the transfer piece on the implant with gentle lateral movements.
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Bilimp-lant® Short Implants should be restored with a flat abutment to minimise lateral forces and avoid
steep tubercle slopes and excessive lateral contacts.

Dikkat Edilecek Noktalar/Onlemler:

e implantlar maksilla veya mandibula disindaki kemiklere yerlestiriimemelidir.

e Daima mevcut kemik kalinligi, kemik kalitesi, disler arasi bosluk ve 6ngoriilen gigneme kuvvetleri
tarafindan desteklenebilecek en bliylk capa sahip implanti secin. Nispeten yliksek yiiklerin beklen-
digi durumlarda uygun implant hizalamasini saglamak i¢in 6zel dikkat gosterilmelidir.

e Yiksek yuklerin implant govdesi kirgi olusturma riski sebebiyle kiigik capl implantlar (@ 3,2 mm)
molar bélgede kullanilmamalidir.

e Ameliyat 6ncesinde hastanin psikolojik ve fizik-sel durumunu belirlemek Gzere hastanin dikkatli bir kli-
nik ve radyolojik muayenesi gergeklestiril- melidir. Kemik veya yumusak dokunun iyilesmesireci veya
osseoentegrasyon sirecini olumsuzetkileyebilecek yerel veya sistemik faktorleri olan hastalarda
ozellikle dikkatli olunmalidir(6rn. kemik metabolizmasi bozukluklari, dia- betes mellitus tip I, antiko-
agllasyon tedavisi/ kanama diatezleri, bruksizm, parafonksiyonel aliskanliklar, olumsuz anatomik
kemik kosulla-ri, titlin istismari, tedavi edilmemis periodontal hastaliklar, akut implant bolgesi en-
feksiyonu, temporomandibiiler eklem bozukluklari, genenin tedavi edilebilir patolojik durumlari ve oral
mu-koza degisiklikleri, hamilelik, yetersiz oral hijyen).

e Bilimplant® dental implantlarini ambalajda belirtilen son kullanma tarihinden sonra kullanmayin.

e Bilimplant® dental implantlarini tekrar sterilize etmeyin. Temizleme ve sterilizasyon, temel malzeme ve
tasarim ozelliklerini tehlikeye atarak Grliniin bozulmasina yol agabilir.

e Bilimplant® dental implantlarini tekrar kullan-mayin. Tek kullanimlik Grtinlerin tekrar kullanil- masi
hasta veya kullanici enfeksiyonlari agisin-dan olasi bir risk olusturur.

Points to Consider/Precautions:

- Implants should not be placed in bones other than the maxilla or mandible.

- Always select the implant with the largest diameter that can be supported by the available bone thick-
ness, bone quality, interdental space and anticipated masticatory forces. Where relatively high loads are

expected, special care should be taken to ensure proper implant alignment.

- Small-diameter implants (@ 3.2 mm) should not be used in the molar region due to the risk of implant
body fracture from high loads.

- Before surgery, a careful clinical and radiological examination of the patient should be performed to de-
termine the psychological and physical condition of the patient. Particular caution should be exercised in
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patients with local or systemic factors that may adversely affect the healing or osseointegration process of
bone or soft tissue (e.g. bone metabolism disorders, diabetes mellitus type |, anti-coagulation therapy/ ble-
eding diathesis, bruxism, parafunctional habits, unfavourable anatomical bone conditions, tobacco abuse,
untreated periodontal disease, acute implant site infection, temporomandibular joint disorders, treatable
pathological conditions of the jaw and oral mosaic changes, pregnancy, inadequate oral hygiene).

- Do not use Bilimplant® dental implants after the expiry date indicated on the packaging.

- Do not re-sterilise Bilimplant® dental implants. Cleaning and sterilisation can lead to product deterioration
by compromising the essential material and design properties.

- Do not reuse Bilimplant® dental implants. Re-use of single-use products poses a potential risk of patient
or user infections.

Ust Yapilar/Suprastructures:

Uyarnilar:

Bilimplant® protez ve yardimci bilesenleri kullanilmadan 6nce bu kullanma talimati okunmahdir. Bilimplant®
protez ve yardimci bilesenleri, yalnizca genel kabul gérmus dis ve cerrahi tedavi kurallari ¢ergevesinde ve
endikasyonlara uygun olarak kullanilmalidir. Dental implant tedavisi karmasik cerrahi ve restoratif islemler
icermektedir. Bu tir uygulamalar bu alanda gerekli egitimi almis dis hekimleri tarafindan gergeklestirilmelidir.
Uygulayicinin islem sirasinda dikkat kabiliyeti yiiksek olmalidir.

Endikasyon veya kullanim sekli net degilse, tim noktalar agikhga kavusturulana kadar Bilimplant® protez ve
yardimci bilesenleri kullanilmamalidir. ProimTech. A.S., Grinin kullanim amaci disinda kullanilmasindan kay-
naklanan hasarlardan sorumlu degildir.

Uriinlerimizden biriyle ilgili olarak yasami tehdit eden olaylar veya saglik durumunda ciddi bir bozulma olmasi
durumunda bizi (ProimTech A.S.) ve yetkili/dizenleyici kurumunuzu bilgilendirin.

Spesifik Uyarilar:

» Pre-Mill Dayanaklar:
Premill dayanaklar kisiye 6zel olarak iiretilmis simante dayanaklardir. Vida retansiyonlu restorasyon-
lara destek icin kullanilmaz. Dayanaklarin tiretimini takiben hasta agzina uygun prosediirlerde yerles-
tirilir ve torklandiktan sonra restorasyonun tiretimi i¢in dijital veya geleneksel 6l¢ii alinarak siman
retansiyonlu restorasyon iiretimine gecilir. Ag1z igerisinden dijital 6l¢ii alinacaksa ylizeyden 151k sagi-
liminin engellenmesi i¢in agiz i¢i kullanima uygun titanyum oksit toz kullanilmasi 6nerilir.

» Ti-Base (Diiz/Acilh) Dayanaklar:
Ti-Base dayanaklar vida retansiyonlu protetik restorasyonlarda kullanilir. Dijital is akist ile iist prote-
tik iist yapinin iiretilmesi onerilir. Restorasyonun i¢ yilizeyinden asir1 uyumlama ve asindirma yapil-
mas1 protetik iist yap1 ve ti-base uyumunda bozukluklara yol agabilir. Buna bagli olarak desimantas-
yon, vida gevsemesi, mekanik basarsizliklar goriilebilir.

> Davanak Baglant1 Vidalar:
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Dayanak baglant1 vidalar1 i¢in tavsiye edilen maksimum tork degerini asla gegmeyin. Abutmentin asir1
sikilastirilmasi vidanin kirilmasina yol agabilir.

> Multi-Unit Davanaklar:

Acili multi-unit dayanak yalnizca hasta agzinda se¢ilebilir ve takilabilir. Dayanagin modelden hastanin
agzina dogru transferi miimkiin degildir. Implantlar {izerindeki devrilme yiiklerini azaltmak i¢in coklu
implant uygulamalarinda (diiz dayanaklarla kombinasyon dahil) acili multi-unit dayanaklar1 kullanin.

Dayanaklarin baca boyu yiiksekligi yeterli retansiyon saglamadigindan simantasyon miimkiin degildir.
Multiunit dayanaklara doner aletler ile miidahele edilmemis olmali freze vb islemler yapilmamalidir.
Konik baglantiy1 hava/su spreyi ile temizleyin ve yerlestirmeden dnce kurutun.

Ciddi Olumsuz Olaylarin Bildirimi:

Kullanicilar ciddi olaylarin yasanmasi durumunda;

Ureticiye ve kullanicinin ve/veya hastanin yerlesik oldugu tiye devletin yetkili otoritesine rapor-lanmasi ge-
rekmektedir.

Onlemler:

Asagida Bilimplant® protez ve yardimci bilesenlerinin kullanimi 6ncesi alinmasi gereken énlemler listelenmis-
tir;

v Her prosediirden dnce, gerekli tiim bilesenlerin, aletlerin ve yardimci ekipmanlarin eksiksiz, ¢alisir du-
rumda ve gerekli miktarda mevcut oldugundan emin olun.

v’ Tek kullanimlik tiim Grtnlerin tekrar kullanilmamasina dikkat edilmelidir. Bu triinlerin mikerrer kullanil-
masi enfeksiyon riskini arttirir ve bilesenlerin baglantisinda uyum eksikligine yol acar. Bu duruma bagh
olarak implant kaybi, enfeksiyon mekanik basarisizliklar ve kiriklar gibi komplikasyonlar gerceklesebilir.

v" Uygun olmayan anatomik ve klinik kosullar nedeniyle Bilimplant® protez ve yardimci bilesenlerinin kulla-

nimi gergeklestirilemiyorsa bu bilesenlerle planlanan tedaviye devam edilmemeli ve alternatifler arasti-

rilmalidir.

Kisisel glivenliginiz icin her zaman uygun kisisel koruyucu donanim ve ekipman kullanin.

Hastayi, bilesenlerin aspirasyon tehlikesini en aza indirilecek sekilde konumlandirin.

Hastanin agzinda kullanilan tim bilesenler aspirasyonu ve yutmayi onleyecek sekilde emniyete alinmali-

dir.

v’ Bilesenlerin hasta agzinda asindiriimasi gerekiyorsa yeterli aspirasyon saglanmal.

v Gerekli tork degerleri kontrol edilmeli.

ANRNEN

NOT:

Ust yapi bilesenlerinin dayanak ile baglantisi icin kullanilan siman veya baska bir malzeme (retici tarafindan
belirtildigi sekilde kullaniimalidir. Restorasyon sadece dental implant ile uyumlu orijinal dayanaklar ile yapi-
lacaktir.

Protez ve yardimci bilesenleri kullanirken, protetik restorasyonlar ile ilgili asagida siralanan spesifik veya
genel komplikasyonlar ortaya ¢ikabilir.
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Komplikasyonlar:

Agizda kullanilan parcalarin yutulmasi veya aspire edilmesi,

Asirt tork uygulanmasi nedeni ile baglanti vidasinin kirilmast,

Gerekli tork degerine ulagilamadig takdirde dayanaklarda donme,

Dayanagin kirilmasi,

Dayanagin veya diger bilesenlerin gevsemesi,

Kronun, kopriiniin ya da diger nihai protezlerin uygun olmayan final restorasyonu veya bozulmasi,
Hastanin ¢igneme fonksiyonunun saglanamamasi,

Dayanak vida gevsemesi,

Implantin kaybedilmesi - osseointegrasyon kaybi.

AN NI N N N N Y N N

Warnings:

These instructions for use should be read before using the Bilimplant® prosthesis and auxiliary components.
Bilimplant® prosthesis and auxiliary components should only be used within the framework of generally
accepted dental and surgical treatment rules and in accordance with dental indications. Dental implant tre-
atment includes complex surgical and restorative procedures. Such applications should be carried out by
dentists who have received the necessary training in this field. The clinician should have a high level of at-
tention during the procedure.

If the indication or method of use is unclear, Bilimplant® prosthesis and accessory components should not
be used until all points have been clarified. ProimTech. A.S. is not responsible for any damage caused by the
use of the product other than its intended use.

Notify us (ProimTech Inc.) and your authorized/regulatory agency in the event of a life-threatening event or
serious deterioration in health related to one of our products.

Specific Warnings:

> Pre-Mill Abutments:

Premill abutments are cemented abutments that are custommade. Not to be used to support screw-
retained restorations. Following the manufacture of the abutments, they are placed in the patient's
mouth in appropriate procedures and after torqued, digital or conventional impressions are made for
the manufacture of the restoration, and the manufacture of the cement-retained restoration is started.
If a digital impression is to be taken from the mouth, it is recommended to use titanium oxide powder
suitable for intraoral use to prevent light scattering from the surface.

» Ti-Base (Straight/Angled) Abutments:
Ti-Base abutments are used in prosthetic restorations with screw retention. It is recommended to
produce the upper prosthetic superstructure with a digital workflow. Excessive abbrasion with rotary
instruments from the inner surface of the restoration may lead to defects in the prosthetic superst-
ructure and ti-base alignment. Depending on this, decementation, screw loosening, mechanical fai-
lures can be seen.
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> Abutment Screws:

Never exceed the maximum recommended torque for the abutment screws. Excessive tightening of the
abutment can lead to screw breakage.

> Multi-Unit Abutments:

The angled multiunit abutment can only be selected and inserted at the patient's mouth. It is not
possible to transfer the abutment from the model to the patient's mouth. Use angled multiunit abut-
ments in multiple implant applications (including in combination with straight abutments) to reduce
tipping and torque loads on implants. Cementation is not possible as the insufficient occlusal height
of the abutments does not provide sufficient retention. Multiunit abutments should not be grinding
with by rotary tools, milling etc. operations should not be performed. Clean the conical connection
with air/water spray and dry before insertion.

Reporting of Serious Adverse Events:

In the event of serious events, users must report them to the manufacturer and the competent authority of
the member state where the user and/or patient is located.

Precautions:

Precautions to be taken before using Bilimplant® prosthesis and auxiliary components are listed below;

v

v

<\

ASANENENEN

Before each procedure, ensure that all necessary components, tools and ancillary equipment are comp-
lete, in working order and in the required quantity.

Care should be taken not to reuse all disposable products. Repeated use of these products increases the
risk of infection and leads to a lack of compatibility in the connection of components. Depending on this
situation, complications such as implant loss, infection, mechanical failures and fractures may occur.

If the use of Bilimplant® prosthesis and auxiliary components cannot be used due to unsuitable anatomi-
cal and clinical conditions, the planned treatment with these components should not be continued and
alternatives should be explored.

For your personal safety, always use appropriate personal protective equipment.

Position the patient so that the danger of aspiration of components is minimized.

All components used in the patient's mouth must be secured to prevent aspiration and swallowing.
Adequate aspiration should be provided if components need to be abraded in the patient's mouth.
Required torque values should be checked.

NOTE:

The cement or other material used for the attachment of the superstructure components to the abutment
should be used as specified by the manufacturer. Restoration will only be finished with the original abut-
ment compatible with the dental implant.
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The specific or general complications of prosthetic restorations, listed below, may occur when using prosthe-
tic and accessory components.

Complications:

Swallowing or aspirating parts used in the mouth,

Breakage of the retaining screw due to excessive torque application,

Rotation in the abutments if the required torque value cannot be reached,

Breakage of the abutment,

Loosening of the abutment or other components,

Improper final restoration or deterioration of the crown, bridge or other final prosthesis,
The patient's chewing function cannot be achieved,

Abutment screw loosening,
Loss of implant- Loss of osseointegration.

AN NI NI N N N Y N N

12.3. Varsa, Saha Giivenligi Diizeltici Faaliyetlerinin (FSN Dahil FSCA) Bir Ozeti De Dahil Olmak Uzere, Gii-
venliligin Diger ilgili Yonleri / Other Relevant Aspects of Safety, Including a Summary of Site Safety
Corrective Actions (FSCA, including FSN), if any:

Kendi Urlinlerimizle ilgili ciddi ya da ciddi olmayan olumsuz olaylar, trin geri gekmesi yasanmamistir.
There have been no serious or non-serious adverse events, product recalls related to our own products.

13. KLINiK DEGERLENDIRME OZETi VE PiYASAYA ARZ SONRASI KLiNiK TAKiP (PMCF)/ SUMMARY OF
CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW-UP (PMCF)

13.1. Varsa Esdeger Cihazla ilgili Klinik Verilerin Ozeti/ Summary of Clinical Data on the Equivalent Device, if
available:

Esdeger cihaz olarak Institut Straumann AG (Straumann®) dental implant sistemleri degerlendirilmistir. Ya-
pilan karsilastirmada cihazimiz ile Straumann implantlari arasinda teknik, biyolojik ve klinik agidan anlamli
bir fark olmadigi sonucuna varilmistir. Teknik agidan, her iki cihaz da titanyum alasimindan Uretilmekte olup
benzer liretim suregleri, mekanik dayanim 6zellikleri ve uzun dénem implant-stabilizasyon karakteristikle-
rine sahiptir. Implant geometrisi, vida yapisi ve yiizey modifikasyon prensipleri, osseointegrasyonu destek-
lemek amaciyla esdeger diizeyde tasarlanmistir. Biyolojik agidan, her iki cihaz da viicutta >30 giin sireyle
kemik/doku ile temas eden, inert ve biyouyumlu materyallerden olusmaktadir. Cihazlarda hayvansal, insan
veya kan tlirevli icerik bulunmamakta, ayrica salinim veya emilim 6zelligi gostermemektedir. Bu nedenle,
biyouyumluluk profili agisindan cihazimiz ile Straumann implantlari arasinda bir fark bulunmamaktadir. Kli-
nik acidan, dental implantlar “Well-Established Technology (WET)” kapsaminda kabul edilmekte olup, Stra-
umann implantlari uzun yillara dayanan klinik basarilariyla literatlrde genis 6lglide belgelenmistir. Klinik
degerlendirmede, cihazimizin osseointegrasyon basarisi, uzun dénem stabilite, biyouyumluluk ve glivenlik
parametreleri agisindan Straumann implantlariyla esdeger oldugu gosterilmistir. Post-market surveillance
(PMS) ve literatir verileri de bu esdegerligi desteklemektedir. Sonug olarak, cihazimiz teknik, biyolojik ve
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klinik parametreler acisindan Straumann implant sistemleriyle esdeger kabul edilmekte olup, bu degerlen-
dirme cihazin glivenlik ve performans acisindan klinik olarak kullanilabilir oldugunu teyit etmektedir.

The equivalent device has been identified as the Institut Straumann AG (Straumann®) dental implant sys-
tems. The comparison demonstrated that there are no significant differences between our device and Stra-
umann implants in terms of technical, biological, and clinical aspects.

From a technical perspective, both devices are manufactured from titanium alloy, with similar production
processes, mechanical strength properties, and long-term implant stabilization characteristics. The implant
geometry, thread design, and surface modification principles are designed at an equivalent level to support
osseointegration.

From a biological perspective, both devices are composed of inert and biocompatible materials that re-
main in contact with bone/tissue for more than 30 days. Neither device contains animal, human, or blood-
derived components, and neither exhibits release or absorption characteristics. Therefore, no differences
exist between our device and Straumann implants in terms of biocompatibility profile.

From a clinical perspective, dental implants are considered “Well-Established Technology (WET),” and Stra-
umann implants have been extensively documented in the literature with long-standing clinical success.
Clinical evaluation has demonstrated that our device is equivalent to Straumann implants in terms of osse-
ointegration success, long-term stability, biocompatibility, and safety parameters. Post-market surveillance
(PMS) and literature data further support this equivalence.

In conclusion, our device is considered equivalent to Straumann implant systems with respect to technical,
biological, and clinical parameters. This assessment confirms that the device is clinically acceptable in terms
of safety and performance.

13.2. Varsa Cihazin CE isaretlemesinden Once Yiiriitillen Arastirmalarindan Elde Edilen Klinik Verilerin Ozeti
/ Summary of Clinical Data Obtained from Research Conducted Prior to CE Marking of the Device, if
any:

Cihaz, dental implant sistemlerinin uzun yillardir klinik uygulamalarda yaygin olarak kullanilmasi ve giivenlik
ile performansinin kapsamli sekilde belgelenmis olmasi nedeniyle “Well-Established Technology (WET)”
kapsaminda degerlendirilmektedir. Bu nedenle, cihazimizin klinik degerlendirmesi literatiir verileri, pazara
sunum sonrasi gozetim (PMS) faaliyetleri ve Straumann® gibi esdeger cihazlardan elde edilen klinik verilerle
desteklenmektedir.

WET kapsaminda yer almasi ve uzun yillardir piyasada bulunmasi nedeniyle cihaz icin CE isaretlemesinden
once yiiriutilmiis 6zel bir klinik arastirma bulunmamaktadir. Bunun yerine, mevcut klinik kanit; uzun do-
nem pazar deneyimi, yayinlanmis bilimsel literatiir ve esdeger cihaz verilerinden saglanmakta olup, cihazin
glvenlik, biyouyumluluk ve performansini yeterli diizeyde ortaya koymaktadir.

The device is classified as a Well-Established Technology (WET), as dental implant systems have been
widely used in clinical practice for several decades with well-documented safety and performance. Due to
the long history of use and extensive available clinical data, the device is supported by literature, post-mar-
ket surveillance (PMS) activities, and equivalence to recognized implant systems such as Straumann®.
Given the well-established nature of the technology, no specific pre-CE marking clinical investigations
were conducted for this device. Instead, the clinical evidence is derived from long-term market expe-
rience, scientific literature, and equivalent device data, all of which confirm the safety, biocompatibility,
and performance of the device.
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As a result, no clinical investigations prior to CE marking were required, and the available clinical evidence
from WET classification, PMS data, and published literature provides sufficient demonstration of the de-
vice’s clinical safety and performance.

13.3. Varsa, Diger Kaynaklardan Elde Edilen Klinik Verilerin Ozeti/ Summary of Clinical Data from Other So-
urces, if available:

Cihazin klinik glivenlik ve performansina iliskin kanitlar yalnizca literatiirden degil, ayni zamanda Post-Mar-
ket Surveillance (PMS) faaliyetleri, post-market clinical follow-up (PMCF) raporlari, kullanici geri bildirim-
leri ve benzer cihazlarla olan uzun dénem klinik deneyimlerden de elde edilmistir. Bu kaynaklar, cihazin pi-
yasaya sunulmasindan itibaren giivenli ve etkin sekilde kullanildigini gostermektedir. Ayrica, esdeger cihaz

olan Straumann® dental implant sistemlerinin literatiirde belgelenmis uzun dénem klinik basarilari, cihazin
glivenlik ve performans profilini destekleyici ek kanitlar sunmaktadir .

Kisacasl, “diger kaynaklardan elde edilen klinik veriler” kapsaminda PMS ve PMCEF verileri ile esdeger cihaz
literatiirleri yer almakta ve bu veriler cihazin glivenligini ve klinik performansini teyit etmektedir.

Clinical evidence regarding the safety and performance of the device has been obtained not only from the
scientific literature but also from Post-Market Surveillance (PMS) activities, post-market clinical follow-up
(PMCEF) reports, user feedback, and the long-term clinical experience with similar devices. These sources
demonstrate that the device has been used safely and effectively since its placement on the market.

In addition, the extensive long-term clinical success of the equivalent device, Straumann® dental implant
systems, as documented in the literature, provides supplementary evidence supporting the safety and per-
formance profile of the device.

In conclusion, the clinical data obtained from other sources, including PMS and PMCF data as well as equi-
valent device literature, further confirm the safety and clinical performance of the device.

13.4. Klinik Performans Ve Giivenliligin Genel Bir Ozeti/ A General Summary of Clinical Performance and
Safety:

Dental implant sistemleri, dis kayiplarinin tedavisinde uzun yillardir kullanilan ve “Well-Established Techno-
logy (WET)” kapsaminda degerlendirilen cihazlardir. Cihazimiz icin yapilan klinik degerlendirmelerde, mev-
cut literatir verileri, esdeger cihazlarla yapilan karsilastirmalar, benchmark testleri ve pazara sunum sonrasi
gozetim (PMS) faaliyetleri temel alinmistir. Bu veriler, cihazin amaglanan kullanimi dogrultusunda glivenli
ve etkili bir sekilde ¢alistigini, oral fonksiyonlarin geri kazandirilmasinda, osseointegrasyonun saglanma-
sinda ve uzun donem implant stabilitesinin korunmasinda basarili oldugunu ortaya koymaktadir.
Klinik calismalar ve literatiir incelemeleri, implant ¢evresinde marjinal kemik kaybinin kabul edilebilir sinir-
lar icinde kaldigini, peri-implant dokularin sagliginin korundugunu ve cihazin fonksiyonel yik altinda giveni-
lir performans sergiledigini gostermektedir. Ayrica implantlarin biyouyumluluk testleri, yorulma ve mekanik
dayanim testleri ile glivenlik profili dogrulanmistir. Post-market verilerde ciddi advers olaylara rastlanma-
mis, raporlanan riskler ise cihazin sagladigi klinik faydalarla karsilastirildiginda kabul edilebilir bulunmustur.
Sonug olarak, cihazin klinik performansi ve givenliligi; mevcut bilimsel kanitlar, literattir, PMS bulgulari ve
esdeger cihaz verileriyle desteklenmis olup, MDR kapsaminda tanimlanan Genel Glivenlik ve Performans
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Gerekliliklerini (GSPR) karsiladigi teyit edilmistir. Cihazin kullaniminin hastalarda fonksiyonel iyilesme, ya-
sam kalitesinde artis ve uzun donem glivenilirlik sagladigi, rezidiel risklerin ise kabul edilebilir diizeyde ol-
dugu ortaya konmustur.

Dental implant systems are widely recognized as a long-standing treatment option for tooth loss and are
classified as Well-Established Technology (WET). For the present device, the clinical evaluation is based on
published scientific literature, comparison with equivalent devices, benchmark testing, and post-market
surveillance (PMS) activities. These data demonstrate that the device performs safely and effectively in its
intended use, restoring oral functions, achieving reliable osseointegration, and maintaining long-term imp-
lant stability.

Clinical evidence and literature reviews confirm that marginal bone loss around implants remains within
acceptable limits, peri-implant tissue health is preserved, and the device provides reliable performance un-
der functional loading. Furthermore, the biocompatibility profile, fatigue testing, and mechanical endu-
rance assessments have verified the device’s safety. Post-market data reveal no unacceptable adverse
events, and the identified risks are considered acceptable when weighed against the demonstrated clinical
benefits of the device.

In conclusion, the overall clinical performance and safety of the device are supported by scientific evi-
dence, literature, PMS findings, and data from equivalent devices. The device is shown to comply with the
General Safety and Performance Requirements (GSPR) defined under the MDR, while ensuring functional
restoration, improved quality of life, and long-term reliability for patients. Residual risks remain within an
acceptable level in relation to the clinical benefits provided.

13.5. Devam Eden Veya Planlanan Piyasaya Arz Sonrasi Klinik Takip/ Ongoing or Planned Post-Marketing
Clinical Follow-up

Uriinlerimiz uzun siiredir piyasada olmasina ragmen, giivenlik ve performansin cihazin beklenen kullanim émrii bo-
yunca dogrulanabilmesi amaciyla PMCF faaliyetleri ylritilmektedir. Bu kapsamda hazirlanan PMCF Plant ile cihazin
klinik faydalarinin teyit edilmesi, yeni veya ongoérilmeyen yan etkilerin tespit edilmesi, bilinen yan etkilerin ve kont-
rendikasyonlarin izlenmesi, gercek klinik kanitlara dayali olarak yeni risklerin degerlendirilmesi ve cihazin fayda/risk
dengesinin strekliliginin saglanmasi hedeflenmektedir.

Planlanan faaliyetler arasinda literatiir taramalari, kullanici geri bildirimlerinin sistematik analizi, sikayet ve geri ca-
girma verilerinin degerlendirilmesi, ayrica sahadan elde edilen klinik deneyimlerin diizenli takibi yer almaktadir.
PMCF ¢alismalari ayrica cihazin amagclanan kullanimina uygunlugunu teyit etmeyi, sistematik yanhs kullanim veya en-
dikasyon disi kullanim durumlarini belirlemeyi de amacglamaktadir.

Bu faaliyetler dogrultusunda hazirlanmis PMCF Raporu, cihazin giivenlilik ve performansina iliskin glincel bulgulari
ortaya koymustur. Rapor sonucunda elde edilen veriler, cihazin klinik kullanimda 6ngérilen basariyi sagladigini, ad-
vers olaylarin diisiik oranda gerceklestigini ve risklerin kabul edilebilir dizeyde oldugunu gostermistir.

Sonug olarak, devam eden ve planlanan PMCF calismalari cihazin glvenlilik ve performansini stirekli olarak dogrula-
mayl, yeni riskleri tespit etmeyi ve MDR kapsaminda tanimlanan Genel Giivenlik ve Performans Gereklilikleri (GSPR)
ile tam uyumun siirdliriildGglint géstermeyi amaclamaktadir.

Although our products have been on the market for many years, PMCF activities are being carried out to ensure that
the safety and performance of the device are continuously verified throughout its expected lifetime. Within this
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scope, the PMCF Plan aims to confirm the clinical benefits of the device, identify new or unforeseen side effects, mo-
nitor known side effects and contraindications, assess new risks based on real clinical evidence, and ensure the ongo-
ing balance of benefits and risks.

The planned activities include systematic literature reviews, analysis of user feedback, evaluation of complaints and
recall data, as well as continuous monitoring of clinical experience gathered from the field. PMCF activities also aim
to confirm the device’s conformity with its intended purpose and to identify systematic misuse or off-label use.
Based on these activities, the PMCF Report has presented up-to-date findings on the safety and performance of the
device. The results demonstrated that the device achieved the expected clinical success in use, that adverse events
occurred at a low rate, and that the risks remained within an acceptable level.

In conclusion, the ongoing and planned PMCF activities aim to continuously verify the safety and performance of the
device, identify new risks, and demonstrate full compliance with the General Safety and Performance Requirements
(GSPR) as defined under the MDR.

14.0LASI TANI VEYA TEDAVI ALTERNATIFLERI / POSSIBLE DIAGNOSIS OR TREATMENT AL-
TERNATIVES

Dental implant sistemlerinin alternatif tedavi se¢enekleri, hastanin klinik durumuna, kemik kalitesine, sistemik hasta-
liklarina ve estetik beklentilerine gore sekillenir. En sik tercih edilen alternatif yéntemlerden biri, klasik hareketli pro-
tezlerdir. Bu protezler, dis kaybini hizli ve daha diisiik maliyetle telafi etse de sabit implant sistemlerine kiyasla kon-
for, stabilite ve cigneme fonksiyonlarinda kisitlamalar ortaya cikar. Bir diger secenek sabit kopri protezleridir. Bu yak-
lasim, komsu dogal dislerin kesilmesi ve destek olarak kullaniimasi prensibine dayanir. Ancak, saglam dis dokusunun
kaybi ve kopri ayaklarinin uzun vadeli basarisizlik riskleri bu yéntemin sinirlayici yonlerindendir. Ayrica bazi hasta
gruplarinda ortodontik tedaviyle bosluklarin kapatilmasi veya kemik hacmi yetersiz olan vakalarda protezle birlikte
kemik grefti kullanimi diistiindlebilir.

Bunun yaninda, dental implant tedavisinin kendi icinde de farkl alternatif implant tasarimlari ve yiizey kaplama sece-
nekleri mevcuttur. implantlar, titanyum alasim disinda zirkonya gibi biyouyumlu seramik materyallerden de iretile-
bilmekte, bu da 6zellikle metal alerjisi olan hastalarda veya yiiksek estetik beklentisi olan 6n bolge restorasyonlarinda
tercih edilmektedir. Yiizey kaplama alternatifleri arasinda plazma spreyleme, hidroksiapatit kaplama, titanyum
plazma sprey (TPS), anodizasyon veya SLA (sandblasted, large grit, acid-etched) ylizey islemleri bulunmaktadir. Bu
ylzey modifikasyonlari, osseointegrasyonu hizlandirmak ve implantin uzun dénem basarisini artirmak amaciyla farkli
klinik senaryolarda uygulanabilmektedir. Ayni zamanda implant geometrisi ve makro-ylizey tasarimlari (vida formu,
konik tasarim, platform switching vb.) da implant basarisinda 6nemli rol oynamakta olup, hastanin kemik yogunlu-
guna ve anatomik yapisina uygun farkli alternatifler sunmaktadir.

Alternative treatment options to dental implant systems vary depending on the patient’s clinical condition, bone qu-
ality, systemic health, and esthetic expectations. The most common alternatives are conventional removable prost-
heses, which provide a faster and lower-cost solution to tooth loss but are limited in terms of comfort, stability, and
masticatory efficiency compared to fixed implant systems. Another option is fixed dental bridges, which rely on the
preparation of adjacent natural teeth as abutments. However, the loss of healthy tooth structure and the long-term
failure risk of abutment teeth are major limitations of this approach. In addition, in selected cases, orthodontic clo-
sure of edentulous spaces or the use of prosthetic restorations combined with bone grafting in patients with insuffi-
cient bone volume can be considered.
Within implantology itself, there are also various alternative implant materials, surface treatments, and macro-de-
signs. Besides titanium and titanium alloys, zirconia-based ceramic implants represent an alternative for patients
with metal allergies or high esthetic demands, particularly in the anterior region. Different surface treatments, such
as plasma spraying, hydroxyapatite coating, titanium plasma spray (TPS), anodization, or SLA (sandblasted, large grit,
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acid-etched), are utilized to enhance osseointegration and long-term clinical success. Furthermore, implant geometry
and macro-surface designs, including screw-thread configurations, tapered designs, and platform switching, provide
additional alternatives that can be selected according to patient-specific bone density and anatomical conditions.

15. ONERILEN KULLANICI PROFiLi VE EGiTiM/ PROPOSED USER PROFILE AND TRAINING:

Bu Urinleri kullanmak igin 6zel bir egitim gerekmez, ancak bu trianin kullanicilari;

» Dental implant tedavisi karmasik cerrahi ve protetik islemleri icermektedir. Bu tir uygulamalar bu alanda
gerekli egitimi almis dis hekimleri tarafindan gergeklestirilmelidir.

» Cerrahi tecriibeye sahip olmalidir.

> islem sirasinda dikkat kabiliyeti yiiksek olmalidir.

> Urinlerin kullanimi ile ilgili bilgi sahibi olmalidir.

» Bu kullanma kilavuzunda verilen bilgiler dental implant sistemlerini ve ilgili bilesenleri uygulamak igin ye-
terli degildir.

No spesific training is required to use these products, but users of this product;
» Dental implant treatment involves complex surgical and prosthetic procedures. Such applications
should be performed by dentists who have received the necessary training in this field.
Must have surgical experience.
Must have high attention ability during the procedure.
Must have knowledge about the use of the products.
The information provided in this manual is not sufficient for the application of dental implant systems
and related components.

YV VYV

16. UYGULANAN UYUMLASTIRILMIS STANDARTLARA VE ORTAK SPESIFIKASYONLARA (CS) REFERANS/
REFERENCE TO APPLIED HARMONIZED STANDARDS AND COMMON SPECIFICATIONS (CS)

Tarafimizdan liretimi ve satisi gerceklestirilen Dental implant Sistemleri {iriinleri icin tilkemizde veya diinya
genelinde kabul gérmis standart, yonetmelik, ortak spesifikasyonlar, kilavuzlar ve rehber dokiimanlar g6z
dniine alinmakta ve uygulanmaktadir. Uriinlerimiz ve sistemimiz i¢in uygulanan standart, yénetmelik, reh-
ber dokiiman gibi dokiimanlarin gtincellikleri stirekli takip edilmekte ve dokiimanlarda herhangi bir glincel-
leme olustugunda bu durum tarafimizdan incelenmekte ve glincel dokiimanlarin gereklilikleri yerine getiril-
mektedir.

Bkz. MDR.TD0O1.HLS.01 Harmonize Standart Listesi

For Dental Implant Systems products manufactured and sold by us, standards, regulations, common speci-
fications, guidelines and guidance documents accepted in our country or worldwide are taken into conside-
ration and applied. The updates of the documents such as standards, regulations, guide documents applied
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for our products and system are constantly monitored and when any update occurs in the documents, this
situation is examined by us and the requirements of the current documents are fulfilled.
See MDR.TD01.HLS.01 Harmonised Standard List

SSCP Rev. | Revizyon .

No Tarihi Degisiklik Agiklamasi LG Taraf;r:\:ll?zr;f:gerh UL
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02 05.01.2026 | ponse to external audit conducted by the notified gu:ge-
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17. CiHAZ TANIMI VE GENEL BILGILER / DEVICE DESCRIPTION AND GENERAL INFORMATION
1.19. Cihazin Ticari Adi-Adlari / Trade Name(s) of the Device: Dental Implant Sistemleri

1.20.

1.21.

1.22.

1.23.

1.24.

imalatginin Adi Ve Adresi / Name and Address of the Manufacturer: Proimtech Saglk Uriinleri A.S
Adres 1 : Dudullu OSB Mahallesi imes 305 Sokak C blok No:3 PK:34775 Umraniye / istanbul

Adres 2 : Dudullu OSB Mahallesi imes 501 Sokak E blok No:25 PK:34775 Umraniye / istanbul
imalatginin Miinferit Kayit Numarasi (SRN) / Manufacturer's Single Registration Number (SRN):
TR-MF-000020130

Temel UDI-DI / Basic UDI-DI:

Dental Implant Body:

86814897proimpDC

Superstructures:

86814897prosupscrwbF

Tibbi Cihaz Terminolojisi Agiklama / Medical Device Terminology Description- Text: Bilimplant® dental
implantlari ve dayanaklari, bagh protez cihazlari icin bir destek yapisi saglamak lizere oral implantas-
yonda kullanilmasiamacglanmistir.

Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a sup-
port structure for attached prosthetic devices.

EMDN Codes:
P01020101: Dental implants
P01020180: Dental implants - accessories

Cihaz Sinifi / Device Class: Uriiniimiiz implant cihaz olup uzun siireli kullanim amaci ile tasarlanmis ve cerrahi
invaziv cihaz olarak kullanilmaktadir. Bu nedenle 2017/745/AB Tibbi Cihaz Yonetmeligi Siniflandirma Kurallari Ek
VIl Kural 8'de belirtilen maddeye uygun olmasi sebebiyle Griin sinifi llb olarak belirlenmis ve asagida detaylandiril-
mistir.
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Tibbi Cihaz Yonetmeligi 2017/745/AB Ek IX
Tam Kalite Giivence Sistemi
Sinif lib
2017/745/AB Ek VIII, Kural 8

Our product is an implant device, designed for long-term use and used as a surgical invasive device. For this
reason, the product class has been determined as Ilb due to its compliance with the article specified in An-
nex VIII Rule 8 of the Classification Rules of the 2017/745 / EU Medical Device Regulation and detailed be-
low.

Medical Device Regulation 2017/745/EU Annex IX
Full Quality Assurance System
Class llb
2017/745/EU Annex VIII, Rule 8

1.25. Cihazi Kapsayan ilk Sertifikanin (CE) Verildigi Yil / / Year of the First Certificate (CE) covering the De-
vice: 2020

1.26. Varsa Yetkili Temsilci Adi ve SRN / If any, Authorised Representative Name and SRN,:

1.27. Onaylanmis Kurulug Adi (SSCP'yi gegerli kilacak olan onaylanmig kurulusg) ve Kimlik Numarasi / Noti-
fied Body Name (the notified body that will validate the SSCP) and Identification Number:
2975 SZUTEST Konformitatsbewertungsstelle Gmb

18. CIHAZIN KULLANIM AMACI / INTENDED USE OF THE DEVICE
18.1. Kullanim Amaci / Intended Use:

Implantlar:

Bilimplant® dental implantlari ve dayanaklari, bagli protez cihazlari igin bir destek yapisi saglamak tzere
oral implantasyonda kullanilmasiamaglanmistir.
Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a support

structure for attached prosthetic devices.

Uriin Adi Kullanim Amaci

Product Name Intended Use

. L Dizayn oOzellikleri sayesinde tamamen kemik seviyesinde yerlestirilir. Alt ve
Kemik Seviyesi Implant
Ust cenede farkl kemik tiplerinde ve farkli bolgelerde (anterior ve poste-

Bone Level Implant

rior) uygulanmak amaci ile tretilmistir.
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Thanks to its design features, it is placed completely at the bone level. It is
produced to be applied in different bone types and different regions (an-

terior and posterior) in the upper and lower jaw.

Doku Seviyesi implant

Tissue Level Implant

Dizayn ozellikleri sayesinde kemige yerlestirildig§inde kemigin lstiinde ka-
lan 2.8 mm’lik bir parlak ylizeyi vardir. Alt ve st ¢enede estetik kaygilarin
olmadigi posterior bolgedeki uygulamalarda, farkli kemik tiplerinde ve

ozellikle yliksek diseti miktari olan vakalarda protetik agamalarin kolay ol-

masi amaci ile uygulanabilir.

Thanks to its design features, it is placed completely at the bone level. It is
produced to be applied in different bone types and different regions (ante-
rior and posterior) in the upper and lower jaw. Since it is at the bone level,
it can be used for more aesthetic results, especially in the front areas of

the jaws (in the areas on the smile line).

Tek Parca implant

One Piece Implant

Bu implant tipinde govde ve dayanak tek pargadir ve implant ¢api 3.0 mm’
dir. Compressive implant 6zellikle alt cene 6n bolgedeki dissiz boslugun ¢ok
dar oldugu ve standart bone level implantlarin uygulanamadigi vakalarda

kullanilmak igin Gretilmistir.

In this implant type, the body and abutment are one piece and the implant
diameter is 3.0 mm. The Compressive Implant is especially designed for
use in cases where the edentulous space in the anterior region of the
lower jaw is very narrow and standard bone level implants cannot be

applied.

Bazal implant

Basal Implant

Dental implantlar eksik veya bozuk dislerin yerini almak icin tasarlanmistir.

e Onarilmasi, degistirilmesi veya baska yollarla telafi edilmesi mim-
kiin olmayan;
e Diger ¢coziimlerin saglam disler lzerinde istenmeyen bir etkiye sa-

hip oldugu durumlarda veya

e Optimum kozmetik sonug elde etmek icin implantlarin istendigi du-

rumlarda

Genel olarak, Bilimplant dental implantlar, dis restorasyonlari icin protetik
Ust yapilar icin bir ankraj saglamak veya sabit veya cikarilabilir kopriler igin
bir terminal veya ara dayanak olarak ve overdenture'lari tutmak icin Gst

veya alt ceneye cerrahi olarak yerlestirilmek tizere tasarlanmistir.
Dental implants are designed to replace missing or damaged teeth.
- cannot be repaired, replaced or compensated by other means;

- Where other solutions have an undesirable effect on intact teeth, or
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- Where implants are desired to achieve an optimum cosmetic result

In general, Bilimplant dental implants are designed to be surgically placed
in the upper or lower jaw to provide an anchorage for prote- tic superst-
ructures for dental restorations or as a terminal or intermediate abutment

for fixed or removable bridges and to hold overdentures.

Multi-Unit Pterygoid implant
Multi-Unit Pterygoid Implant

Pterygoid implantlar, maksiller sinlsiin (premolar bélge) mezialine yerlesti-
rilen geleneksel implantlarla ve kismen veya tamamen dissiz bir maksiller
arki restore ederken zigomatik implantlarla kombinasyon halinde yerlesti-
rilmistir. Tlberozite ve pterigoid bolgeye implant yerlestirilmesi posterior
kemik destegi saglarken, implanti barindirmak icin mevcut kemigi kullana-
rak sinlis ogmentasyonu gerektirmez. Pterygoid implantlarin yerlestiril-
mesi, geleneksel implantlarin greftlenmis bir sinlis alanina veya bir ptery-
goid implant alanina yerlestirilmesinden teknik olarak daha zordur. maksil-
ler antrumun 6n tarafindadir. Pterigoid bolgeye implant yerlestiriimesiyle
iliskili az sayida risk bildirilmistir ve bu bolgeye yerlestirme, daha iyi protez
yukl yonetimi icin implantlarin daha distal yerlestirilmesine olanak tanir.
implantin infratemporal bosluga kaybi, pterigoid kaslarin etkilenmesi, yiiz
duyu sorunlarina yol agan sinirlere travma, implantlarin bu bélgeye yerles-
tirilmesiyle ilgili birkag riskten biridir (6). 1995-2018 yillari arasinda yapilan
bir metanaliz, ortalama implant sagkalim oranini %94,87 olarak bildirmis ve
pterigoid implantlarin atrofik posterior maksilla hastalarinda basariyla kul-

lanilabilecegini gostermistir.

Pterygoid implants have been placed in combination with conventional
implants placed mesial to the maxillary sinus (premolar region) and zygo-
matic implants when restoring a partially or completely edentulous maxil-
lary arch. Implant placement in the tuberosity and pterygoid region provi-
des posterior bone support and does not require sinus augmentation using
existing bone to accommodate the implant. Placement of pterygoid imp-
lants is technically more challenging than placing traditional implantsin a
grafted sinus area or a pterygoid implant site. anterior to the maxillary ant-
rum. Few risks associated with implant placement in the pterygoid region
have been reported, and placement in this region allows implants to be
placed more distally for better prosthetic load management. Loss of the
implant into the infratemporal space, involvement of the pterygoid musc-
les, and trauma to the nerves leading to facial sensory problems are

among the few risks associated with placing implants in this region (6). A
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meta-analysis conducted between 1995 and 2018 reported a mean imp-
lant survival rate of 94.87% and showed that pterygoid implants can be

used successfully in patients with atrophic posterior maxillae.

Ust yapilar /Suprastructures:

URUN GRUBU

KULLANIM AMACI

Duz Dayanaklar / Straight Abut-
ments

Diiz yerlestirilmis implant Gizerine yapilan sabit bolimli protezleri
destekleyen Ust yapi parcasidir. Tek tiye veya kopri simante resto-
rasyonlarda kullanilir. Siman retansiyonlu dayanaklar, 1-5 mm arasi
diseti ylksekligine, platform caplarina gore degisen sekilde 3.5,
4.5, 6 mm caplara, A ve B olmak lizere iki farkl protetik indeks ko-
numlanmasina sahiptir.

It is the superstructure part that supports fixed partial dentures
made on a flat implant. It is used in single member or bridge ce-
mented restorations. Cement retained abutments have a gingival
height between 1-5 mm, diameters of 3.5, 4.5, 6 mm depending on
the platform diameters, and two different pro-thetic index positi-
ons, A and B.

Acili Dayanaklar / Angled Abut-
ments

Acih yerlestirilmis implant Gizerine yapilan sabit bolimli protezleri
destekleyen Ust yapi pargasidir. Tek tye veya kdpri simante resto-
rasyonlarda kullanilir. Siman retansiyonlu dayanaklar, 1-5 mm arasi
diseti yuksekligine, platform gaplarina gore degisen sekilde 3.5,
4.5, 6 mm cgaplara, 15° ve 25° agilanmaya, A ve B olmak Uzere iki
farkh protetik indeks konumlanmasina sahiptir.

It is the superstructure part that supports fixed partial dentures
made on an angled implant. It is used in single member or bridge
cemented restorations. Cement retained abutments have a gingi-
val height of 1-5 mm, diameters of 3.5, 4.5, 6 mm depending on
platform diameters, angulation of 15° and 25°, and two different
prosthetic index positions, A and B.

Estetik Dayanaklar / Esthetics
Abutments

Diseti bitim ¢izgisi geometrik olmayip bukkal, mesial, distal ve pa-
latinale gore farkli ytiksekliklerde olan st yapi pargasidir.

The gingival termination line is not geometric but is a part of the
superstructure with different heights according to buccal, mesial,
distal and palatine.

Pre-Mill Dayanaklar / Pre-Mill
Abutments

Kisiye 6zgli dayanak Gretmek icin Bilimplant® tarafindan frezeleme
yapilacak Uretim cihazina ve tutucusuna uygun olarak Uretilmis si-
man retansiyonlu protetik restorasyonlara destek olmak icin lre-
tilmis frezelemeye hazir Grade 5 titanyum bloklardir.

Pre-mill dayanaklar 16 ve 20 mm hazir titanyum blok ¢apina sahip
frezeleme yapilacak Uretim cihazi ve tutucusuna 6zel olarak Ureti-
lirler.
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Pre-milled Grade 5 titanium blocks for supporting cement-retai-
ned prosthetic restorations, manufactured by Bilimplant® in ac-
cordance with the milling machine and holder to produce custo-
mized abutments.

Pre-mill abutments are manufactured specifically for the milling
machine and holder with ready-to-mill titanium block diameters of
16 and 20 mm.

Locator Dayanaklar / Locator
Abutments

Hareketli protezlere destek olmak amaci ile sisteme 6zgli matris
sistemleri araciligi ile hareketli protezlere baglanan dayanaklardir.
Asinmanin 6nlenmesi ve/veya geciktirilmesi mikrobiyal tutulumun
en aza indirilebilmesi amaci ile karbon benzeri elmas (DLC) kap-
lama malzemesi ile kaplanmistir.

Diiz Locator dayanaklar, 2-6 mm arasi diseti yiksekligine, acili Lo-
cator dayanaklar 2-6 mm diseti yiksekligine, 15° agilanmaya sahip-
tir. Acili dayanaklar baglanti dayanak vidasi ile diiz dayanaklar direk
olarak implant govdesine baglanir.

They are abutments that are connected to the removable prosthe-
sis through system-specific matrix systems to support the remo-
vable prosthesis. They are coated with carbon-like diamond (DLC)
coating material to prevent and/or delay wear and minimize mic-
robial attachment.

Straight Locator abutments have a gingival height of 2-6 mm, ang-
led Locator abutments have a gingival height of 2-6 mm and angu-
lation of 15°. Angled abutments are connected directly to the imp-
lant body with a connecting abutment screw.

Multi-Unit (Duz/Acili) Dayanaklar
/ Multi-Unit (Straight/Angled)
Abutments

Simantasyon isleminin istenmedigi durumlarda sabit bélimli pro-
tezin implantlara bir vida araciligi ile tutunabilmesine izin veren
Ustyapi pargasidir. Bu tur dayanaklar tek veya ¢oklu restorasyon-
larda ayrica bar restorasyonlarin proteze destek olmasi istenen kli-
nik vakalarda kullanilir. 4 ve daha fazla implant kullanilmasi duru-
munda dissiz ¢enelerde aninda yikleme veya geleneksel yiikleme
protokollerinde hibrit protezlere destek olarak da kullanilir.

Vida retansiyonlu multiunit dayanaklar 1-5 mm arasi diseti yuk-
sekligine, 15° ve 25° agilanmaya, A ve B olmak Uzere iki farkli pro-
tetik indeks konumlanmasina sahiptir.

It is a superstructure part that allows the fixed partial denture to
be attached to the implants by means of a screw when cementa-
tion is not desired. Such abutments are used in single or multiple
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restorations and in clinical cases where bar restorations are requ-
ired to support the prosthesis. When using 4 or more implants, it
is also used as a support for hybrid prostheses in immediate loa-
ding or conventional loading protocols in edentulous jaws.

Screw retained multiunit abutments have a gingival height of 1-5
mm, 15° and 25° angulation, and two different prosthetic index
positions, A and B.

Topuz Basl Atasman Dayanaklar /
Ball Attachment Abutments

Hareketli protezlere destek olmak amaci ile sisteme 6zgli matris
sistemleri araciligi ile hareketli protezlere baglanan dayanaklardir.
Asinmanin 6nlenmesi ve/veya geciktirilmesi mikrobiyal tutulumun
en aza indirilebilmesi amaci ile karbon benzeri elmas (DLC) kap-
lama malzemesi ile kaplanmistir.

Topuz bash dayanaklar 2-7 mm diseti ylksekligine sahiptir.

They are abutments that are connected to the removable prosthe-
sis through system-specific matrix systems to support the remo-
vable prosthesis. They are coated with carbon-like diamond (DLC)
coating material to prevent and/or delay wear and minimize mic-
robial attachment.

Knob-head abutments have a gingival height of 2-7 mm.

Ti-Base (Duz/Acih) Dayanaklar /
Ti-Base (Straight/Angled) Abut-
ments

Ti-Base dayanaklar dijital is akisl ile Giretilen vida retansiyonlu pro-
tetik retorasyonlara destek olmak igin tretilmislerdir. Agili Ti-Base
dayanaklar, protetik restorasyonun vida erisim deligini 0 ila 20°
arasinda konumlandirmak icin tretilmistir.

Diiz Ti-Base dayanaklar, 1-5 mm arasi diseti ylksekligine, 3.5 ve
5.5 mm baca yiiksekligine sahiptir. A¢gili Ti-Base dayanaklar 1 mm
diseti yliksekligine, 3.5 ve 5.5 mm baca yiiksekligine sahiptir.

Ti-Base abutments are manufactured to support screw-retained
prosthetic restorations produced with a digital workflow. Angled
Ti-Base abutments are manufactured to position the screw access
hole of the prosthetic restoration between 0 and 20°.

Straight Ti-Base abutments have a gingival height of 1 to 5 mm
and a chimney height of 3.5 and 5.5 mm. Angled Ti-Base abut-
ments have a gingival height of 1 mm and a flue height of 3.5 and
5.5 mm.

Multi-Unit Ti-Base Dayanaklar /
Multi-Unit Ti-Base Abutments

Hareketli bollimli veya tam protezleri destekleyen, hassas tutucu
mekanizmaya sahip Ust yapi parcasidir.

It is a superstructure part with a sensitive gripping mechanism
that supports removable partial or complete prostheses.
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Gegici Dayanaklar / Temporary
Abutments

Gegcici vida retansiyonlu restorasyonlarda Ustyapi elemanlarina
destek olmasi igin kullanilir. Bir ve birden fazla implant kullanilan
vakalarda aninda yiikleme olgularinda kullanilabilir.

The temporary screw is used to support the superstructure ele-
ments in retained restorations. It can be used in cases of immedi-
ate loading in cases where one or more than one implant is used.

lyilesme Basliklari / Healing Caps

iki asamali cerrahi islemlerinde disetinin acilmasini takiben, tek
asamali cerrahilerde ise implantin yerlestirilmesinden sonra imp-
lant govdesine vidalanarak implant i¢ yapisini korur. Protetik bir
Ust yapiyr desteklemek icin kullanilmaz. Yumusak dokunun iyiles-
mesi slirecinde transgingival iyilesme ve yumusak dokunun sekil-
lendirilmesinde kullanilir. Dental implant sistemlerinde iyilesme
basliklari icin iki farkh dizayn mevcuttur. Bunlar doku seviyesi ve
kemik seviyesi implantlar ile uyumlu olacak sekilde Gretilmistir.

It protects the internal structure of the implant by screwing into
the implant body following the opening of the gingiva in two-stage
surgical procedures and after implant placement in one-stage sur-
geries. It is not used to support a prosthetic superstructure. It is
used for transgingival healing and soft tissue shaping during the
soft tissue healing process. There are two different designs for
healing heads in dental implant systems. These are manufactured
to be compatible with tissue level and bone level implants.

Dayanak Baglanti Vidalan / Abut-
ment Screws

Dayanak ile implant gévdesini birbirine baglar ve sabitler.

It connects and fixes the abutment to the implant body.

18.2. Endikasyon(Lar) Ve Hedef Popiilasyon(lar) / Indication(s) and Target Population(s):

Bilimplant® dental implantlari tam veya kismi dissiz hastalarin Ust veya alt cenesinin fonksiyonel oral reha-

bilitasyonunda endikedir. Spesifik endikasyonlarda belirtilmedigi stirece dogal dislerin ¢cekilmesi veya kaybi

sonrasinda immediat, erken veya ge¢ implantasyon icin kullanilabilirler. iyi primer stabilite elde edildiginde

ve ¢igneme islevinin restorasyonu igin uygun okluzal yiklemeyle tek dis ve/veya birden fazla dis restoras-

yonlari icin immediat fonksiyonla implantlar yerlestirilebilir.

Bilimplant® dental implants are indicated for the functional oral rehabilitation of the upper or lower jaw of

fully or partially edentulous patients. They can be used for immediate, early or late implantation after

extraction or loss of natural teeth, unless specified in specific indications. When good primary stability is

achieved and with appropriate occlusal loading for the restoration of masticatory function, implants can be

placed with immediate function for single tooth and/or multiple tooth restorations.

Bu dékiiman Conformed Egitim ve Damigsmanhk Hizmetleri Ltd. Sti. Destegi [le Hazirlanmistir. Sayfa 116 / 157



GUVENLIK VE KLINiK PERFORMANS OZETi RAPORU-SSCP

' SAFETY AND CLINICAL PERFORMANCE SUMMARY REPORT-SSCP
ga
frmle QMS Template Do- | QMS Template Release QMS Template QMS Template Revision
cument No Date Revision No Date
RP.18.03 16.08.2021 00 -[--/---

Spesifik Kullanim Endikasyonlari:

Indications for Specific Use:

> Slim implant (@ 2,9 mm):

Bilimplant® Slim implantlari (@ 2,9 mm), alt cenede insizérler ve (ist cenede lateral insizérlerin tek tye res-

torasyonunda endikedir. Kopri restorasyonlarinda kullaniimaz.
Slim Implant (@ 2.9 mm):

Bilimplant® Slim Implants (@ 2.9 mm) are indicated for single member restoration of incisors in the man-

dible and lateral incisors in the maxilla. It is not used in bridge restorations.

> Kisa implantlar (5 ve 6 mm):

Bilimplant® 5 ve 6 mm Kisa implantlari, daha uzun bir implantin sinirl dikey kemik yiiksekligi nedeniyle yer-
lestirilemedigi, implant yerlestirilmesi sirasinda primer stabilite alinabilecek yeterli kemik kalitesi bulunan
siddetli atrofik bir cene kemigi durumunda sabit veya hareketli rekonstriiksiyon i¢in endikedir. Bilimplant®

5 ve 6 mm Kisa implantlari 6zellikle sunlar icin endikedir;
e Sabit total protez/splintlenmis Gniteler (Uye basina bir implant).
e En az bir daha uzun implantla kombinasyon yapilan pontik vakalari.

e Anterior bolgede daha uzun 2 implantla kombinasyon halinde en az iki Bilimplant® 5 veya 6 mm

Kisa Implantli tam dissiz vakalar.
Bilimplant® Kisa implantlari immediat islevle yerlestirilemez.

Short implants (5 ve 6 mm):
Bilimplant® 5 and 6 mm Short Implants are indicated for fixed or mobile reconstruction in the case of a
severely atrophic maxilla with sufficient bone quality to obtain primary stability during implant place-
ment, where a longer implant cannot be placed due to limited vertical bone height. Bilimplant® 5 and 6
mm Short Implants are especially indicated for
- Fixed total dentures/splinted units (one implant per member).
- Pontic cases in combination with at least one longer implant.
- Complete edentulous cases with at least two Bilimplant® 5 or 6 mm Short Implants in combination with

2 longer implants in the anterior region.

Bilimplant® Short Implants cannot be placed with immediate function.

> Titanyum @ 3,2 mm implantlar:

?3,2 mm NP implantlar sadece su endikasyonlar igin kullanilacaktir;
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implant (st sabit restorasyonlu kismi disli ceneler: @ 3,7 mm ve/veya @ 4,1 mm implantlarla kombine edin
ve Ustyapiyi destekleyin.
Titanium @3.2 mm Implants:
?3.2 mm NP implants are to be used only for the following indications;
Partial toothed jaws with fixed restoration on implant: Combine with @ 3.7 mm and/or @ 4.1 mm implants

and support the superstructure.

Ust Yapilar/Suprastructures:

Kemik ici implantlarin dogrudan veya dolayli protetik rehabilitasyonlarda yardimci olarak kullaniimasi amag-
lanmaktadir. Dayanak baglanti vidasi ile implant Ustline sabitlendikten sonra lizerine sabit boltimli protezler
simante edilebilir. Ustyapi yapim islemlerine osseointegrasyon tamamlandiktan sonra baslanabilir.

Spesifik Endikasyonlar

» Topuz Bagh Atagsman Dayanak:
Topuz bashk dayanak ve tutucu bilesenleri, tam veya kismi hareketli protezlere destek saglamak igin
agiz boslugunda kullanim igin tasarlanmistir. Hareketli protezlerin metal cap ve tutucularinin yerles-
tirilmesi ve sokiilmesinde sisteminde kullanilan el aletleri ve yardimcilari, laboratuvar proseddirlerinde
kullanim igin endikedir.

Intraosseous implants are intended to be used as an aid in direct or indirect prosthetic rehabilitation. After
the abutment is fixed on the implant with a connecting screw, fixed partial dentures are cemented on it.
Superstructure construction is started after osseointegration is completed.

Specific Indications

» Ball Attachment Abutment:
Ball attachment abutment and retainer components are intended for use in the oral cavity to provide
support for full or partial removable dentures. Hand tools and aids used in the system for the insertion
and removal of metal caps and retainers of removable dentures are indicated for use in laboratory
procedures.

18.3. Kontrendikasyonlar Ve / Veya Sinirlamalar: / Contraindications and /or Limitations:
Yetersiz kemik hacmi ve/veya kalitesi, lokal kok kalintilari, ciddi dahili tibbi problemler, kontrolsiiz kanama bo-
zukluklari, yetersiz yara iyilesme kapa- sitesi, yetersiz maksiller veya mandibiler bliyime, kétu genel saglik, koo-
pere olmayan veya motive olmayan hasta, ilag veya alkol istismari, psikozlar, uzun siireli ve tedaviye direngli
islevsel bozukluklar,agiz kurulugu, zayiflamis immiin sistem, periyodik steroid kullanimi gerektiren hastaliklar,
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kontrolslizendokrin bozukluklar veya kullanilan materyaldeki (titanyum alasimi, titanyum (grade 4)) kimyasal ice-
rige alerjiler veya asiri duyarhlik.

Inadequate bone volume and/or quality, local root remnants, serious internal medical problems, uncontrol-
led bleeding disorders, inadequate wound healing capacity, inadequate maxillary or mandibular growth,
poor general health, uncooperative or unmotivated patient, drug or alcohol abuse, psychoses, long-term
and treatment-resistant functional disorders, dry mouth, weakened immune system, diseases requiring pe-
riodic use of steroids, uncontrolled endocrine disorders or allergies or hypersensitivity to the chemical con-
tent in the material used (titanium alloy, titanium (grade 4)).

Ust Yapilar/Suprastructures:

Simirl kalmamakla birlikte; genel saglik durumunun zayif oldugu zamanlarda, ciddi dahiliye problemlerinde,
kontrol edilmeyen diyabet, kontrol edilemeyen kanama bozukluklarinda, antikoagulant tedavisi durumunda,
damar rahatsizliklarinda, yetersiz yara iyilesmelerinde, konnektif doku rahatsizliklarinda, kemo ve radyas-
yon terapileri durumunda, metabolik kemik hastaliginda, kontrol edilemeyen hormon bozukluklarinda, psiki-
yatrik rahatsizliklarda, uyusturucu ve alkol kullaniminda ve hem ticari olarak saf titanyum veya titanyum
alasiminda(vanadyum, aliiminyum ve kalsiyum fosfat dahil) bilisimlerine alerji durumunda kontrendikedir.

Spesifik Kontrendikasyonlar

» Locator ve Topuz Basli Atagsman Dayanak:
Locator dayanak, topuz bash dayanak ve matris sistemleri, implantlar arasinda 60°'den fazla agisal
sapma veya iki dayanak arasinda 40°'den fazla protetik sapma olmasi durumunda kullanilamaz. Has-
tanin bakim gerekliliklerine uymamasi, kontrol randevularini takip etmede istekli olmamasi, bruksizm
veya diger parafonksiyonel aliskanliklari olan hastalar ile birlikte kemik destegi zayif tek tarafh dissizlik
vakalari kontrendikasyon olusturur.

But not limited to; contraindicated in times of poor general health, serious internal medicine problems, un-
controlled diabetes, uncontrolled bleeding disorders, anticoagulant therapy, vascular disorders, inadequate
wound healing, connective tissue disorders, chemo and radiation therapy, metabolic bone disease, uncont-
rolled hormone disorders, psychiatric disorders, drug and alcohol abuse, and allergy to both commercially
pure titanium or titanium alloys (including vanadium, aluminium and calcium phosphate).

Specific Contraindications:

» Locator and Ball Attachment Abutment:
Locator abutment and Matrix systems cannot be used when there is an angular deviation of more
than 60° between implants or a prosthetic deviation of more than 40° between two abutments. Bone
support with patient non-compliance with care requirements, unwillingness to follow control appo-
intments, patients with bruxism or other parafunctional habits.
kontrendikedir.
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19. CiIHAZ ACIKLAMASI / DEVICE DESCRIPTION

19.1. Cihazin Agiklamasi / Description of the device:
Bilimplant® dental implantlari ve dayanaklari, bagli protez cihazlari igin bir destek yapisi saglamak tzere

oral implantasyonda kullanilmasiamaglanmistir.

Bilimplant® dental implants and abutments are intended for use in oral implantation to provide a support

structure for attached prosthetic devices.

19.2. Eger Varsa Onceki Nesil(ler)e Veya Varyantlara Bir Referans ve Farkhliklarin Bir Agiklamasi / A Refe-
rence to Previous Generation(s) or Variants, if any, and a Description of the Differences:

Cihazin bir 6nceki varyantlari ve bulunmamaktadir.
There are no previous variants of the device and there are none.

19.3. Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Her Tiirlii Aksesuarin Agiklamasi / Description of All Ac-
cessories Designed for Use with the Device:

Bilimplant® Dental implantlari ve protetik parcalarinin gesitli konfigiirasyonlari mevcuttur. Bir Bilimplant®
dental implantini restore etmek igin yalnizca ilgili baglantiya sahip Bilimplant protetik parcalarini kullandigi-
nizdan emin olun. (6rn. Protez platformu RN (Regular Neck) icin sadece “RN” isaretli bilesenler kullanilabi-
lir.)

Bilimplant® dental implants and prosthetic parts are available in various configurations. To restore a Bilimp-
lant® dental implant, make sure that you only use Bilimplant prosthetic parts with the corresponding con-
nection (e.g. for the prosthetic platform RN (Regular Neck) only components marked ‘RN’ may be used).

implantTipi Baglanti Tipi Uyumlu Kisimlar RenkKodu

SP (Slim Platform)
®2,9mMm
NP (Narrow Plat-

Kemik Seviyesi form) NP etiketli kisimlar Sar
Bone Level ?3,2/3,7 mm
RP (Regular Plat-

form) RP etiketli kisimlar Mavi
©4,1/4,8 mm
RP /RN (Regular
Neck) RN etiketli kisimlar Yesil
Doku Seviyesi | 94,1/ 94,8 mm
RP / WN (Wide
Neck) WN etiketli kisimlar Mor
04,8/ 06 mm

SP etiketli kisimlar Beyaz

Tissue Level
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Bilimplant® Dental implantlarin birlikte kullanildigi aksesuarlar ve kullanim amaclari asagida belirtilmistir;
The accessories used with Bilimplant® Dental Implants and their intended use are listed below;

Bilimplant® Dental implant Gévde Aksesuarlar

Uriin Kodu Uriin Adi

Kullanim Amaci

PTPNP Transfer Parcasi NP

PTPRP Transfer Parcasi RP

PTPSP Transfer Parcasi SP

implanti kutusundan el degmeden ¢ikartmak ve
implant yuvasina tagsimak amaci ile kullanihr.

PCSNP BL Kapama Bashgi NP

PCSRP BL Kapama Bashigi RP

PCSTNP TL Kapama Basligi NP

PCSTRP TL Kapama Bashgi RP

PCSSP BL Kapama Bashgi SP

Kapama vidalari iki asamali (submokozal) cerrahi
protokollerde kullanilir ve dental implant icine vida-
lanip implant ic yapisini korur ve protetik bir ist ya-
piyi1 desteklemez.

Bilimplant® Dental Implant Body Accessories

Product

Code Product Name

Intended Use

PTPNP Transfer Part NP

PTPRP Transfer Part RP

PTPSP Transfer Part SP

It is used to remove the implant from the box untouched
and carry it to the implant socket.

PCSNP BL Closing Head NP

PCSRP BL Closing Head RP

PCSTNP TL Closing Head NP

PCSTRP TL Closing Head RP

PCSSP BL Closing Head SP

PCSNP BL Closing Head NP Closing screws are used in
two-stage (submoccosal) surgical protocols and are
screwed into the dental implant, protecting the implant
internal structure and not supporting a prosthetic su-
perstructure

Yukarida belirtilen aksesuarlarin Bilimplant® Dental implantlari ile uyum bilgileri asagida belirtilmistir;
The compatibility information of the above-mentioned accessories with Bilimplant® Dental Implants is gi-

ven below;

Bilimplant® Dental implant Govde Uriin Adi

Kullanildigi Uyumlu Transfer Pargasi ve Kapama Bas-
hklan

BL @#3.2 mm implant NP
BL @#3.7 mm implant NP
RN-TL @#3.2 mm implant
RN-TL @#3.7 mm implant

Transfer Pargasi NP

BL @4.1 mm implant RP
BL #4.8 mm implant RP
RN-TL @#4.1 mm implant
WN-TL @$4.8 mm implant

Transfer Parcasi RP

BL $2.9 mm implant SP

Transfer Pargasi SP

BL 3.2 mm implant NP

BL Kapama Basligi NP
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BL @#3.7 mm implant NP

BL #4.1 mm implant RP
BL #4.8 mm implant RP

BL Kapama Basligi RP

RN-TL @#3.2 mm implant
RN-TL #3.7 mm implant

TL Kapama Basligi NP

RN-TL @#4.1 mm implant
WN-TL @#4.8 mm implant

TL Kapama Basligi RP

BL #2.9 mm implant SP

BL Kapama Basligi SP

Name

Bilimplant® Dental Implant Body Product

Compatible Transfer Parts and Closure Heads

BL #3.2 mm Implant NP
BL #3.7 mm Implant NP
RN-TL @#3.2 mm Implant
RN-TL @#3.7 mm Implant

Transfer Part NP

BL @#4.1 mm Implant RP
BL @#4.8 mm Implant RP
RN-TL @4.1 mm Implant
WN-TL @#4.8 mm Implant

Transfer Part RP

BL #2.9 mm Implant SP

Transfer Part SP

BL #3.2 mm Implant NP
BL #3.7 mm Implant NP

BL Closing Head NP

BL @4.1 mm Implant RP
BL @#4.8 mm Implant RP

BL Closing Head RP

RN-TL @3.2 mm Implant
RN-TL @3.7 mm Implant

TL Closing Head NP

RN-TL @4.1 mm Implant
WN-TL @4.8 mm Implant

TL Closing Head RP

BL #2.9 mm Implant SP

BL Closing Head SP

Bilimplant® Dental implantlari ile Ustyapi Ekipmanlari uyum bilgileri Uriin Bilgisi icerisinde verilmistir.
Information on the compatibility of Bilimplant® Dental Implants and Superstructure Equipment is given in

the Product Information.

» Dental Implant Body — Abutment — Abutment Screw compatibility information is listed below.

Straight Abutments

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Abutment @3.5 NP and dimen-
sions

BL Straight Abutment @4.5 NP and dimen-
sions

Abutment Screw NP

BL @3.2 ve #3.7 NP Implants

BL Straight Abutment @5 RP and dimensi-
ons

Abutment Screw RP

BL @4.1, 4.8, #5.5 RP Implants
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BL Straight Abutment @6 RP and dimensi-
ons

RN&WN-TL Straight Abutment and dimen-
sions

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Straight Abutment @4.5 NC SP and di-
mensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Straight Abutment @5 NC and dimensi-
ons

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Straight Abutment NC

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Angled Abutments

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together

BL Angled Abutment 15° NP and dimensi-
ons

BL Angled Abutment 20° NP and dimensi-
ons

BL Angled Abutment 25° NP and dimensi-
ons

Abutment Screw NP

BL @3.2 ve #3.7 NP Implants

BL Angled Abutment 15° RP and dimensi-
ons

BL Angled Abutment 20° RP and dimensi-
ons

BL Angled Abutment 25° RP and dimensi-
ons

Abutment Screw RP

BL @4.1, #4.8, #5.5 RP Implants

RN&WN-TL Angled Abutment 15° RP and
dimensions

RN&WN-TL Angled Abutment 20° RP and
dimensions

RN&WN-TL Angled Abutment 25° RP and
dimensions

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Angled Abutment 15° NC SP and di-
mensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Abutment 25° NC SP and di-
mensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Abutment 15° NC and dimensi-
ons

Abutment Screw NC

BL 3.2, ?¥3.25, @#3.5, @#3.7, $3.75,

@4, P4.1, @4.5, §4.8, @5, B5.5, @6
NC Implants

BL Angled Abutment 25° NC and dimensi-
ons

Abutment Screw NC

BL @3.2, @¥3.25, @3.5, @3.7, $3.75,

@4, P4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

Bu dékiiman Conformed Egitim ve Damigsmanhk Hizmetleri Ltd. Sti. Destegi [le Hazirlanmistir. Sayfa 123 / 157




GUVENLIK VE KLINiK PERFORMANS OZETi RAPORU-SSCP

' SAFETY AND CLINICAL PERFORMANCE SUMMARY REPORT-SSCP
frmle QMS Template Do- | QMS Template Release QMS Template QMS Template Revision
cument No Date Revision No Date
RP.18.03 16.08.2021 00 -[--]---

TL Angled Abutment 15° NC

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

TL Angled Abutment 20° NC

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

TL Angled Abutment 25° NC

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Multi-unit Abutment (Two Pieces)

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bo-
dies Used Together

BL Straight Multi-Unit Abutment
@3.5 Gh1 (two pieces) NP

Multi-Unit Abutment Screw Gh1l NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@3.5 Gh2 (two pieces) NP

Multi-Unit Abutment Screw Gh2 NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@3.5 Gh3 (two pieces) NP

Multi-Unit Abutment Screw Gh3 NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
?3.5 Gh4 (two pieces) NP

Multi-Unit Abutment Screw Gh4 NP

BL ?3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh1 (two pieces) NP

Multi-Unit Abutment Screw Gh1l NP

BL @3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh2 (two pieces) NP

Multi-Unit Abutment Screw Gh2 NP

BL 33.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh3 (two pieces) NP

Multi-Unit Abutment Screw Gh3 NP

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh4 (two pieces) NP

Multi-Unit Abutment Screw Gh4 NP

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh5 (two pieces) NP

Multi-Unit Abutment Screw Gh5 NP

BL #3.2 ve #3.7 NP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh1 (two pieces) RP

Multi-Unit Abutment Screw Ghl RP

BL @4.1, 4.8, #5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh2 (two pieces) RP

Multi-Unit Abutment Screw Gh2 RP

BL @4.1, #4.8, #5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh3 (two pieces) RP

Multi-Unit Abutment Screw Gh3 RP

BL @4.1, §4.8, @5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh4 (two pieces) RP

Multi-Unit Abutment Screw Gh4 RP

BL @4.1, #4.8, @5.5 RP Implants

BL Straight Multi-Unit Abutment
@4.5 Gh5 (two pieces) RP

Multi-Unit Abutment Screw Gh5 RP

BL @4.1, @4.8, @5.5 RP Implants

Straight Multi-Unit Abutments

Compatible Abutment Screws
Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Multi-Unit Abutment @4.5

NP and dimensions

Occlusal Screw M1.4

BL @3.2 ve @#3.7 NP Implants
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BL Straight Multi-Unit Abutment @4.

RP and dimensions

> Occlusal Screw M1.4

BL @4.1, 4.8, ¥5.5 RP Implants

RN&WN-TL Straight Multi-Unit Abut-

ment

Occlusal Screw M1.4

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Straight Multi-Unit Abutment NC
SP and dimensions

Occlusal Screw M1.4 NC

BL ?2.9 and @3 NC SP Implants

BL Straight Multi-Unit Abutment NC
and dimensions

Occlusal Screw M1.4 NC

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Multi-Unit Abutment NC

Occlusal Screw M1.4 NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Angled Multi-Unit Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Multi-Unit Abutment
15° NP and dimensions

BL Angled Multi-Unit Abutment
30° NP and dimensions

Angled Multi-Unit Abutment Screw
NP

BL @3.2 ve #3.7 NP Implants

BL Angled Multi-Unit Abutment
15° RP and dimensions

BL Angled Multi-Unit Abutment
30° RP and dimensions

Angled Multi-Unit Abutment Screw
RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Angled Multi-Unit Abutment
17° NC SP and dimensions

Abutment Screw NC

BL #2.9 and @3 NC SP Implants

BL Angled Multi-Unit Abutment
30° NC SP and dimensions

Abutment Screw NC

BL #2.9 and @3 NC SP Implants

BL Angled Multi-Unit Abutment
17° NC and dimensions

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, ¥3.7, @3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

BL Angled Multi-Unit Abutment
30° NC and dimensions

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, ¥3.7, @3.75,

@4, 4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

Straight Locator Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Straight Locator Abutment NP
and dimensions

BL @3.2 ve #3.7 NP Implants

BL Straight Locator Abutment RP
and dimensions

BL @4.1, §4.8, #5.5 RP Implants

RN-TL Straight Locator Abutment
and dimensions

RN-TL @4.1 Implants
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WN-TL Straight Locator Abutment
and dimensions

WN-TL @4.8, @5.5 Implants

BL Straight Locator Abutment NC
SP and dimensions

BL ?2.9 and @3 NC SP Implants

BL Straight Locator Abutment NC
and dimensions

BL @3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, P4.8, @5, B5.5, @6
NC Implants

TL Straight Locator Abutment NC
SP and dimensions

TL @4, @4.1, P4.5, P4.8 NC Implants

TL Straight Locator Abutment NC
and dimensions

TL @5, @5.5, @6 NC Implants

Angled Locator Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Locator Abutment 15°
NP and dimensions

Ti-Base Abutment Screw NP

BL @3.2 ve #3.7 NP Implants

BL Angled Locator Abutment 15°
RP and dimensions

Ti-Base Abutment Screw RP

BL @4.1, 4.8, ¥5.5 RP Implants

RN-TL Angled Locator Abutment
15° and dimensions

RN-TL @4.1 Implants

WN-TL Angled Locator Abutment
15° and dimensions

WN-TL #4.8, @5.5 Implants

BL Angled Locator Abutment 15°
NC SP and dimensions

BL #2.9 and @3 NC SP Implants

BL Angled Locator Abutment 15°
NC and dimensions

BL @3.2, #3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, @4.8, @5, @5.5, @6
NC Implants

TL Angled Locator Abutment 15°
NC SP and dimensions

TL @4, @4.1, P4.5, 4.8 NC Implants

TL Angled Locator Abutment 15°
NC and dimensions

TL @5, @5.5, @6 NC Implants

Straight Ti-Base Abutment

Compatible Abutment
Screws Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Ti-Base Lock Abutment SP

and dimensions

BL @2.9 SP Implants

BL Straight Ti-Base NoLock Abutment NP

and dimensions

BL Straight Ti-Base Lock Abutment NP

and dimensions

Ti-Base Abutment Screw NP

BL @3.2 ve #3.7 NP Implants

BL Straight Ti-Base NoLock Abutment RP

and dimensions

Ti-Base Abutment Screw RP

BL @4.1, §4.8, #5.5 RP Implants
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BL Straight Ti-Base Lock Abutment RP

and dimensions

RN-TL Straight Ti-Base Nolock Abutment

and dimensions

Ti-Base Abutment Screw RP

RN-TL @4.1 Implants

RN-TL Straight Ti-Base Lock Abutment

and dimensions

Ti-Base Abutment Screw RP

RN-TL @#4.1 Implants

WN-TL Straight Ti-Base Nolock Abutment

and dimensions

Ti-Base Abutment Screw RP

WN-TL @4.8, @5.5 Implants

WN-TL Straight Ti-Base Lock Abutment

and dimensions

Ti-Base Abutment Screw RP

WN-TL @4.8, @5.5 Implants

BL Straight Ti-Base Nolock Abutment NC

SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Straight Ti-Base Lock Abutment NC SP

and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Straight Ti-Base Nolock Abutment NC

and dimensions

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, @3.75,

@4, @4.1, @4.5, 4.8, @5, @5.5, @6
NC Implants

BL Straight Ti-Base Lock Abutment NC

and dimensions

Abutment Screw NC

BL @3.2, #3.25, @3.5, @3.7, §3.75,

@4, 4.1, @4.5, 4.8, @5, @5.5, @6
NC Implants

TL Straight Ti-Base Nolock Abutment NC

and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

TL Straight Ti-Base Lock Abutment NC

and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8, @5, B5.5,
@6 NC Implants

Angled Ti-Base Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Angled Ti-Base Lock Abutment
SP and dimensions

Abutment Screw M1.4

BL #2.9 SP Implants

BL Angled Ti-Base NoLock Abut-
ment NP and dimensions

BL Angled Ti-Base Lock Abutment
NP and dimensions

Ti-Base Abutment Screw NP

BL #3.2 ve #3.7 NP Implants

BL Angled Ti-Base NoLock Abut-
ment RP and dimensions

BL Angled Ti-Base Lock Abutment
RP and dimensions

Ti-Base Abutment Screw RP

BL @4.1, §4.8, @5.5 RP Implants

BL Angled Ti-Base Nolock Abut-
ment NC SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Angled Ti-Base Lock Abutment
NC SP and dimensions

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants
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BL Angled Ti-Base Nolock Abut-
ment NC and dimensions

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

BL Angled Ti-Base Lock Abutment
NC and dimensions

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

TL Angled Ti-Base Nolock Abut-
ment NC and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

TL Angled Ti-Base Lock Abutment
NC and dimensions

Abutment Screw NC

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Angled Esthetic Abutments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Esthetic Abutment Angled
@3,5 NP and dimensions

BL Esthetic Abutment Angled
@4,5 NP and dimensions

Abutment Screw NP

BL ?3.2 ve #3.7 NP Implants

BL Esthetic Abutment Angled @5
RP and dimensions

BL Esthetic Abutment Angled @6
RP and dimensions

Abutment Screw RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Esthetic Abutment NC

Abutment Screw NC

BL @3.2, #3.25, @3.5, @3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

Pre-Mill Abutments

Compatible Abutment Screws
Used Together

Compatible Dental Implant Bodies
Used Together

BL Pre-Mill Abutment D6 L12,5 NP

BL #3.2 ve #3.7 NP Implants

BL Pre-Mill Abutment D8 L12,5 RP

BL @4.1, @4.8, #5.5 RP implantlar

RN-TL Pre-Mill Abutment D12

RN-TL @4.1 Implants

WN-TL Pre-Mill Abutment D12

WN-TL #4.8, @5.5 Implants

RN-TL Large Platforn Pre-Mill Abut-
ment

RN-TL @4.1 Implants

WN-TL Large Platforn Pre-Mill Abut-
ment

WN-TL @4.8, @5.5 Implants

BL Pre-Mill Dayanak SP ve ebatlari

BL @2.9 SP Implants

BL Pre-Mill Dayanak NP ve ebatlari

BL @3.2 ve #3.7 NP Implants

BL Pre-Mill Dayanak RP ve ebatlari

BL @4.1, @4.8, @5.5 RP implantlar

RN-TL Pre-Mill Dayanak ve ebatlari

RN-TL @4.1 Implants

WN-TL Pre-Mill Dayanak ve ebatlari

WN-TL @4.8, @5.5 Implants
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BL Pre-Mill Dayanak NC ve ebatlari

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

BL Pre-Mill Dayanak SP NC ve ebatlari

BL ?2.9 and @3 NC SP Implants

TL Pre-Mill Dayanak NC ve ebatlari

TL @4, @4.1, @4.5, 4.8, @5, @5.5,
@6 NC Implants

Straight Ball Attachment Abut-
ments

Compatible Abutment Screws Used
Together

Compatible Dental Implant Bodies
Used Together

BL Straight Ball Attachment Abut-
ment NP and dimensions

BL ?3.2 ve #3.7 NP Implants

BL Straight Ball Attachment Abut-
ment RP and dimensions

BL @4.1, 4.8, ¥5.5 RP Implants

RN&WN-TL Straight Ball Attach-
ment Abutment and dimensions

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

RN-TL Straight Ball Attachment
Abutment and dimensions

RN-TL @4.1 Implants

WN-TL Straight Ball Attachment
Abutment and dimensions

WN-TL @4.8, @5.5 Implants

Multi-Unit Ti-Base Abutments

Compatible Abutment Screws

Used Together

Compatible Dental Implant Bodies
Used Together

BL Straight Multi-Unit Ti-Base Lock
Abutment and dimensions

BL Straight Multi-Unit Ti-Base NoLock
Abutment and dimensions

Occlusal Screw M1.4

BL 33.2, 3.7 NP and BL @4.1, #4.8,
@5.5 RP Implants

RN-TL Straight Multi-Unit Ti-Base Lock
Abutement and dimensions

RN-TL Straight Multi-Unit Ti-Base No-
Lock Abutment and dimensions

Occlusal Screw M1.4

RN-TL @#4.1 Implants

WN-TL Straight Multi-Unit Ti-Base
Lock Abutment and dimensions

WN-TL Straight Multi-Unit Ti-Base No-
Lock Abutment and dimensions

Occlusal Screw M1.4

WN-TL @4.8, @5.5 Implants

BL Straight Multi-Unit Ti-Base Lock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

BL ?2.9 and @3 NC SP Implants

BL Straight Multi-Unit Ti-Base Nolock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

BL ?2.9 and @3 NC SP Implants

BL Straight Multi-Unit Ti-Base Lock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

BL @3.2, @¥3.25, @3.5, @3.7, $3.75,

@4, P4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants
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BL Straight Multi-Unit Ti-Base Nolock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

TL Straight Multi-Unit Ti-Base Lock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

TL @4, @4.1, P4.5, P4.8 NC Implants

TL Straight Multi-Unit Ti-Base Nolock
Abutment NC SP and dimensions

Occlusal Screw M1.4 NC

TL @4, @4.1, P4.5, P4.8 NC Implants

TL Straight Multi-Unit Ti-Base Lock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

TL @5, @5.5, @6 NC Implants

TL Straight Multi-Unit Ti-Base Nolock
Abutment NC and dimensions

Occlusal Screw M1.4 NC

TL @5, @5.5, @6 NC Implants

Temporary Abutments

Compatible Abutment Screws

Used Together

Compatible Dental Implant Bodies
Used Together

BL Temporary Lock Abutment NP ve
ebatlar

Abutment Screw NP

BL ?#3.2 and @3.7 NP Implants

BL Temporary Nolock Abutment NP ve
ebatlari

Abutment Screw NP

BL ?#3.2 and @3.7 NP Implants

BL Temporary Lock Abutment RP ve
ebatlar

Abutment Screw RP

BL @4.1, 4.8, ¥5.5 RP Implants

BL Temporary Nolock Abutment RP ve
ebatlar

Abutment Screw RP

BL @4.1, #4.8, #5.5 RP Implants

RN-TL Temporary Lock Abutment

Abutment Screw RP

RN-TL @#4.1 Implants

RN-TL Temporary Nolock Abutment

Abutment Screw RP

RN-TL @#4.1 Implants

WN-TL Temporary Lock Abutment

Abutment Screw RP

WN-TL #4.8, @5.5 Implants

WN-TL Temporary Nolock Abutment

Abutment Screw RP

WN-TL #4.8, @5.5 Implants

TL Temporary Lock Abutment

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

TL Temporary Nolock Abutment

Abutment Screw RP

RN-TL @4.1, WN-TL @4.8, WN-TL
@5.5 Implants

BL Multi-unit Lock Temporary Abut-
ment NP&RP

Abutment Screw RP

BL 33.2, 3.7 NP and BL @4.1, 4.8,
@5.5 RP Implants

BL Multi-unit NoLock Temporary
Abutment NP&RP

Abutment Screw RP

BL @3.2, 3.7 NP and BL #4.1, §4.8,
@5.5 RP Implants

RN-TL Multi-unit Lock Temporary
Abutment

Abutment Screw RP

RN-TL @4.1 Implants

RN-TL Multi-unit Nolock Temporary
Abutment

Abutment Screw RP

RN-TL @4.1 Implants

WN-TL Multi-unit Lock Temporary
Abutment

Abutment Screw RP

WN-TL @4.8, @5.5 Implants

WN-TL Multi-unit Nolock Temporary
Abutment

Abutment Screw RP

WN-TL @4.8, @5.5 Implants
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BL Temporary Lock Abutment NC SP
ve ebatlari

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Temporary Nolock Abutment NC
SP ve ebatlari

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

RN-TL Temporary Lock Abutment NC
SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

RN-TL Temporary Nolock Abutment
NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

WN-TL Temporary Lock Abutment NC
SP

Abutment Screw NC

TL @4, @4.1, P4.5, P4.8 NC Implants

WN-TL Temporary Nolock Abutment
NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

TL Temporary Lock Abutment NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

TL Temporary Nolock Abutment NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

BL Multi-unit Lock Temporary Abut-
ment NC SP

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

BL Multi-unit NoLock Temporary
Abutment NC SP

Abutment Screw NC

BL ?2.9 and @3 NC SP Implants

RN-TL Multi-unit Lock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

RN-TL Multi-unit Nolock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, @4.5, P4.8 NC Implants

WN-TL Multi-unit Lock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, @4.1, P4.5, 4.8 NC Implants

WN-TL Multi-unit Nolock Temporary
Abutment NC SP

Abutment Screw NC

TL @4, 4.1, P4.5, 4.8 NC Implants

BL Temporary Lock Abutment NC ve
ebatlari

Abutment Screw NC

BL @3.2, #3.25, @3.5, @3.7, §3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

BL Temporary Nolock Abutment NC ve
ebatlari

Abutment Screw NC

BL @3.2, ¥3.25, @3.5, ¥3.7, @3.75,

@4, 4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants

RN-TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

RN-TL Temporary Nolock Abutment
NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

WN-TL Temporary Nolock Abutment
NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

TL Temporary Lock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

TL Temporary Nolock Abutment NC

Abutment Screw NC

TL @5, @5.5, @6 NC Implants

BL Multi-unit Lock Temporary Abut-
ment NC

Abutment Screw NC

BL @3.2, @¥3.25, @3.5, @#3.7, $3.75,

@4, P4.1, @4.5, §4.8, @5, @5.5, @6
NC Implants
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BL Multi-unit Nolock Temporary Abut-
ment NC

Abutment Screw NC

BL @¥3.2, ¥3.25, @3.5, #3.7, §3.75,

@4, @4.1, @4.5, P4.8, @5, @5.5, @6
NC Implants

RN-TL Multi-unit Lock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.

5, 6 NC Implants

RN-TL Multi-unit Nolock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.

5, 6 NC Implants

WN-TL Multi-unit Lock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.

5, 6 NC Implants

WN-TL Multi-unit Nolock Temporary
Abutment NC

Abutment Screw NC

TL @5, @5.

5, 6 NC Implants

Healing Caps

Compatible Abutment
Screws Used Together

Compatible Dental Imp-
lant Bodies Used Toget-
her

BL iyilesme Bashgi SP ve ebatlari

BL 32.9 SP Implants

BL Healing Cap ®3.5 NP and dimensions

BL Healing Cap ®3.7 NP and dimensions

BL Healing Cap ®4.5 NP and dimensions

BL Healing Cap ®4.8 NP and dimensions

BL Cylinder Healing Cap 3.2 NP and dimensions

BL Cylinder Healing Cap @3.7 NP and dimensions

BL ?3.2 ve ?#3.7 NP Imp-
lants

BL Healing Cap @4.8 RP and dimensions

BL Healing Cap @5 RP and dimensions

BL Healing Cap 5.4 RP and dimensions

BL Healing Cap @6 RP and dimensions

BL Healing Cap ©6.5 RP and dimensions

BL Cylinder Healing Cap @4.1 RP and dim

ensions

BL Cylinder Healing Cap #4.8 RP and dim

ensions

BL @4.1, @4.8, @5.5 RP
Implants

RN-TL Healing Cap and dimensions

RN-TL @4.1 Implants

WN-TL Healing Cap and dimensions

WN-TL #4.8, @5.5 Imp-
lants

BL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

BL @3.2, #3.7 NP and BL
?4.1, @4.8, @5.5 RP Imp-
lants

RN-TL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

RN-TL @4.1 Implants

WN-TL Multi-Unit Healing Cap and dimensions

Occlusal Screw M1.4

WN-TL @4.8, @5.5 Imp-
lants

BL Healing Cap @4.8 NC and dimensions

BL @3.2, @¥3.25, @#3.5,
@3.7, @3.75, @4, §4.1,

@4.5, 94.8, @5, 5.5, @6
NC Implants
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BL Healing Cap @5.4 NC and dimensions

BL #3.2, #3.25, (3.5,
@3.7, $3.75, @4, 4.1,
@4.5, §4.8, @5, 5.5, @6
NC Implants

TL Healing Cap NC

TL @4, @4.1, @4.5, PA.8,
@5, @5.5, 6 NC Implants

BL Multi-Unit Healing Cap NC

BL @#3.2, #3.25, #3.5,
@3.7, #3.75, @4, ¢4.1,
@4.5, §4.8, @5, @5.5, @6
NC Implants

TL Multi-Unit Healing Cap NC

TL @4, @4.1, @4.5, PA.8,
@5, @5.5, 6 NC Implants

19.4. Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Diger Cihazlarin Ve Uriinlerin Agiklamasi / Description

of Other Devices and Products Designed for Use with the Device:

Cerrahi set iceriginin agiklamalar Tablo-1 de, Cerrahi Set V2 igeriginin agiklamalari Tablo-2 de belirtilmistir.
Descriptions of the contents of the surgical set are given in Table-1 and descriptions of the contents of the

Surgical Set V2 are given in Table-2.
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TABLO-1
NO | URUN KODU URUN ADI KULLANIM AMACI
1 DEXT Drill Uzatma Drill bgyu yetersiz kaldiginda drill boyunu uzatmak
amaci ile kullanihr.
2 PDS (25.1.5' mm Isaretleme Drilli
(Sivri) - implant uygulanacak bélgeyi isaretlemek icin kulla-
3 @2.2 mm Isaretleme Drilli
PDRB nilir.
(Yuvarlak)
4 PD22 2.2 mm Pilot Drill Kisa implant yuv.a5| hazirlanirken derinlik ve paralellik
belirlenmesinde kullanilr.
5 implant yuvasi hazirlanirken derinlik ve paralellik
PDL22 @2.2 mm Pilot Drill Uzun belirlenmesinde kullanilir. Uzun drill boyuna ihtiyag
duyuldugu durumlarda kullanilir.
6 ID32 ?3.2 mm Iimplant Drill Kisa | 83,2 mm capli implantin nihai drilidir.
7 ID37 ?3.7 mm Iimplant Drill Kisa | #3,7 mm capli implantin nihai drilidir.
8 ID41 @4.1 mm implant Drill Kisa | @4,1 mm capli implantin nihai drilidir.
9 ID48 @4.8 mm implant Drill Kisa | @4,8 mm capli implantin nihai drilidir.
10 ?3.2 mm implant Drill @3,2 mm capli implantin nihai drilidir. Uzun drill
IDL32 e ¥
Uzun boyuna ihtiya¢ duyuldugu durumlarda kullanilir.
11 IDL37 ?3.7 mm implant Drill @3,7 mm caph implantin nihail drilidir. Uzun drill
Uzun boyuna ihtiya¢ duyuldugu durumlarda kullanilir.
12 IDLA1 @4.1 mm implant Drill @4,1 mm caph implantin nihai drilidir. Uzun drill
Uzun boyuna ihtiya¢ duyuldugu durumlarda kullanilir.
13 @4.8 mm implant Drill @4,8 mm capl implantin nihai drilidir. Uzun drill
IDL48 o -
Uzun boyuna ihtiya¢ duyuldugu durumlarda kullanilir.
14 CD32 @3.2 mm Kortikal Drill
15 CD37 @3.7 mm Kortikal Drill implant boyun kisminin sikismasini énlemek icin
16 CD41 @4.1 mm Kortikal Drill kortikal kemigi genisletmek amaci ile kullanilir.
17 CD48 @4.8 mm Kortikal Drill
18 101PP Paralel Pin @3.2
19 102PP Paralel Pin @3.7 Acilan yuvanin derinlik ve paralelliginin kontrol
20 103PP Paralel Pin @4.1 edilmesi igin kullanilir
21 104PP Paralel Pin 4.8
22 100AP Hizalayic! Pin iIk.agllar).yyvanm derinlik ve paralelliginin kontrol
edilmesi icin kullanilir.
23 SCSA16 SCS Anahtari (Kisa 16 mm)
24 SCSA23 SCS Anahtari (Orta 23 mm)
25 IDPNP implant Cikarma Anahtari .
(NP) lyilesme bashgl ve kapama vidalarini yerlestirmek
26 IDPRP i(r;Pp)lant Cikarma Anahtari | igin kullanilir
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27 HS Tornavida
28 TSP12 Raset Adaptori (Kisa 12
mm)
29 TSP19 Raset Adaptori (Orta 19 implanti kutusundan el degmeden ¢ikarmak ve
mm) implant yuvasina tagsimak amaci ile kullanihr.
30 TSPA21 Anguldurva Adaptori (21
mm)
31 GD Gode Greft karistirmak/ tasimak amaci ile kullanilir
32 TRCHTV2 Torklu Raset V2 implanti cene kemigine yerlestirmek icin kullanihir
33 DG Derinlik Olcer i“mplant kavitesinin derinligini / drill uzunlugunu
Olcmek amaciyla kullanilir.
Table-1
NO PRODUCT PRODUCT NAME INTENDED USE
CODE
1 DEXT Drill Extension !t |.s usefj jco extend the drill length when the drill length
is insufficient.
2 p H . .
PDS ¢.1 5. mm Isaretleme Drilli
(Sivri) . .
: — It is used to mark the area to be implanted.
3 @2.2 mm Isaretleme Drilli
PDRB
(Yuvarlak)
4 PD22 32.2 mm Pilot Drill Kisa Itis usgd to de.termlne the depth and parallelism when
preparing the implant socket.
5 Used to determine depth and parallelism when prepa-
PDL22 @2.2 mm Pilot Drill Uzun ring the implant socket. Used when a long drill length is
needed.
6 ID32 @3.2 mm implant Drill Kisa [ Itis the final drill of a #3.2 mm diameter implant.
7 ID37 ?@3.7 mm implant Drill Kisa | Itis the final drill of a #3.7 mm diameter implant.
8 ID41 @4.1 mm implant Drill Kisa | Itis the final drill of a @4.1 mm diameter implant.
9 ID48 @4.8 mm implant Drill Kisa | Itis the final drill of a §4.8 mm diameter implant.
10 (3.2 mm implant Drill It is the final drill for a @3.2 mm diameter implant. It is
IDL32 . . .
Uzun used when a long drill length is required.
11 (3.7 mm implant Drill It is the final drill for @3.7 mm diameter implant. Used
IDL37 ) : y
Uzun when a long drill length is required.
12 @4.1 mm implant Drill It is the final drill for @4.1 mm diameter implant. It is
IDL41 . . .
Uzun used when a long drill length is required.
13 ?4.8 mm implant Drill Itis the final drill for @4.8 mm diameter implant. It is
IDL48 . . .
Uzun used when a long drill length is required.
14 CD32 @3.2 mm Kortikal Drill
15 CD37 @3.7 mm Kortikal Drill The implant is used to enlarge the cortical bone to pre-
16 CDh41 @4.1 mm Kortikal Drill vent compression of the neck.
17 CD48 @4.8 mm Kortikal Drill
18 101PP Paralel Pin @#3.2
19 102PP Paralel Pin @3.7
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20 103PP Paralel Pin @4.1 Used to check the depth and parallelism of the opened
21 104PP Paralel Pin ¢4.8 slot
22 100AP Hizalayici Pin I’_c is used to check the depth and parallelism of the
first slot opened.
23 SCSA16 SCS Anahtari (Kisa 16 mm)
24 SCSA23 SCS Anahtari (Orta 23 mm)
25 IDPNP Implant Cikarma Anahtari
(NP) : : . .
- Used for inserting the healing cap and closing
26 Implant Cikarma Anahtari
IDPRP screws
(RP)
27 HS Tornavida
28 TSP12 Raset Adaptori (Kisa 12
mm)
29 TSP19 Raset Adaptori (Orta 19 It is used to remove the implant from the box un-
mm) touched and carry it to the implant socket.
30 TSPA1 Anguldurva Adaptori (21
mm)
31 GD Gode Used to mix/carry the graft
32 TRCHTV2 Torklu Raset V2 Used to insert the implant into the jawbone
33 DG Dol lE !t is used to.measure the depth / drill length of the
implant cavity.
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TABLO-2
NO | URUN KODU URUN ADI KULLANIM AMACI
1 DEXT Brill Uzatma Drill bgyu yetersiz kaldiginda drill boyunu uzatmak
amaci ile kullanihr.
5 PDS ¢.1.5-mm Isaretleme Drilli
(Sivri) implant uygulanacak bélgeyi isaretlemek icin kulla
@2.2 mm isaretleme Drilli P Ve Sy ¢
3 PDRB nilir.
(Yuvarlak)
4 PD22 2.2 mm Pilot Drill Kisa Implant yuv§5| hazirlanirken derinlik ve paralellik
belirlenmesinde kullanihr.
implant yuvasi hazirlanirken derinlik ve paralellik
5 PDL22 @2.2 mm Pilot Drill Uzun belirlenmesinde kullanilir. Uzun drill boyuna ihtiyag
duyuldugu durumlarda kullanilir.
6 ID32 ?3.2 mm implant Drill Kisa | #3,2 mm capli implantin nihai drilidir.
7 ID37 ?3.7 mm implant Drill Kisa | #3,7 mm capl implantin nihai drilidir.
8 ID41 @4.1 mm implant Drill Kisa | @4,1 mm capl implantin nihai drilidir.
9 ID48 ?@4.8 mm implant Drill Kisa | @4,8 mm capli implantin nihai drilidir.
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?3.2 mm implant Drill ?3,2 mm caph implantin nihai drilidir. Uzun drill
10 IDL32 e o
Uzun boyuna ihtiya¢ duyuldugu durumlarda kullanilir.
?3.7 mm implant Drill @3,7 mm caph implantin nihail drilidir. Uzun drill
11 IDL37 e o
Uzun boyuna ihtiya¢ duyuldugu durumlarda kullanilir.
@4.1 mm implant Drill @4,1 mm capli implantin nihai drilidir. Uzun drill
12 IDL41 - o
Uzun boyuna ihtiya¢ duyuldugu durumlarda kullanilir.
@4.8 mm implant Drill @4,8 mm capli implantin nihai drilidir. Uzun drill
13 IDL48 - o
Uzun boyuna ihtiya¢ duyuldugu durumlarda kullanilir.
14 CD32 @3.2 mm Kortikal Drill
15 CD37 @3.7 mm Kortikal Drill implant boyun kisminin sikismasini énlemek icin
16 CDh41 @4.1 mm Kortikal Drill kortikal kemigi genisletmek amaci ile kullanilir.
17 CD48 @4.8 mm Kortikal Drill
18 101PP Paralel Pin @#3.2
19 102PP Paralel Pin @#3.7 Acilan yuvanin derinlik ve paralelliginin kontrol
20 103PP Paralel Pin @4.1 edilmesi icin kullanihir
21 104PP Paralel Pin @4.8
27 100AP HizalaylenPin IIk.agllar)yl..lvanln derinlik ve paralelliginin kontrol
edilmesi icin kullanilir.
23 SCSA16 SCS Anahtari (Kisa 16 mm)
24 SCSA23 SCS Anahtari (Orta 23 mm)
55 SCSAS SCS Anahtari (Uzun 28
mm)
26 IDPSP :;npp;lant Cikarma Anahtari
- lyilesme bashgi ve kapama vidalarini yerlestirmek
Implant Cikarma Anahtari .y. J S s veries
27 IDPNP icin kullanihr
(NP)
28 IDPRP Implant Cikarma Anahtari
(RP)
29 HS Tornavida
30 TSP12 Raset Adaptori (Kisa 12
mm)
31 TSP19 Raset Adaptori (Orta 19 implanti kutusundan el degmeden ¢ikarmak ve
mm) implant yuvasina tasimak amaci ile kullanihr.
3 TSPA21 Anguldurva Adaptori (21
mm)
33 GD Gode Greft karistirmak/ tasimak amaci ile kullanilir
34 TRCHTV2 Torklu Raset V2 implanti cene kemigine yerlestirmek icin kullanihr
35 . H . . . . R . . v
DG Derinlik Olcer I"mplant kavitesinin derinligini / drill uzunlugunu
Olgcmek amaciyla kullanilir.
TABLE-2
NO PRODUCT PRODUCT NAME INTENDED USE
CODE
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1 DEXT Drill Extension !t |.s usec?l Fo extend the drill length when the drill length
is insufficient.
5 PDS ¢.1.5'mm Isaretleme Drilli
(Sivri)
@2.2 mm isaretleme Drilli It is used to mark the area to be implanted
3 PDRB
(Yuvarlak)
4 PD22 32.2 mm Pilot Drill Kisa Itis us?d to de'termme the depth and parallelism when
preparing the implant socket.
Used to determine depth and parallelism when prepa-
5 PDL22 @2.2 mm Pilot Drill Uzun ring the implant socket. Used when a long drill length is
needed.
6 ID32 @3.2 mm implant Drill Kisa | Itis the final drill of a #3.2 mm diameter implant.
7 ID37 @3.7 mm implant Drill Kisa | Itis the final drill of a #3.7 mm diameter implant.
8 D41 @4.1 mm implant Drill Kisa | Itis the final drill of a #4.1 mm diameter implant.
9 ID48 @4.8 mm implant Drill Kisa | Itis the final drill of a #4.8 mm diameter implant.
@3.2 mm implant Drill It is the final drill for a @3.2 mm diameter implant. It is
10 IDL32 : . .
Uzun used when a long drill length is required.
?3.7 mm implant Drill It is the final drill for 33.7 mm diameter implant. Used
11 IDL37 . : .
Uzun when a long drill length is required.
@4.1 mm implant Drill It is the final drill for @4.1 mm diameter implant. It is
12 IDL41 . . .
Uzun used when a long drill length is required.
@4.8 mm implant Drill Itis the final drill for #4.8 mm diameter implant. It is
13 IDL48 | . .
Uzun used when a long drill length is required.
14 CD32 @3.2 mm Kortikal Drill
15 CD37 @3.7 mm Kortikal Drill The implant is used to enlarge the cortical bone to pre-
16 Cbh41 @4.1 mm Kortikal Drill vent compression of the neck.
17 CD48 @4.8 mm Kortikal Drill
18 101PP Paralel Pin #3.2
19 102PP Paralel Pin @3.7
>0 103pP Paralel Pin 24.1 gzt:d to check the depth and parallelism of the opened
21 104PP Paralel Pin 4.8
22 100AP o IEin IF is used to check the depth and parallelism of the
first slot opened.
23 SCSA16 SCS Anahtari (Kisa 16 mm)
24 SCSA23 SCS Anahtari (Orta 23 mm)
55 SCSADS SCS Anahtari (Uzun 28
mm)
26 IDPSP Implant Cikarma Anahtari
(SP) . . . .
- Used for inserting the healing cap and closing
Implant Cikarma Anahtari
27 IDPNP screws
(NP)
)8 IDPRP Implant Cikarma Anahtari
(RP)
29 HS Tornavida
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30 TSP12 Raset Adaptori (Kisa 12
mm)
31 TSP19 Raset Adaptori (Orta 19 It is used to remove the implant from the box un-
mm) touched and carry it to the implant socket.
32 TSPA1 Anguldurva Adaptori (21
mm)
33 GD Gode Used to mix/carry the graft
34 TRCHTV2 Torklu Raset V2 Used to insert the implant into the jawbone
35 .. Iti h h il |l h of th
DG Derinlik Olcer _t is used to'measuret e depth / drill length of the
implant cavity.

20.

RISKLER VE UYARILAR / RISKS AND WARNINGS

20.1. Artik Riskler Ve istenmeyen Etkiler/ Residual Risks and Undesirable Side Effects:

Risk Numarasi Zarar Tehlike Potansiyel Neden indirgenmeme Sebebi
e K[ tirm e Siireci Paket ?g'l.ldlkt'an sonra Behrlener] risk |nFI|rgeneb|IFl|g| mini-
: A kalan Grlinlerin bagka | mum seviyelere indirgenmistir. Ali-
Hastanin Enfeksi- Etiketleme i
R3 on Kapmasi islemsel Talimatlar hastada kullanimina nacak herhangi bir dnlem olmamasi
¥ P 3 bagl olarak kontami- | nedeni ile tarafimizdan artik risk
Uyarilar . . L .
nasyon gerceklesmesi | olarak degerlendirilecektir.
Kullanicinin Grlin kulla- | Belirlenen risk indirgenebildigi mini-
nimi hakkinda yeterli mum seviyelere indirgenmistir. Ali-
Operasyonun uza- 5o ] A
R8 Kullanma Hatasi egitime sahip olma- nacak herhangi bir 6nlem olmamasi
masi . .
masl ya da kullanma nedeni ile tarafimizdan artik risk
kurallarina uymamasi olarak degerlendirilecektir.
_— . Belirlenen risk indirgenebildigi mini-
Urln fonksiyonunun . . .
> . mum seviyelere indirgenmistir. Ali-
Operasyonun Ger- Kritik Performans gerceklesmemesine -
R eklesmemesi Etiketleme bagl olarak implantas- nacak herhangi bir Snlem olmamasi
¢ 3 org\un ba arlsé)ll“l nedeni ile tarafimizdan artik risk
¥ 3 & olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
i RS Operasyonda kullanila- | nimum seviyelere indirgenmistir.
R10 r|5|2||”| Y 3 Uyarilar cak dogru boyutta UGri- | Alinacak herhangi bir 6nlem olma-
& nln secilememesi masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasyon basa- Osseintegrasyonun nimum seviyelere indirgenmistir.
R11 P . ¥ 3 islemsel Talimatlar - grasy Alinacak herhangi bir 6nlem olma-
risizhgi saglanamamasi .
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Uriintin kull .
.o runun" u - Belirlenen risk indirgenebildigi mi-
Uriliniin Yanlis Ope- amaci, trin perfor- . . Lo -
. .. . | nimum seviyelere indirgenmistir.
rasyonlarda Kulla- Etiketleme mans ve ozellikleri gibi S
R13 : ; Alinacak herhangi bir nlem olma-
nilmasi Ya da Kulla- | Islemsel Talimatlar detaylarin kullaniciya .
- 3 masi nedeni ile tarafimizdan artik
nilamamasi bildirilmemesi ya da . . . .
- risk olarak degerlendirilecektir.
yetersiz tanimlanmasi
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- . Belirlenen risk indirgenebildigi mi-
Urinin kullanim 6n- . . o -
. . . . nimum seviyelere indirgenmistir.
Hastanin Enfeksi- Uyarilar cesi gerekli dnlemlerin e
R14 . Lo Alinacak herhangi bir nlem olma-
yon Kapmasi Etiketleme alinmamasi veya Uri- .
. masli nedeni ile tarafimizdan artik
nan tekrar kullanilmasi . N L .
risk olarak degerlendirilecektir.
Kullanici yetersizligi ya Belirlenen risk indirgenebildigi mi-
. . da yanlis kullanima . . o .
Kemik kirilmasin- Etiketleme bagh uveun olmavan nimum seviyelere indirgenmistir.
R15 dan &tiiri hastanin | islemsel Talimatlar - g yg . _y Alinacak herhangi bir 6nlem olma-
. . Olgudeki Grlinle imp- .
zarar gormesi Uyarilar masli nedeni ile tarafimizdan artik
lantasyonun zorlan- . . . .
risk olarak degerlendirilecektir.
masi
Cerrahl_ |§_Iem sirasinda Belirlenen risk indirgenebildigi mi-
hasta sinir dokusunun . . g -
Hastanin zarar gor- : zarar gérmesi nedeni nimum seviyelere indirgenmistir.
R22 . Islemsel Talimatlar S Alinacak herhangi bir 6nlem olma-
mesi ile implantasyon son- -
rasi hastanin asn duv- masi nedeni ile tarafimizdan artik
& ¥ risk olarak degerlendirilecektir.
masi
Belirlenen risk indirgenebildigi mi-
Hastanin zarar eér- implantin gikarilma- nimum seviyelere indirgenmistir.
R23 mesi & islemsel Talimatlar sina ihtiya¢ duyulmasi | Alinacak herhangi bir énlem olma-
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Uriiniin dogru bir se- Belirlenen risk indirgenebildigi mi-
kilde imha edilmeme- nimum seviyelere indirgenmistir.
R26 Enfeksiyon Biyolojik Ajanlar sinden kaynakli olarak | Alinacak herhangi bir nlem olma-
kisilere enfeksiyon bu- masi nedeni ile tarafimizdan artik
lasabilir. risk olarak degerlendirilecektir.
Personel Yetkinligi ta- Belirlenen risk indirgenebildigi mi-
implantasvon Basa- nimlamasinin yapilma- | nimum seviyelere indirgenmistir.
R32 r/sgl/ <) 4 g Yetkin Olmayan Personel masina bagh yanlis ki- Alinacak herhangi bir 6nlem olma-
g siler tarafindan kulla- masi nedeni ile tarafimizdan artik
nim risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasvon Basa- Kéti Kemik Kalitesi nimum seviyelere indirgenmistir.
R51 r/sZII <) 4 ? Kullanma Hatasi Olan Hastalara imp- Alinacak herhangi bir 6nlem olma-
g lantasyon yapilmasi masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
ey . nimum seviyelere indirgenmistir.
R52 Qperasyonun Ge Kullanma Hatasi Tip l;et.rlsmd?n mp Alinacak herhangi bir nlem olma-
cikmesi lanti diismesi .
masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
BaclysteTdE e kemos B§I|r|enen I.‘ISk |nd|.rge.neblld|.g| ml-
implantasyon Basa- terapi alan hastalarda | "o seviyelere indirgenmistir.
R53 r/sZII <) y ? Bilgi Hatalari im limtas i Alinacak herhangi bir 6nlem olma-
g m:SI i masli nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.
Belirlenen risk indirgenebildigi mi-
implantasvon Basa- Hastanin ameliyat son- | nimum seviyelere indirgenmistir.
R54 P . y 3 Bilgi Hatasi rasi oral hijyenini sag- Alinacak herhangi bir 6nlem olma-
risizhigi .
lamamasi masi nedeni ile tarafimizdan artik
risk olarak degerlendirilecektir.

Bu dékiiman Conformed Egitim ve Damigsmanhk Hizmetleri Ltd. Sti. Destegi [le Hazirlanmistir. Sayfa 141 / 157




(\

GUVENLIK VE KLINiK PERFORMANS OZETi RAPORU-SSCP
SAFETY AND CLINICAL PERFORMANCE SUMMARY REPORT-SSCP

frmle QMS Template Do- QMS Template Release QMS Template QMS Template Revision
cument No Date Revision No Date
RP.18.03 16.08.2021 00 -[--]---
. . Cause of Non-Deducti-
Risk Number Harm Danger Potential Cause bility
Contamination The identified risk has
L due to the use of | been reduced to the mini-
Product Realization Process
. . the products re- | mum levels that can be
Infection of the | Labeling . .
R3 . . . maining after the | reduced. Since there are
Patient Operational Instructions .
Warnines package is ope- no measures to be taken,
g ned in another it will be considered as re-
patient sidual risk by us.
The user is not The identified risk has
adequately trai- been reduced to the mini-
Prolonged ope ned in the use of | mum levels that can be
R8 ration g P Use Error the product or reduced. Since there are
does not comply | no measures to be taken,
with the rules of it will be considered as re-
use sidual risk by us.
Belirlenen risk indirgene-
) . bildigi minimum seviye-
Failure of implan- g . - Y
. " y . lere indirgenmistir. Alina-
Failure to Ope- | Critical Performance tation due to fai- S
R9 . cak herhangi bir 6nlem ol-
rate Labeling lure of product .
. mamasi nedeni ile tarafi-
function .
mizdan artik risk olarak
degerlendirilecektir.
The identified risk has
Failure to select been reduced to the mi-
Implantation fa the correct size nimum levels that can be
R10 ilufe Warnings product to be reduced. Since there are
used in the opera- | no measures to be taken,
tion it will be considered as
residual risk by us.
The identified risk has
been reduced to the mi-
. ! . nimum levels that can be
Implantation fa- . . Failure to achieve .
R11 . Operational Instructions . . reduced. Since there are
ilure osseointegration
no measures to be taken,
it will be considered as
residual risk by us.
Failure to inform
the user of details | The identified risk has
such as the inten- | been reduced to the mi-
Use or Non-Use .
. ded use of the nimum levels that can be
of the Product Labeling .
R13 . . . product, product reduced. Since there are
in Wrong Ope- Operational Instructions
. performance and | no measures to be taken,
rations . o .
features, or ina- it will be considered as
dequate descrip- residual risk by us.
tion
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The identified risk has
Failure to take ne- | been reduced to the mi-
. . essary precauti- nimum levels that can be
Infection of the | Warnings ¢ y precauti ‘M V. ¢
R14 . . ons before use or | reduced. Since there are
Patient Labeling
reuse of the pro- no measures to be taken,
duct it will be considered as
residual risk by us.
. The identified risk has
Forced implanta- .
tion with an been reduced to the mi-
Damage to the Labeling . . .| nimum levels that can be
. . ) inappropriately si- .
R15 patient due to Operational Instructions reduced. Since there are
. zed product due
bone fracture Warnings ) no measures to be taken,
to user incompe- S .
i it will be considered as
tence or misuse . .
residual risk by us.
. . The identified risk has
Pain after implan- .
. been reduced to the mi-
tation due to da- .
Harm to the pa mage to the pati nimum levels that can be
R22 . P Operational Instructions 'g .p reduced. Since there are
tient ent's nerve tissue
. . no measures to be taken,
during the surgi- . .
it will be considered as
cal procedure . .
residual risk by us.
The identified risk has
been reduced to the mi-
i nimum levels that can be
Harm to the pa- . . Need for imiliy .

R23 tier Operational Instructions removal reduced. Since there are
no measures to be taken,
it will be considered as
residual risk by us.

The identified risk has
Failure to dispose | been reduced to the mi-
of the product nimum levels that can be

R26 Infection Biological Agents correctly can lead | reduced. Since there are
to infection of no measures to be taken,
persons. it will be considered as

residual risk by us.
The identified risk has
Use by wrong pe- | been reduced to the mi-
. ople due to lack of | nimum levels that can be
Implantation - = .

R32 Eailure Unqualified Personnel definition of Per- reduced. Since there are
sonnel Compe- no measures to be taken,
tence it will be considered as

residual risk by us.
The identified risk has
Imolantation Implantation of been reduced to the mi-
R51 .p Use Error Patients with Poor | nimum levels that can be
Failure ) .
Bone Quality reduced. Since there are
no measures to be taken,
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it will be considered as
residual risk by us.

Delay of Opera-

Implant falling out

The identified risk has
been reduced to the mi-
nimum level that can be

hygiene

R52 . Use Error mitigated. Since there are
tion of the tube
no measures to be taken,
it will be considered as
residual risk by us.
The identified risk has
. been reduced to the mi-
Implantation in .
Implantation atients receivin nimum levels that can be
R53 .p Knowledge Errors P } & | reduced. Since there are
Failure radiotherapy and
.. no measures to be taken,
Py it will be considered as a
residual risk by us.
The identified risk has
. . | been reduced to the mi-
Failure of the pati- | .
Implantation ent to maintain nimum levels that can be
R54 .p Information Error ) reduced. Since there are
Failure postoperative oral

no measures to be taken,
it will be considered as a
residual risk by us.

20.2. Uyarilar ve Onlemler/ Warnings and Precautions:

Uyarilar:

e Uriinler agizici kullanildiginda aspirasyona karsi korunmalidir. Uriinlerin aspirasyonu enfeksi-yona

veya planlanmamis fiziksel yaralanmaya neden olabilir.

e implantyatagi hazirlama ve implant yerlestirmesirasinda mandibdiler sinir kanalindan kaginin. Sinir

hasari anestezi, parestezi veya disesteziye neden olabilir.

e Kemik nekrozuna neden olabileceginden 6ne- rilen yerlestirme torklarini asmayin ("Ek Bilgiler" kis-
minda liste halinde verildigi gibi Temel Bilgi brosirlerine basvurun).

Warnings:

- Products must be protected against aspiration when used intra-orally. Aspiration of the products may ca-
use infection or unplanned physical injury.

- Avoid the mandibular nerve canal during implant bed preparation and implant placement. Nerve damage
may cause anaesthesia, paresthesia or dysesthesia.

Bu dékiiman Conformed Egitim ve Damigsmanhk Hizmetleri Ltd. Sti. Destegi [le Hazirlanmistir. Sayfa 144 / 157




GUVENLIK VE KLINiK PERFORMANS OZETi RAPORU-SSCP

' SAFETY AND CLINICAL PERFORMANCE SUMMARY REPORT-SSCP
-
frmle QMS Template Do- | QMS Template Release QMS Template QMS Template Revision
cument No Date Revision No Date
RP.18.03 16.08.2021 00 -[--/---

- Do not exceed the recommended insertion torques as this may cause bone necrosis (refer to the Basic
Information leaflets as listed in the ‘Additional Information’ section).

Bilimplant® Kisa implantlari icin Ozel Uyari:

Bilimplant® Kisa implantlarini yumusak kemige yerlestirirken yeterli primer stabilite elde etmek icin dzellikle
dikkatli olunmasi gerekir. implant tizerindeki transfer parcasini hafif yanal hareketlerle ¢cikarmayi diistiniin.
Yanal kuvvetleri en aza indirmek ve dik tiiberkil egimlerini ve asiri yanal temaslari dnlemek igin Bilimplant®
Kisa implantlari diiz bir dayanak ile restore edilmelidir.

Special Warning for Bilimplant® Short Implants:

When inserting Bilimplant® Short Implants into soft bone, particular care must be taken to achieve adequ-
ate primary stability. Consider removing the transfer piece on the implant with gentle lateral movements.
Bilimp-lant® Short Implants should be restored with a flat abutment to minimise lateral forces and avoid

steep tubercle slopes and excessive lateral contacts.

Dikkat Edilecek Noktalar/Onlemler:

e implantlar maksilla veya mandibula disindaki kemiklere yerlestiriimemelidir.

e Daima mevcut kemik kalinligi, kemik kalitesi, disler arasi bosluk ve 6ngoriilen ¢igneme kuvvetleri
tarafindan desteklenebilecek en biiyik ¢apa sahip implanti segin. Nispeten yiliksek yiklerin beklen-
digi durumlarda uygun implant hizalamasini saglamak icin 6zel dikkat gosterilmelidir.

e Yiksek yuklerin implant govdesi kirigi olusturma riski sebebiyle kigik ¢capl implantlar (@ 3,2 mm)
molar bélgede kullanilmamalidir.

e Ameliyat dncesinde hastanin psikolojik ve fizik-sel durumunu belirlemek izere hastanin dikkatli bir kli-
nik ve radyolojik muayenesi gerceklestiril- melidir. Kemik veya yumusak dokunun iyilesmesireci veya
osseoentegrasyon sirecini olumsuzetkileyebilecek yerel veya sistemik faktorleri olan hastalarda
ozellikle dikkatli olunmalidir(6rn. kemik metabolizmasi bozukluklari, dia- betes mellitus tip I, antiko-
agullasyon tedavisi/ kanama diatezleri, bruksizm, parafonksiyonel aliskanliklar, olumsuz anatomik
kemik kosulla-ri, tltln istismari, tedavi edilmemis periodontal hastaliklar, akut implant bélgesi en-
feksiyonu, temporomandibiiler eklem bozukluklari, cenenin tedavi edilebilir patolojik durumlari ve oral
mu-koza degisiklikleri, hamilelik, yetersiz oral hijyen).

e Bilimplant® dental implantlarini ambalajda belirtilen son kullanma tarihinden sonra kullanmayin.

e Bilimplant® dental implantlarini tekrar sterilize etmeyin. Temizleme ve sterilizasyon, temel malzeme ve
tasarim ozelliklerini tehlikeye atarak riinlin bozulmasina yol acabilir.

e Bilimplant® dental implantlarini tekrar kullan-mayin. Tek kullanimlik Grtinlerin tekrar kullanil- masi
hasta veya kullanici enfeksiyonlari agisin-dan olasi bir risk olusturur.
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Points to Consider/Precautions:
- Implants should not be placed in bones other than the maxilla or mandible.

- Always select the implant with the largest diameter that can be supported by the available bone thick-
ness, bone quality, interdental space and anticipated masticatory forces. Where relatively high loads are
expected, special care should be taken to ensure proper implant alignment.

- Small-diameter implants (@ 3.2 mm) should not be used in the molar region due to the risk of implant
body fracture from high loads.

- Before surgery, a careful clinical and radiological examination of the patient should be performed to de-
termine the psychological and physical condition of the patient. Particular caution should be exercised in
patients with local or systemic factors that may adversely affect the healing or osseointegration process of
bone or soft tissue (e.g. bone metabolism disorders, diabetes mellitus type |, anti-coagulation therapy/ ble-
eding diathesis, bruxism, parafunctional habits, unfavourable anatomical bone conditions, tobacco abuse,
untreated periodontal disease, acute implant site infection, temporomandibular joint disorders, treatable
pathological conditions of the jaw and oral mosaic changes, pregnancy, inadequate oral hygiene).

- Do not use Bilimplant® dental implants after the expiry date indicated on the packaging.

- Do not re-sterilise Bilimplant® dental implants. Cleaning and sterilisation can lead to product deterioration
by compromising the essential material and design properties.

- Do not reuse Bilimplant® dental implants. Re-use of single-use products poses a potential risk of patient
or user infections.

Ust Yapilar/Suprastructures:

Uyarnilar:

Bilimplant® protez ve yardimci bilesenleri kullanilmadan 6nce bu kullanma talimati okunmahdir. Bilimplant®
protez ve yardimci bilesenleri, yalnizca genel kabul gérmis dis ve cerrahi tedavi kurallari ¢ergevesinde ve
endikasyonlara uygun olarak kullanilmalidir. Dental implant tedavisi karmasik cerrahi ve restoratif islemler
icermektedir. Bu tir uygulamalar bu alanda gerekli egitimi almis dis hekimleri tarafindan gerceklestirilmelidir.
Uygulayicinin islem sirasinda dikkat kabiliyeti yiiksek olmalidir.

Endikasyon veya kullanim sekli net degilse, tim noktalar acikhga kavusturulana kadar Bilimplant® protez ve
yardimci bilesenleri kullanilmamalidir. ProimTech. A.S., Grlnin kullanim amaci disinda kullanilmasindan kay-
naklanan hasarlardan sorumlu degildir.

Uriinlerimizden biriyle ilgili olarak yasami tehdit eden olaylar veya saglik durumunda ciddi bir bozulma olmasi
durumunda bizi (ProimTech A.S.) ve yetkili/dlzenleyici kurumunuzu bilgilendirin.

Spesifik Uyarilar:
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> Pre-Mill Dayanaklar:

Premill dayanaklar kisiye 6zel olarak iiretilmis simante dayanaklardir. Vida retansiyonlu restorasyon-
lara destek i¢in kullanilmaz. Dayanaklarin tiretimini takiben hasta agzina uygun prosediirlerde yerles-
tirilir ve torklandiktan sonra restorasyonun iiretimi i¢in dijital veya geleneksel 6l¢ii alinarak siman
retansiyonlu restorasyon liretimine gegilir. Ag1z icerisinden dijital 6l¢ii alinacaksa ylizeyden 151k sag1-
liminin engellenmesi i¢in agiz i¢i kullanima uygun titanyum oksit toz kullanilmasi 6nerilir.

» Ti-Base (Diiz/Acili) Dayanaklar:
Ti-Base dayanaklar vida retansiyonlu protetik restorasyonlarda kullanilir. Dijital 15 akist ile {ist prote-
tik list yapinin liretilmesi onerilir. Restorasyonun i¢ yiizeyinden asir1 uyumlama ve agindirma yapil-
masi protetik iist yap1 ve ti-base uyumunda bozukluklara yol agabilir. Buna bagl olarak desimantas-
yon, vida gevsemesi, mekanik basarsizliklar goriilebilir.

> Davyanak Baglanti1 Vidalar:

Dayanak baglanti vidalar1 i¢in tavsiye edilen maksimum tork degerini asla gegmeyin. Abutmentin asir
sikilagtirilmast vidanin kirilmasina yol agabilir.

> Multi-Unit Dayvanaklar:

Acili multi-unit dayanak yalnizca hasta agzinda segilebilir ve takilabilir. Dayanagin modelden hastanin
agzina dogru transferi miimkiin degildir. Implantlar tizerindeki devrilme yiiklerini azaltmak i¢in ¢coklu
implant uygulamalarinda (diiz dayanaklarla kombinasyon dahil) agili multi-unit dayanaklar1 kullanin.

Dayanaklarin baca boyu yiiksekligi yeterli retansiyon saglamadigindan simantasyon miimkiin degildir.
Multiunit dayanaklara doner aletler ile miidahele edilmemis olmali freze vb islemler yapilmamalidir.
Konik baglantiy1 hava/su spreyi ile temizleyin ve yerlestirmeden 6nce kurutun.

Ciddi Olumsuz Olaylarin Bildirimi:

Kullanicilar ciddi olaylarin yasanmasi durumunda;

Ureticiye ve kullanicinin ve/veya hastanin yerlesik oldugu tiye devletin yetkili otoritesine rapor-lanmasi ge-
rekmektedir.

Onlemler:

Asagida Bilimplant® protez ve yardimci bilesenlerinin kullanimi éncesi alinmasi gereken énlemler listelenmis-
tir;

v" Her prosedirden dnce, gerekli tum bilesenlerin, aletlerin ve yardimci ekipmanlarin eksiksiz, ¢alisir du-
rumda ve gerekli miktarda mevcut oldugundan emin olun.

v Tek kullanimhk tim Grtnlerin tekrar kullaniimamasina dikkat edilmelidir. Bu trinlerin mikerrer kullanil-
mas! enfeksiyon riskini arttirir ve bilesenlerin baglantisinda uyum eksikligine yol acar. Bu duruma baglh
olarak implant kaybi, enfeksiyon mekanik basarisizliklar ve kiriklar gibi komplikasyonlar gerceklesebilir.

v Uygun olmayan anatomik ve klinik kosullar nedeniyle Bilimplant® protez ve yardimci bilesenlerinin kulla-
nimi gerceklestirilemiyorsa bu bilesenlerle planlanan tedaviye devam edilmemeli ve alternatifler arasti-
rilmalidir.
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Kisisel glivenliginiz icin her zaman uygun kisisel koruyucu donanim ve ekipman kullanin.

Hastayi, bilesenlerin aspirasyon tehlikesini en aza indirilecek sekilde konumlandirin.

Hastanin agzinda kullanilan tiim bilesenler aspirasyonu ve yutmayi dnleyecek sekilde emniyete alinmali-
dir.

v’ Bilesenlerin hasta agzinda asindiriimasi gerekiyorsa yeterli aspirasyon saglanmall.

v Gerekli tork degerleri kontrol edilmeli.

AN

NOT:

Ust yapi bilesenlerinin dayanak ile baglantisi icin kullanilan siman veya baska bir malzeme iretici tarafindan
belirtildigi sekilde kullaniimalidir. Restorasyon sadece dental implant ile uyumlu orijinal dayanaklar ile yapi-
lacaktir.

Protez ve yardimci bilesenleri kullanirken, protetik restorasyonlar ile ilgili asagida siralanan spesifik veya
genel komplikasyonlar ortaya ¢ikabilir.

Komplikasyonlar:

Agizda kullanilan pargalarin yutulmasi veya aspire edilmesi,

Asir1 tork uygulanmasi nedeni ile baglanti vidasinin kirilmasi,

Gerekli tork degerine ulagilamadig: takdirde dayanaklarda donme,

Dayanagin kirilmasi,

Dayanagin veya diger bilesenlerin gevsemesi,

Kronun, kopriiniin ya da diger nihai protezlerin uygun olmayan final restorasyonu veya bozulmasi,
Hastanin ¢igneme fonksiyonunun saglanamamasi,

Dayanak vida gevsemesi,
Implantin kaybedilmesi - osseointegrasyon kaybu.

AN NI N N NI N NN

Warnings:

These instructions for use should be read before using the Bilimplant® prosthesis and auxiliary components.
Bilimplant® prosthesis and auxiliary components should only be used within the framework of generally
accepted dental and surgical treatment rules and in accordance with dental indications. Dental implant tre-
atment includes complex surgical and restorative procedures. Such applications should be carried out by
dentists who have received the necessary training in this field. The clinician should have a high level of at-
tention during the procedure.

If the indication or method of use is unclear, Bilimplant® prosthesis and accessory components should not
be used until all points have been clarified. ProimTech. A.S. is not responsible for any damage caused by the
use of the product other than its intended use.

Notify us (ProimTech Inc.) and your authorized/regulatory agency in the event of a life-threatening event or
serious deterioration in health related to one of our products.

Specific Warnings:

» Pre-Mill Abutments:
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Premill abutments are cemented abutments that are custommade. Not to be used to support screw-
retained restorations. Following the manufacture of the abutments, they are placed in the patient's
mouth in appropriate procedures and after torqued, digital or conventional impressions are made for
the manufacture of the restoration, and the manufacture of the cement-retained restoration is started.
If a digital impression is to be taken from the mouth, it is recommended to use titanium oxide powder
suitable for intraoral use to prevent light scattering from the surface.

» Ti-Base (Straight/Angled) Abutments:
Ti-Base abutments are used in prosthetic restorations with screw retention. It is recommended to
produce the upper prosthetic superstructure with a digital workflow. Excessive abbrasion with rotary
instruments from the inner surface of the restoration may lead to defects in the prosthetic superst-
ructure and ti-base alignment. Depending on this, decementation, screw loosening, mechanical fai-
lures can be seen.

> Abutment Screws:

Never exceed the maximum recommended torque for the abutment screws. Excessive tightening of the
abutment can lead to screw breakage.

> Multi-Unit Abutments:

The angled multiunit abutment can only be selected and inserted at the patient's mouth. It is not
possible to transfer the abutment from the model to the patient's mouth. Use angled multiunit abut-
ments in multiple implant applications (including in combination with straight abutments) to reduce
tipping and torque loads on implants. Cementation is not possible as the insufficient occlusal height
of the abutments does not provide sufficient retention. Multiunit abutments should not be grinding
with by rotary tools, milling etc. operations should not be performed. Clean the conical connection
with air/water spray and dry before insertion.

Reporting of Serious Adverse Events:

In the event of serious events, users must report them to the manufacturer and the competent authority of
the member state where the user and/or patient is located.

Precautions:

Precautions to be taken before using Bilimplant® prosthesis and auxiliary components are listed below;

v Before each procedure, ensure that all necessary components, tools and ancillary equipment are comp-
lete, in working order and in the required quantity.

v’ Care should be taken not to reuse all disposable products. Repeated use of these products increases the

risk of infection and leads to a lack of compatibility in the connection of components. Depending on this
situation, complications such as implant loss, infection, mechanical failures and fractures may occur.
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v’ If the use of Bilimplant® prosthesis and auxiliary components cannot be used due to unsuitable anatomi-
cal and clinical conditions, the planned treatment with these components should not be continued and
alternatives should be explored.

v For your personal safety, always use appropriate personal protective equipment.

v Position the patient so that the danger of aspiration of components is minimized.

v" All components used in the patient's mouth must be secured to prevent aspiration and swallowing.

v' Adequate aspiration should be provided if components need to be abraded in the patient's mouth.

v" Required torque values should be checked.

NOTE:

The cement or other material used for the attachment of the superstructure components to the abutment
should be used as specified by the manufacturer. Restoration will only be finished with the original abut-
ment compatible with the dental implant.

The specific or general complications of prosthetic restorations, listed below, may occur when using prosthe-
tic and accessory components.

Complications:

Swallowing or aspirating parts used in the mouth,

Breakage of the retaining screw due to excessive torque application,

Rotation in the abutments if the required torque value cannot be reached,

Breakage of the abutment,

Loosening of the abutment or other components,

Improper final restoration or deterioration of the crown, bridge or other final prosthesis,
The patient's chewing function cannot be achieved,

Abutment screw loosening,
Loss of implant- Loss of osseointegration.

NN N N N VR

20.3. Varsa, Saha Giivenligi Diizeltici Faaliyetlerinin (FSN Dahil FSCA) Bir Ozeti De Dahil Olmak Uzere, Gii-
venliligin Diger ilgili Yonleri / Other Relevant Aspects of Safety, Including a Summary of Site Safety
Corrective Actions (FSCA, including FSN), if any:

Kendi Grlnlerimizle ilgili ciddi ya da ciddi olmayan olumsuz olaylar, triin geri cekmesi yasanmamistir.
There have been no serious or non-serious adverse events, product recalls related to our own products.

21. KLiINiK DEGERLENDIRME OZETi VE PiYASAYA ARZ SONRASI KLiNiK TAKiP (PMCF)/ SUMMARY OF
CLINICAL EVALUATION AND POST-MARKET CLINICAL FOLLOW-UP (PMCF)

21.1. Varsa Esdeger Cihazla ilgili Klinik Verilerin Ozeti/ Summary of Clinical Data on the Equivalent Device, if
available:
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Esdeger cihaz olarak Institut Straumann AG (Straumann®) dental implant sistemleri degerlendirilmistir. Ya-
pilan karsilastirmada cihazimiz ile Straumann implantlari arasinda teknik, biyolojik ve klinik agidan anlamli
bir fark olmadigi sonucuna varilmistir. Teknik agidan, her iki cihaz da titanyum alasimindan lretilmekte olup
benzer liretim surecleri, mekanik dayanim 6zellikleri ve uzun donem implant-stabilizasyon karakteristikle-
rine sahiptir. implant geometrisi, vida yapisi ve yiizey modifikasyon prensipleri, osseointegrasyonu destek-
lemek amaciyla esdeger diizeyde tasarlanmistir. Biyolojik acidan, her iki cihaz da viicutta >30 giin sireyle
kemik/doku ile temas eden, inert ve biyouyumlu materyallerden olusmaktadir. Cihazlarda hayvansal, insan
veya kan tlirevli icerik bulunmamakta, ayrica salinim veya emilim 6zelligi gostermemektedir. Bu nedenle,
biyouyumluluk profili agisindan cihazimiz ile Straumann implantlari arasinda bir fark bulunmamaktadir. Kli-
nik acidan, dental implantlar “Well-Established Technology (WET)” kapsaminda kabul edilmekte olup, Stra-
umann implantlari uzun yillara dayanan klinik basarilariyla literatiirde genis olclide belgelenmistir. Klinik
degerlendirmede, cihazimizin osseointegrasyon basarisi, uzun donem stabilite, biyouyumluluk ve glvenlik
parametreleri agisindan Straumann implantlariyla esdeger oldugu gosterilmistir. Post-market surveillance
(PMS) ve literatir verileri de bu esdegerligi desteklemektedir. Sonug olarak, cihazimiz teknik, biyolojik ve
klinik parametreler agisindan Straumann implant sistemleriyle esdeger kabul edilmekte olup, bu degerlen-
dirme cihazin glivenlik ve performans acisindan klinik olarak kullanilabilir oldugunu teyit etmektedir.

The equivalent device has been identified as the Institut Straumann AG (Straumann®) dental implant sys-
tems. The comparison demonstrated that there are no significant differences between our device and Stra-
umann implants in terms of technical, biological, and clinical aspects.

From a technical perspective, both devices are manufactured from titanium alloy, with similar production
processes, mechanical strength properties, and long-term implant stabilization characteristics. The implant
geometry, thread design, and surface modification principles are designed at an equivalent level to support
osseointegration.

From a biological perspective, both devices are composed of inert and biocompatible materials that re-
main in contact with bone/tissue for more than 30 days. Neither device contains animal, human, or blood-
derived components, and neither exhibits release or absorption characteristics. Therefore, no differences
exist between our device and Straumann implants in terms of biocompatibility profile.

From a clinical perspective, dental implants are considered “Well-Established Technology (WET),” and Stra-
umann implants have been extensively documented in the literature with long-standing clinical success.
Clinical evaluation has demonstrated that our device is equivalent to Straumann implants in terms of osse-
ointegration success, long-term stability, biocompatibility, and safety parameters. Post-market surveillance
(PMS) and literature data further support this equivalence.

In conclusion, our device is considered equivalent to Straumann implant systems with respect to technical,
biological, and clinical parameters. This assessment confirms that the device is clinically acceptable in terms
of safety and performance.

21.2. Varsa Cihazin CE isaretlemesinden Once Yiiriitiilen Arastirmalarindan Elde Edilen Klinik Verilerin Ozeti
/ Summary of Clinical Data Obtained from Research Conducted Prior to CE Marking of the Device, if
any:

Cihaz, dental implant sistemlerinin uzun yillardir klinik uygulamalarda yaygin olarak kullaniimasi ve glivenlik
ile performansinin kapsamli sekilde belgelenmis olmasi nedeniyle “Well-Established Technology (WET)”

kapsaminda degerlendirilmektedir. Bu nedenle, cihazimizin klinik degerlendirmesi literatiir verileri, pazara
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sunum sonrasli gozetim (PMS) faaliyetleri ve Straumann® gibi esdeger cihazlardan elde edilen klinik verilerle
desteklenmektedir.

WET kapsaminda yer almasi ve uzun yillardir piyasada bulunmasi nedeniyle cihaz icin CE isaretlemesinden
once yiiritiilmis 6zel bir klinik arastirma bulunmamaktadir. Bunun yerine, mevcut klinik kanit; uzun do-
nem pazar deneyimi, yayinlanmis bilimsel literatiir ve esdeger cihaz verilerinden saglanmakta olup, cihazin
glivenlik, biyouyumluluk ve performansini yeterli diizeyde ortaya koymaktadir.

The device is classified as a Well-Established Technology (WET), as dental implant systems have been
widely used in clinical practice for several decades with well-documented safety and performance. Due to
the long history of use and extensive available clinical data, the device is supported by literature, post-mar-
ket surveillance (PMS) activities, and equivalence to recognized implant systems such as Straumann®.
Given the well-established nature of the technology, no specific pre-CE marking clinical investigations
were conducted for this device. Instead, the clinical evidence is derived from long-term market expe-
rience, scientific literature, and equivalent device data, all of which confirm the safety, biocompatibility,
and performance of the device.

As a result, no clinical investigations prior to CE marking were required, and the available clinical evidence
from WET classification, PMS data, and published literature provides sufficient demonstration of the de-
vice’s clinical safety and performance.

21.3. Varsa, Diger Kaynaklardan Elde Edilen Klinik Verilerin Ozeti/ Summary of Clinical Data from Other So-
urces, if available:

Cihazin klinik glivenlik ve performansina iliskin kanitlar yalnizca literatiirden degil, ayni zamanda Post-Mar-
ket Surveillance (PMS) faaliyetleri, post-market clinical follow-up (PMCF) raporlari, kullanici geri bildirim-
leri ve benzer cihazlarla olan uzun dénem klinik deneyimlerden de elde edilmistir. Bu kaynaklar, cihazin pi-
yasaya sunulmasindan itibaren giivenli ve etkin sekilde kullanildigini géstermektedir. Ayrica, esdeger cihaz

olan Straumann® dental implant sistemlerinin literatiirde belgelenmis uzun dénem klinik basarilari, cihazin
glvenlik ve performans profilini destekleyici ek kanitlar sunmaktadir .

Kisacasi, “diger kaynaklardan elde edilen klinik veriler” kapsaminda PMS ve PMCF verileri ile esdeger cihaz
literatiirleri yer almakta ve bu veriler cihazin giivenligini ve klinik performansini teyit etmektedir.

Clinical evidence regarding the safety and performance of the device has been obtained not only from the
scientific literature but also from Post-Market Surveillance (PMS) activities, post-market clinical follow-up
(PMCF) reports, user feedback, and the long-term clinical experience with similar devices. These sources
demonstrate that the device has been used safely and effectively since its placement on the market.

In addition, the extensive long-term clinical success of the equivalent device, Straumann® dental implant
systems, as documented in the literature, provides supplementary evidence supporting the safety and per-
formance profile of the device.

In conclusion, the clinical data obtained from other sources, including PMS and PMCF data as well as equi-
valent device literature, further confirm the safety and clinical performance of the device.

Bu dékiiman Conformed Egitim ve Damigsmanhk Hizmetleri Ltd. Sti. Destegi [le Hazirlanmistir. Sayfa 152 / 157



GUVENLIK VE KLINiK PERFORMANS OZETi RAPORU-SSCP

’ SAFETY AND CLINICAL PERFORMANCE SUMMARY REPORT-SSCP
-
frmle QMS Template Do- | QMS Template Release QMS Template QMS Template Revision
cument No Date Revision No Date
RP.18.03 16.08.2021 00 -[--]---

21.4. Klinik Performans Ve Giivenliligin Genel Bir Ozeti/ A General Summary of Clinical Performance and
Safety:

Dental implant sistemleri, dis kayiplarinin tedavisinde uzun yillardir kullanilan ve “Well-Established Techno-
logy (WET)” kapsaminda degerlendirilen cihazlardir. Cihazimiz icin yapilan klinik degerlendirmelerde, mev-
cut literatir verileri, esdeger cihazlarla yapilan karsilastirmalar, benchmark testleri ve pazara sunum sonrasi
gozetim (PMS) faaliyetleri temel alinmistir. Bu veriler, cihazin amacglanan kullanimi dogrultusunda glivenli
ve etkili bir sekilde calistigini, oral fonksiyonlarin geri kazandirilmasinda, osseointegrasyonun saglanma-
sinda ve uzun donem implant stabilitesinin korunmasinda basarili oldugunu ortaya koymaktadir.

Klinik calismalar ve literatir incelemeleri, implant cevresinde marjinal kemik kaybinin kabul edilebilir sinir-
lar icinde kaldigini, peri-implant dokularin saghginin korundugunu ve cihazin fonksiyonel yiik altinda gliveni-
lir performans sergiledigini gostermektedir. Ayrica implantlarin biyouyumluluk testleri, yorulma ve mekanik
dayanim testleri ile glivenlik profili dogrulanmistir. Post-market verilerde ciddi advers olaylara rastlanma-
mis, raporlanan riskler ise cihazin sagladigi klinik faydalarla karsilastirildiginda kabul edilebilir bulunmustur.
Sonug olarak, cihazin klinik performansi ve giivenliligi; mevcut bilimsel kanitlar, literatiir, PMS bulgulari ve
esdeger cihaz verileriyle desteklenmis olup, MDR kapsaminda tanimlanan Genel Glivenlik ve Performans
Gerekliliklerini (GSPR) karsiladigi teyit edilmistir. Cihazin kullaniminin hastalarda fonksiyonel iyilesme, ya-
sam kalitesinde artis ve uzun dénem glivenilirlik sagladigi, rezidiel risklerin ise kabul edilebilir diizeyde ol-
dugu ortaya konmustur.

Dental implant systems are widely recognized as a long-standing treatment option for tooth loss and are
classified as Well-Established Technology (WET). For the present device, the clinical evaluation is based on
published scientific literature, comparison with equivalent devices, benchmark testing, and post-market
surveillance (PMS) activities. These data demonstrate that the device performs safely and effectively in its
intended use, restoring oral functions, achieving reliable osseointegration, and maintaining long-term imp-
lant stability.

Clinical evidence and literature reviews confirm that marginal bone loss around implants remains within
acceptable limits, peri-implant tissue health is preserved, and the device provides reliable performance un-
der functional loading. Furthermore, the biocompatibility profile, fatigue testing, and mechanical endu-
rance assessments have verified the device’s safety. Post-market data reveal no unacceptable adverse
events, and the identified risks are considered acceptable when weighed against the demonstrated clinical
benefits of the device.

In conclusion, the overall clinical performance and safety of the device are supported by scientific evi-
dence, literature, PMS findings, and data from equivalent devices. The device is shown to comply with the
General Safety and Performance Requirements (GSPR) defined under the MDR, while ensuring functional
restoration, improved quality of life, and long-term reliability for patients. Residual risks remain within an
acceptable level in relation to the clinical benefits provided.

21.5. Devam Eden Veya Planlanan Piyasaya Arz Sonrasi Klinik Takip/ Ongoing or Planned Post-Marketing
Clinical Follow-up

Uriinlerimiz uzun siiredir piyasada olmasina ragmen, giivenlik ve performansin cihazin beklenen kullanim émrii bo-
yunca dogrulanabilmesi amaciyla PMCF faaliyetleri ylritiilmektedir. Bu kapsamda hazirlanan PMCF Plani ile cihazin
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klinik faydalarinin teyit edilmesi, yeni veya dngorilmeyen yan etkilerin tespit edilmesi, bilinen yan etkilerin ve kont-
rendikasyonlarin izlenmesi, gercek klinik kanitlara dayali olarak yeni risklerin degerlendirilmesi ve cihazin fayda/risk
dengesinin strekliliginin saglanmasi hedeflenmektedir.

Planlanan faaliyetler arasinda literatlir taramalari, kullanici geri bildirimlerinin sistematik analizi, sikayet ve geri ca-
girma verilerinin degerlendirilmesi, ayrica sahadan elde edilen klinik deneyimlerin diizenli takibi yer almaktadir.
PMCEF galismalari ayrica cihazin amaglanan kullanimina uygunlugunu teyit etmeyi, sistematik yanlis kullanim veya en-
dikasyon disi kullanim durumlarini belirlemeyi de amaglamaktadir.

Bu faaliyetler dogrultusunda hazirlanmis PMCF Raporu, cihazin glivenlilik ve performansina iliskin glincel bulgulari
ortaya koymustur. Rapor sonucunda elde edilen veriler, cihazin klinik kullanimda éngorilen basariyl sagladigini, ad-
vers olaylarin diisiik oranda gergeklestigini ve risklerin kabul edilebilir diizeyde oldugunu gostermistir.

Sonug olarak, devam eden ve planlanan PMCF ¢alismalari cihazin giivenlilik ve performansini stirekli olarak dogrula-
mayi, yeni riskleri tespit etmeyi ve MDR kapsaminda tanimlanan Genel Giivenlik ve Performans Gereklilikleri (GSPR)
ile tam uyumun siirdiiriildglini gostermeyi amaglamaktadir.

Although our products have been on the market for many years, PMCF activities are being carried out to ensure that
the safety and performance of the device are continuously verified throughout its expected lifetime. Within this
scope, the PMCF Plan aims to confirm the clinical benefits of the device, identify new or unforeseen side effects, mo-
nitor known side effects and contraindications, assess new risks based on real clinical evidence, and ensure the ongo-
ing balance of benefits and risks.

The planned activities include systematic literature reviews, analysis of user feedback, evaluation of complaints and
recall data, as well as continuous monitoring of clinical experience gathered from the field. PMCF activities also aim
to confirm the device’s conformity with its intended purpose and to identify systematic misuse or off-label use.
Based on these activities, the PMCF Report has presented up-to-date findings on the safety and performance of the
device. The results demonstrated that the device achieved the expected clinical success in use, that adverse events
occurred at a low rate, and that the risks remained within an acceptable level.

In conclusion, the ongoing and planned PMCF activities aim to continuously verify the safety and performance of the
device, identify new risks, and demonstrate full compliance with the General Safety and Performance Requirements
(GSPR) as defined under the MDR.

22.0LASI TANI VEYA TEDAVi ALTERNATIFLERI / POSSIBLE DIAGNOSIS OR TREATMENT AL-
TERNATIVES

Dental implant sistemlerinin alternatif tedavi secenekleri, hastanin klinik durumuna, kemik kalitesine, sistemik hasta-
liklarina ve estetik beklentilerine gore sekillenir. En sik tercih edilen alternatif yéntemlerden biri, klasik hareketli pro-
tezlerdir. Bu protezler, dis kaybini hizli ve daha diisiik maliyetle telafi etse de sabit implant sistemlerine kiyasla kon-
for, stabilite ve cigneme fonksiyonlarinda kisitlamalar ortaya cikar. Bir diger secenek sabit kopri protezleridir. Bu yak-
lasim, komsu dogal dislerin kesilmesi ve destek olarak kullaniimasi prensibine dayanir. Ancak, saglam dis dokusunun
kaybi ve kopri ayaklarinin uzun vadeli basarisizlik riskleri bu yéntemin sinirlayici yonlerindendir. Ayrica bazi hasta
gruplarinda ortodontik tedaviyle bosluklarin kapatilmasi veya kemik hacmi yetersiz olan vakalarda protezle birlikte
kemik grefti kullanimi distndlebilir.
Bunun yaninda, dental implant tedavisinin kendi icinde de farkl alternatif implant tasarimlari ve ylizey kaplama sece-
nekleri mevcuttur. implantlar, titanyum alasim disinda zirkonya gibi biyouyumlu seramik materyallerden de iretile-
bilmekte, bu da 6zellikle metal alerjisi olan hastalarda veya yliksek estetik beklentisi olan 6n bélge restorasyonlarinda
tercih edilmektedir. Yiizey kaplama alternatifleri arasinda plazma spreyleme, hidroksiapatit kaplama, titanyum
plazma sprey (TPS), anodizasyon veya SLA (sandblasted, large grit, acid-etched) ylizey islemleri bulunmaktadir. Bu
ylzey modifikasyonlari, osseointegrasyonu hizlandirmak ve implantin uzun dénem basarisini artirmak amaciyla farkli
klinik senaryolarda uygulanabilmektedir. Ayni zamanda implant geometrisi ve makro-ylizey tasarimlari (vida formu,
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konik tasarim, platform switching vb.) da implant basarisinda 6nemli rol oynamakta olup, hastanin kemik yogunlu-
guna ve anatomik yapisina uygun farkli alternatifler sunmaktadir.

Alternative treatment options to dental implant systems vary depending on the patient’s clinical condition, bone qu-
ality, systemic health, and esthetic expectations. The most common alternatives are conventional removable prost-
heses, which provide a faster and lower-cost solution to tooth loss but are limited in terms of comfort, stability, and
masticatory efficiency compared to fixed implant systems. Another option is fixed dental bridges, which rely on the
preparation of adjacent natural teeth as abutments. However, the loss of healthy tooth structure and the long-term
failure risk of abutment teeth are major limitations of this approach. In addition, in selected cases, orthodontic clo-
sure of edentulous spaces or the use of prosthetic restorations combined with bone grafting in patients with insuffi-
cient bone volume can be considered.

Within implantology itself, there are also various alternative implant materials, surface treatments, and macro-de-
signs. Besides titanium and titanium alloys, zirconia-based ceramic implants represent an alternative for patients
with metal allergies or high esthetic demands, particularly in the anterior region. Different surface treatments, such
as plasma spraying, hydroxyapatite coating, titanium plasma spray (TPS), anodization, or SLA (sandblasted, large grit,
acid-etched), are utilized to enhance osseointegration and long-term clinical success. Furthermore, implant geometry
and macro-surface designs, including screw-thread configurations, tapered designs, and platform switching, provide
additional alternatives that can be selected according to patient-specific bone density and anatomical conditions.

23. ONERILEN KULLANICI PROFiLi VE EGiTiM/ PROPOSED USER PROFILE AND TRAINING:

Bu Urinleri kullanmak igin 6zel bir egitim gerekmez, ancak bu trinin kullanicilari;

» Dental implant tedavisi karmasik cerrahi ve protetik islemleri icermektedir. Bu tiir uygulamalar bu alanda
gerekli egitimi almis dis hekimleri tarafindan gerceklestirilmelidir.

» Cerrahi tecriibeye sahip olmalidir.

> islem sirasinda dikkat kabiliyeti yiiksek olmalidir.

> Urinlerin kullanimi ile ilgili bilgi sahibi olmalidir.

» Bu kullanma kilavuzunda verilen bilgiler dental implant sistemlerini ve ilgili bilesenleri uygulamak igin ye-
terli degildir.

No spesific training is required to use these products, but users of this product;
» Dental implant treatment involves complex surgical and prosthetic procedures. Such applications
should be performed by dentists who have received the necessary training in this field.
Must have surgical experience.
Must have high attention ability during the procedure.
Must have knowledge about the use of the products.
The information provided in this manual is not sufficient for the application of dental implant systems
and related components.

YV VYV

24. UYGULANAN UYUMLASTIRILMIS STANDARTLARA VE ORTAK SPESIFIKASYONLARA (CS) REFERANS/
REFERENCE TO APPLIED HARMONIZED STANDARDS AND COMMON SPECIFICATIONS (CS)

Tarafimizdan lretimi ve satisi gerceklestirilen Dental implant Sistemleri Giriinleri icin Gilkemizde veya diinya
genelinde kabul gérmis standart, yonetmelik, ortak spesifikasyonlar, kilavuzlar ve rehber dokiimanlar g6z
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dniine alinmakta ve uygulanmaktadir. Uriinlerimiz ve sistemimiz i¢in uygulanan standart, yénetmelik, reh-
ber dokiiman gibi dokiimanlarin giincellikleri strekli takip edilmekte ve dokiimanlarda herhangi bir glincel-
leme olustugunda bu durum tarafimizdan incelenmekte ve giincel dokiimanlarin gereklilikleri yerine getiril-
mektedir.

Bkz. MDR.TD0O1.HLS.01 Harmonize Standart Listesi

For Dental Implant Systems products manufactured and sold by us, standards, regulations, common speci-

fications, guidelines and guidance documents accepted in our country or worldwide are taken into conside-
ration and applied. The updates of the documents such as standards, regulations, guide documents applied
for our products and system are constantly monitored and when any update occurs in the documents, this

situation is examined by us and the requirements of the current documents are fulfilled.

See MDR.TD0O1.HLS.01 Harmonised Standard List

SSCP Rev. | Revizyon .
No Tarihi Degisiklik Agiklamasi OK/NB Taraflnd:'m Gegerli Kilinan
SCCP Re- Revision Change Description Revizyon
. . Revision Validated by OK/NB
vision No Date
[ JEvet/ Yes
01 18.09.2025 Sectl.o.n 5 h.as- be-en com.pleted. It is recognised that no | Gegerli Kilinan Dil /Validated Lan-
specific training is required. guage:
[ |Hayir/No
. . . . . . Evet/ Yes
Revision regarding the corrective actions taken in res- Gecerli Kilinan Dil /Validated Lan-
02 05.01.2026 | ponse to external audit conducted by the notified gu:ge-
body. [ |Hayir/No

Hazirlayan Yapan/Onay

Management Representative ey

General Manager
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GUVENLILIK VE KLINiK PERFORMANS OZETi/SSCP

Dokiiman Revizyonu: 00
Diizenlenme Tarihi: 05.01.2026

Bu glivenlilik ve klinik performans 6zeti (SSCP), cihazin glivenliliginin ve klinik performansinin temel yonleri-
nin glincellenmis bir 6zetine kamunun erisimini saglamayi amaglamaktadir. Asagida sunulan bilgiler hasta-
lar veya meslekten olmayan kisilere yoneliktir. Saglik profesyonelleri icin hazirlanan, cihazin givenlilik ve
klinik performansinin daha kapsamli bir 6zeti, bu dokiimanin ilk bélimiinde yer almaktadir.

SSCP, tibbi bir durumun tedavisi hakkinda genel tavsiyeler vermeyi amacglamamaktadir. Tibbi durumunuz
hakkinda veya cihazin durumunuzda kullanimi hakkinda sorulariniz olmasi durumunda litfen saglk profes-
yonelinizile iletisime gecin. Bu SSCP, cihazin glivenli kullanimi hakkinda bilgi vermek Gzere, bir implant karti
veya kullanim talimatlarinin yerini almak lizere tasarlanmamistir.

SECURITY AND CLINICAL PERFORMANCE SUMMARY/SSCP

Document Revision: 00
Date of Editing: 05.01.2026

This safety and clinical performance summary (SSCP) aims to provide public access to an updated summary of the
key aspects of the device's safety and clinical performance. The information presented below is intended for patients
or laypeople. A more comprehensive summary of the safety and clinical performance of the device, prepared for he-
alth professionals, is included in the first part of this document.

The SSCP does not seek to provide general advice on the treatment of a medical condition. If you have questions
about your medical condition or about the use of the device in your case, please contact your healthcare professio-
nal. This SSCP is not designed to replace an implant card or instructions for use to provide information about the safe
use of the device.
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