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

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

SSCP, cihazin glivenli kullanimini saglamak icin ana belge olarak kullanim talimatlarinin yerine gecmek lizere
tasarlanmamistir ve hedef kullanicilara veya hastalara tani veya tedavi 6nerileri sunmayl 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. Cihazin Ticari Adi-Adlari / Trade Name(s) of the Device: Ortodontik Mini Vidalar

1.2. 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

1.3. imalatginin Miinferit Kayit Numarasi (SRN) / Manufacturer's Single Registration Number (SRN):

TR-MF-000020130

1.4. Temel UDI-D / Base UDI-DI: 86814897prominiscrewQ8
1.5. Tibbi Cihaz Terminolojisi Agiklama -Metin / Medical Device Terminology Description- Text:

Vidalarin Secilmesi:

» Yonlendirilmis kemik rejenerasyonu (GBR) amaglari icin kemik sabitleme vidalari, cadir vidalari ve membran

sabitleme pinleri kullanilir. Cadir vidalari, kemik greftleri lizerine yerlestirilen membranin ¢ékmesini onler.
Blok kemik greftini donér alana sabitlemek icin kemik fiksasyon mini vidalari kulla-nilir. Ozetle, blok kemik
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kullanildiginda kemik fiksasyon mini vidalar, toz/gips gibi grantl kemik grefti + membran kullanildiginda ise
cadir vidalari endikedir. GBR yonteminde kullanilan blok veya graniil kemiklerin Gzerini 6rten membrani sa-
bitlemek icin membran pinleri (en kigik boylu mini vi-dalar) kullanilir. Hekimin tercihine gore bu vida ve
pinler birlikte veya vakada ayri ayri kullanilabilir.

intermaksiller fiksasyon amaclaniyorsa IMF (intermaksiller Fiksasyon) mini vidalari kullanilir.

Disleri hareket ettirmek igin ankraj amacl mini vidalar kullanilir.

Cerrahi Teknigi:
Mini vidalar uygulama amaglarina gore asagida gruplandiriimistir.

Membran Fiksasyon Vidalarini ameliyat bélgesine tasiyan ve kemige fikse etmede kullanilan ug kismi esnek
bir strticist bulunur. Sert bir zeminde bu driver, pin lizerine getirilerek 90 derece aglyla bastirilir ve pin yu-
vasindan “click” sesini duyarak alinir. Driverin ucundaki vida (pin), sabitlenmek is-tenen membranin belli bir
noktasi Gzerine getirilerek kemik icine saplanacak sekilde el kuvvetiyle veya ¢ekicle driver alt kismina vurmak
suretiyle gonderilir. Vida ¢cene kemigi icine girdikten sonra driver saga sola hafif rotasyon yaptirilip driver ucu
esnetilerek vida membran Uzerinde biraktirilir. GBR igin gereken siire (3 -10 ay) tamamlandiktan sonra bu
vidalar (pinler) genelde sokiilerek gikari-lr. Biyouyumlu materyalden yapildigi igin bazi hekimler bu pinleri hig
sokmezler ve yerinde birakir-lar. Pinlerin agiz igerisinde birakilmasinin tibben higbir sakincasi yoktur.

GCadir Etkili Mini Vidalari, drillemeye ihtiya¢ duyulmadan kendiliginden vidalanan ucu, cilalanmis boynu ve
genis basi ile membranlarin altindaki boslugu korumak icin tasarlanmistir. Bu sayede membran ¢okmelerinin
onine gecerek kemik greftinin hacmini korumasi amaclanir. Dogrudan siirli-ci ile tutularak set icerisinden
alinir ve saat yoninde hafif el basinci ile gevrilerek kemige fikse edilir. Cadir vidasinin ug kismindaki yivler
kemik iginde kalacak sekilde, parlak olan boyun ve bas kismi ise kemik disinda kalacak sekilde uygulanir. Elle
ve anguldurva ile kullanilabilecek driver uglari bulun-maktadir. Yerlestirme sirasinda driver olarak anguldurva
uyumlu ug tercih edilirse 30 rpm hiz ve 20 Ncm tork kullanilarak saat yoniinde (forward) vidalar kemige gon-
derilir.

Kemik Fiksasyon Mini Vidalari, blok kemik greftini donor sahaya fikse etmek amaciyla éncesinde drilleme
yapilarak kullanilirlar. Vida capina uygun olan drill ile hem blok kemik grefti hem de donor sahadaki kemik
ayni anda delinir. Hazirlanan delige, kemik fiksasyon vidasi driver (tornavida) yar-dimi ile saat yoniinde cev-
rilerek gonderilir ve blok kemik greftinin istenen boélgede hareketsiz stabil kalmasi saglanir. Kemik greftinin
blyuklGglne gore, greftin oynamasini engellemek icin birden fazla vida kullanilabilir. Elle ve anguldurva ile
kullanilabilecek driver uglari bulunmaktadir ve cadir vida-sinda kullanilanlar ile aynidir. Yerlestirme sirasinda
driver olarak anguldurva uyumlu ug tercih edilir-se 30 rpm hiz ve 10 Ncm tork kullanilarak saat yoniinde
(forward) vidalar kemige gonderilir.

Intermaksiller Fiksasyon (IMF) Minividalari. Tim IMF vidalar kendinden delmelidir. On delmeye gerek olma-
digi icin dis kdklerine zarar verme riski bdylece azalir. ideal pozisyon dis kéklerinin izerindedir.
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Tornavida kullanilarak vida dogrudan kemige yerlestirilir; 6n delme gerekli degildir. Vida, vida basinin icblikey
omzu mukozal ylizeyden 1 mm uzakta olana kadar ilerletilir. Vida basi icinde bulunan tel deliklerinin diizgiin
hizalanmasi i¢in vida yeniden ayarlanabilir.

Yukaridaki prosedire alternatif olarak mini vida, anguldurva kullanilarak da takilabilir. Bir angldurva kullani-
larak yerlestirme durumunda, 30 rpm'lik bir hiz ve 30 Ncm'lik bir tork ayarlanmalidir.

Teller, maksiller ve karsit mandibular vidalarin deliklerinden gegirilir. Alternatif olarak teller, IMF vidasinin
basinda bulunan tel yivinin etrafina sarilabilir. Yerlestirilen tellerin sayisi, konfiglirasyonu ve okliizyon ve kirigi
stabilize etmek i¢in gereken miktar cerrah tarafindan belirlenir. Okllizyon olusturulduktan sonra teller sikilir.
Tellerin gerginligini artirmak icin MMF vidalari daha da ilerletilebilir. Son olarak, yumusak doku tahrisini 6n-
lemek icin teller kesilir ve bukalar.

Ankraj Amacli Ortodontik Mini Vidalar. Tornavidanin ucu vidaya tam olarak dik olmalidir. Bu konum, mini
vidanin tornavida icinde tutulmasini garanti eder ve mini vidanin yakalanmasini saglar. Gegme yeri bulunduk-
tan sonra, mini vidanin ug iginde tutulmasini saglamak igin tornavida asagi dogru bastirilir. Mini vida kemige
saat yonlinde yerlestirilir. Mini vida, basi alveol cikintisinin kortikal kemigi ile temas edene kadar vidalanir.
Yumusak dokular mini vidanin basina milkemmel sekilde yapisir. Mini vidalar kendinden kilavuzludur. imp-
lanti vidalamak icin avug ici ile tornavidanin topuzuna basing uygulanir ve alet parmaklarla donduralir.

Yukaridaki prosediire alternatif olarak mini vida, anguldurva kullanilarak da takilabilir. Bir angldurva kullani-
larak yerlestirme durumunda, vida ¢capina gore asagida yer alan hiz ve tork ayarlanmalidir.

Cap Yerlestirme torku ayarlari Yerlestirme Hizi
$1.40 mm 15 Ncm
@1.65 mm 20 Ncm 30 rpm
©2.00 mm 30 Ncm

Mini vidaya, gerekli dis hareketlerini saglamak lizere ortodontik apareye baglanti igin zincirler, elastik teller
veya yaylar yuklenebilir. Tel, zincir veya helezon yay, mini vidanin basindaki delik veya oyuk kullanilarak mini
vidaya baglanir. Ortodontik traksiyonun mini vidaya uygulanma siresi klinisyenin kararina baghidir; mini vida
genellikle yerlestirildikten hemen sonra veya yumusak dokularin iyilesmesinden sonra yiklenebilir.

Vidalarin Cikarilmasi:

Kemik fiksasyon mini vidalari, cadir etkili mini vidalar, IMF mini vidalari ve ortodontik mini vidalar yer-lestiril-
dikten 1-12 ay sonra ayni driver ile saatin ters yoniinde cevrilerek cikartilirlar. S6kiim sirasinda, driver olarak
anguldurva uyumlu ug tercih edilirse 30 rpm hiz ve 15-30 Ncm tork kullanilarak saatin ters yoniinde (reverse)
vidalar cikartilir.

Membran pinleri, GBR i¢in gereken 3-10 aylik slire tamamlandiktan sonra genelde sokilerek cikarilir. S6kiim
icin 6zel bir cerrahi ekipmana gerek yoktur. Periost elevatorii veya sond ucu ile pin yerinden hafifce oynatilir.
Doku pensi veya hemostat yardimi ile tutularak cikarilir. Biyouyumlu materyalden ya-pildigi icin bazi hekimler
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bu pinleri hi¢ sdkmezler ve yerinde birakirlar. Pinlerin agiz igerisinde birakilma-sinin tibben higbir sakincasi
yoktur.

Etki Sekli:
» Ortodontik Mini Vida Etki Sekli:

Mini vida, kemik dokusuna mekanik olarak tutunarak ortodontik kuvvetlere karsi stabil bir ankraj noktasi
olusturur. Etkisini mekanik ankraj ve yik tasima yoluyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: Ortodontik mini vidalar, farmakolojik etkisi olmayan, mekanik etki

prensibiyle calisan, implant edilebilir pasif tibbi cihazlardir.

> intermaksiler Fiksasyon (IMF) Vidasi Etki Sekli:

Vida, kemik icerisine mekanik olarak yerlestirilir ve elastik kuvvetleri tasiyacak stabil bir baglanti noktasi olus-
turur. Etkisini mekanik sabitleme ve yiik tasima yoluyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: IMF vidalari, mekanik fiksasyon prensibiyle calisan, gegici, pasif imp-
lant edilebilir tibbi cihazlardir.

» Cadir Vidasi Etki Sekli:

Vida, kemik icine mekanik olarak sabitlenir ve greft alani lizerinde yapisal destek olusturur. Etkisini mekanik
destek ve alan koruma yoluyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: Cadir vidalari, mekanik destek prensibiyle ¢alisan, gecici implant edile-

bilir pasif tibbi cihazlardir.

» Kemik Fiksasyon Vidasi Etki Sekli:

Vida, greft materyalini kemik ylizeyine mekanik olarak sabitler. Etkisini mekanik fiksasyon ve stabilizasyon yo-
luyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: Bu {riinler, farmakolojik etkisi olmayan, mekanik fiksasyon prensibiyle
calisan pasif tibbi cihazlardir.

» Membran Fiksasyon Vidasi (Bone Tack) Etki Sekli:

Membran, bone tack yardimiyla kemik ylizeyine mekanik olarak tutturulur ve rejenerasyon alani korunur.
Etkisini mekanik sabitleme ve alan koruma yoluyla gosterir.
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Tibbi Cihaz Tanimi ile iliskilendirme: Bone tack iiriinleri, mekanik etki prensibiyle ¢alisan, gegici implant edi-
lebilir pasif tibbi cihazlardir.

Selecting Screws:

» Bone fixation screws, tent screws and membrane fixation pins are used for directed bone regeneration
(GBR) purposes. Tent screws prevent collapse of the membrane placed over the bone grafts. Bone fixa-
tion mini screws are used to fix the block bone graft to the donor site. In summary, bone fixation mini
screws are indicated when block bone is used, and tent screws are indicated when granular bone graft
such as powder/chips + membrane is used. Membrane pins (the smallest mini screws) are used to fix
the membrane covering the block or granular bones used in the GBR method. Depending on the physi-
cian's preference, these screws and pins can be used together or separately in individual cases.

Y

If intermaxillary fixation is intended, IMF (Intermaxillary Fixation) mini screws are used.

Y

Anchorage mini screws are used to move the teeth.

Surgical Technique:

Mini screws are grouped below according to their application purposes;

Membrane Fixation Screws have a flexible driver with a flexible tip that carries them to the operation
area and is Usel to fix them to the bone. On a hard surface, this driver is brought on the pin and pressed at
an angle of 90 degrees and the pin is removed from the pin slot with a "click" sound. The screw (pin) at
the end of the driver is brought to a certain point of the membrane to be fixed and sent into the bone by
hand force or by hitting the lower part of the driver with a hammer. After the screw is inserted into the
jawbone, the driver is slightly rotated to the right and left and the screw is left on the membrane by
stretching the driver tip. After the time required for GBR (3-10 months) is completed, these screws (pins)
are usually removed. Since they are made of biocompatible material, some physicians do not remove
these pins at all and leave them in place. There is no medical disadvantage in leaving the pins in the mo-
uth.

Tent Effect Mini Screws are designed to protect the space under the membranes with its self-screwing
tip, polished neck and wide head without the need for drilling. In this way, it is aimed to maintain the vo-
lume of the bone graft by preventing membrane collapse. It is taken from the set by holding it directly
with the driver and fixed to the bone by turning clockwise with light hand pressure. It is applied in such a
way that the grooves at the end of the tent screw remain inside the bone and the shiny neck and head
parts remain outside the bone. There are driver tips that can be used manually and with contra-angle
handpiece. If the tip compatible with the contra-angle handpiece is preferred as the driver during place-
ment, the screws are sent to the bone clockwise (forward) using a speed of 30 rpm and a torque of 20
Ncm.

Bone Fixation Mini Screws are used to fix the block bone graft to the donor site by drilling beforehand.
Both the block bone graft and the bone in the donor site are drilled simultaneously with the drill suitable
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for the screw diameter. The bone fixation screw is inserted into the prepared hole by turning clockwise
with the help of a driver (screwdriver) and the block bone graft is stabilized in the desired area. Depen-
ding on the size of the bone graft, more than one screw can be used to prevent the graft from moving.
There are driver tips that can be used manually and with contra-angle handpiece and are the same as
those used in tent screws. If the contra-angle handpiece compatible tip is preferred as the driver during
placement, the screws are sent clockwise (forward) into the bone using a speed of 30 rpm and a torque of

10 Ncm.

Intermaxillary Fixation (IMF) Screws. All IMF screws are self-drilling. The risk of damaging dental roots is

thus reduced as there is no need for pre-drilling. The ideal position is above the teeth roots.

Using the screwdriver, the screw is directly inserted into the bone; pre-drilling is not necessary. The screw
is advanced until the concave shoulder of the screw head is 1 mm from the mucosal surface. The screw
may be readjusted for proper alignment of the wire holes contained within the screw head.

As an alternative to the above procedure, the mini screw may be also inserted by using the contra-angle
handpiece. In case of insertion by using a contra-angle handpiece, a speed of 30 rpom and a torque of 30

Ncm must be set.

The wires are inserted through the holes of the maxillary and opposing mandibular screws. Alternatively,

the wires can be wrapped around the wire groove contained within the head of the IMF screw. The num-

ber of wires placed, their configuration, and the amount needed to stabilize the occlusion and fracture is

determined by the surgeon. After having established the occlusion, the wires are tightened. The IMF

screws may be advanced further to increase the tautness of the wires. Finally, the wires are cut and bent

under to prevent soft tissue irritation.

Anchorage Orthodontic Mini Screws. The tip of the screwdriver must be exactly perpendicular to the

screw. This position guarantees the retention of the mini screw inside the screwdriver and allows the mini

screw to be seized. After having found the engagement, the screwdriver is pressed down to promote the

retention of the mini screw inside the tip. The mini screw is inserted to the bone in a clockwise direction.

The mini screw is screwed until its head meets the cortical bone of the alveolar ridge. Soft tissues per-

fectly adhere to the head of the mini screw. The mini screws are self- tapping. In order to screw the imp-

lant a pressure is exerted on the knob of the screwdriver with the palm of the hand and the instrument is

rotated with the fingers.

As an alternative to the above procedure, the mini screw may be also inserted by using the contra-angle
handpiece. When inseriton using an contra-angle handpiece, the speed and torque should be adjusted
according to the screw diameter as shown below.

Diameter Insertion torque settings Insertion Speed
@1.40 mm 15 Ncm

@1.65 mm 20 Ncm 30 rpm
®2.00 mm 30 Ncm
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The mini screw can be loaded with chains, elastic wires, or springs for the connection to the orthodontic
appliance to induce the required tooth movements. The wire, the chain or the coil spring are connected to
the mini screw by using the hole through the head or the groove of the mini screw. The application time
of the orthodontic traction on the mini screw depends on the clinician's judgement; the mini screw can
usually be loaded immediately after insertion or after healing of soft tissues.

Removing The Screws: Bone fixation mini screws, tent-effect mini screws, IMF mini screws and orthodon-
tic mini screws are removed by turning them counterclockwise with the same driver 1-12 months after
insertion. During removal, if the contra-angle handpiece compatible tip is preferred as the driver, the
screws are removed counterclockwise (reverse) using a speed of 30 rpm and a torque of 15-30 Ncm.
Membrane pins are usually removed after the 3-10 months period required for GBR is completed. No spe-
cial surgical equipment is required for removal. Periosteal elevator or probe tip is used to gently dislodge
the pin. It is removed by holding it with tissue clamp or hemostat. Since they are made of biocompatible
material, some physicians never remove these pins and leave them in place. There is no medical disadvan-
tage in leaving the pins in the mouth.

Effect of the Device:

» Orthodontic Mini Screw Effect Type:

The mini screw creates a stable anchorage point against orthodontic forces by mechanically attaching
to the bone tissue. It exerts its effect through mechanical anchorage and load transfer.

Relation to Medical Device Definition: Orthodontic mini screws are implantable passive medical devi-
ces that have no pharmacological effect and operate on the principle of mechanical action.

» Intermaxillary Fixation (IMF) Screw Effect Type:

The screw is mechanically placed into the bone and creates a stable connection point capable of bea-
ring elastic forces. It exerts its effect through mechanical fixation and load-bearing.

Relation to Medical Device Definition: IMF screws are temporary, passive implantable medical devices
that operate on the principle of mechanical fixation.

» Tent Screw Effect Type:

The screw is mechanically fixed into the bone and creates structural support over the graft area. It
exerts its effect through mechanical support and area protection.

Relation to Medical Device Definition: Tent screws are temporary, implantable passive medical devices
that work on the principle of mechanical support.
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» Bone Fixation Screw Effect Type:

The screw mechanically fixes the graft material to the bone surface. It exerts its effect through mecha-
nical fixation and stabilization.

Relation to Medical Device Definition: These products are passive medical devices that have no phar-
macological effect and operate on the principle of mechanical fixation.

» Membrane Fixation Screw (Bone Tack) Effect Type:

The membrane is mechanically attached to the bone surface using bone tacks, and the regeneration
area is protected. It exerts its effect through mechanical fixation and area protection.

Relation to Medical Device Definition: Bone tack products are temporary implantable passive medical
devices that operate on the principle of mechanical action.

Kemik fiksasyon vidalarinin 1 mm ve 1.2 mm olan ince ¢aplari sayesinde blok greftin kirilmasi veya ¢atlama-
sinin 6nline gegilir. Bununla birlikte, donor alanda disiik hacim olusturmasi GBR (yonlendirilmis kemik reje-
nerasyonu) yonteminin basarisini olumlu yonde etkileyerek daha fazla hacimde kemik olusumunu saglar.
Cadir vidalarinin klasik vidalara gére en 6nemli avantaji, bas kisminin biiyiik olmasi sayesinde membran al-
tinda cadir gorevi goérerek membranin greft partikillerinin icerisine dogru ¢okmesini engellemesidir. Ayrica
govde kismindaki parlak ylizey sayesinde olasi sekonder enfeksiyonlar dnlenmis olur.

Membran pinlerinin yivsiz tasarimi sayesinde, pin yerlestirilirken altindaki membrani da dondiirmesi engel-
lenir. Tek bir darbe ile membrani hareket ettirmeden fikse etmek miimkiindir. Ayrica gévde kismindaki ilave
kalinlik, kisa olan pinin yerinden geri cikmasini saglar.

Mini vidalar, daha hizli osteointegrasyon ve daha gli¢li ankraj kuvveti uygulayabilmek icin SLA (sand-

blasted, large grit, acid-etched) yizeyli Gretilmektedir.

Intermaxiller fiksasyon mini vidalarinin bas kismi, agizda kaldigi gecici siire boyunca dudak-yanak gibi yu-
musak doku travmasini 6nlemek amaciyla bliyik ve konveks sekilli tretilmistir.

Thanks to the thin diameters of 1 mm and 1.2 mm of bone fixation screws, breakage or cracking of the
block graft is prevented. However, low volume formation in the donor area positively affects the success of
the GBR (guided bone regeneration) method, resulting in greater volume of bone formation.

The most important advantage of tenting screws over conventional screws is that, thanks to their large
head, they act as a tent under the membrane and prevent the membrane from collapsing into the graft
particles. In addition, possible secondary infections are prevented thanks to the shiny surface on the body
part.

Thanks to the smooth design of the membrane pins, it is prevented from rotating the membrane under-
neath while the pin is being placed. It is possible to fix the membrane with a single blow without moving it.
In addition, the additional thickness in the body part allows the short pin to come back out of its place.
Mini screws are produced with SLA (sandblasted, large grit, acid-etched) surface for faster osteointegration
and stronger anchoring force.
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The head of the intermaxillary fixation mini screws is produced in a large and convex shape to prevent soft
tissue trauma such as lip-cheek during the temporary period in the mouth.

1.6. Cihaz Sinifi / Device Class:

Urtinimiiz Mini Vida 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 VIII Kural 8'de
belirtilen maddeye uygun olmasi sebebiyle trin sinifi llb olarak belirlenmis ve asagida detaylandiriimistir.

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

Our product is a Mini Screw 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
Annex VIII Rule 8 of the Classification Rules of the 2017/745 / EU Medical Device Regulation and detailed
below.

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 Device:
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 onaylanmis kurulus) ve Kimlik Numarasi / Noti-
fied Body Name (the notified body that will validate the SSCP) and Identification Number:
SZUTEST Konformitatsbewertungsstelle GmbH / 2975

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

» GBR Kemik Fiksasyon Vidasi

Kemik fiksasyon vidasi; agiz, cene ve yiiz cerrahisinde gerceklestirilen yonlendirilmis kemik rejeneras-
yonu (GBR) ve benzeri rekonstriktif cerrahi islemler sirasinda, kemik greftlerinin veya kemik bloklarinin
alici kemik yatagina mekanik olarak sabitlenmesi amaciyla kullanilir.

Cihaz, greft materyalinin stabilitesini saglamak ve iyilesme slirecinde istenmeyen hareketleri 6nlemek
icin tasarlanmistir.
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GBR Cadir Vidasi

Cadir vidasi; yonlendirilmis kemik rejenerasyonu (GBR) prosedirlerinde, yumusak dokunun kemik grefti
Uzerine kollabe olmasini dnlemek ve rejenerasyon igin gerekli hacmi korumak amaciyla kullanilir.
Cihaz, kemik ylzeyine yerlestirilerek membran veya yumusak dokunun desteklenmesini saglar ve kemik
olusumu igin uygun bir bosluk yaratir.

Membran Fiksasyon Vidasi (Bone Tack)

Membran fiksasyon vidasi (bone tack); yonlendirilmis kemik rejenerasyonu (GBR) ve yonlendirilmis
doku rejenerasyonu (GTR) islemlerinde kullanilan bariyer membranlarin, alici kemik ylizeyine sabitlen-
mesi ve stabilizasyonu amaciyla kullanilir.

Cihaz, membranin cerrahi saha lzerinde istenmeyen hareketini dnleyerek rejeneratif slirecin dngorile-
bilirligini artirir.

Ortodontik Mini Vida

Ortodontik mini vida; ortodontik tedaviler sirasinda dis hareketlerini yonlendirmek amaciyla gegici iske-
letsel ankrajsaglamak igin kullanilir.

Cihaz, ortodontik kuvvetlerin uygulanmasina destek olmak lzere alveolar kemige yerlestirilir ve tedavi
tamamlandiginda cikarilmasi amaglanir.

intermaksiller Fiksasyon Vidasi (IMF Vida)

intermaksiller fiksasyon vidasi (IMF vida); cene kiriklari, ortognatik cerrahi ve travma sonrasi tedavi-
lerde, Uist ve alt cenenin gegici olarak sabitlenmesi amaciyla kullanilir.
Cihaz, elastik veya tel sistemleri araciligiyla intermaksiller fiksasyonun saglanmasina olanak tanir.

GBR Bone Fixation Screw

The bone fixation screw is intended to be used during guided bone regeneration (GBR) and similar re-
constructive procedures in oral and maxillofacial surgery to mechanically fix bone grafts or bone
blocks to the recipient bone site.

The device is designed to provide stability of the graft material and to prevent unwanted movement
during the healing process.

GBR Tenting Screw
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The tenting screw is intended for use in guided bone regeneration (GBR) procedures to prevent col-
lapse of the soft tissue over the bone graft and to maintain the space required for bone regeneration.
The device is placed into the bone surface to support the membrane or soft tissue and to create an
adequate space for new bone formation.

» Membrane Fixation Screw (Bone Tack)

The membrane fixation screw (bone tack) is intended to be used to fix and stabilize barrier membra-
nes applied during guided bone regeneration (GBR) and guided tissue regeneration (GTR) procedures
onto the recipient bone surface.

The device prevents undesired movement of the membrane at the surgical site and enhances the pre-
dictability of the regenerative process.

> Orthodontic Mini Screw

The orthodontic mini screw is intended to provide temporary skeletal anchorage during orthodontic
treatments in order to facilitate controlled tooth movement.

The device is inserted into the alveolar bone to support the application of orthodontic forces and is in-
tended to be removed after completion of the treatment.

» Intermaxillary Fixation Screw (IMF Screw)

The intermaxillary fixation screw (IMF screw) is intended to be used for the temporary fixation of the
upper and lower jaws during the treatment of jaw fractures, orthognathic surgery, and post-traumatic
conditions.

The device allows intermaxillary fixation through the use of elastics or wire systems.

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

Block Bone Graft Fixation Screw
e Stabilization and fixation of block bone grafts in oral and maxillofacial surgery.
e Used for bone grafts in the oral cavity, providing stability for guided bone regeneration (GBR).
e Indicated in cases requiring ridge augmentation, alveolar reconstruction, and graft fixation.
e Supports intermaxillary fixation when used adjunctively in certain surgical procedures.
Tent Screw (Tent Peg Screw)
e The Tenting Screw is used to stabilize, fixate, and/or support bone grafts, bone filling materials and /or barrier
membranes used for regeneration of bone in the oral cavity

Membrane Fixation Screw / Pin
e Periodontal / intrabony defects
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e Ridge augmentation

e Extraction sites (implant preparation/placement)

e Guided bone regeneration (GBR) procedures

e Sinus lift
Orthodontic Mini Screw (Temporary Anchorage Device — TAD)

e Provides temporary anchorage in orthodontic treatments.

e Indicated for:

o Treatment of Class |, Class I, and Class Il malocclusion.
Anchor recovery and anchor reinforcement.
Asymmetric case management.
Steepening of upper and lower molars.
Correction of overbite (molars, premolars, incisors).
o Management of deep bite and open bite conditions.

e Reduces reliance on patient compliance for orthodontic mechanics.

O
O
O
O

Intermaxillary Fixation Screw (IMF Screw)
e Indicated for intermaxillary fixation in oral and maxillofacial surgery.
e Used in fracture management of the mandible and maxilla.
e Provides temporary stabilization of occlusion during healing.
Can also assist in bone graft stabilization in combined surgical cases.

Bu iirlinlerin kullanicilari;
e  Urlin uygulamasi dental implant, dental ve iskeletsel cene deformiteleri, ve travma islemlerini icermektedir. Bu tiir uygu-
lamalar bu alanda gerekli egitimi almis dig hekimleri tarafindan gergeklestirilmelidir.
e Vida yerlestirilmesi konusunda tecriibeye sahip olmalidir.
e Islem sirasinda dikkat kabiliyeti yiiksek olmalidir.
e  Uriinlerin kullanimu ile ilgili bilgi sahibi olmalidr.
e Bu kullanma kilavuzunda verilen bilgiler vida sistemlerini ve ilgili bilesenleri uygulamak i¢in yeterli degildir

Users of these products;

e  Product application includes dental implants, dental and skeletal jaw deformities, and trauma procedures. Such applicati-
ons should be performed by dentists who have received the necessary training in this field.

e  Must have experience in screw placement.

e  Must have high attention skills during the procedure.

e Have knowledge about the use of the products.
The information provided in this manual is not sufficient for the application of screw systems and related components.

2.3. Kontrendikasyonlar Ve-Veya Sinirlamalar / Contraindications and-or Limitations:

» Fikri / zihinsel durumlarindan dolayi talimatlari anlamayan veya uygulamaya isteksiz olan hastalar,
» Enfeksiyonlu hastalar,

» Karaciger sirozu olan hastalar,

» Romatizmal hastaliklari olan hastalar,
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» Kan pihtilasma bozuklugu olan hastalar,

» Tekrarlayan oral mukozal hastaliklari olan hastalar,

» Radyasyondan zarar géren dokuya sahip hastalar,

» Yerlestirilecek bolgede kemik destegi bulunmayan veya yetersiz olan hastalar.

» Yabanci madde hassasiyeti. Materyal hassasiyetinden sliphe duyuldugu hallerde, implantasyondan 6nce,
uygun testler yapilmali ve hassasiyet olup olmadigi belirlenmelidir.

» Hastanin iyilesme déneminde is birligi yapma ve talimatlara uymadaki kabiliyeti veya istegini zayiflatma
egilimi olan durumlar.

> ilerlemesi implant yerlestirilmesini olumsuz etkileyebilecek olan dejeneratif hastaliklar.

> implant ankrajinin giivenli bir sekilde saglanmasi igin yetersiz kemik miktari.

> lyilesmeyi geciktirebilecek ve implantin enfeksiyon ve/veya reddedilmesi olasiigini arttirabilecek olan kan
akisi kisitlamalari, radyasyon terapisi ve/veya 6nceki enfeksiyonlar.

» Saghkl doku ile yetersiz kaplama.

» Steril olmayan bir ortamin, yani sinisler gibi acik kavitelerin oldugu prosediirler.

» Patients who do not understand or are reluctant to follow instructions due to their intellectual/mental
state,

» Patients with infections,

» Patients with liver cirrhosis,

» Patients with rheumatic diseases,

» Patients with blood clotting disorders,

» Patients with recurrent oral mucosal diseases,

» Patients with tissue damaged by radiation,

» Patients with no or inadequate bone support at the insertion site.

» Foreign material sensitisation. Where material sensitivity is suspected, appropriate testing should be
performed prior to implantation to determine if sensitivity is present.

» Conditions that tend to impair the patient's ability or willingness to cooperate and follow instructions
during the recovery period.

» Degenerative diseases whose progression may adversely affect implant placement.

» Insufficient amount of bone for secure implant anchorage.

» Blood flow restrictions, radiation therapy and/or previous infections that may delay healing and incre-

ase the likelihood of infection and/or rejection of the implant.
» Inadequate coverage with healthy tissue.
» Procedures where there is a non-sterile environment, i.e. open cavities such as sinuses.

3. CIHAZ AGIKLAMASI / DEVICE DESCRIPTION
3.1. Cihazin Agiklamasi / Description of the device:

» Dental implant yapimi uygun olmayan dar ve/veya az kemik ylksekligine sahip hastalar,
» Ortodontik dis caprasikligi olan hastalar
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Cene kingi veya ortognatik tedavi endikasyonu olan ve kemik anatomisi uygun olan hastalar.

Uriin uygulamasi dental implant uygulamasi icin uygun kemik zemini hazirlama (GBR), dental ve iskelet-
sel cene deformiteleri ve travma islemlerini icermektedir. Bu tiir uygulamalar bu alanda gerekli egitimi
almis dis hekimleri tarafindan gergeklestirilmelidir.

Vida yerlestirilmesi konusunda tecriibeye sahip olmalidir.

islem sirasinda dikkat kabiliyeti yiiksek olmalidir.

Uriinlerin kullanimi ile ilgili bilgi sahibi olmalidir.

Bu kullanma kilavuzunda verilen bilgiler vida sistemlerini ve ilgili bilesenleri uygulamak icin yeterli degil-
dir.

Patients with narrow and/or low bone height that are not suitable for dental implant insertion,
Patients with orthodontic tooth crowding,
Patients with a jaw fracture or orthognathic treatment indication and suitable bone anatomy.

Users of these products;

» Product application includes suitable bone substrate preparation (GBR), dental and skeletal jaw de-
formities and trauma procedures for dental implant application. Such applications should be carried
out by dentists who have received the necessary training in this field.

Must have experience in screw placement.

Attention should be high during the procedure.

Should have knowledge about the use of products.

The information given in this user manual is not sufficient to apply screw systems and related com-

ponents.

YV V V

Kemik fiksasyon vidalarinin 1 mm ve 1.2 mm olan ince ¢aplari sayesinde blok greftin kirilmasi veya catlama-
sinin 6nline gecilir. Bununla birlikte, donor alanda distik hacim olusturmasi GBR (yonlendirilmis kemik reje-
nerasyonu) yoénteminin basarisini olumlu yonde etkileyerek daha fazla hacimde kemik olusumunu saglar.
Cadir vidalarinin klasik vidalara gére en énemli avantaji, bas kisminin biylk olmasi sayesinde membran al-
tinda gadir gorevi gorerek membranin greft partikillerinin igerisine dogru ¢okmesini engellemesidir. Ayrica
govde kismindaki parlak yiizey sayesinde olasi sekonder enfeksiyonlar dnlenmis olur.

Membran pinlerinin yivsiz tasarimi sayesinde, pin yerlestirilirken altindaki membrani da dondiirmesi engel-
lenir. Tek bir darbe ile membrani hareket ettirmeden fikse etmek mimkiindir. Ayrica gévde kismindaki ilave
kalinlik, kisa olan pinin yerinden geri ¢cikmasini saglar.

Mini vidalar, daha hizli osteointegrasyon ve daha glicli ankraj kuvveti uygulayabilmek i¢in SLA (sand-

blasted, large grit, acid-etched) yiizeyli iretilmektedir.

Intermaxiller fiksasyon mini vidalarinin bas kismi, agizda kaldigi gecici stire boyunca dudak-yanak gibi yu-

musak doku travmasini 6nlemek amaciyla biiyik ve konveks sekilli tGretilmistir.

Thanks to the thin diameters of 1 mm and 1.2 mm of bone fixation screws, breakage or cracking of the
block graft is prevented. However, low volume formation in the donor area positively affects the success of
the GBR (guided bone regeneration) method, resulting in greater volume of bone formation.
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The most important advantage of tenting screws over conventional screws is that, thanks to their large
head, they act as a tent under the membrane and prevent the membrane from collapsing into the graft
particles. In addition, possible secondary infections are prevented thanks to the shiny surface on the body
part.

Thanks to the smooth design of the membrane pins, it is prevented from rotating the membrane under-
neath while the pin is being placed. It is possible to fix the membrane with a single blow without moving it.
In addition, the additional thickness in the body part allows the short pin to come back out of its place.
Mini screws are produced with SLA (sandblasted, large grit, acid-etched) surface for faster osteointegration
and stronger anchoring force.

The head of the intermaxillary fixation mini screws is produced in a large and convex shape to prevent soft
tissue trauma such as lip-cheek during the temporary period in the mouth.

3.2. 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 an Explanation of Differences:

Cihazin bir 6nceki varyantlari ve bulunmamaktadir.
Previous variants of the device and are not available

3.3. Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Her Tiirlii Aksesuarin Agiklamasi / Description of all
kinds of accessories designed to be used with the device:

All our Mini Screw models can be used with the following hand tools.

Orthodontic Mini Anchorage Kit
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NO PRODUCT PRODUCT NAME INTENDED USE
CODE
A hand tool to which screw holder tips are attached
1 HSS Screwdriver Body for manual insertion or removal of the screw into
the bone.
) LHD Driver (Long) It is used to insert or remove the screw into the
bone.
Iti i h i h
3 SHD Driver (Short) tis used to insert or remove the screw into the
bone.
Contra Angle Driver It is used to drive or remove the screw into the
4 LCD . .
(Long) bone with a motorised hand tool.
Contra Angle Driver It is used to drive or remove the screw into the
5 SCD . .
(Short) bone with a motorised hand tool.
Iti inh i f
6 SMO02 Drill ¢ 1.1 mm tis used |n. grd bones to create a pioneer bed for
the mini screw to advance comfortably.
NO PRODUCT PRODUCT NAME INTENDED USE
CODE
. A hand tool to which screw holder tips are attached
Screwdriver Handle (All . ) .
1 HSS . . for manual insertion or removal of the screw into
in One & Semioss)
the bone.
Driver Tip (Long), Semi- It is used to insert or remove the screw into the
2 LHD
Oss bone.
Driver Tip (Short), Semi- It is used to insert or remove the screw into the
3 SHD
Oss bone.
Driver Tip (Contra- It is used to drive or remove the screw into the
4 LCD . . .
angle, Long), Semi-Oss bone with a motorised hand tool.
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SCD Driver Tip (Contra- It is used to drive or remove the screw into the
angle, Short), Semi-Oss bone with a motorised hand tool.
Drill 1.1 mm (Semi- It is used in hard bones to create a pioneer bed for
SM002 .
Oss) the mini screw to advance comfortably.
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2
NO PRODUCT PRODUCT NAME INTENDED USE
CODE
A hand tool to which screw holder tips are attached
1 HSS Screwdriver Body for manual insertion or removal of the screw into
the bone.
) SMHD GBR Kit Driver (Long) It is used to insert or remove the screw into the
bone.
3 SMTO009 GBR Kit Driver (Short) It is used to insert or remove the screw into the
bone.
GBR Kit Contra Angle It is used to drive or remove the screw into the
4 SMTO010 . . .
Driver bone with a motorised hand tool.
Specially produced for manual insertion or removal
5 SMTO006 Pin Holder (Straight) of the screw into the bone, it acts as a holder on
the end.
Specially produced for manual insertion or removal
6 SMTO007 Pin Holder (Angled) of the screw into the bone, it acts as a holder on
the end.
7 SMTO11 GBR Kit Drill It is used |n'hjard bones to create a pioneer bed for
the mini screw to advance comfortably.

4. RISKLER VE UYARILAR / RISKS AND WARNINGS

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

Bitlin risk kontrol tedbirlerinin firmamiz tarafindan uygulanmasindan ve dogrulanmasindan sonra firmamiz
tibbi cihazin sahip oldugu toplam artik risklerin risk yonetim planinda tanimlanan kriterlerin kullanimi isi-
ginda kabul edilebilir olup olmadigina karar vermistir.
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Fakat yinede yapilan klinik degerlendirme neticesinde elde edilen veriler kapsaminda muadil firmalar ve
literatlirler dogrutulusunda yan etkiler ve komplikasyonlar kullanim kilavularinda tanimlanmustir.

After the implementation and verification of all risk control measures by our company, our company de-
cided whether the total residual risks of the medical device were acceptable in the light of the use of the
criteria defined in the risk management plan.

However, within the scope of the data obtained as a result of the clinical evaluation, side effects and com-
plications are defined in the instructions for use in line with equivalent companies and literatures.

Geriye Kalan/Artik Risk: Urtinler ile ilgili olusan ya da olusabilecek olan riskler karsiliginda alinan biitiin 6n-
lemlere karsin “kabul edilebilir risk” seviyesine indirgenemeyen riskler artik risk olarak tanimlanmaktadir.
Asagida Urinlmuzin artik riskleri ile ilgili uyarilar yer almaktadir.

v" Urliniimiiz tek kullanimlik olup tekrar kullaniimamasi gerekmektedir. Uriiniimiiziin tekrar kullaniimasi
hastanin enfeksiyon kapmasina sebep olabilmektedir.

v’ Tedavi sirasinda Urtine bu kullanma kilavuzunda belirtilen sekilde maksimum 3 Nm degerinde yerles-
tirme torku uygulanmalidir. Aksi taktirde ug kirilabilmektedir ve implantasyon gergeklesmeyebilmekte-
dir. Buna ek olarak bu durumun olusmasina bagl olarak hasta zarar gérebilmektedir.

v Urlinimuziin raf émri 5 yillik olarak belirlenmis olup tretimi gerceklestirdigimiz triinlerin Gzerinde yer
alan etiketlerde Griinimuzin Gretim ve son kullanma tarihi bilgileri yer almaktadir. Son kullanma tarihi
gecmis Grtndn kullanilmasi sonucu hasta enfeksiyon kapabilmektedir.

v Operasyon sirasinda, bu kullanma kilavuzunda yer alan “Cerrahi Teknigi” bélimiine uygun olarak operas-
yonun gerceklestirilmesi gerekmektedir. Bu uyarilara uyulmadigi durumlarda vida hastanin dis kokiine
denk gelecek sekilde implante edilebilir ve bunun sonucu olarak implantasyon gerceklesmeyebilmekte-
dir. Ayrica bu durum olustugunda hasta enfeksiyon kapip zarar gorebilmektedir.

v Operasyon sirasinda cerrahi komplikasyonlar gerceklesebilmektedir. Bu komplikasyonlarin olusmasi so-
nucunda hasta zarar gorebilmektedir.

v Operasyon sirasinda triin komplikasyonlari gerceklesebilmektedir. Bu komplikasyonlarin olusmasi sonu-
cunda tedavi gerceklesmeyebilmektedir.

v" Uriinden kaynakli olarak yan etkiler olusabilmektedir. Yan etkilerin olusmasi sonucunda hasta zarar gé-
rebilmektedir.

Proimtech Saglik Uriinleri A.S., bu iriinlerin {reticisi ve saticisi olarak, yanlis kullanim veya uygulamalar-
dan kaynaklanan, 6zellikle yonlendirilmis ve uygun olmayan islemler ve servis sonucu olusan, dogrudan
veya dolayl zararlardan sorumlu degildir. Eger yetkili olmayan kisiler onarim, lriin degisimi veya Bilimplant
Urlinlerini diger imalatcilarin Grinleri ile birlikte kullanimini Gstlenirlerse, sonuglardan Uretici sorumlu tutu-
lamaz; ayrica garanti hakki sakhdir.

Residual / Residual Risk: Risks that cannot be reduced to the level of "acceptable risk" despite all measures
taken against the risks that occur or may occur related to the products are defined as residual risks. Below
are warnings about the residual risks of our product.
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v Our product is disposable and should not be reused. Re-use of our product may cause infection of the
patient.

v' During the treatment, a maximum insertion torque of 3 Nm should be applied to the product as speci-
fied in this manual. Otherwise, the tip may break and implantation may not be realised. In addition, the
patient may be harmed due to this situation.

v The shelf life of our product is determined as 5 years and the labels on the products we produce con-
tain the production and expiry date information of our product. The patient may get an infection as a
result of using the expired product.

v During the operation, the operation must be performed in accordance with the "Surgical Technique"
section in this manual. In cases where these warnings are not followed, the screw may be implanted in
such a way that it coincides with the patient's tooth root and as a result, implantation may not be reali-
sed. In addition, when this situation occurs, the patient may be infected and damaged.

v’ Surgical complications may occur during the operation. As a result of these complications, the patient

may be harmed.

v Product complications may occur during the operation. As a result of these complications, treatment

may not be realised.

v’ Side effects may occur due to the product. The patient may be harmed as a result of side effects.

Proimtech Saglik Uriinleri A.S., as the manufacturer and seller of these products, is not liable for any direct
or indirect damages resulting from misuse or improper use or application, in particular as a result of impro-
perly directed and unsuitable operations and service. If unauthorized persons undertakerepair, replace-
ment, or use of Bilimplant products in conjunction with products of other manufacturers, the manufacturer
cannot be held responsible for the consequences; furthermore, warranty rights are reserved.

Yapilan risk analizi calismasinda, kullaniciya verilecek kullanim bilgileri disinda alinabilecek herhangi bir ted-
bir bulunmadigindan kabul edilebilir seviyelere ¢ekilemeyen;

In the risk analysis study, since there is no measure that can be taken other than the usage information to
be given to the user, the risk that cannot be reduced to acceptable levels;

Zarar Tehlike Potansiyel Neden indirgenmeme Sebebi

Ortodontik Mini Vidalar
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Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
Biyolojik Alanlar risk tarafimizdan hazirlanan
islevsellik Tek Kullanimlik Kullanma Kilavuzunun “Artik
Hastanin Enfek- . o . . . ” o
siyon Kapmasi Etiketleme Uriinlerin muhtemel | Riskler II(?. Ilugll!.Uy"arllar bashgi
Uyarilar tekrar kullanimi altinda “Urtiinimuz tek kulla-

Kullanma Hatasi

nimlik olup tekrar kullaniima-
masi gerekmektedir. Uriin{-
muzun tekrar kullanilmasi has-
tanin enfeksiyon kapmasina
sebep olabilmektedir.” ciim-
lesi ile kullanicilara bildirilmek-
tedir.

implantasyonun
gerceklesme-
mesi

Hastanin Zarar
Gormesi

Kullanma Hatasi
islemsel Talimatlar

Asiri yanal baski uy-
gulanmasina bagli
olarak ucun kiril-
masi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Tedavi sirasinda
drdne bu kullanma kilavu-
zunda belirtilen sekilde maksi-
mum 3 Nm degerinde yerles-
tirme torku uygulanmalidir.
Aksi taktirde ug kirilabilmekte-
dir ve implantasyon gercekles-
meyebilmektedir. Buna ek ola-
rak bu durumun olusmasina
bagli olarak hasta zarar gore-
bilmektedir.” cimlesi ile kulla-
nicilara bildiriimektedir.
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Hastanin Enfek-
siyon Kapmasi

Etiketleme
Kullanma Hatasi

Uriin Gergeklestirme Siireci

Son kullanim tarihi
gecmis Grtndn kul-
laniimasi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Ortinimiiziin raf
omri 5 yillik olarak belirlenmis
olup Uretimi gergeklestirdigi-
miz Urinlerin Gzerinde yer
alan etiketlerde Griinimuziin
Uretim ve son kullanma tarihi
bilgileri yer almaktadir. Son
kullanma tarihi ge¢cmis Grinin
kullanilmasi sonucu hasta en-
feksiyon kapabilmektedir.”
ctmlesi ile kullanicilara bildiril-
mektedir.

implantasyonun
Gerceklesme-
mesi

Kullanma Hatasi

Vidanin hastanin dis
kokine denk gele-
cek sekilde implante
edilmesi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Operasyon sirasinda,
bu kullanma kilavuzunda yer
alan “Cerrahi Teknigi” bola-
miine uygun olarak operasyo-
nun gerceklestirilmesi gerek-
mektedir. Bu uyarilara uyul-
madig1 durumlarda vida hasta-
nin dis kokine denk gelecek
sekilde implante edilebilir ve
bunun sonucu olarak implan-
tasyon gerceklesmeyebilmek-
tedir. Ayrica bu durum olustu-
gunda hasta enfeksiyon kapip
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zarar gorebilmektedir.” clim-
lesi ile kullanicilara bildirilmek-
tedir.

Hastanin Zarar
Gormesi

Kullanma Hatasi

Vidanin hastanin dis
kokine denk gele-
cek sekilde implante
edilmesine bagh
olarak hastanin en-
feksiyon kapmasi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Operasyon sirasinda,
bu kullanma kilavuzunda yer
alan “Cerrahi Teknigi” bolu-
miine uygun olarak operasyo-
nun gerceklestirilmesi gerek-
mektedir. Bu uyarilara uyul-
madigi durumlarda vida hasta-
nin dis kokine denk gelecek
sekilde implante edilebilir ve
bunun sonucu olarak implan-
tasyon gerceklesmeyebilmek-
tedir. Ayrica bu durum olustu-
gunda hasta enfeksiyon kapip
zarar gorebilmektedir.” cim-
lesi ile kullanicilara bildirilmek-
tedir.

Hastanin Zarar
Gormesi

islemsel Talimatlar
Etiketleme

Operasyon sirasinda
cerrahi komplikas-
yonlarin gercekles-
mesi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
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Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Operasyon sirasinda
cerrahi komplikasyonlar ger-
ceklesebilmektedir. Bu komp-
likasyonlarin olugsmasi sonu-
cunda hasta zarar gorebilmek-
tedir.” cimlesi ile kullanicilara
bildirilmektedir.

Tedavinin Ger-
ceklesmemesi

islemsel Talimatlar
Etiketleme

Operasyon sirasinda
Urin komplikasyon-
larinin gercekles-
mesi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashg
altinda “Operasyon sirasinda
drin komplikasyonlari gergek-
lesebilmektedir. Bu komplikas-
yonlarin olugsmasi sonucunda
tedavi gergeklesmeyebilmek-
tedir.” cimlesi ile kullanicilara
bildirilmektedir.

Hastanin Zarar
Gormesi

Uyarilar

Yan Etkilerin Olus-
masi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Uriinden kaynakli ola-
rak yan etkiler olusabilmekte-
dir. Yan etkilerin olusmasi so-
nucunda hasta zarar gorebil-
mektedir.” cimlesi ile kullani-
cilara bildirilmektedir.
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Damage Hazard Potential Cause Reason for Non-Deductibility

Orthodontic Mini Screws

Infection of the
Patient

Biological Areas
Functionality
Labelling
Warnings
Failure to Use

Possible reuse of
single-use products

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
Regarding Residual Risks" as
"Our product is for single use
and should not be reused. Re-
use of our product may cause
the patient to become infec-
ted."

Implantation
does not take
place

Damage to the
Patient

Tip breakage due to
excessive lateral
pressure

Failure to Use
Operational Instructions

The identified risk could not be
reduced to the minimum level.
Since there is no precaution to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
on Residual Risks" under the
heading "During treatment, a
maximum insertion torque of 3
Nm should be applied to the
product as specified in this
user manual. Otherwise, the
tip may break and implanta-
tion may not occur. In addi-
tion, the patient may be har-
med due to the occurrence of
this situation."
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Infection of the
Patient

Labelling
Failure to Use

Product Realisation Process

Use of expired pro-
ducts

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described under
the heading "Warnings Regar-
ding Residual Risks" of the
User Manual prepared by us as
"The shelf life of our product is
determined as 5 years and the
labels on the products we pro-
duce contain the production
and expiry date information of
our product. The patient may
become infected as a result of
using the expired product.".

Implantation Fai-
lure

Failure to Use

Implanting the
screw into the root
of the patient's to-
oth

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described under
the heading "Warnings Regar-
ding Residual Risks" in the User
Manual prepared by us under
the heading "During the opera-
tion, the operation must be
performed in accordance with
the "Surgical Technique" sec-
tion in this user manual. In ca-
ses where these warnings are
not followed, the screw may
be implanted in such a way
that it coincides with the pati-
ent's tooth root and as a re-
sult, implantation may not oc-
cur. In addition, when this situ-
ation occurs, the patient may
be infected and damaged.".
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Damage to the
Patient

Failure to Use

Infection of the pa-
tient due to the
implantation of the
screw into the root
of the patient's to-
oth

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described under
the heading "Warnings Regar-
ding Residual Risks" in the User
Manual prepared by us under
the heading "During the opera-
tion, the operation must be
performed in accordance with
the "Surgical Technique" sec-
tion in this user manual. In ca-
ses where these warnings are
not followed, the screw may
be implanted in such a way
that it coincides with the pati-
ent's tooth root and as a re-
sult, implantation may not oc-
cur. In addition, when this situ-
ation occurs, the patient may
be infected and damaged." is
notified to the users with the
sentence.

Damage to the
Patient

Operational Instructions

Labellinge

The occurrence of
surgical complicati-
ons during the ope-
ration

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
about Residual Risks" as "Sur-
gical complications may occur
during the operation. As a re-
sult of the occurrence of these
complications, the patient may
be harmed."

Failure to Treat

Operational Instructions

Labelling

Realisation of pro-
duct complications
during the opera-
tion

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
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as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
on Residual Risks" as "Product
complications may occur du-
ring the operation. As a result
of the occurrence of these
complications, treatment may
not be realised.".

Damage to the
Patient

Warnings

Effects

Occurrence of Side

The identified risk could not be
reduced to the minimum level.
Since there is no precaution to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
Regarding Residual Risks" as
"Side effects may occur due to
the product. The patient may
be harmed as a result of the
occurrence of side effects.".

Riskleri tarafimizdan artik risk olarak degerlendirilmis ve tiim riskler icin oldugu gibi artik riskler icinde
fayda/risk analizi karsilastirmasi yapilmistir. Yapilan karsilastirma ile artik risklere ragmen Uriinimiiziin kul-
lanilabilir oldugu kararina variimistir.
The risks were evaluated as residual risks by us and a benefit/risk analysis comparison was made for resi-
dual risks as for all risks. With the comparison made, it has been concluded that our Product is usable des-
pite the residual risks

4.2. Uyarilar ve Onlemler / Warnings and Precautions:

a. Ankraj Amach Mini Vidalar igin;

v Uriin, EN 1641, EN 1642, TS EN 1SO 19023, ISO 5832-2 ve ASTM F67-13 Standardina uygun saf titanyum
(Grade 4) hammaddesinden imal edilmektedir.

v Uriinlerimiz kullanim &ncesi kullanicilar tarafindan kullanim kilavuzlarimizda belirttigimiz parametreler

dogrultusunda gamma ile steril edildiginden Urlinler steril edilinceye kadar mikrobiyolojik glivenliginin

saglanmasi adina Class 100.000 Temiz Odada el degmeden paketlenmektedir.

v Tarafimizdan beyan edilen gamma sterilizasyon yontemi EN 11137-1/2 Standardina uygun olarak va-

lide edilmistir.

Page 28 /74




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 -/--/---

Hammaddeden nihai irine kadar gerceklestirilen tiim 6zel prosesler tarafimizdan valide edilmistir.
Bitmis Urlnlerimizin biyouyumlulugu tarafsiz laboratuvarlarda EN 10993-1 Standardina uygun olarak
yaptiriimistir.

Uriinlerimizin mekanik dayanimlarina yonelik testler tarafsiz laboratuvarlarda TS EN ISO 19023 Stan-
dardina uygun olarak yaptirilmistir.

b. Diger (GBR) Amagli Mini Vida Sistemi igin;

Uriin, EN 1642, TS EN 1SO 19023, ISO 5832-2 ve ASTM F67-13 Standardina uygun saf titanyum (Grade
4) hammaddesinden imal edilmektedir.

Uriinlerimiz kullanim éncesi kullanicilar tarafindan kullanim kilavuzlarimizda belirttigimiz parametreler
dogrultusunda Otoklav ile steril edilmelidir.

Tarafimizdan beyan edilen otoklav ile sterilizasyon yontemi EN 17665-1 Standardina uygun olarak va-
lide edilmistir.

Hammaddeden nihai lirline kadar gergeklestirilen tim 6zel prosesler tarafimizdan valide edilmistir.
Bitmis Urlnlerimizin biyouyumlulugu tarafsiz laboratuvarlarda EN 10993-1 Standardina uygun olarak
yaptirilmistir.

Uriinlerimizin mekanik dayanimlarina yénelik testler tarafsiz laboratuvarlarda TS EN I1SO 19023 Stan-
dardina uygun olarak yaptiriimistir.

c. Intermaksiller Fiksasyon (IMF) Mini Vidalar igin;

Tim IMF vidalar kendinden delmelidir. On delmeye gerek olmadigi icin dis kéklerine zarar verme riski
boylece azalir.

Uriin, EN 1642, TS EN 1SO 19023, ISO 5832-2 ve ASTM F67-13 Standardina uygun saf titanyum (Grade
4) hammaddesinden imal edilmektedir.

Uriinlerimiz kullanim dncesi kullanicilar tarafindan kullanim kilavuzlarimizda belirttigimiz parametreler
dogrultusunda kullanim 6ncesi Otoklav ile steril edilmelidir.

Tarafimizdan beyan edilen otoklav ile sterilizasyon yéntemi EN 17665-1 Standardina uygun olarak va-
lide edilmistir.

Hammaddeden nihai irine kadar gerceklestirilen tiim 6zel prosesler tarafimizdan valide edilmistir.
Bitmis Grtinlerimizin biyouyumlulugu tarafsiz laboratuvarlarda EN 10993-1 Standardina uygun olarak
yaptiriimistir.

Uriinlerimizin mekanik dayanimlarina yonelik testler tarafsiz laboratuvarlarda TS EN ISO 19023 Stan-
dardina uygun olarak yaptiriimistir.

a. For Mini Screws For Anchoring Purposes;
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v The product is manufactured from pure titanium (Grade 4) raw material in accordance with EN 1642,
EN 1642, TS EN ISO 19023, ISO 5832-2 and ASTM F67-13 Standard.
v' Since our products are sterilised with gamma in accordance with the parameters specified in our user

manuals by the users before use, the products are packed untouched in Class 100,000 Clean Room in

order to ensure microbiological safety until they are sterilised.

v' The gamma sterilisation method declared by us has been validated in accordance with EN 11137-1/2

Standard.

v All special processes from raw materials to the final product have been validated by us.

v The biocompatibility of our finished products has been carried out in impartial laboratories in accor-

dance with EN 10993-1 Standard.

v’ Tests for the mechanical strength of our products have been carried out in impartial laboratories in ac-

cordance with TS EN ISO 19023 Standard.

b. For Mini Screw System For Other (GBR) Purpose;

v' The product is manufactured from pure titanium (Grade 4) raw material in accordance with EN 1642,
EN 1642, TS EN ISO 19023, ISO 5832-2 and ASTM F67-13 Standard.
v Our products should be sterilised with autoclave before use by the users in accordance with the pa-

rameters specified in our user manuals.

v The autoclave sterilisation method declared by us has been validated in accordance with EN 17665- 1.

v All special processes from raw materials to the final product have been validated by us.

v" The biocompatibility of our finished products has been carried out in impartial laboratories in accor-

dance with EN 10993-1 Standard.

v Tests for the mechanical strength of our products have been carried out in impartial laboratories in ac-

cordance with TS EN I1SO 19023 Standard.

c. For Intermxillary Fixation (IMF) Screws;

v All IMF screws are self-drilling. The risk of damaging dental roots is thus reduced as there is no need

for pre-drilling.

v" The product is manufactured from pure titanium (Grade 4) raw material in accordance with EN 1642,
EN 1642, TS EN ISO 19023, I1SO 5832-2 and ASTM F67-13 Standard.
v Our products should be sterilised with autoclave before use by the users in accordance with the pa-

rameters specified in our user manuals.

v" The autoclave sterilisation method declared by us has been validated in accordance with EN 17665- 1.

(\

All special processes from raw materials to the final product have been validated by us.

v" The biocompatibility of our finished products has been carried out in impartial laboratories in accor-

dance with EN 10993-1 Standard.
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v’ Tests for the mechanical strength of our products have been carried out in impartial laboratories in ac-
cordance with TS EN ISO 19023 Standard.

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

Kendi Urlnlerimizle ilgili ciddi ya da ciddi olmayan olumsuz olaylar, iriin 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 / If any, Summary of Clinical Data on the Equivalent
Device,:

For the Dental “Mini Screw” products, equivalent devices have been identified as mini implant systems that
have been widely used in clinical practice and whose performance has been well documented in the litera-
ture. The comparison demonstrated that there are no significant differences between our device and equi-
valent products in terms of technical, biological, and clinical aspects.

From a technical perspective, both devices are manufactured from titanium alloy with similar production
methods, mechanical strength properties, and the ability to maintain long-term stability under functional
loading. The screw design, implant geometry, and surface characteristics are designed at an equivalent le-
vel to support reliable stability.

From a biological perspective, both our device and equivalent mini implant systems are composed of inert
and biocompatible materials suitable for long-term contact with bone and soft tissue. Neither device con-
tains human, animal, or blood-derived components, and neither exhibits release or absorption characteris-
tics. Therefore, there are no differences in terms of biological profile.

From a clinical perspective, mini implant systems are considered a “Well-Established Technology (WET)".
Long-term clinical evidence in the literature demonstrates their safety and effectiveness in applications
such as prosthetic stabilization, orthodontic anchorage, and specific prosthetic rehabilitations. Available
studies confirm that our device achieves comparable success rates, complication profiles, and patient satis-
faction to equivalent products. Furthermore, post-market surveillance (PMS) data also support this equiva-
lence.

In conclusion, our device is considered equivalent to other mini implant systems in terms of technical, bio-
logical, and clinical parameters, and is clinically acceptable regarding 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::
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Urtiniimiiz, uzun yillardir klinik uygulamalarda yaygin olarak kullaniimasi ve giivenlik ile performansinin kap-
samli sekilde belgelenmis olmasi nedeniyle “Well-Established Technology (WET)” kapsaminda degerlendi-
rilmektedir. Bu nedenle, cihazimizin klinik degerlendirmesi literatlr verileri, pazara sunum sonrasi gbzetim
(PMS) faaliyetleri ve Straumann® gibi esdeger cihazlardan elde edilen klinik verilerle desteklenmektedir.
WET kapsaminda yer almasi ve uzun yillardir piyasada bulunmasi nedeniyle cihaz igin CE isaretlemesinden
once yiiritiilmiis 6zel bir klinik aragtirma bulunmamaktadir. Bunun yerine, mevcut klinik kanit; uzun doé-
nem pazar deneyimi, yayinlanmis bilimsel literatiir ve esdeger cihaz verilerinden saglanmakta olup, cihazin
gluvenlik, biyouyumluluk ve performansini yeterli diizeyde ortaya koymaktadir.

Our product is considered "Well-Established Technology (WET)" because it has been widely used in clinical
applications for many years and its safety and performance have been extensively documented. Due to the
long history of use and extensive available clinical data, the device is supported by literature, post-market
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.

5.3. Varsa, Diger Kaynaklardan Elde Edilen Klinik Verilerin Ozeti / Summary of Clinical Data Obtained from
Other Sources, If Available:

Cihazin klinik gtivenlik ve performansina iliskin kanitlar yalnizca literatirden 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 donem klinik deneyimlerden de elde edilmistir. Bu kaynaklar, cihazin pi-

yasaya sunulmasindan itibaren giivenli ve etkin sekilde kullanildigini gostermektedir. Ayrica, esdeger cihaz

olan Straumann® dental Mini Vidalarin literatlirde belgelenmis uzun dénem klinik basarilari, cihazin gliven-
lik 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 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
(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 mini
screws, as documented in the literature, provides supplementary evidence supporting the safety and per-
formance profile of the device.
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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 Mini Vida sistemleri, 6zellikle protez stabilizasyonu ve ortodontik ankraj gibi klinik uygulamalarda
uzun siredir kullanilan, kiiciik capli implant ¢oziimleridir. Uriinimiiz icin yapilan klinik degerlendirmelerde;
mevcut literatiir, esdeger mini implant sistemleriyle yapilan karsilastirmalar ve pazara sunum sonrasi gdze-
tim (PMS) faaliyetleri dikkate alinmistir. Bu veriler, cihazin amacglanan kullanim alanlarinda glvenli ve etkili
sekilde calistigini ve dis hekimligi uygulamalarinda beklenen klinik faydayi sagladigini ortaya koymaktadir.
Teknik ve biyolojik 6zellikler bakimindan cihaz, titanyum alasimindan Gretilmis olup biyouyumlu, inert bir
yapiya sahiptir. Uriiniin kiiciik capi ve tasarimi, minimal invaziv prosediirlerle uygulanmasina ve klinik kulla-
nimda hizli bir sekilde stabilite kazanmasina olanak saglamaktadir. Raporlanan klinik bulgular, cihazin fonk-
siyonel yiik altinda glivenilir performans sergiledigini, hasta memnuniyetine katkida bulundugunu ve komp-
likasyon oranlarinin kabul edilebilir diizeyde kaldigini gostermektedir.

Post-market gozetim faaliyetleri kapsaminda elde edilen geri bildirimler, cihazin glivenlilik profilinin olumlu
oldugunu ve advers olaylarin diislik seviyede gerceklestigini dogrulamaktadir. Literatir ve esdeger cihaz
verileri ile desteklenen bu sonuglar, cihazin “Well-Established Technology (WET)” kapsaminda degerlendi-
rilebilecegini ortaya koymaktadir.

Sonug olarak, Mini Vida diriinleri igin yapilan klinik performans ve glvenlilik degerlendirmesi; MDR’de ta-
nimlanan Genel Glivenlik ve Performans Gerekliliklerini (GSPR) karsiladigini, hastalarda fonksiyonel iyilesme
ve yasam kalitesinde artis sagladigini ve rezidiel risklerin kabul edilebilir seviyede oldugunu teyit etmekte-
dir.

Dental Mini Screw (Mini Vida) systems are small-diameter implant solutions that have been widely used
for many years, particularly in clinical applications such as prosthetic stabilization and orthodontic ancho-
rage. The clinical evaluation of our product has been based on available literature, comparisons with equi-
valent mini implant systems, and post-market surveillance (PMS) activities. These data demonstrate that
the device performs safely and effectively within its intended use and provides the expected clinical bene-
fits in dental practice.

From a technical and biological perspective, the device is manufactured from titanium alloy, offering an
inert and biocompatible structure. Its small diameter and specific design allow for minimally invasive proce-
dures and facilitate rapid stabilization in clinical use. Reported clinical findings show that the device deli-
vers reliable performance under functional loading, contributes to patient satisfaction, and maintains
complication rates within an acceptable range.

Post-market surveillance activities have confirmed the favorable safety profile of the device, with adverse
events reported at a low frequency. Supported by literature and equivalent device data, these results indi-
cate that the device can be considered a Well-Established Technology (WET).

In conclusion, the clinical performance and safety evaluation of Mini Vida products confirms compliance
with the General Safety and Performance Requirements (GSPR) defined under the MDR. The device has
been shown to ensure functional improvement, enhance patient quality of life, and provide long-term reli-
ability, while residual risks remain within an acceptable level.
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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 Plani ile cihazin
klinik faydalarinin teyit edilmesi, yeni veya 6ngorilmeyen yan etkilerin tespit edilmesi, bilinen yan etkilerin ve kont-
rendikasyonlarin izlenmesi, gercek klinik kanitlara dayali olarak yeni risklerin degerlendirilmesi ve cihazin fayda/risk
dengesinin surekliliginin saglanmasi hedeflenmektedir.

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

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

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

Mini vida sistemlerine alternatif olarak gesitli tedavi yontemleri ve cihaz secenekleri bulunmaktadir. Dis ka-
yiplarinin tedavisinde geleneksel ¢api daha biiyiik dental implantlar, uygun kemik hacmine sahip hasta-
larda yaygin olarak kullanilan bir alternatiftir. Bunun yani sira, ¢ikarilabilir tam veya parsiyel protezler de
klasik bir secenek olmakla birlikte, genellikle stabilite sorunlari ve hasta konforunda azalma ile iliskilendiril-
mektedir. Ortodontik uygulamalarda ise mini vidalara alternatif olarak ekstraoral ankraj cihazlar, hareketli
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apareyler veya daha geleneksel ortodontik tedavi yontemleri kullanilabilmektedir. Ancak bu yéntemler ge-
nellikle daha invaziv prosediirler, daha uzun tedavi sireleri veya hasta uyumunu olumsuz etkileyebilecek ek
aparatlar gerektirmektedir.

Materyal ve ylizey kaplamalari agisindan da alternatifler mevcuttur. Mini vidalar ¢ogunlukla titanyum veya
titanyum alagimindan uretilirken, bazi tireticiler titanyum-zirkonya alagimi gibi alternatif materyalleri ter-
cih edebilmektedir. Ayrica implant ylizeyinde kumlama, asitleme, plazma sprey kaplama veya hidroksia-
patit kaplama gibi farkl ylizey modifikasyon teknikleri uygulanabilmektedir. Bu farkliliklarin amaci, implan-
tin biyouyumlulugunu artirmak, kemikle mekanik tutunmayi gliclendirmek veya iyilesme siresini kisaltmak-
tir.

Sonug olarak, mini vidalara alternatif tedavi yontemleri ve materyal/kaplama farkllklari mevcut olmakla
birlikte, mini vidalarin minimal invaziv uygulama kolayligi, hizli stabilizasyon saglamasi ve klinik basari
oranlarinin yiiksekligi sebebiyle 6zellikle ortodontik ankraj ve protetik stabilizasyon amaciyla giinimiizde
tercih edilen glvenilir bir segenek oldugu kabul edilmektedir.

There are several alternative treatment methods and device options to mini screw systems. In the treat-
ment of tooth loss, conventional larger-diameter dental implants are widely used in patients with suffici-
ent bone volume. In addition, removable full or partial dentures are a classical option, although they are
often associated with stability issues and reduced patient comfort. In orthodontic applications, alternatives
to mini screws include extraoral anchorage devices, removable appliances, or more traditional orthodontic
treatment methods. However, these approaches usually require more invasive procedures, longer treat-
ment times, or additional appliances that may negatively impact patient compliance.

In terms of materials and surface coatings, alternatives are also available. While mini screws are most com-
monly manufactured from titanium or titanium alloys, some manufacturers prefer alternative materials
such as titanium-zirconium alloys. Furthermore, different surface modification techniques may be applied,
including sandblasting, acid etching, plasma-sprayed coatings, or hydroxyapatite coatings. These variati-
ons are intended to enhance biocompatibility, improve mechanical fixation with the bone, or shorten the
healing period.

In conclusion, although alternative treatment methods and material/coating differences exist, mini screws
are considered a reliable option due to their minimally invasive application, ability to achieve rapid stabi-
lization, and high clinical success rates. They are especially preferred in cases requiring orthodontic ancho-
rage and prosthetic stabilization.

. ONERILEN KULLANICI PROFiLi VE EGiTiM / PROPOSED USER PROFILE AND TRAINING
No spesific training is required to use these products , but users of these products;

» Product application includes suitable bone substrate preparation (GBR), dental and skeletal jaw de-
formities and trauma procedures for dental implant application. Such applications should be carried
out by dentists who have received the necessary training in this field.

Must have experience in screw placement.

Attention should be high during the procedure.

Should have knowledge about the use of products.

Y V V
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» The information given in this user manual is not sufficient to apply screw systems and related com-
ponents.

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

Tarafimizdan Uretimi ve satisi gerceklestirilen Ortodontik Mini Vida Urinleri icin ilkemizde veya diinya ge-
nelinde kabul gormus standart, yonetmelik, ortak spesifikasyonlar, kilavuzlar ve rehber dokiimanlar g6z
oniine alinmakta ve uygulanmaktadir. Uriinlerimiz ve sistemimiz icin uygulanan standart, yénetmelik, reh-
ber dokiiman gibi dokiimanlarin glincellikleri stirekli takip edilmekte ve dokiimanlarda herhangi bir glincel-
leme olustugunda bu durum tarafimizdan incelenmekte ve glincel dokiimanlarin gereklilikleri yerine getiril-
mektedir.

Bkz. MDR.TD02.HLS.01 Harmonize Standart Listesi

For Orthodontic Mini Screw 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 documents such as standards, regulations, guidance 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.

Look: MDR.TD02.HLS.01 Harmonised Standard List

Cihazin givenlilik ve klinik performansinin hastalara yonelik 6zeti asagida verilmistir.
A 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 glivenlilik ve klinik performans 6zeti (SSCP), cihazin guivenlilik ve klinik performansinin temel yonlerinin
gincellenmis bir 6zetine kamu tarafindan erisimi saglamayi amaglamaktadir.

SSCP, cihazin giivenli kullanimini saglamak icin ana belge olarak kullanim talimatlarinin yerine gecmek lizere
tasarlanmamistir ve hedef kullanicilara veya hastalara tani veya tedavi dnerileri 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
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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

1.10. Cihazin Ticari Adi-Adlari / Trade Name(s) of the Device: Ortodontik Mini Vidalar

1.11. 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

1.12. imalatginin Miinferit Kayit Numarasi (SRN) / Manufacturer's Single Registration Number (SRN):
TR-MF-000020130

1.13. Temel UDI-D / Base UDI-DI: 86814897prominiscrewQ8

1.14. Tibbi Cihaz Terminolojisi A¢iklama -Metin / Medical Device Terminology Description- Text:

Vidalarin Segilmesi:

» Yonlendirilmis kemik rejenerasyonu (GBR) amaglari icin kemik sabitleme vidalari, ¢adir vidalari ve membran
sabitleme pinleri kullanilir. Cadir vidalari, kemik greftleri Gzerine yerlestirilen membranin ¢dkmesini 6nler.
Blok kemik greftini donér alana sabitlemek icin kemik fiksasyon mini vidalari kulla-nilir. Ozetle, blok kemik
kullanildiginda kemik fiksasyon mini vidalar, toz/cips gibi grantl kemik grefti + membran kullanildiginda ise
cadir vidalari endikedir. GBR yonteminde kullanilan blok veya granil kemiklerin Gizerini 6rten membrani sa-
bitlemek icin membran pinleri (en kiglk boylu mini vi-dalar) kullanilir. Hekimin tercihine gére bu vida ve
pinler birlikte veya vakada ayri ayri kullanilabilir.

> intermaksiller fiksasyon amaglaniyorsa IMF (intermaksiller Fiksasyon) mini vidalari kullanihir.

» Disleri hareket ettirmek icin ankraj amacli mini vidalar kullanilir.

Cerrahi Teknigi:
Mini vidalar uygulama amaglarina gore asagida gruplandiriimistir.

Membran Fiksasyon Vidalarini ameliyat bolgesine tasiyan ve kemige fikse etmede kullanilan ug kismi esnek
bir stirGicisi bulunur. Sert bir zeminde bu driver, pin (izerine getirilerek 90 derece aglyla bastirilir ve pin yu-
vasindan “click” sesini duyarak alinir. Driverin ucundaki vida (pin), sabitlenmek is-tenen membranin belli bir
noktasi Gzerine getirilerek kemik icine saplanacak sekilde el kuvvetiyle veya ¢ekicle driver alt kismina vurmak
suretiyle gonderilir. Vida cene kemigi icine girdikten sonra driver saga sola hafif rotasyon yaptirilip driver ucu
esnetilerek vida membran Uzerinde biraktirilir. GBR icin gereken siire (3 -10 ay) tamamlandiktan sonra bu
vidalar (pinler) genelde sokilerek cikari-lir. Biyouyumlu materyalden yapildigi icin bazi hekimler bu pinleri hig¢
sokmezler ve yerinde birakir-lar. Pinlerin agiz icerisinde birakilmasinin tibben hicbir sakincasi yoktur.
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GCadir Etkili Mini Vidalari, drillemeye ihtiya¢ duyulmadan kendiliginden vidalanan ucu, cilalanmis boynu ve
genis basi ile membranlarin altindaki boslugu korumak icin tasarlanmistir. Bu sayede membran ¢ékmelerinin
oniine gecerek kemik greftinin hacmini korumasi amaclanir. Dogrudan siirli-ct ile tutularak set icerisinden
alinir ve saat yoninde hafif el basincli ile gevrilerek kemige fikse edilir. Cadir vidasinin ug kismindaki yivler
kemik igcinde kalacak sekilde, parlak olan boyun ve bas kismi ise kemik disinda kalacak sekilde uygulanir. Elle
ve anguldurva ile kullanilabilecek driver uglari bulun-maktadir. Yerlestirme sirasinda driver olarak anguldurva
uyumlu ug tercih edilirse 30 rpm hiz ve 20 Ncm tork kullanilarak saat yoniinde (forward) vidalar kemige gon-
derilir.

Kemik Fiksasyon Mini Vidalari, blok kemik greftini donor sahaya fikse etmek amaciyla 6ncesinde drilleme
yapilarak kullanilirlar. Vida ¢apina uygun olan drill ile hem blok kemik grefti hem de donor sahadaki kemik
ayni anda delinir. Hazirlanan delige, kemik fiksasyon vidasi driver (tornavida) yar-dimi ile saat yoniinde gev-
rilerek gonderilir ve blok kemik greftinin istenen bdlgede hareketsiz stabil kalmasi saglanir. Kemik greftinin
blyukligine gore, greftin oynamasini engellemek icin birden fazla vida kullanilabilir. Elle ve anguldurva ile
kullanilabilecek driver uglari bulunmaktadir ve ¢adir vida-sinda kullanilanlar ile aynidir. Yerlestirme sirasinda
driver olarak anguldurva uyumlu ug tercih edilir-se 30 rpm hiz ve 10 Ncm tork kullanilarak saat yoniinde
(forward) vidalar kemige gonderilir.

Intermaksiller Fiksasyon (IMF) Minividalari. Tim IMF vidalar kendinden delmelidir. On delmeye gerek olma-
digi icin dis kdklerine zarar verme riski bdylece azalir. ideal pozisyon dis koklerinin izerindedir.

Tornavida kullanilarak vida dogrudan kemige yerlestirilir; 6n delme gerekli degildir. Vida, vida basinin icblikey
omzu mukozal ylizeyden 1 mm uzakta olana kadar ilerletilir. Vida basi icinde bulunan tel deliklerinin diizgln
hizalanmasi igin vida yeniden ayarlanabilir.

Yukaridaki prosediire alternatif olarak mini vida, anguldurva kullanilarak da takilabilir. Bir angldurva kullani-
larak yerlestirme durumunda, 30 rpm'lik bir hiz ve 30 Ncm'lik bir tork ayarlanmalidir.

Teller, maksiller ve karsit mandibular vidalarin deliklerinden gegirilir. Alternatif olarak teller, IMF vidasinin
basinda bulunan tel yivinin etrafina sarilabilir. Yerlestirilen tellerin sayisi, konfiglirasyonu ve okliizyon ve kirigi
stabilize etmek igin gereken miktar cerrah tarafindan belirlenir. Okliizyon olusturulduktan sonra teller sikilir.
Tellerin gerginligini artirmak igin MMF vidalari daha da ilerletilebilir. Son olarak, yumusak doku tahrisini 6n-
lemek icin teller kesilir ve bukalar.

Ankraj Amacli Ortodontik Mini Vidalar. Tornavidanin ucu vidaya tam olarak dik olmalidir. Bu konum, mini
vidanin tornavida icinde tutulmasini garanti eder ve mini vidanin yakalanmasini saglar. Gegme yeri bulunduk-
tan sonra, mini vidanin ug icinde tutulmasini saglamak icin tornavida asagi dogru bastirilir. Mini vida kemige
saat yonlinde yerlestirilir. Mini vida, basi alveol cikintisinin kortikal kemigi ile temas edene kadar vidalanir.
Yumusak dokular mini vidanin basina milkemmel sekilde yapisir. Mini vidalar kendinden kilavuzludur. imp-
lanti vidalamak icin avuc ici ile tornavidanin topuzuna basing uygulanir ve alet parmaklarla dondurdlir.

Yukaridaki prosedire alternatif olarak mini vida, anguldurva kullanilarak da takilabilir. Bir angldurva kullani-
larak yerlestirme durumunda, vida ¢apina gore asagida yer alan hiz ve tork ayarlanmalidir.
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Mini vidaya, gerekli dis hareketlerini saglamak (izere ortodontik apareye baglanti i¢in zincirler, elastik teller
veya yaylar yuklenebilir. Tel, zincir veya helezon yay, mini vidanin basindaki delik veya oyuk kullanilarak mini
vidaya baglanir. Ortodontik traksiyonun mini vidaya uygulanma siresi klinisyenin kararina baglidir; mini vida
genellikle yerlestirildikten hemen sonra veya yumusak dokularin iyilesmesinden sonra yuklenebilir.

Vidalarin Cikarilmasi:

Kemik fiksasyon mini vidalari, cadir etkili mini vidalar, IMF mini vidalari ve ortodontik mini vidalar yer-lestiril-
dikten 1-12 ay sonra ayni driver ile saatin ters yoniinde ¢evrilerek gikartilirlar. S6kiim sirasinda, driver olarak
anguldurva uyumlu ug tercih edilirse 30 rpm hiz ve 15-30 Ncm tork kullanilarak saatin ters yoniinde (reverse)
vidalar gikarihr.

Membran pinleri, GBR i¢in gereken 3-10 aylik slire tamamlandiktan sonra genelde sokilerek cikarilir. S6kiim
icin Ozel bir cerrahi ekipmana gerek yoktur. Periost elevatorii veya sond ucu ile pin yerinden hafifce oynatilir.
Doku pensi veya hemostat yardimi ile tutularak gikarilir. Biyouyumlu materyalden ya-pildigi igin bazi hekimler
bu pinleri hi¢ sdkmezler ve yerinde birakirlar. Pinlerin agiz igerisinde birakilma-sinin tibben higbir sakincasi
yoktur.

Etki Sekli:

» Ortodontik Mini Vida Etki Sekli:

Mini vida, kemik dokusuna mekanik olarak tutunarak ortodontik kuvvetlere karsi stabil bir ankraj noktasi
olusturur. Etkisini mekanik ankraj ve yiik tasima yoluyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: Ortodontik mini vidalar, farmakolojik etkisi olmayan, mekanik etki

prensibiyle ¢alisan, implant edilebilir pasif tibbi cihazlardir.

> intermaksiler Fiksasyon (IMF) Vidasi Etki Sekli:

Vida, kemik icerisine mekanik olarak yerlestirilir ve elastik kuvvetleri tasiyacak stabil bir baglanti noktasi olus-
turur. Etkisini mekanik sabitleme ve yiik tasima yoluyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: IMF vidalari, mekanik fiksasyon prensibiyle calisan, gegici, pasif imp-
lant edilebilir tibbi cihazlardir.

» Cadir Vidasi Etki Sekli:
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Vida, kemik icine mekanik olarak sabitlenir ve greft alani lGizerinde yapisal destek olusturur. Etkisini mekanik
destek ve alan koruma yoluyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: Cadir vidalari, mekanik destek prensibiyle calisan, gegici implant edi-
lebilir pasif tibbi cihazlardir.

» Kemik Fiksasyon Vidasi Etki Sekli:

Vida, greft materyalini kemik ylzeyine mekanik olarak sabitler. Etkisini mekanik fiksasyon ve stabilizas-
yon yoluyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: Bu iriinler, farmakolojik etkisi olmayan, mekanik fiksasyon prensi-
biyle ¢alisan pasif tibbi cihazlardir.

» Membran Fiksasyon Vidasi (Bone Tack) Etki Sekli:

Membran, bone tack yardimiyla kemik yiizeyine mekanik olarak tutturulur ve rejenerasyon alani korunur.
Etkisini mekanik sabitleme ve alan koruma yoluyla gosterir.

Tibbi Cihaz Tanimi ile iliskilendirme: Bone tack iriinleri, mekanik etki prensibiyle ¢alisan, gecici implant
edilebilir pasif tibbi cihazlardir.

Selecting Screws:

» Bone fixation screws, tent screws and membrane fixation pins are used for directed bone regeneration
(GBR) purposes. Tent screws prevent collapse of the membrane placed over the bone grafts. Bone fixa-
tion mini screws are used to fix the block bone graft to the donor site. In summary, bone fixation mini
screws are indicated when block bone is used, and tent screws are indicated when granular bone graft
such as powder/chips + membrane is used. Membrane pins (the smallest mini screws) are used to fix
the membrane covering the block or granular bones used in the GBR method. Depending on the physi-
cian's preference, these screws and pins can be used together or separately in individual cases.

Y

If intermaxillary fixation is intended, IMF (Intermaxillary Fixation) mini screws are used.

Y

Anchorage mini screws are used to move the teeth.

Surgical Technique:

Mini screws are grouped below according to their application purposes;

Membrane Fixation Screws have a flexible driver with a flexible tip that carries them to the operation
area and is Usel to fix them to the bone. On a hard surface, this driver is brought on the pin and pressed at
an angle of 90 degrees and the pin is removed from the pin slot with a "click" sound. The screw (pin) at
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the end of the driver is brought to a certain point of the membrane to be fixed and sent into the bone by
hand force or by hitting the lower part of the driver with a hammer. After the screw is inserted into the
jawbone, the driver is slightly rotated to the right and left and the screw is left on the membrane by
stretching the driver tip. After the time required for GBR (3-10 months) is completed, these screws (pins)
are usually removed. Since they are made of biocompatible material, some physicians do not remove
these pins at all and leave them in place. There is no medical disadvantage in leaving the pins in the mo-
uth.

Tent Effect Mini Screws are designed to protect the space under the membranes with its self-screwing
tip, polished neck and wide head without the need for drilling. In this way, it is aimed to maintain the vo-
lume of the bone graft by preventing membrane collapse. It is taken from the set by holding it directly
with the driver and fixed to the bone by turning clockwise with light hand pressure. It is applied in such a
way that the grooves at the end of the tent screw remain inside the bone and the shiny neck and head
parts remain outside the bone. There are driver tips that can be used manually and with contra-angle
handpiece. If the tip compatible with the contra-angle handpiece is preferred as the driver during place-
ment, the screws are sent to the bone clockwise (forward) using a speed of 30 rpom and a torque of 20
Ncm.

Bone Fixation Mini Screws are used to fix the block bone graft to the donor site by drilling beforehand.
Both the block bone graft and the bone in the donor site are drilled simultaneously with the drill suitable
for the screw diameter. The bone fixation screw is inserted into the prepared hole by turning clockwise
with the help of a driver (screwdriver) and the block bone graft is stabilized in the desired area. Depen-
ding on the size of the bone graft, more than one screw can be used to prevent the graft from moving.
There are driver tips that can be used manually and with contra-angle handpiece and are the same as
those used in tent screws. If the contra-angle handpiece compatible tip is preferred as the driver during
placement, the screws are sent clockwise (forward) into the bone using a speed of 30 rpm and a torque of
10 Ncm.

Intermaxillary Fixation (IMF) Screws. All IMF screws are self-drilling. The risk of damaging dental roots is
thus reduced as there is no need for pre-drilling. The ideal position is above the teeth roots.

Using the screwdriver, the screw is directly inserted into the bone; pre-drilling is not necessary. The screw
is advanced until the concave shoulder of the screw head is 1 mm from the mucosal surface. The screw
may be readjusted for proper alignment of the wire holes contained within the screw head.

As an alternative to the above procedure, the mini screw may be also inserted by using the contra-angle
handpiece. In case of insertion by using a contra-angle handpiece, a speed of 30 rpm and a torque of 30
Ncm must be set.

The wires are inserted through the holes of the maxillary and opposing mandibular screws. Alternatively,

the wires can be wrapped around the wire groove contained within the head of the IMF screw. The num-
ber of wires placed, their configuration, and the amount needed to stabilize the occlusion and fracture is
determined by the surgeon. After having established the occlusion, the wires are tightened. The IMF
screws may be advanced further to increase the tautness of the wires. Finally, the wires are cut and bent
under to prevent soft tissue irritation.
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Anchorage Orthodontic Mini Screws. The tip of the screwdriver must be exactly perpendicular to the
screw. This position guarantees the retention of the mini screw inside the screwdriver and allows the mini
screw to be seized. After having found the engagement, the screwdriver is pressed down to promote the
retention of the mini screw inside the tip. The mini screw is inserted to the bone in a clockwise direction.
The mini screw is screwed until its head meets the cortical bone of the alveolar ridge. Soft tissues per-
fectly adhere to the head of the mini screw. The mini screws are self- tapping. In order to screw the imp-
lant a pressure is exerted on the knob of the screwdriver with the palm of the hand and the instrument is
rotated with the fingers.

As an alternative to the above procedure, the mini screw may be also inserted by using the contra-angle
handpiece. When inseriton using an contra-angle handpiece, the speed and torque should be adjusted
according to the screw diameter as shown below.

Diameter Insertion torque settings Insertion Speed
@1.40 mm 15 Ncm

@1.65 mm 20 Ncm 30 rpm
©2.00 mm 30 Ncm

The mini screw can be loaded with chains, elastic wires, or springs for the connection to the orthodontic
appliance to induce the required tooth movements. The wire, the chain or the coil spring are connected to
the mini screw by using the hole through the head or the groove of the mini screw. The application time
of the orthodontic traction on the mini screw depends on the clinician's judgement; the mini screw can
usually be loaded immediately after insertion or after healing of soft tissues.

Removing The Screws: Bone fixation mini screws, tent-effect mini screws, IMF mini screws and orthodon-
tic mini screws are removed by turning them counterclockwise with the same driver 1-12 months after
insertion. During removal, if the contra-angle handpiece compatible tip is preferred as the driver, the
screws are removed counterclockwise (reverse) using a speed of 30 rpm and a torque of 15-30 Ncm.
Membrane pins are usually removed after the 3-10 months period required for GBR is completed. No spe-
cial surgical equipment is required for removal. Periosteal elevator or probe tip is used to gently dislodge
the pin. It is removed by holding it with tissue clamp or hemostat. Since they are made of biocompatible
material, some physicians never remove these pins and leave them in place. There is no medical disadvan-
tage in leaving the pins in the mouth.

Effect of the Device:

» Orthodontic Mini Screw Effect Type:

The mini screw creates a stable anchorage point against orthodontic forces by mechanically attaching
to the bone tissue. It exerts its effect through mechanical anchorage and load transfer.
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Relation to Medical Device Definition: Orthodontic mini screws are implantable passive medical devi-
ces that have no pharmacological effect and operate on the principle of mechanical action.

Intermaxillary Fixation (IMF) Screw Effect Type:

The screw is mechanically placed into the bone and creates a stable connection point capable of bea-
ring elastic forces. It exerts its effect through mechanical fixation and load-bearing.

Relation to Medical Device Definition: IMF screws are temporary, passive implantable medical devices
that operate on the principle of mechanical fixation.

Tent Screw Effect Type:

The screw is mechanically fixed into the bone and creates structural support over the graft area. It
exerts its effect through mechanical support and area protection.

Relation to Medical Device Definition: Tent screws are temporary, implantable passive medical devices
that work on the principle of mechanical support.

Bone Fixation Screw Effect Type:

The screw mechanically fixes the graft material to the bone surface. It exerts its effect through mecha-
nical fixation and stabilization.

Relation to Medical Device Definition: These products are passive medical devices that have no phar-
macological effect and operate on the principle of mechanical fixation.

Membrane Fixation Screw (Bone Tack) Effect Type:

The membrane is mechanically attached to the bone surface using bone tacks, and the regeneration
area is protected. It exerts its effect through mechanical fixation and area protection.

Relation to Medical Device Definition: Bone tack products are temporary implantable passive medical
devices that operate on the principle of mechanical action.

Kemik fiksasyon vidalarinin 1 mm ve 1.2 mm olan ince ¢aplari sayesinde blok greftin kirilmasi veya catlama-
sinin 6nline gegilir. Bununla birlikte, dondr alanda disiik hacim olusturmasi GBR (yonlendirilmis kemik reje-
nerasyonu) yonteminin basarisini olumlu yonde etkileyerek daha fazla hacimde kemik olusumunu saglar.
Cadir vidalarinin klasik vidalara gore en onemli avantaji, bas kisminin biiyiik olmasi sayesinde membran al-
tinda cadir gorevi gorerek membranin greft partikillerinin icerisine dogru ¢cokmesini engellemesidir. Ayrica
govde kismindaki parlak yiizey sayesinde olasi sekonder enfeksiyonlar dnlenmis olur.
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Membran pinlerinin yivsiz tasarimi sayesinde, pin yerlestirilirken altindaki membrani da dondiirmesi engel-
lenir. Tek bir darbe ile membrani hareket ettirmeden fikse etmek miimkiindir. Ayrica gévde kismindaki ilave
kalinlik, kisa olan pinin yerinden geri gikmasini saglar.

Mini vidalar, daha hizli osteointegrasyon ve daha gli¢li ankraj kuvveti uygulayabilmek i¢in SLA (sand-

blasted, large grit, acid-etched) ylizeyli iretilmektedir.

Intermaxiller fiksasyon mini vidalarinin bas kismi, agizda kaldigi gegici slire boyunca dudak-yanak gibi yu-
musak doku travmasini 6nlemek amaciyla biyik ve konveks sekilli tGretilmistir.

Thanks to the thin diameters of 1 mm and 1.2 mm of bone fixation screws, breakage or cracking of the
block graft is prevented. However, low volume formation in the donor area positively affects the success of
the GBR (guided bone regeneration) method, resulting in greater volume of bone formation.

The most important advantage of tenting screws over conventional screws is that, thanks to their large
head, they act as a tent under the membrane and prevent the membrane from collapsing into the graft
particles. In addition, possible secondary infections are prevented thanks to the shiny surface on the body
part.

Thanks to the smooth design of the membrane pins, it is prevented from rotating the membrane under-
neath while the pin is being placed. It is possible to fix the membrane with a single blow without moving it.
In addition, the additional thickness in the body part allows the short pin to come back out of its place.
Mini screws are produced with SLA (sandblasted, large grit, acid-etched) surface for faster osteointegration
and stronger anchoring force.

The head of the intermaxillary fixation mini screws is produced in a large and convex shape to prevent soft
tissue trauma such as lip-cheek during the temporary period in the mouth.

1.15. Cihaz Sinifi / Device Class:

Urtiniimiiz Mini Vida 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 VIII Kural 8'de
belirtilen maddeye uygun olmasi sebebiyle trin sinifi llb olarak belirlenmis ve asagida detaylandiriimistir.

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

Our product is a Mini Screw 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
Annex VIl Rule 8 of the Classification Rules of the 2017/745 / EU Medical Device Regulation and detailed
below.

Medical Device Regulation 2017/745/EU Annex IX
Full Quality Assurance System
Class llb
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1.16.

1.17.
1.18.

10.

10.1.

>

2017/745/EU Annex VIII, Rule 8

Cihazi Kapsayan ilk Sertifikanin (CE) Verildigi Y1l / Year of the First Certificate (CE) covering the Device:
2020

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

Onaylanmis Kurulus Adi (SSCP'yi gegcerli kilacak olan onaylanmis kurulus) ve Kimlik Numarasi / Noti-
fied Body Name (the notified body that will validate the SSCP) and Identification Number:

SZUTEST Konformitatsbewertungsstelle GmbH / 2975

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

GBR Kemik Fiksasyon Vidasi

Kemik fiksasyon vidasi; agiz, cene ve yiz cerrahisinde gergeklestirilen yonlendirilmis kemik rejeneras-
yonu (GBR) ve benzeri rekonstruktif cerrahi islemler sirasinda, kemik greftlerinin veya kemik bloklarinin
alici kemik yatagina mekanik olarak sabitlenmesi amaciyla kullanihr.

Cihaz, greft materyalinin stabilitesini saglamak ve iyilesme slirecinde istenmeyen hareketleri 6nlemek
icin tasarlanmistir.

GBR Cadir Vidasi

Cadir vidasi; yonlendirilmis kemik rejenerasyonu (GBR) prosedirlerinde, yumusak dokunun kemik grefti
Uzerine kollabe olmasini dnlemek ve rejenerasyon igin gerekli hacmi korumak amaciyla kullanilir.
Cihaz, kemik ylzeyine yerlestirilerek membran veya yumusak dokunun desteklenmesini saglar ve kemik
olusumu icin uygun bir bosluk yaratir.

Membran Fiksasyon Vidasi (Bone Tack)

Membran fiksasyon vidasi (bone tack); yonlendirilmis kemik rejenerasyonu (GBR) ve yonlendirilmis
doku rejenerasyonu (GTR) islemlerinde kullanilan bariyer membranlarin, alici kemik ylizeyine sabitlen-
mesi ve stabilizasyonu amaciyla kullanilir.

Cihaz, membranin cerrahi saha lizerinde istenmeyen hareketini 6nleyerek rejeneratif slirecin dngoriile-
bilirligini artirir.

Ortodontik Mini Vida

Ortodontik mini vida; ortodontik tedaviler sirasinda dis hareketlerini yonlendirmek amaciyla gegici iske-

letsel ankrajsaglamak igin kullanilir.
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Cihaz, ortodontik kuvvetlerin uygulanmasina destek olmak tizere alveolar kemige yerlestirilir ve tedavi
tamamlandiginda gikarilmasi amaglanir.

> intermaksiller Fiksasyon Vidasi (IMF Vida)

intermaksiller fiksasyon vidasi (IMF vida); cene kiriklari, ortognatik cerrahi ve travma sonrasi tedavilerde,
st ve alt ¢enenin gegici olarak sabitlenmesi amaciyla kullanihr.
Cihaz, elastik veya tel sistemleri araciligiyla intermaksiller fiksasyonun saglanmasina olanak tanir.

> GBR Bone Fixation Screw

The bone fixation screw is intended to be used during guided bone regeneration (GBR) and similar re-
constructive procedures in oral and maxillofacial surgery to mechanically fix bone grafts or bone
blocks to the recipient bone site.

The device is designed to provide stability of the graft material and to prevent unwanted movement
during the healing process.

» GBR Tenting Screw

The tenting screw is intended for use in guided bone regeneration (GBR) procedures to prevent col-
lapse of the soft tissue over the bone graft and to maintain the space required for bone regeneration.
The device is placed into the bone surface to support the membrane or soft tissue and to create an
adequate space for new bone formation.

» Membrane Fixation Screw (Bone Tack)

The membrane fixation screw (bone tack) is intended to be used to fix and stabilize barrier membra-
nes applied during guided bone regeneration (GBR) and guided tissue regeneration (GTR) procedures
onto the recipient bone surface.

The device prevents undesired movement of the membrane at the surgical site and enhances the pre-
dictability of the regenerative process.

> Orthodontic Mini Screw

The orthodontic mini screw is intended to provide temporary skeletal anchorage during orthodontic
treatments in order to facilitate controlled tooth movement.

The device is inserted into the alveolar bone to support the application of orthodontic forces and is in-
tended to be removed after completion of the treatment.

» Intermaxillary Fixation Screw (IMF Screw)
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The intermaxillary fixation screw (IMF screw) is intended to be used for the temporary fixation of the
upper and lower jaws during the treatment of jaw fractures, orthognathic surgery, and post-traumatic

conditions.

The device allows intermaxillary fixation through the use of elastics or wire systems.

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

Block Bone Graft Fixation Screw

e Stabilization and fixation of block bone grafts in oral and maxillofacial surgery.
e Used for bone grafts in the oral cavity, providing stability for guided bone regeneration (GBR).
e Indicated in cases requiring ridge augmentation, alveolar reconstruction, and graft fixation.

e Supports intermaxillary fixation when used adjunctively in certain surgical procedures.

Tent Screw (Tent Peg Screw)

e The Tenting Screw is used to stabilize, fixate, and/or support bone grafts, bone filling materials and /or barrier

membranes used for regeneration of bone in the oral cavity

Membrane Fixation Screw / Pin
e Periodontal / intrabony defects
e Ridge augmentation

Extraction sites (implant preparation/placement)
Guided bone regeneration (GBR) procedures

e Sinus lift
Orthodontic Mini Screw (Temporary Anchorage Device — TAD)

e Provides temporary anchorage in orthodontic treatments.

e Indicated for:

o Treatment of Class I, Class I, and Class Ill malocclusion.
Anchor recovery and anchor reinforcement.
Asymmetric case management.
Steepening of upper and lower molars.
Correction of overbite (molars, premolars, incisors).
o Management of deep bite and open bite conditions.

e Reduces reliance on patient compliance for orthodontic mechanics.

0O O O O

Intermaxillary Fixation Screw (IMF Screw)
¢ Indicated for intermaxillary fixation in oral and maxillofacial surgery.
e Used in fracture management of the mandible and maxilla.
e Provides temporary stabilization of occlusion during healing.

Can also assist in bone graft stabilization in combined surgical cases.

Bu iirlinlerin kullanicilari;

e Uriin uygulamas1 dental implant, dental ve iskeletsel cene deformiteleri, ve travma islemlerini icermektedir. Bu tiir uygu-
lamalar bu alanda gerekli egitimi almig dis hekimleri tarafindan gerceklestirilmelidir.

e Vida yerlestirilmesi konusunda tecriibeye sahip olmalidir.
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e Islem sirasinda dikkat kabiliyeti yiiksek olmalidir.
e Uriinlerin kullanimu ile ilgili bilgi sahibi olmalidir.
e Bu kullanma kilavuzunda verilen bilgiler vida sistemlerini ve ilgili bilesenleri uygulamak i¢in yeterli degildir

Users of these products;

e  Product application includes dental implants, dental and skeletal jaw deformities, and trauma procedures. Such applicati-
ons should be performed by dentists who have received the necessary training in this field.

e  Must have experience in screw placement.

e  Must have high attention skills during the procedure.

e Have knowledge about the use of the products.
The information provided in this manual is not sufficient for the application of screw systems and related components.

10.3. Kontrendikasyonlar Ve-Veya Sinirlamalar / Contraindications and-or Limitations:

» Fikri / zihinsel durumlarindan dolayi talimatlari anlamayan veya uygulamaya isteksiz olan hastalar,

» Enfeksiyonlu hastalar,

» Karaciger sirozu olan hastalar,

» Romatizmal hastaliklari olan hastalar,

» Kan pihtilasma bozuklugu olan hastalar,

» Tekrarlayan oral mukozal hastaliklari olan hastalar,

» Radyasyondan zarar géren dokuya sahip hastalar,

» Yerlestirilecek bolgede kemik destegi bulunmayan veya yetersiz olan hastalar.

» Yabanci madde hassasiyeti. Materyal hassasiyetinden sliphe duyuldugu hallerde, implantasyondan 6nce,
uygun testler yapilmali ve hassasiyet olup olmadigi belirlenmelidir.

» Hastanin iyilesme déneminde is birligi yapma ve talimatlara uymadaki kabiliyeti veya istegini zayiflatma
egilimi olan durumlar.

> ilerlemesi implant yerlestirilmesini olumsuz etkileyebilecek olan dejeneratif hastaliklar.

> implant ankrajinin giivenli bir sekilde saglanmasi igin yetersiz kemik miktari.

> lyilesmeyi geciktirebilecek ve implantin enfeksiyon ve/veya reddedilmesi olasiligini arttirabilecek olan kan
akisi kisitlamalari, radyasyon terapisi ve/veya 6nceki enfeksiyonlar.

» Saglikh doku ile yetersiz kaplama.

» Steril olmayan bir ortamin, yani sintsler gibi acik kavitelerin oldugu prosediirler.

> Patients who do not understand or are reluctant to follow instructions due to their intellectual/mental
state,

Patients with infections,

Patients with liver cirrhosis,

Patients with rheumatic diseases,

Patients with blood clotting disorders,

Patients with recurrent oral mucosal diseases,

Patients with tissue damaged by radiation,

VVVVVYVY
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» Patients with no or inadequate bone support at the insertion site.

» Foreign material sensitisation. Where material sensitivity is suspected, appropriate testing should be
performed prior to implantation to determine if sensitivity is present.
» Conditions that tend to impair the patient's ability or willingness to cooperate and follow instructions

during the recovery period.

Degenerative diseases whose progression may adversely affect implant placement.

>
» Insufficient amount of bone for secure implant anchorage.
>

Blood flow restrictions, radiation therapy and/or previous infections that may delay healing and incre-

ase the likelihood of infection and/or rejection of the implant.
» Inadequate coverage with healthy tissue.

» Procedures where there is a non-sterile environment, i.e. open cavities such as sinuses.

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

» Dental implant yapimi uygun olmayan dar ve/veya az kemik ylksekligine sahip hastalar,

» Ortodontik dis caprasikligi olan hastalar

» Cene kingi veya ortognatik tedavi endikasyonu olan ve kemik anatomisi uygun olan hastalar.

» Uriin uygulamasi dental implant uygulamasi icin uygun kemik zemini hazirlama (GBR), dental ve iskelet-

sel ¢cene deformiteleri ve travma islemlerini icermektedir. Bu tlr uygulamalar bu alanda gerekli egitimi

almis dis hekimleri tarafindan gerceklestirilmelidir.

Vida yerlestirilmesi konusunda tecriibeye sahip olmalidir.
islem sirasinda dikkat kabiliyeti yiiksek olmalidir.
Uriinlerin kullanimi ile ilgili bilgi sahibi olmalidir.

VVYYVY

dir.

Patients with orthodontic tooth crowding,

Y V V

Users of these products;

Bu kullanma kilavuzunda verilen bilgiler vida sistemlerini ve ilgili bilesenleri uygulamak icin yeterli degil-

Patients with narrow and/or low bone height that are not suitable for dental implant insertion,

Patients with a jaw fracture or orthognathic treatment indication and suitable bone anatomy.

» Product application includes suitable bone substrate preparation (GBR), dental and skeletal jaw de-

formities and trauma procedures for dental implant application. Such applications should be carried
out by dentists who have received the necessary training in this field.

Must have experience in screw placement.
Attention should be high during the procedure.
Should have knowledge about the use of products.

YV V VY

ponents.

The information given in this user manual is not sufficient to apply screw systems and related com-
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Kemik fiksasyon vidalarinin 1 mm ve 1.2 mm olan ince ¢aplari sayesinde blok greftin kirilmasi veya catlama-
sinin 6nline gecilir. Bununla birlikte, donér alanda distik hacim olusturmasi GBR (yonlendirilmis kemik reje-
nerasyonu) yoénteminin basarisini olumlu yonde etkileyerek daha fazla hacimde kemik olusumunu saglar.
Cadir vidalarinin klasik vidalara gére en dnemli avantaji, bas kisminin biiyik olmasi sayesinde membran al-
tinda cadir gorevi gorerek membranin greft partikillerinin icerisine dogru ¢okmesini engellemesidir. Ayrica
govde kismindaki parlak ylizey sayesinde olasi sekonder enfeksiyonlar 6nlenmis olur.

Membran pinlerinin yivsiz tasarimi sayesinde, pin yerlestirilirken altindaki membrani da déndirmesi engel-
lenir. Tek bir darbe ile membrani hareket ettirmeden fikse etmek mimkiindir. Ayrica gévde kismindaki ilave
kalinlik, kisa olan pinin yerinden geri ¢cikmasini saglar.

Mini vidalar, daha hizli osteointegrasyon ve daha glicli ankraj kuvveti uygulayabilmek i¢in SLA (sand-

blasted, large grit, acid-etched) ylizeyli iretilmektedir.

Intermaxiller fiksasyon mini vidalarinin bas kismi, agizda kaldigi gegici slire boyunca dudak-yanak gibi yu-
musak doku travmasini dnlemek amaciyla biiyik ve konveks sekilli tGretilmistir.

Thanks to the thin diameters of 1 mm and 1.2 mm of bone fixation screws, breakage or cracking of the
block graft is prevented. However, low volume formation in the donor area positively affects the success of
the GBR (guided bone regeneration) method, resulting in greater volume of bone formation.

The most important advantage of tenting screws over conventional screws is that, thanks to their large
head, they act as a tent under the membrane and prevent the membrane from collapsing into the graft
particles. In addition, possible secondary infections are prevented thanks to the shiny surface on the body
part.

Thanks to the smooth design of the membrane pins, it is prevented from rotating the membrane under-
neath while the pin is being placed. It is possible to fix the membrane with a single blow without moving it.
In addition, the additional thickness in the body part allows the short pin to come back out of its place.
Mini screws are produced with SLA (sandblasted, large grit, acid-etched) surface for faster osteointegration
and stronger anchoring force.

The head of the intermaxillary fixation mini screws is produced in a large and convex shape to prevent soft
tissue trauma such as lip-cheek during the temporary period in the mouth.

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

Cihazin bir 6nceki varyantlari ve bulunmamaktadir.
Previous variants of the device and are not available

11.3. Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Her Tiirlii Aksesuarin Agiklamasi / Description of all
kinds of accessories designed to be used with the device:

All our Mini Screw models can be used with the following hand tools.
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Orthodontic Mini ’{l({)’!(}‘(l(it‘ Kit

PRODUCT
NO PRODUCT NAME INTENDED USE
CODE
A hand tool to which screw holder tips are attached
1 HSS Screwdriver Body for manual insertion or removal of the screw into
the bone.
) LHD Driver (Long) It is used to insert or remove the screw into the
bone.
Iti i h i h
3 SHD Driver (Short) tis used to insert or remove the screw into the
bone.
Contra Angle Driver It is used to drive or remove the screw into the
4 LCD . .
(Long) bone with a motorised hand tool.
Contra Angle Driver It is used to drive or remove the screw into the
5 SCD . .
(Short) bone with a motorised hand tool.
Iti inh i f
6 SMO02 Drill ¢ 1.1 mm tis used |n. grd bones to create a pioneer bed for
the mini screw to advance comfortably.
NO PRODUCT PRODUCT NAME INTENDED USE
CODE
. A hand tool to which screw holder tips are attached
Screwdriver Handle (All . ) .
1 HSS . . for manual insertion or removal of the screw into
in One & Semioss)
the bone.
Driver Tip (Long), Semi- It is used to insert or remove the screw into the
2 LHD
Oss bone.
Driver Tip (Short), Semi- It is used to insert or remove the screw into the
3 SHD
Oss bone.
Driver Tip (Contra- It is used to drive or remove the screw into the
4 LCD . . :
angle, Long), Semi-Oss bone with a motorised hand tool.
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It is used to drive or remove the screw into the

SCD Driver Tip (Contra-
angle, Short), Semi-Oss bone with a motorised hand tool.
Drill 1.1 mm (Semi- It is used in hard bones to create a pioneer bed for
SM002 -
Oss) the mini screw to advance comfortably.
12.

8
B

Banehxaumsq“
®®os e °
L
Peoes
Tenting Screw

[ Wy L] ]

ovee
POV
POVe
OO
OO

Drill 4 Screwdriver

" GBRKIT

(Bone & Membrane Fixation Kit)

 semiOSS
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2
13.
14.
NO PRODUCT PRODUCT NAME INTENDED USE
CODE
A hand tool to which screw holder tips are attached
1 HSS Screwdriver Body for manual insertion or removal of the screw into
the bone.
) SMHD GBR Kit Driver (Long) It is used to insert or remove the screw into the
bone.
3 SMTO009 GBR Kit Driver (Short) It is used to insert or remove the screw into the
bone.
GBR Kit Contra Angle It is used to drive or remove the screw into the
4 SMTO010 . . .
Driver bone with a motorised hand tool.
Specially produced for manual insertion or removal
5 SMTO006 Pin Holder (Straight) of the screw into the bone, it acts as a holder on
the end.
Specially produced for manual insertion or removal
6 SMTO007 Pin Holder (Angled) of the screw into the bone, it acts as a holder on
the end.
7 SMTO11 GBR Kit Drill It is used |n'h'ard bones to create a pioneer bed for
the mini screw to advance comfortably.

14.1. Cihaz ile Birlikte Kullanilmak Uzere Tasarlanan Diger Cihazlarin Ve Uriinlerin Agiklamasi / Description
of other devices and products designed to be used with the device:
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Bone Fixation Screw

6 7 L] L ]

gooee
PO
POV
PO
POV

Tenting Screw

Drill 4 Screwdriver

" GBRKIT

(Bone & Membrane Fixation Kit)

 semiOSS
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NO PRODUCT PRODUCT NAME INTENDED USE
CODE
Screwdriver Handle (Al A hand tool tp WhI.Ch screw holder tips are atta_ched
1 HSS . . for manual insertion or removal of the screw into
in One & Semioss)
the bone.
Driver Tip (Long) All in It is used to insert or remove the screw into the
2 SMHD
One bone.
3 SMTO009 Driver Tip (Short) All in It is used to insert or remove the screw into the
One bone.
4 SMT010 Driver Tip (Contra- It is used to drive or remove the screw into the
angle), All in One bone with a motorised hand tool.
. . Specially produced for manual insertion or removal
5 SMTO006 Pin I-!older (Straight) (Al of the screw into the bone, it acts as a holder on
in One & MPK)
the end.
. Specially produced for manual insertion or removal
6 SMTO007 Pin Holder (Angled) (Al of the screw into the bone, it acts as a holder on
in One & MPK)
the end.
Iti inh i f
7 SMTO11 Drill @1 mm (All in One) tis used |n' ('ard bones to create a pioneer bed for
the mini screw to advance comfortably.

RISKLER VE UYARILAR / RISKS AND WARNINGS

15.1. Artik Riskler Ve istenmeyen Etkiler / Residual Risks and Unintended Effects:

Bitln risk kontrol tedbirlerinin firmamiz tarafindan uygulanmasindan ve dogrulanmasindan sonra firmamiz
tibbi cihazin sahip oldugu toplam artik risklerin risk yonetim planinda tanimlanan kriterlerin kullanimi 1si-
ginda kabul edilebilir olup olmadigina karar vermistir.

Fakat yinede yapilan klinik degerlendirme neticesinde elde edilen veriler kapsaminda muadil firmalar ve
literatlirler dogrutulusunda yan etkiler ve komplikasyonlar kullanim kilavularinda tanimlanmustir.

After the implementation and verification of all risk control measures by our company, our company de-
cided whether the total residual risks of the medical device were acceptable in the light of the use of the
criteria defined in the risk management plan.

However, within the scope of the data obtained as a result of the clinical evaluation, side effects and com-
plications are defined in the instructions for use in line with equivalent companies and literatures.

Geriye Kalan/Artik Risk: Urtinler ile ilgili olusan ya da olusabilecek olan riskler karsiliginda alinan biitiin 6n-
lemlere karsin “kabul edilebilir risk” seviyesine indirgenemeyen riskler artik risk olarak tanimlanmaktadir.
Asagida Urinlimuzin artik riskleri ile ilgili uyarilar yer almaktadir.
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Uriinimiiz tek kullanimlik olup tekrar kullaniimamasi gerekmektedir. Uriiniimiziin tekrar kullaniimasi
hastanin enfeksiyon kapmasina sebep olabilmektedir.

Tedavi sirasinda Grline bu kullanma kilavuzunda belirtilen sekilde maksimum 3 Nm degerinde yerles-
tirme torku uygulanmalidir. Aksi taktirde ug kirilabilmektedir ve implantasyon gergeklesmeyebilmekte-
dir. Buna ek olarak bu durumun olusmasina bagli olarak hasta zarar gérebilmektedir.

Urtinimaiziin raf émrii 5 yillik olarak belirlenmis olup tretimi gerceklestirdigimiz triinlerin Gzerinde yer
alan etiketlerde Griinimizin Gretim ve son kullanma tarihi bilgileri yer almaktadir. Son kullanma tarihi
gecmis Urlnun kullanilmasi sonucu hasta enfeksiyon kapabilmektedir.

Operasyon sirasinda, bu kullanma kilavuzunda yer alan “Cerrahi Teknigi” boliimine uygun olarak operas-
yonun gerceklestirilmesi gerekmektedir. Bu uyarilara uyulmadigi durumlarda vida hastanin dis kokiine
denk gelecek sekilde implante edilebilir ve bunun sonucu olarak implantasyon gerceklesmeyebilmekte-
dir. Ayrica bu durum olustugunda hasta enfeksiyon kapip zarar gérebilmektedir.

Operasyon sirasinda cerrahi komplikasyonlar gergeklesebilmektedir. Bu komplikasyonlarin olusmasi so-
nucunda hasta zarar gorebilmektedir.

Operasyon sirasinda urin komplikasyonlari gergeklesebilmektedir. Bu komplikasyonlarin olusmasi sonu-
cunda tedavi gerceklesmeyebilmektedir.

Uriinden kaynakli olarak yan etkiler olusabilmektedir. Yan etkilerin olusmasi sonucunda hasta zarar go-
rebilmektedir.

Proimtech Saghk Uriinleri A.S., bu Uriinlerin Ureticisi ve saticisi olarak, yanlis kullanim veya uygulamalar-
dan kaynaklanan, 6zellikle yonlendirilmis ve uygun olmayan islemler ve servis sonucu olusan, dogrudan
veya dolayli zararlardan sorumlu degildir. Eger yetkili olmayan kisiler onarim, tiriin degisimi veya Bilimplant
Urlnlerini diger imalatgilarin Grinleri ile birlikte kullanimini Gstlenirlerse, sonuglardan Gretici sorumlu tutu-
lamaz; ayrica garanti hakki sakhdir.

Residual / Residual Risk: Risks that cannot be reduced to the level of "acceptable risk" despite all measures

taken against the risks that occur or may occur related to the products are defined as residual risks. Below
are warnings about the residual risks of our product.

v

v

Our product is disposable and should not be reused. Re-use of our product may cause infection of the
patient.

During the treatment, a maximum insertion torque of 3 Nm should be applied to the product as speci-
fied in this manual. Otherwise, the tip may break and implantation may not be realised. In addition, the
patient may be harmed due to this situation.

The shelf life of our product is determined as 5 years and the labels on the products we produce con-
tain the production and expiry date information of our product. The patient may get an infection as a
result of using the expired product.

During the operation, the operation must be performed in accordance with the "Surgical Technique"
section in this manual. In cases where these warnings are not followed, the screw may be implanted in
such a way that it coincides with the patient's tooth root and as a result, implantation may not be reali-
sed. In addition, when this situation occurs, the patient may be infected and damaged.
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v' Surgical complications may occur during the operation. As a result of these complications, the patient

may be harmed.

v Product complications may occur during the operation. As a result of these complications, treatment
may not be realised.
v’ Side effects may occur due to the product. The patient may be harmed as a result of side effects.

Proimtech Saglik Uriinleri A.S., as the manufacturer and seller of these products, is not liable for any direct
or indirect damages resulting from misuse or improper use or application, in particular as a result of impro-
perly directed and unsuitable operations and service. If unauthorized persons undertakerepair, replace-
ment, or use of Bilimplant products in conjunction with products of other manufacturers, the manufacturer
cannot be held responsible for the consequences; furthermore, warranty rights are reserved.

Yapilan risk analizi ¢calismasinda, kullaniciya verilecek kullanim bilgileri disinda alinabilecek herhangi bir ted-
bir bulunmadigindan kabul edilebilir seviyelere ¢ekilemeyen;

In the risk analysis study, since there is no measure that can be taken other than the usage information to
be given to the user, the risk that cannot be reduced to acceptable levels;

Zarar

Tehlike

Potansiyel Neden indirgenmeme Sebebi

Ortodontik Mini Vidalar

Hastanin Enfek-
siyon Kapmasi

Biyolojik Alanlar
islevsellik
Etiketleme
Uyarilar
Kullanma Hatasli

Tek Kullanimlik

tekrar kullanimi

triinlerin muhtemel | Riskler ile ilgili Uyarilar” bashgi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir d6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik

altinda “Uriinimuiz tek kulla-
nimlik olup tekrar kullaniima-
masi gerekmektedir. Uriin{-
m{uziin tekrar kullanilmasi has-
tanin enfeksiyon kapmasina
sebep olabilmektedir.” cim-
lesi ile kullanicilara bildirilmek-
tedir.
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implantasyonun
gerceklesme-
mesi

Hastanin Zarar
Gormesi

Kullanma Hatasi
islemsel Talimatlar

masi

Asiri yanal baski uy-
gulanmasina bagli
olarak ucun kiril-

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Tedavi sirasinda
Uriine bu kullanma kilavu-
zunda belirtilen sekilde maksi-
mum 3 Nm degerinde yerles-
tirme torku uygulanmalidir.
Aksi taktirde ug kirilabilmekte-
dir ve implantasyon gercekles-
meyebilmektedir. Buna ek ola-
rak bu durumun olusmasina
bagli olarak hasta zarar gore-
bilmektedir.” cimlesi ile kulla-
nicilara bildiriimektedir.

Hastanin Enfek-
siyon Kapmasi

Etiketleme
Kullanma Hatasi

Urilin Gergeklestirme Siireci

laniimasi

Son kullanim tarihi
gecmis Grtndn kul-

feksiyon kapabilmektedir.”

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Ortinimiiziin raf
omri 5 yillik olarak belirlenmis
olup Uretimi gergeklestirdigi-
miz Urinlerin Gzerinde yer
alan etiketlerde Griinimiziin
Uretim ve son kullanma tarihi
bilgileri yer almaktadir. Son
kullanma tarihi ge¢mis Griinin
kullanilmasi sonucu hasta en-

cumlesi ile kullanicilara bildiril-
mektedir.
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implantasyonun
Gergeklesme-
mesi

Kullanma Hatasi

Vidanin hastanin dis
kokine denk gele-
cek sekilde implante
edilmesi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Operasyon sirasinda,
bu kullanma kilavuzunda yer
alan “Cerrahi Teknigi” bolu-
miine uygun olarak operasyo-
nun gercgeklestirilmesi gerek-
mektedir. Bu uyarilara uyul-
madigi durumlarda vida hasta-
nin dis kokine denk gelecek
sekilde implante edilebilir ve
bunun sonucu olarak implan-
tasyon gerceklesmeyebilmek-
tedir. Ayrica bu durum olustu-
gunda hasta enfeksiyon kapip
zarar gorebilmektedir.” clim-
lesi ile kullanicilara bildirilmek-
tedir.

Hastanin Zarar
Gormesi

Kullanma Hatasi

Vidanin hastanin dis
kokine denk gele-
cek sekilde implante
edilmesine bagl
olarak hastanin en-
feksiyon kapmasi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Operasyon sirasinda,
bu kullanma kilavuzunda yer
alan “Cerrahi Teknigi” bola-
miine uygun olarak operasyo-
nun gerceklestirilmesi gerek-
mektedir. Bu uyarilara uyul-
madigl durumlarda vida hasta-
nin dis kokine denk gelecek
sekilde implante edilebilir ve
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bunun sonucu olarak implan-
tasyon gerceklesmeyebilmek-
tedir. Ayrica bu durum olustu-
gunda hasta enfeksiyon kapip
zarar gorebilmektedir.” clim-
lesi ile kullanicilara bildirilmek-
tedir.

Hastanin Zarar
Gormesi

islemsel Talimatlar
Etiketleme

Operasyon sirasinda
cerrahi komplikas-
yonlarin gergekles-
mesi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Operasyon sirasinda
cerrahi komplikasyonlar ger-
ceklesebilmektedir. Bu komp-
likasyonlarin olusmasi sonu-
cunda hasta zarar gorebilmek-
tedir.” cimlesi ile kullanicilara
bildirilmektedir.

Tedavinin Ger-
ceklesmemesi

islemsel Talimatlar
Etiketleme

Operasyon sirasinda
Urin komplikasyon-
larinin gercekles-
mesi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” baslgi
altinda “Operasyon sirasinda
ariin komplikasyonlari gercek-
lesebilmektedir. Bu komplikas-
yonlarin olusmasi sonucunda
tedavi gerceklesmeyebilmek-
tedir.” cimlesi ile kullanicilara
bildirilmektedir.
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Hastanin Zarar
Gormesi

Uyarilar

Yan Etkilerin Olus-
masi

Belirlenen risk indirgenebildigi
minimum seviyelere indirge-
nememistir. Alinacak herhangi
bir 6nlem olmamasi nedeni ile
tarafimizdan artik risk olarak
degerlendirilecektir. Bu artik
risk tarafimizdan hazirlanan
Kullanma Kilavuzunun “Artik
Riskler ile ilgili Uyarilar” bashgi
altinda “Uriinden kaynakli ola-
rak yan etkiler olusabilmekte-
dir. Yan etkilerin olusmasi so-
nucunda hasta zarar gorebil-
mektedir.” cimlesi ile kullani-
cilara bildirilmektedir.

Damage

Hazard

Potential Cause

Reason for Non-Deductibility

Orthodontic Mini Screws

Infection of the
Patient

Biological Areas
Functionality
Labelling
Warnings
Failure to Use

Possible reuse of
single-use products

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
Regarding Residual Risks" as
"Our product is for single use
and should not be reused. Re-
use of our product may cause
the patient to become infec-
ted."
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Implantation
does not take
place

Damage to the
Patient

Failure to Use
Operational Instructions

Tip breakage due to
excessive lateral
pressure

The identified risk could not be
reduced to the minimum level.
Since there is no precaution to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
on Residual Risks" under the
heading "During treatment, a
maximum insertion torque of 3
Nm should be applied to the
product as specified in this
user manual. Otherwise, the
tip may break and implanta-
tion may not occur. In addi-
tion, the patient may be har-
med due to the occurrence of
this situation."

Infection of the
Patient

Labelling
Failure to Use
Product Realisation Process

Use of expired pro-
ducts

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described under
the heading "Warnings Regar-
ding Residual Risks" of the
User Manual prepared by us as
"The shelf life of our product is
determined as 5 years and the
labels on the products we pro-
duce contain the production
and expiry date information of
our product. The patient may
become infected as a result of
using the expired product.".
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Implantation Fai-
lure

Failure to Use

Implanting the
screw into the root
of the patient's to-
oth

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described under
the heading "Warnings Regar-
ding Residual Risks" in the User
Manual prepared by us under
the heading "During the opera-
tion, the operation must be
performed in accordance with
the "Surgical Technique" sec-
tion in this user manual. In ca-
ses where these warnings are
not followed, the screw may
be implanted in such a way
that it coincides with the pati-
ent's tooth root and as a re-
sult, implantation may not oc-
cur. In addition, when this situ-
ation occurs, the patient may
be infected and damaged.".

Damage to the
Patient

Failure to Use

Infection of the pa-
tient due to the
implantation of the
screw into the root
of the patient's to-
oth

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described under
the heading "Warnings Regar-
ding Residual Risks" in the User
Manual prepared by us under
the heading "During the opera-
tion, the operation must be
performed in accordance with
the "Surgical Technique" sec-
tion in this user manual. In ca-
ses where these warnings are
not followed, the screw may
be implanted in such a way
that it coincides with the pati-
ent's tooth root and as a re-
sult, implantation may not oc-
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cur. In addition, when this situ-
ation occurs, the patient may
be infected and damaged." is
notified to the users with the
sentence.

Damage to the
Patient

Operational Instructions
Labellinge

The occurrence of
surgical complicati-
ons during the ope-
ration

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
about Residual Risks" as "Sur-
gical complications may occur
during the operation. As a re-
sult of the occurrence of these
complications, the patient may
be harmed."

Failure to Treat

Operational Instructions
Labelling

Realisation of pro-
duct complications
during the opera-
tion

The identified risk could not be
reduced to the minimum level.
Since there are no measures to
be taken, it will be considered
as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
on Residual Risks" as "Product
complications may occur du-
ring the operation. As a result
of the occurrence of these
complications, treatment may
not be realised.".

Damage to the
Patient

Warnings

Occurrence of Side
Effects

The identified risk could not be
reduced to the minimum level.
Since there is no precaution to
be taken, it will be considered
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as a residual risk by us. This re-
sidual risk is described in the
User Manual prepared by us
under the heading "Warnings
Regarding Residual Risks" as
"Side effects may occur due to
the product. The patient may
be harmed as a result of the
occurrence of side effects.".

Riskleri tarafimizdan artik risk olarak degerlendirilmis ve tiim riskler i¢in oldugu gibi artik riskler icinde
fayda/risk analizi karsilastirmasi yapilmistir. Yapilan karsilastirma ile artik risklere ragmen Uriinimiiziin kul-

lanilabilir oldugu kararina varilmigtir.

The risks were evaluated as residual risks by us and a benefit/risk analysis comparison was made for resi-
dual risks as for all risks. With the comparison made, it has been concluded that our Product is usable des-

pite the residual risks

15.2. Uyarilar ve Onlemler / Warnings and Precautions:

¢. Ankraj Amagh Mini Vidalar igin;

v Uriin, EN 1641, EN 1642, TS EN I1SO 19023, ISO 5832-2 ve ASTM F67-13 Standardina uygun saf titanyum

(Grade 4) hammaddesinden imal edilmektedir.

v" Uriinlerimiz kullanim &ncesi kullanicilar tarafindan kullanim kilavuzlarimizda belirttigimiz parametreler

dogrultusunda gamma ile steril edildiginden urlinler steril edilinceye kadar mikrobiyolojik glivenliginin

saglanmasi adina Class 100.000 Temiz Odada el degmeden paketlenmektedir.

v' Tarafimizdan beyan edilen gamma sterilizasyon yéntemi EN 11137-1/2 Standardina uygun olarak va-

lide edilmistir.

v' Hammaddeden nihai Grtine kadar gerceklestirilen tim 6zel prosesler tarafimizdan valide edilmistir.

v’ Bitmis Grtinlerimizin biyouyumlulugu tarafsiz laboratuvarlarda EN 10993-1 Standardina uygun olarak

yaptiriimistir.

v Uriinlerimizin mekanik dayanimlarina yonelik testler tarafsiz laboratuvarlarda TS EN ISO 19023 Stan-

dardina uygun olarak yaptiriimistir.

d. Diger (GBR) Amagch Mini Vida Sistemi igin;

v Uriin, EN 1642, TS EN 1SO 19023, ISO 5832-2 ve ASTM F67-13 Standardina uygun saf titanyum (Grade

4) hammaddesinden imal edilmektedir.

v Uriinlerimiz kullanim 6ncesi kullanicilar tarafindan kullanim kilavuzlarimizda belirttigimiz parametreler

dogrultusunda Otoklav ile steril edilmelidir.
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Tarafimizdan beyan edilen otoklav ile sterilizasyon yontemi EN 17665-1 Standardina uygun olarak va-
lide edilmistir.

Hammaddeden nihai lirline kadar gergeklestirilen tim 6zel prosesler tarafimizdan valide edilmistir.
Bitmis Urlnlerimizin biyouyumlulugu tarafsiz laboratuvarlarda EN 10993-1 Standardina uygun olarak
yaptiriimistir.

Uriinlerimizin mekanik dayanimlarina yénelik testler tarafsiz laboratuvarlarda TS EN ISO 19023 Stan-
dardina uygun olarak yaptiriimistir.

c. Intermaksiller Fiksasyon (IMF) Mini Vidalar igin;

Tim IMF vidalar kendinden delmelidir. On delmeye gerek olmadigi icin dis kéklerine zarar verme riski
boylece azalir.

Uriin, EN 1642, TS EN 1SO 19023, ISO 5832-2 ve ASTM F67-13 Standardina uygun saf titanyum (Grade
4) hammaddesinden imal edilmektedir.

Uriinlerimiz kullanim dncesi kullanicilar tarafindan kullanim kilavuzlarimizda belirttigimiz parametreler
dogrultusunda kullanim 6ncesi Otoklav ile steril edilmelidir.

Tarafimizdan beyan edilen otoklav ile sterilizasyon yontemi EN 17665-1 Standardina uygun olarak va-
lide edilmistir.

Hammaddeden nihai irline kadar gerceklestirilen tiim 6zel prosesler tarafimizdan valide edilmistir.
Bitmis Urlinlerimizin biyouyumlulugu tarafsiz laboratuvarlarda EN 10993-1 Standardina uygun olarak
yaptiriimistir.

Uriinlerimizin mekanik dayanimlarina yonelik testler tarafsiz laboratuvarlarda TS EN ISO 19023 Stan-
dardina uygun olarak yaptiriimistir.

e. For Mini Screws For Anchoring Purposes;

The product is manufactured from pure titanium (Grade 4) raw material in accordance with EN 1642,
EN 1642, TS EN ISO 19023, ISO 5832-2 and ASTM F67-13 Standard.

Since our products are sterilised with gamma in accordance with the parameters specified in our user
manuals by the users before use, the products are packed untouched in Class 100,000 Clean Room in
order to ensure microbiological safety until they are sterilised.

The gamma sterilisation method declared by us has been validated in accordance with EN 11137- 1/2
Standard.

All special processes from raw materials to the final product have been validated by us.

The biocompatibility of our finished products has been carried out in impartial laboratories in accor-
dance with EN 10993-1 Standard.

Tests for the mechanical strength of our products have been carried out in impartial laboratories in ac-
cordance with TS EN ISO 19023 Standard.
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f. For Mini Screw System For Other (GBR) Purpose;

v" The product is manufactured from pure titanium (Grade 4) raw material in accordance with EN 1642,
EN 1642, TS EN ISO 19023, ISO 5832-2 and ASTM F67-13 Standard.
v Our products should be sterilised with autoclave before use by the users in accordance with the pa-

rameters specified in our user manuals.

v The autoclave sterilisation method declared by us has been validated in accordance with EN 17665- 1.

v All special processes from raw materials to the final product have been validated by us.

v The biocompatibility of our finished products has been carried out in impartial laboratories in accor-

dance with EN 10993-1 Standard.

v’ Tests for the mechanical strength of our products have been carried out in impartial laboratories in ac-

cordance with TS EN I1SO 19023 Standard.

c. For Intermxillary Fixation (IMF) Screws;

v All IMF screws are self-drilling. The risk of damaging dental roots is thus reduced as there is no need

for pre-drilling.

v The product is manufactured from pure titanium (Grade 4) raw material in accordance with EN 1642,
EN 1642, TS EN ISO 19023, I1SO 5832-2 and ASTM F67-13 Standard.
v Our products should be sterilised with autoclave before use by the users in accordance with the pa-

rameters specified in our user manuals.

v The autoclave sterilisation method declared by us has been validated in accordance with EN 17665- 1.

v All special processes from raw materials to the final product have been validated by us.

v The biocompatibility of our finished products has been carried out in impartial laboratories in accor-

dance with EN 10993-1 Standard.

v’ Tests for the mechanical strength of our products have been carried out in impartial laboratories in ac-

cordance with TS EN I1SO 19023 Standard.

15.3. Varsa, Saha Giivenligi Diizeltici Faaliyetlerinin (FSN Dahil FSCA) Bir Ozeti De Dahil Olmak Uzere, Gii-
venliligin Diger ilgili Yonleri / If Any, Other Relevant Aspects of Safety, Including a Summary of Site

Safety Corrective Actions (FSCA Including FSN),:

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

16. Klinik Degerlendirme Ozeti Ve Piyasaya Arz Sonrasi Klinik Takip (Pmcf) / Summary Of Clinical Eva-

luation And Post-Market Clinical Follow-Up (Pmcf)
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16.1. Varsa Esdeger Cihazla ilgili Klinik Verilerin Ozeti / If any, Summary of Clinical Data on the Equivalent
Device,:

For the Dental “Mini Screw” products, equivalent devices have been identified as mini implant systems that
have been widely used in clinical practice and whose performance has been well documented in the litera-
ture. The comparison demonstrated that there are no significant differences between our device and equi-
valent products in terms of technical, biological, and clinical aspects.

From a technical perspective, both devices are manufactured from titanium alloy with similar production
methods, mechanical strength properties, and the ability to maintain long-term stability under functional
loading. The screw design, implant geometry, and surface characteristics are designed at an equivalent le-
vel to support reliable stability.

From a biological perspective, both our device and equivalent mini implant systems are composed of inert
and biocompatible materials suitable for long-term contact with bone and soft tissue. Neither device con-
tains human, animal, or blood-derived components, and neither exhibits release or absorption characteris-
tics. Therefore, there are no differences in terms of biological profile.

From a clinical perspective, mini implant systems are considered a “Well-Established Technology (WET)".
Long-term clinical evidence in the literature demonstrates their safety and effectiveness in applications
such as prosthetic stabilization, orthodontic anchorage, and specific prosthetic rehabilitations. Available
studies confirm that our device achieves comparable success rates, complication profiles, and patient satis-
faction to equivalent products. Furthermore, post-market surveillance (PMS) data also support this equiva-
lence.

In conclusion, our device is considered equivalent to other mini implant systems in terms of technical, bio-
logical, and clinical parameters, and is clinically acceptable regarding safety and performance.

16.2. 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::

Uriinimiiz, uzun yillardir klinik uygulamalarda yaygin olarak kullanilmasi ve giivenlik ile performansinin kap-
samli sekilde belgelenmis olmasi nedeniyle “Well-Established Technology (WET)” kapsaminda degerlendi-
rilmektedir. Bu nedenle, cihazimizin klinik degerlendirmesi literatir 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 yiirutiilmiis 6zel bir klinik arastirma bulunmamaktadir. Bunun yerine, mevcut klinik kanit; uzun dé-
nem pazar deneyimi, yayinlanmis bilimsel literatiir ve esdeger cihaz verilerinden saglanmakta olup, cihazin
glvenlik, biyouyumluluk ve performansini yeterli diizeyde ortaya koymaktadir.

Our product is considered "Well-Established Technology (WET)" because it has been widely used in clinical
applications for many years and its safety and performance have been extensively documented. Due to the
long history of use and extensive available clinical data, the device is supported by literature, post-market
surveillance (PMS) activities, and equivalence to recognized implant systems such as Straumann®.
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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.

16.3. Varsa, Diger Kaynaklardan Elde Edilen Klinik Verilerin Ozeti / Summary of Clinical Data Obtained from
Other Sources, If Available:

Cihazin klinik givenlik 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 donem klinik deneyimlerden de elde edilmistir. Bu kaynaklar, cihazin pi-
yasaya sunulmasindan itibaren giivenli ve etkin sekilde kullanildigini gostermektedir. Ayrica, esdeger cihaz
olan Straumann® dental Mini Vidalarin literatlirde belgelenmis uzun dénem klinik basarilari, cihazin gliven-
lik 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 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
(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 mini
screws, 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.

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

Dental Mini Vida sistemleri, 6zellikle protez stabilizasyonu ve ortodontik ankraj gibi klinik uygulamalarda
uzun siredir kullanilan, kiiciik capli implant ¢dziimleridir. Uriinimiiz icin yapilan klinik degerlendirmelerde;
mevcut literatiir, esdeger mini implant sistemleriyle yapilan karsilastirmalar ve pazara sunum sonrasi gbze-
tim (PMS) faaliyetleri dikkate alinmistir. Bu veriler, cihazin amaclanan kullanim alanlarinda givenli ve etkili
sekilde calistigini ve dis hekimligi uygulamalarinda beklenen klinik faydayi sagladigini ortaya koymaktadir.
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Teknik ve biyolojik 6zellikler bakimindan cihaz, titanyum alagimindan uretilmis olup biyouyumlu, inert bir
yapiya sahiptir. Uriiniin kii¢iik capi ve tasarimi, minimal invaziv prosediirlerle uygulanmasina ve klinik kulla-
nimda hizli bir sekilde stabilite kazanmasina olanak saglamaktadir. Raporlanan klinik bulgular, cihazin fonk-
siyonel ylik altinda glivenilir performans sergiledigini, hasta memnuniyetine katkida bulundugunu ve komp-
likasyon oranlarinin kabul edilebilir dizeyde kaldigini gostermektedir.

Post-market gozetim faaliyetleri kapsaminda elde edilen geri bildirimler, cihazin glivenlilik profilinin olumlu
oldugunu ve advers olaylarin disilik seviyede gergeklestigini dogrulamaktadir. Literatiir ve esdeger cihaz
verileri ile desteklenen bu sonuglar, cihazin “Well-Established Technology (WET)” kapsaminda degerlendi-
rilebilecegini ortaya koymaktadir.

Sonug olarak, Mini Vida diriinleri icin yapilan klinik performans ve glvenlilik degerlendirmesi; MDR’de ta-
nimlanan Genel Givenlik ve Performans Gerekliliklerini (GSPR) karsiladigini, hastalarda fonksiyonel iyilesme
ve yasam kalitesinde artis sagladigini ve rezidiel risklerin kabul edilebilir seviyede oldugunu teyit etmekte-
dir.

Dental Mini Screw (Mini Vida) systems are small-diameter implant solutions that have been widely used
for many years, particularly in clinical applications such as prosthetic stabilization and orthodontic ancho-
rage. The clinical evaluation of our product has been based on available literature, comparisons with equi-
valent mini implant systems, and post-market surveillance (PMS) activities. These data demonstrate that
the device performs safely and effectively within its intended use and provides the expected clinical bene-
fits in dental practice.

From a technical and biological perspective, the device is manufactured from titanium alloy, offering an
inert and biocompatible structure. Its small diameter and specific design allow for minimally invasive proce-
dures and facilitate rapid stabilization in clinical use. Reported clinical findings show that the device deli-
vers reliable performance under functional loading, contributes to patient satisfaction, and maintains
complication rates within an acceptable range.

Post-market surveillance activities have confirmed the favorable safety profile of the device, with adverse
events reported at a low frequency. Supported by literature and equivalent device data, these results indi-
cate that the device can be considered a Well-Established Technology (WET).

In conclusion, the clinical performance and safety evaluation of Mini Vida products confirms compliance
with the General Safety and Performance Requirements (GSPR) defined under the MDR. The device has
been shown to ensure functional improvement, enhance patient quality of life, and provide long-term reli-
ability, while residual risks remain within an acceptable level.

16.5. 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 yiritilmektedir. Bu kapsamda hazirlanan PMCF Plani ile cihazin
klinik faydalarinin teyit edilmesi, yeni veya 6ngorilmeyen yan etkilerin tespit edilmesi, bilinen yan etkilerin ve kont-
rendikasyonlarin izlenmesi, gercek klinik kanitlara dayali olarak yeni risklerin degerlendirilmesi ve cihazin fayda/risk
dengesinin siirekliliginin saglanmasi hedeflenmektedir.

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

Bu faaliyetler dogrultusunda hazirlanmis PMCF Raporu, cihazin giivenlilik ve performansina iliskin gtincel bulgulari
ortaya koymustur. Rapor sonucunda elde edilen veriler, cihazin klinik kullanimda 6ngorulen basariyi sagladigini, ad-
vers olaylarin distk oranda gercgeklestigini ve risklerin kabul edilebilir diizeyde oldugunu gostermistir.

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

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.

17.0LASI TANI VEYA TEDAVI ALTERNATIFLERI / POSSIBLE DIAGNOSIS OR TREATMENT AL-
TERNATIVES

Mini vida sistemlerine alternatif olarak gesitli tedavi yéntemleri ve cihaz segenekleri bulunmaktadir. Dis ka-
yiplarinin tedavisinde geleneksel ¢api daha biiyiik dental implantlar, uygun kemik hacmine sahip hasta-
larda yaygin olarak kullanilan bir alternatiftir. Bunun yani sira, gikarilabilir tam veya parsiyel protezler de
klasik bir secenek olmakla birlikte, genellikle stabilite sorunlari ve hasta konforunda azalma ile iliskilendiril-
mektedir. Ortodontik uygulamalarda ise mini vidalara alternatif olarak ekstraoral ankraj cihazlari, hareketli
apareyler veya daha geleneksel ortodontik tedavi yontemleri kullanilabilmektedir. Ancak bu yontemler ge-
nellikle daha invaziv prosediirler, daha uzun tedavi sireleri veya hasta uyumunu olumsuz etkileyebilecek ek
aparatlar gerektirmektedir.
Materyal ve yiizey kaplamalari acisindan da alternatifler mevcuttur. Mini vidalar cogunlukla titanyum veya
titanyum alagimindan dretilirken, bazi Greticiler titanyum-zirkonya alasimi gibi alternatif materyalleri ter-
cih edebilmektedir. Ayrica implant ylizeyinde kumlama, asitleme, plazma sprey kaplama veya hidroksia-
patit kaplama gibi farkl ylizey modifikasyon teknikleri uygulanabilmektedir. Bu farkhliklarin amaci, implan-
tin biyouyumlulugunu artirmak, kemikle mekanik tutunmayi gliclendirmek veya iyilesme siiresini kisaltmak-
tir.
Sonug olarak, mini vidalara alternatif tedavi yontemleri ve materyal/kaplama farklliklari mevcut olmakla
birlikte, mini vidalarin minimal invaziv uygulama kolayligi, hizli stabilizasyon saglamasi ve klinik basari
oranlarinin yiiksekligi sebebiyle 6zellikle ortodontik ankraj ve protetik stabilizasyon amaciyla glinimiizde
tercih edilen givenilir bir secenek oldugu kabul edilmektedir.
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There are several alternative treatment methods and device options to mini screw systems. In the treat-
ment of tooth loss, conventional larger-diameter dental implants are widely used in patients with suffici-
ent bone volume. In addition, removable full or partial dentures are a classical option, although they are
often associated with stability issues and reduced patient comfort. In orthodontic applications, alternatives
to mini screws include extraoral anchorage devices, removable appliances, or more traditional orthodontic
treatment methods. However, these approaches usually require more invasive procedures, longer treat-
ment times, or additional appliances that may negatively impact patient compliance.

In terms of materials and surface coatings, alternatives are also available. While mini screws are most com-
monly manufactured from titanium or titanium alloys, some manufacturers prefer alternative materials
such as titanium-zirconium alloys. Furthermore, different surface modification techniques may be applied,
including sandblasting, acid etching, plasma-sprayed coatings, or hydroxyapatite coatings. These variati-
ons are intended to enhance biocompatibility, improve mechanical fixation with the bone, or shorten the
healing period.

In conclusion, although alternative treatment methods and material/coating differences exist, mini screws
are considered a reliable option due to their minimally invasive application, ability to achieve rapid stabi-
lization, and high clinical success rates. They are especially preferred in cases requiring orthodontic ancho-
rage and prosthetic stabilization.

ONERILEN KULLANICI PROFiLi VE EGiTiM / PROPOSED USER PROFILE AND TRAINING
No spesific training is required to use these products , but users of these products;

» Product application includes suitable bone substrate preparation (GBR), dental and skeletal jaw de-
formities and trauma procedures for dental implant application. Such applications should be carried
out by dentists who have received the necessary training in this field.

Must have experience in screw placement.

Attention should be high during the procedure.

Should have knowledge about the use of products.

The information given in this user manual is not sufficient to apply screw systems and related com-

ponents.
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GUVENLILIK VE KLiNiK PERFORMANS OZETi/SSCP
SUMMARY OF SAFETY AND CLINICAL PERFORMANCE/SSCP

Dokiiman Revizyonu / Document Revision:
Diizenlenme Tarihi / Date Organised:

Bu guivenlilik ve klinik performans 6zeti (SSCP), cihazin giuivenliliginin ve klinik performansinin temel yonleri-
nin giincellenmis 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 béliminde yer almaktadir.

SSCP, tibbi bir durumun tedavisi hakkinda genel tavsiyeler vermeyi amaglamamaktadir. Tibbi durumunuz
hakkinda veya cihazin durumunuzda kullanimi hakkinda sorulariniz olmasi durumunda litfen saglik profes-
yoneliniz ile iletisime gecin. Bu SSCP, cihazin glivenli kullanimi hakkinda bilgi vermek lizere, bir implant karti
veya kullanim talimatlarinin yerini almak Gzere tasarlanmamistir.

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 information presented
below is intended for patients or lay persons. A more comprehensive summary of the safety and clinical
performance of the device for healthcare professionals is included in the first section of this document.

The SSCP is not intended to provide general advice on the treatment of a medical condition. If you have any
guestions about your medical condition or the use of the device in your condition, please contact your he-
althcare professional. This SSCP is not intended to replace an implant card or instructions for use to provide
information on the safe use of the device.
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