Med:Solaris

DENTAL IMPLANTS UNIVERSE:

MEDISOLARIS Dental implant Sistemi Kullanim Kilavuzu
1-) DENTAL iMPLANTLARI

Medisolaris (VENUSCON) Dental implant ve Ust Yapilari MEDISOLARIS Saglik Hizmetleri San. Tic. Ltd. Sti. tarafindan Uretilmekte
olup dis eksikliginin tedavisi icin alt veya Ust ¢ene kemigine cerrahi yontem ile yerlestirilir ve restorasyonlar i¢in sabit bir temel
saglayarak dis kokiniin ikamesi islevini goriir veya onun yerine gecer. VENUSCON Dental implantlar, kemik seviyeli dis
implantlaridir. 1ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden iretilir . Veniiscon Dental implantlar igin hedef kullanicilar dis
hekimleridir.

Ust yapilar; tamamen dissiz veya parcali dissiz hastalarda, Dental implant ile kullanilan alt ve/veya iistcenede kron, képrii veya (st
yapilari desteklemek i¢in kullanilan parcalardir.

Medisolaris trinlerinin, belirtilen kullanim amaci disinda kullanilmamasi tavsiye edilir.

Medisolaris Dental implant Temel &lciileri :

Veniiscon serisi implant icin:

Uzunluk:6/8/10/11.5/13 /16 mm
Cap:3.2/3.7/4.3/5.0mm

Uzunluk
Cap 6 mm 8 mm 10 mm 11.5 mm 13 mm 16 mm
?3.2 YOK VAR VAR VAR VAR VAR
?3.7 VAR VAR VAR VAR VAR VAR
@43 VAR VAR VAR VAR VAR VAR
@5.0 VAR VAR VAR VAR VAR VAR

1.a Uyan: Burada sunulan bilgiler, Medisolaris Dental implant Sisteminin derhal uygulanmasi igin yeterli degildir. Kullanicinin;
yasal olarak cerrahi operasyon yapabilecek yeterlilikte olmasi ve kullanim 6ncesi oral implantasyon alaninda ileri egitim ve sistem
parcalari hakkinda detayli bilgi edinmesi gerekmektedir.

1.bYasal Sorumluluk Agiklamasi: Bu Grinin kullanimi sadece son kullanicinin sorumlulugundadir. Bu Griiniin hatali
kullanilmasi, anormal kullanim (dikkatsiz kullanim, sabotaj ve givenlikle ilgili bilgilerin g6z ardi edilmesi), bu kullanim kilavuzuna
uyulmamasi durumunda meydana gelebilecek kayip ve zarara iligskin hig bir yikimlilik Gstlenilmemektedir. Bu sistem sadece
orijinal Medisolaris Dental parcalari ile kullanilabilir. Uglincii parti pargalarinin kullanilmasi Medisolaris Saglik Hizmetleri A.S.
drunlerini etkisiz kilar.

1.c Telif Hakki ve Patent: Medisolaris Dental implanta ait logolar korunmus patentlerdir ve sadece Medisolaris Saglik
Hizmetleri A.S. sahipligindedir. Bu isaretlerin herhangi bir sekilde kullanilmasi yasaklanmistir ve kullanimi halinde Tirkiye ve
uluslararasi hukuk dahilinde sorusturmaya tabidir.

1.dEgitim: Dental implant tedavisi karmasik cerrahi ve restoratif islemler icermektedir. Bu tir uygulamalar bu alanda gerekli
egitimi almis dis hekimleri tarafindan gerceklestiriimelidir. Yetersiz egitim cerrahi ve prostetik komplikasyonlara yol agarak,
implantin ve restorasyonun basarisizligina sebep olur.

1l.e Hasta Popiilasyonu: Kemik gelisimi tamamlanmis olan (18 yas ve lzeri), Hamile olmayan, puberte déneminde olmayan,
emzirme déneminde olmayan, implant bolgesinde sert veya yumusak doku patolojisi olmayan, aktif periodontal enfeksiyonu veya
tedavi edilmemis periodontitis bulunmayan, Periodontal tedavi sonrasi iyi oral hijyen, iyi tedavi yaniti, sigara icmeyen, sistemik
olarak saglkli, stabil olmayan endokrin hastaligi (6rn. diyabet) olmayan, Lokal inflamasyon veya mukozal hastalik (6rn. liken
planus) olmayan, Osteoporoz olmayan, immiinsiipresif hastaligi olmayan, Kanser tedavisi gerektiren durumda olmayan
(kemoterapi/radyoterapi/anti-rezorptif ilag), Edinsel veya kalitsal pihtilasma bozuklugu olmayan, IV bazli bifosfonat
kullanmamis/kullanmayab, Alkol ve uyusturucu bagimlilig olmayan, Titanyum ve paslanmaz celige karsi alerji oykislu olmayan,
Sistemik hastalik nedeniyle dizenli ilag kullanimi gerekmeyen, Zihinsel gelisim bozuklugu olmayan, Yakin zamanda miyokard
infarktlisi veya serebrovaskiler olay gecirmemis hastalar

1.f Hammadde ve igerik: implantlar ve {styapilar ISO 5832-3 TI6GAL4V ELI / GRADE23’ den, cerrahi el aletleri 1.4116, el
aletleri 1.4057 Paslanmaz Celikten iretilmistir. Medisolaris Dental implantin yiizey mikro yapisi, osseointegrasyon, Ra degerleri
2.0-2.5 um elde edilmesi icin Hidroksiapatit ve trikalsiyum fosfat’dan olusan kumlama ve passivasyon SBM yontemiyle ylzeyi
parizlendirilmistir.

1.2 Medisolaris implantlarin Kullanim Endikasyonlari:



Cihazlar tam ve kismi dissizlik durumlarinda endikedir

1.h Kontrendikasyonlari:

v" Kontrendikasyon
v" Kemik gelisimi tamamlanmamis olanlar (18 yas alti)

v" Hamile, puberte déneminde veya emzirme déneminde
olanlar

v Iimplant bélgesinde sert veya yumusak doku patolojisi
bulunanlar

v/ Aktif periodontal enfeksiyonu veya tedavi edilmemis
periodontitis bulunanlar

v" Periodontal tedavi sonrasi kétii oral hijyen, yetersiz tedavi
yaniti, sigara kullanimi veya sistemik hastaligi olanlar

v/ Stabil olmayan endokrin hastaligi olan

v' Liken planus gibi lokal inflamasyon veya mukozal hastalig
olan

v' Osteoporoz tanisi olanlar

v Imminsipresif hastaligi bulunanlar

v' Kemoterapi, radyoterapi veya anti-rezorptif tedavi gerektiren
kanser hastalar

v' Edinsel veya kalitsal pihtilagsma bozuklugu olanlar

v' IV bifosfonat kullanmig veya kullanmakta olan

v" Alkol veya uyusturucu bagimulg bulunanlar

v' Titanyum veya paslanmaz gelige karsi alerji 6ykisu bulunanlar

v' Sistemik hastalik nedeniyle diizenli ilag kullanimi gerektiren
hastalar

v' Az hijyenini sirdirme yetenegini engelleyen zihinsel gelisim
bozuklugu bulunanlar

v' Yakin zamanda miyokard infaktiirs ve serebrovaskiler olay
gecirmis hastalar

1.i Artik Riskler :

e Hastanin aci / agri duymasi

o Parestezi olugsmasi

e Besinin ¢ignenmesinde zorluk yaganmasi

e Kemik rezorbsiyonu

o Enfeksiyon olusumu,

o Kemik nekrozunun olugmasi

e Enfeksiyonun yayilmasi

Komsu diste hasar olusmasi

o implant veya listyapinin sekil degistirmesi veya kirilmasi

implantin mobillesmesi, gevsemesi veya ge¢ ossentegrasyon yada
saglanamamasi

e Perforasyon olusumu

e Protezin yapilamamasi

e Dis kaybi ve cerrahi operasyona ihtiya¢ duymasi

e Hava embolisi

e Hastada patolojik durum olusmasi

o Sinir hasarlari sonucu hastada uyusma, his kaybi ve hassasiyet meydana
gelmesi

o Hastanin estetik kaygi duymasi

o Stabilite kaybi

e Hastanin fonetik kaygi duymasi

o Primer stabilitenin saglanamamasi

e Hasta memnuniyetsizligi

e Mandibular fraktiir

e Hastanin implant bélgesinde kanamanin fazla olmasi

e Hematom olusumu

e Hastanin solunum yolunun tikanmasi

e Komsu disin canhligini yitirmesi

e Hastanin yasam kalitesinde disus

o Maksiller Sinlis Perforasyonu

o impant — abutment arasina baska bir madde sikismasi

e Peri implanter mukozitis

o implant bolgesinde morarma gorilmesi

e Postoperatif yumusak doku komplikasyonlari

o implant bélgesinde ddem olusmasi

e Bunlarin disinda, ¢ivi gevsemesi, catlamasi implant catlag, abutment

gevsemesi gibi mekanik komplikasyonlar da olusabilmektedir.

o implantin fail olmasi (kaybedilmesi)

o Uriiniin kullanilamamasi veya hatali kullaniimasi

o implant bélgesinde sislik olusmasi

o Alerjik reaksiyon

o implant bolgesinde eksiida

o Toksik etki

e Kanserojen Etki

e Yara Agilmasi

1.j Olasi Yan Etkiler:

e Hastanin aci / agri duymasi

Parestezi olugsmasi

e Besinin ¢ignenmesinde zorluk yaganmasi

o Kemik rezorbsiyonu

o Enfeksiyon olusumu,

Kemik nekrozunun olugmasi

o Enfeksiyonun yayilmasi

e Komsu diste hasar olugsmasi

e implant veya listyapinin sekil degistirmesi veya kirilmasi

¢ implantin mobillesmesi, gevsemesi veya ge¢ ossentegrasyon yada
saglanamamasi

e Perforasyon olusumu

Protezin yapilamamasi




e Dis kaybi ve cerrahi operasyona ihtiya¢ duymasi e Hava embolisi

e Hastada patolojik durum olusmasi e Sinir hasarlari sonucu hastada uyusma, his kaybi ve hassasiyet meydana
gelmesi

e Hastanin estetik kaygi duymasi o Stabilite kaybi

e Hastanin fonetik kaygi duymasi e Primer stabilitenin saglanamamasi

Mandibular fraktir

e Hasta memnuniyetsizligi

e Hastanin implant bélgesinde kanamanin fazla olmasi e Hematom olusumu

e Hastanin solunum yolunun tikanmasi e Komsu disin canhhgini yitirmesi

e Hastanin yasam kalitesinde disls e Maksiller Sinls Perforasyonu

o implant — abutment arasina baska bir madde sikismasi e Peri implanter mukozitis

o implant bolgesinde morarma gorilmesi e Postoperatif yumusak doku komplikasyonlari

o implant bélgesinde 6dem olusmasi e Bunlarin disinda, ¢ivi gevsemesi, catlamasi implant c¢atlagi, abutment
gevsemesi gibi mekanik komplikasyonlar da olusabilmektedir.

o implantin fail olmasi (kaybedilmesi) o Uriiniin kullanilamamasi veya hatali kullanilmasi

o implant bdlgesinde sislik olusmasi o Alerjik reaksiyon

o implant bolgesinde eksiida o Toksik etki

e Kanserojen Etki e Yara Agilmasi

1.k implantlarin Agiz igerisindeki Yerlesim Konfigiirasyonu : Disin kendisi ve kokiinin cap olarak kigiik
olmasindan dolayi alveolar kretin daha ince oldugu bolgelere kiiclik capli implantlar yerlestirilir. Alveolar krete
implant yerlestirildikten sonra implantin etrafinda bukko-lingualve mezio-distal yénden en az iki mm kemik
mesafesi kalmali. Bu iki mm mesafe implantin kullanimi esnasinda implanta gerekli destegi saglamaktadir.
Venuscon serisi implantlarda; narrow platforma sahip olan 3,2 mm capli implantlar yandaki koyu renkle

isaretli bolgeye yerlestirilmesi onerilir. Agiz yapisina iliskin gorsel, 1ISO 3950 standardinda tanimlanan dis ve
agiz bolgelerinin numaralandirma ve adlandirma sistemine uygun olarak hazirlanmistir. 1ISO 3950 dis ve agiz
bolgelerinin numaralandirma ve adlandirmasi asagidaki gorsel ile verilmistir. Yandaki gorselde koyu renk ile
isaretlenen bolgeler, implantlarin ISO 3950 standardina gore Ust ¢cenede 12 ve 22 numarali dislerde, alt ¢genede ise 42,
41, 31 ve 32 numarah dislerde kullanilmasinin tavsiye edildigi alanlar gostermektedir. Kemik gelisimi
tamamlanmamis bireylerde (18 yas alti) ve stt dislerinin bulundugu durumlarda kullaniimasi tavsiye edilmez.

Right 00 Left o cavity
01 Maxillary area
10 20 Quadrant
03 04 05 Sextant

18 17 16 15 14 (13 12 11|21 22 23 24 25 26 27 28 Ppermanentteeth

55 54 53 52 51|61 62 63 64 65 Declduous teeth
85 B84 83 82 81|71 72 73 74 75 Declduous teeth

48 47 46 45 44 1 43 42 41 | 31 32 33 34 35 36 37 38 Permanent teeth

08 07 06 Sextant
40 30 Quadrant
02 Mandibular area

Kullanilacak implant boylarina hastanin kemik yapisina uygun olarak hekim tarafindan karar verilmesi tavsiye edilir.
Medisolaris Dental implantlar tiim kemik tipleri icin kullanilabilir. Bu bolgelere yerlestirilen implantlar asagidaki gibidir.

URUN KODU | URUN ADI URUN KODU | URUN ADI

SLV 3208 Veniiscon implant #3.2 mm L:8 mm Platform 3.0mm SLV 3213 Veniiscon implant 33.2 mm L:13 mm Platform 3.0 mm
SLV 3210 Veniiscon implant $3.2 mm L:10 mm Platform3.0mm SLV 3216 Veniiscon implant $3.2 mm L:16 mm Platform 3.0 mm
SLV 3211 Veniiscon implant $3.2 mm L:11.5 mm Platform3.0 mm

Ayni sekilde dis ve kemik ¢apinin kalin oldugu yani birden fazla kdke sahip dislerin oldugu alanlarda da genis capli
implantlar kullanilmaktadir. Cigneme yerine i1sirma kuvvetinin oldugu alt ve Ust ¢cene keser dislerin oldugu bolgeye
genis capl implant vyerlestirilir. Medisolaris implantlarda; regular platforma sahip olan Veniiscon ©3,7/4,3/5.0
implantlar, yandaki koyu renkle isaretli bolgeye yerlestirilmesi onerilir. Yukarida verilen ISO 3950 dis ve agiz
boélgelerinin numaralandirma ve adlandirmasi sistemine gore; yanda yer alan gorselde koyu renk ile isaretlenen
bolgeler, implantlarin Gst cenede 18, 17, 16, 15, 14, 13, 11, 21, 23, 24, 25, 26, 27, 28 numaral dislerde; alt cenede
ise 48, 47, 46, 45, 44, 43, 33, 34, 35, 36, 37, 38 numaral dislerde kullaniimasinin tavsiye edildigi alanlari gostermektedir.




Kemik gelisimi tamamlanmamis bireylerde (18 yas alti) ve sit dislerinin bulundugu durumlarda kullaniimasi tavsiye
edilmez. Kullanilacak implant boylarina, hastanin kemik yapisina uygun olarak hekim tarafindan karar verilmesi tavsiye
edilir. Medisolaris Dental implantlar tiim kemik tipleri icin kullanilabilir. Bu bélgelere yerlestirilen implantlar asagidaki

gibidir.
URUN KODU URUN ADI URUN KODU URUN ADI
SLV 3706 Veniiscon implant @3.7mm L:6mm Platform 3.0mm SLV 4306 Veniiscon implant @4.3mm L:6mm Platform 3.0mm
SLV 3708 Veniiscon implant @3.7mm L:83mm Platform 3.0mm SLV 4308 Veniiscon implant @4.3mm L:83mm Platform 3.0mm
SLV 3710 Veniiscon implant @3.7mmL:11.5mmPlatform3.0mm SLV 4310 Veniiscon implant @4.3mm L:10mm Platform 3.0mm
SLV 3711 Veniiscon implant @3.7mm L:11.5mmPlatform3.0mm SLV 4311 Veniiscon implant@4.3 mm L:11mm Platform 3.0mm
SLV 3713 Veniiscon implant@3.7mm L:13mm Platform3.0 mm SLV 4313 Veniiscon implant @4.3mm L:13mm Platform3.0mm
SLV 3716 Veniiscon implant@3.7mm L:16mm Platform 3.0mm SLV 4316 Veniiscon implant@4.3mm L:1 mm Platform 3.0mm
SLV 5006 Veniiscon implant@5.0mm L:6mm Platform 3.0mm SLV 5011 Veniiscon implant@5.0mm L:11.5mmpPlatform3.0mm
SLV 5008 Veniiscon implant@5.0mm L:8mm Platform 3.0mm SLV 5013 Veniiscon implant@5.0mm L:13mm Platform3.0mm
SLV 5010 Veniiscon implant@5.0mm L:10mm Platform 3.0mm SLV 5016 Veniiscon implant@5.0mm L:16mm Platform3.0mm
1. Paketleme ve Sterilizasyon: Medisolaris Dental implantlari, Kapaklar ile birlikte steril olarak paketlenmistir. Uriinler

tek kullanimliktir. Paketleme sonrasi implantlarin sterilizasyonu igin gamma radyasyon kullanilmaktadir. Mihirla paketleme
sayesinde implantlarin dis ortamlardan etkilenmesi 6nlenmistir. Uygun saklama kosullari igin sicaklik 18-28°C ve nem %40-60
araliginda olmalidir. Sterilizasyon paket Uzerindeki etikette belirtilen son kullanma siiresine kadar gecerlidir. Bozulmus steril
paketlerdeki implantlar kullanilmamalidir. Kontamine olmus implantlar tekrar sterilize edilemez. implantlarin yeniden
kullanilmasi klinik basarisizliga ve enfeksiyona, implantlarin osseentegrasyonunun saglanamamasi, kemik kaybi ve bitisik yapilara
hasar dahil bunlarla sinirli olmayan komplikasyonlara neden olabilir. implant yiizeyine elle dokunulmamaya calisiimalidir, zira bu
onun yizey 0Ozelliklerini bozabilir. Diger tim Ust yapi ve el aletleri otoklav ile sterilize edilerek kullaniimalidir. Tavsiye edilen
otoklavda steril etme parametreleri igin Ust yapi bélimiine ve MKK.02 Cerrahi El Aletleri Kullanim Kilavuzuna bakiniz. Ambalaji
hasar gormus trlnd kullanmayiniz.

implant tiip kapaklarinin Gizerinde yer alan cap etiketleri implant caplarina gére renk kodlari ile ayriimistir.

@ 3.2 — Turkuaz @ 3.7 - Yesil @ 4.3 —Mor @ 5.0 —Sari

1.m Raf Omrii: Son kullanma tarihi her implant paketinin tizerinde acik¢a belirtilmistir.

1.n Tedavi Planlamasi: Kapsamli hasta muayenesi, operasyon oncesi goriintiileme, operasyon 6ncesi teshis ve tedavi
planlamasi implant tedavisinden énce yapilmalidir. implant icin gerekli kemik yogunlugu saglanamayan hastalarda uygulama
yapmadan once kemik yogunlugunu arttirmak icin ileri cerrahi tekniklerle kemik yiikseltme islemlerine miracaat edilmesi, daha
sonra uygulama yapilmasi tavsiye edilmektedir. Yetersiz planlama ve degerlendirme implant komplikasyonlarina, hatta implantin
basarisiz olmasina neden olabilir.

1.0 Cerrahi Bdlgenin Hazirlanmasi: implant bélgesinin hazirlanmasi, Medisolaris Dental cerrahi setindeki cerrahi driller ile
yapilmahdir. Delme islem hizina, kemigin sertlik derecesine gére hekim tarafindan karar verilmelidir. Delme islemi bol irrigasyon
altinda gergeklestirilmelidir. Kemigin ¢ok isinmasinin énlenmesine dikkat edilmelidir. Kemik sicakliginin, st sinir olan 47 C° yi
gecmemesi gerekmektedir. Keskinligini yitirmis cerrahi drillerin kullanilmasindan kaginilmahdir. Zira bunlar kemikte gereksiz bir
travmaya neden olabilir. Kullanilacak olan implant ¢apina gére delme siralamasinin takip edilmesi 6nerilir. Cerrahi operasyon ile
ilgili detayh bilgi icin MKK.02 Cerrahi El Aletleri Kullanma Kilavuzuna bakiniz.

1.p implantlarin Cerrahi Olarak Yerlestirilmesi: implantin boyunu ve capini, iiriin etiketinden kontrol ediniz. Ambalajin
icine konulmus (3 adet) etiketi hastanin dosyasina yapistiriniz. Kontrolli bir ortamda dis karton paketi aciniz ve termoformlu
ambalaji ¢ikariniz. Termoformun Uzerinde bulunan tyvek kagidini acarak steril tiipl cerrahi alana bosaltiniz. implant tlpu tek
béliimden olusmaktadir: implant tiipiinii Ustteki kapagi cevirerek aciniz. implanti cerrahi olarak hazirlanmis implant yuvasina
tasimak icin, setteki implant tasiyicisini kullaniniz. implanti yerlestirmek igin sette bulunan rasetler veya fizyodispenser
kullanilmalidir. Medisolaris Kapaklar 1.25 mm hex anahtari yardimiyla kapatilmalidir. Kapaklar ve iyilesme basliklari elle tork
edilmelidir.

Tavsiye Edilen Tork Degerleri

YAPILACAK iSLEM TAVSIYE EDILEN TORK DEGERiI | YAPILACAK iSLEM TAVSIYE EDILEN TORK DEGERI
implantlarin Yerlestirilmesi 35-40 Ncm Vida Veniiscon 30 Ncm
iyilesme Bashgi 15 Ncm Multi-Unit okluzal 20 Ncm
Kapak 15 Ncm Kendinden Vidali Abutmentlar | 30 Ncm

Detayl Bilgi icin MKK.02 Cerrahi Kullanim Kilavuzuna bakiniz. *700 Rom’de kullanilmasi tavsiye edilir.




1.q Medisolaris Dental implantlarinin iyilesme Siireci: Genel olarak implantlar hastanin kemik kalitesi, tipi ve genel saglik
durumuna bagli olmak Uizere 2 -4 ay arasi iyilesmeye birakilmalidir. immediat yiikleme dogru vaka segimi ve literatiirde kabul
edilmis immediat yikleme protokollerine bagh kalinmak kosulu ile gergeklestirilebilir. Eger immediat yikleme yapilacaksa,
okluzyon ortami kontrol edilmelidir. Birden ¢ok implant varsa, splintlenmelidir ve tam dissizlik durumlarinda mandibulada en az
4, maksillada 6 implant birbirine protezle baglanmalidir. Kemik anatomisine bagh olarak uygun sayida, capta ve boyda implant
yerlestirilmelidir.

1.r implantin Yerlestirilmesi Sonrasinda Hastaya iletilmesi Gereken Bilgiler

Hastalarin yasam boyu implantlarini korumak igin, dental implant cerrahisi sonrasi asagida verilen talimatlara uymasi
onemlidir. Detayli bilgi icin MKK.04 Hasta Egitim Brosiiri{i’ne bakiniz. Operasyon sonrasinda hastalara verilmesi tavsiye
edilir.

Dental implant cerrahi tedavisinde, Gst cenede en az 4 ay alt ¢ene de en az 3 ay implantin ¢gene kemigi ile kaynasmasi
beklenmesi tavsiye edilir.

1. Dental implant yerlestirildikten sonra hasta biraz agri ve rahatsizlik hissedecektir. Agri seviyesi genellikle hafiftir.
Ameliyattan sonra dis hekimi agri kesici recete edebilir. Agri kesicilerle, agri kontrol altina alinabilir. Bunlar 2 giin
boyunca dizenli olarak alinmalidir. Lokal anestezinin etkisi gegmeden once ilk doz agr kesicinin alinmasi gerekir. Agri
birkag glin icerisinde azalmaya baslayacaktir. Birkag¢ glin sonra agri gegmezse hekiminize basvurmalisiniz.

2. Dental implant sonrasi dis hekimi uygun goriirse hastaya antibiyotik ve antiseptik agiz gargarasi recete edebilir.

3. Dental implant cerrahisi yapilan bolgeye kanama kontrolii amaciyla steril spang yerlestirilir. Yerlestirilen steril
spang hasta tarafindan 20 dakika boyunca hafif kuvvetlerde isiriimaldir. 20 dakika sonunda spang ¢ikartiimalidir.

4, Hasta, ameliyattan iki saat sonra hicbir sey yememeli ve icmemelidir. iki saat boyunca tiikiirmemeli, agzini
herhangi bir siviyla calkalamamalidir. iki saat sonrasi, ilk giin sert ve sicak seyler yememelidir. Sicak yiyecekler hem
kanamayi hem de enfeksiyon gelisme riskini arttirir.

5. islemden sonraki ilk 24 saat boyunca sizinti seklinde kanama olmasi normaldir. Kanamayi kontrol etmek igin
hasta, 30 dakika boyunca gazli bez isirir. Kanama 2 gilinden fazla devam ederse hekimize basvurmalisiniz. Agri kesici
olarak Aspirin ve aspirin bilesikleri kanamaya meyil olusturduklari icin alinmamalidir.

6. implant ameliyatindan sonra sislik olusabilir. Bu normal bir durumdur. Hasta 5-6 giin sonra agri ve sislik gecmezse
hekiminize basvurmalisiniz.

7. Hasta, dental implant yerlestirilen bolgeyi dili, parmagi ya da sert aletlerle kurcalamaktan kaginmalidir.
8. Hasta, implant ameliyatindan sonra biraz dinlenmeli ve 48 saat boyunca yorucu egzersizlerden kaginmaldir.
9. Eger hasta hareketli protez kullaniyorsa, protezlerini dis hekiminin uygun gorecegi tarihe kadar kullanmamahdir.

10.  Dental implant ameliyatinda, yara ylzeyleri dikisle kapatilir. Dikislerin, en erken bir hafta sonra; dis hekimi
tarafindan alinmasi gerekir. Hekim tarafindan, hastaya tedavi gorilen dis béliminin kullanilabilecegi erken dénemle
ilgili bilgi verilir.

11. Dental implant cerrahisi sonrasi hastanin ilk 24 saatten sonra agiz bakimina devam etmesi gerekir. Hasta
ameliyattan sonra ilk bir hafta ana 6glnler; sonrasi giinde (¢ kez dis hekiminin regete ettigi antiseptik gargarayi
kullanmalidir. Bir haftadan sonra antiseptik gargarayi kullanmamalidir. Antiseptik gargara sonrasi hasta ilik tuzlu su ile

gargara yapabilir. 1 bardak suya 1 cay kasigl tuz eklenir ve bolgeyi dezenfekte etmek icin glinde 3-4 kez gargara
yapilabilir. Bu, iyilesme bolgesinin temizligine yardimci olacaktir.

12. 48 saat sonra, cerrahi bolge hafifce fircalanmalidir. Ameliyattan sonra diger disler normal bir sekilde firgalanip,
temizlenebilir. Cerrahi bolgede yiyecek kalintisi olmamali ve hasta yemeklerden sonra agzini ilik suyla ¢alkalamahdir.

13.  Sigara igmek, iyilesme sirecini geciktirir ve dental implantlarin agizda uzun stre kalmasini engeller, bu nedenle
hasta dental implant tedavisine baslamadan 6nce sigara ve benzeri titlnleri icmeyi birakmahdir.

14.  Dental implant cerrahisinin basarisi igin yukarda bahsedilen tiim bu talimatlara uyulmasi gok dnemlidir. implant
ameliyati sonrasi enfeksiyon belirtileri varsa veya hasta bulanti, ates ya da kusma yasarsa dis hekimine danismalidir.

1.s Dental implantlarda uzun vadeli bakim: implantlari yasam boyu sorunsuz bir sekilde kullanabilmek icin yukarida
anlatildig gibi uygun sekilde bakimlarinin yapilmasi énemlidir.

1.t Dental implant hastalarinda oral hijyenin 6nemi: implantlar dogal dislerle karsilastirildiginda plak ve dis tasi birikiminde,
inflamasyona ve kemik kaybina daha hassastir. implant hastalarinda, iyi agiz hijyeninin saglanmasi cok 6nemlidir. Hasta dogru bir
sekilde dis fircalamali, interdental ve interimplant alanlari dogru bir sekilde temizlemelidir. implant hastalarinin 6zel kullanimi
icin hasta tarafindan kullanilabilecek, oral hijyen kitleri mevcuttur. Hasta oral hijyen talimatlarina uyarsa periimplant dokularin



iltihabi minimal olacaktir. Dislerden plak ve dis tasi birikintilerinin uzaklastiriimasi, implant basarisizhiginin en yaygin sebebi olan
periimplantitis riskini azaltacaktir.

1.u implant hastalarinda diizenli dis hekimi ziyareti ve muayenesi: Dental implant protezi ile tedavi edilen hastalarda,
genellikle ilk 1-2 yil icin 3 ayda bir; daha sonra her 6 ayda bir kontrol énerilir. Her ziyarette oral hijyen talimatlari pekistirilir ve
hastanin iyi oral hijyeni siirdiirebilme becerisi kontrol edilir.

implant Gstii hareketli protez kullanan hastalara bazi ézel talimatlar verilir. Protezini, implant ya da proteze herhangi bir zarar
vermeden nasil takip ¢ikaracagi hastaya anlatilir.

implant (izerine yerlestirilmis restorasyona asiri baski uygulanmamalidir. implant Ustii restorasyonlar dogal disler kadar giicli
degillerdir. Hasta restorasyonu kirabilecek sert yiyecekler yemekten kaginmalidir. implant alaninin irritasyonundan kaginmalidir.

1.v Dental implantlarin 6mrii: Dental implantlarin 6mr, hasta saghgi ve hasta tarafindan uygulanan bakim gibi ¢ok sayida
faktdére baghdir. implantlarin yasam siiresi hastanin implantlari kag yasinda yaptirdigina, nasil yasadigina, nasil bakim yaptigina
baglidir. implantlarin basarisi icin hasta iyi oral hijyen saglamali ve kontroller icin diizenli olarak dig hekimini ziyaret etmelidir.
Cihaz icin net bir kullanim 6mri tanimlanamamakla birlikte, normal sartlarda 10 yil bir kullanim 6mriine sahip olacagi
diisiinilmektedir. implantlarin raf 6mrii 5 yildir Gistyapilarin raf dmri yoktur.

implantlar, eksik disler icin etkili bir ¢dziimdiir ve iyi bir bakimla émiir boyu kullanilabilirler. implant {istii protezler yapildiktan

sonra fircalama, dis ipi kullanimi ve diizenli dis hekimi ziyaretleri implantin agizda kalis suresini uzatmasi agisindan énemlidir.

implantlar; tek bir disin, bir grup disin veya tiim alt-iist cene dislerinin yerini alabilir.

1.w Steril Paketlerin Agilmasi: Medisolaris Dental implantlari Girlin ambalajindan angldurva ile almak igin angldurvaya
uygun implant anahtarlari kullanilir. implantlari manuel olarak almak icin ise, manuel alima uygun olan implant anahtari kullanilir.
implantlari alirken agiz icinde yerlestirilecek bélgeye uygun boy secilmelidir. Veniiscon implantin tiim ¢aplari igin cerrahi setin
icerisinde yer alan 2.3 mm hexagon sikma anahtari kullaniimalidir.

Medisolaris Dental implantlarin kapatma vidalarini implantlara takmak igin Grlinln icinden ¢ikan ¢ap olarak uyumlu olan
kapaklar; hex anahtari ile yerlestirilir.

1. ADIM: implant kutusu acilarak icinden steril paketlenmis termoform ¢ikartilr.

2. ADIM: Termoformun arkasi acilir. Yapisma bolgesinin yirtik, kirik veya agilmis olmasi durumlarinda triint kullanmamalidir.
implanti cerrahi operasyonun yapilacagi steril ortamda acilmalidir.

3. ADIM: implant angldurva ile alinacaksa; angldurvaya uygun anahtar, angldurva ucuna takilir. implant manuel alinacaksa
manuel implant anahtari torklu rasete takilir.

4. ADIM: Tipln kapagi yukari dogru tutulur. Tpln kapag: cevrilerek acildiktan sonra, askinin icindeki implant, angldurva
implant anahtari ya da manuel implant anahtari ile alinir.

5. ADIM: Askinin icinden implanti almak igin anguldruva implant anahtari ya da manuel implant anahtari implantin icine
yerlestirilir. implantin diismemesi icin anahtarlarin implanta tam olarak oturdugundan emin olunmalidir.

6. ADIM: implantlar askinin icindeki disklerden cikartilirken, ileri geri ydnde hareket ettirerek cikartilir.

7.ADIM: implanti yerlestirmede, angldurva kullaniliyorsa motordan uygun tork ayarlanarak, kemikte agilan yuvaya
yerlestirilir. Eger implant manuel yerlestiriliyorsa, torklu rasete implanti almadan 6nce uygun tork ayarlandiktan sonra implant
yuvadan alinir ve agilan yuvaya yerlestirilir.

8. ADIM: implanta kapak yerlestirmek icin tiipte bulunan kapak, cerrahi operasyon odasinda kapaga uygun anahtar
yardimiyla cikartilir.

9. ADIM: Tiip icinden ¢ikartilan kapak, elle temas etmeden implanta yerlestirilir.

Uriinler direk el aletleri ile alinmayacak ise, steril bezin iizerine gelecek sekilde agiimalidir.

1.x Post-Operatif Bakim: Hastanin ameliyat sonrasi siki takibi olduk¢a énemlidir. Uygun oral gargaralarin kullaniimasi ve iyi
agiz bakiminin saglanmasi ve titin trdnleri kullanilmamasi 6nerilmektedir.

2-) Medisolaris Dental Kapak

Kapatma vidasi implanti kemige yerlestirdikten sonra, implantin lizerini kapatmak ve korumak icin kullaniimaktadir. Kapatma
vidasi cerrahi iyilesme siiresi boyunca 2-3 ay agizda kalabilir.

2.aMateryal: ISO 5832-3 / TIGAL4V ELI (Grade23)

2.bEndikasyonlari: Kapaklar, kullanilan implant paketinin icinden ¢ikmaktadir. iki asamali implant cerrahisinde implantin bos
olan i¢ ylizeyine yumusak veya sert doku biiylimesini engellemek amaciyla kullanilir.

2.c Kontrendikasyonlari: Kontrendikasyonlari yukarida belirtilmistir.
2.d Olasi Yan Etkiler: Olasi yan etkileri yukarida belirtilmistir.

2.eYerlestirme: Kapaklar, 1.25 mm hex sikma anahtari, kullanilarak elle tork edilir. Tavsiye edilen tork degerleri 1.p
implantlarin Cerrahi Olarak Yerlestirilmesi bolimiinde yer alan; Tavsiye Edilen Tork Degerleri Tablo’sunda bulunmaktadir.



2.f Paketleme ve Sterilizasyon: Kapaklar implantla birlikte steril tlp icinde paketlenmistir. Eger paket bozulmamissa
sterilizasyon paket Uzerindeki son kullanma tarihine kadar gegerlidir. Kapagin tek paketlendigi durumlarda Urin steril olmadan
tek paketlenerek ve steril olmadan aliiminyum folyo ile paketlenir ve kullaniimadan 6nce otoklav yéntemi ile Kullanim Kilavzunun
5. Sterilizasyon ve Paketleme basligi altinda yer alan parametrelere gore steril edilmelidir.

Kapaklarin ambalaji otoklav sterilizasyonuna uygun degildir. Uriinlerin sterilizasyon 6ncesi kontrollii ortamda paketinden
cikartilarak, sterilizasyona uygun ambalaja konmasi ve ardindan sterilizasyon isleminin gerceklestirilmesi gerekmektedir.Otoklav
cihazinin kalibrasyonunun en az yilda bir kere tekrar yaptiriimasi ve sonuglarinin uygun olmasi gerekmektedir.

3-) Medisolaris Dental Ust Yapi Bilesenleri, iyilesme Basliklari, Protetik Pargalari ve Aletleri

Ust yapilar; tamamen dissiz veya parcal dissiz hastalarda, dental implant ile beraber kullanilan alt ve/veya istcenede kron,
kopri veya Ust yapilari desteklemek igin kullanilan pargalardir.

3.aMateryal: ISO 5832-3 / TIGAL4V ELI (Grade23) - PASLANMAZ GELIK 1.4116 ve 1.4057

3.biyilesme Basliklari: iyilesme basliklari, implantin ¢ene kemigi icindeki iyilesmesi tamamlanip stiindeki yumusak doku
kaldirildiktan sonra dise eti sekillendirilmesi icin protetik tedaviye kadar kullanilir. iyilesme basliklari 15 giin veya daha az siire
agizda kalir. 1ISO 5832-3 / TI6ALAV ELI (Grade23) materyalinden uretilir . Tek kullanimliktir.

3.c Gegici Abutment: Gegici abutment, tamamen dissiz veya parcali dissiz hastalarda Medisolaris implant ile beraber
kullanilmaktadir. Immediate yukleme tedavilerde, 24 saatten fazla kalacak sekilde alt ve/veya Ust ¢enede kron, képri veya st
yapilari desteklemek icin kullanilan parcalardir. Gegici abutment; kalici protez iretilirken iyilesme slirecinde, gecici protez olarak
tek kullanim icin tasarlanmis endosse6z dental implant abutmentleridir. Gegici abutmentlar Medisolaris implantin Veniscon
serisi icin butln ¢aplariyla uyumludur. Bir vida yardimi ile implanta sabitlenir. 1ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden
uretilir. Tek kullanimliktir.

3.dDiiz Abutment: Simante edilebilir abutment kullanilabilmesi igin implantin agisiz olarak hastaya yerlestirilmesi

gerekmektedir. Her iki marka icinde Simante Edilebilir Abutmentlar bulunmaktadir. Medisolaris Dental implantlarinda Ventliscon
serisi icin bitlin caplariyla uyumludur. Bir vida yardimi ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden
dis simante yardimi ile yapistirilir. ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden Uretilir. Tek kullanimhktir.

3.e Acili Abutment: Acili abutmentlar; hizali olmayan yuvalarin, paralel olmasini saglayarak protez yapimini kolaylastirir. Bu
abutmentlar, implanti yerlestirirken hekime anatomik yapidan kaginmasina yardimci olmaktadir. Agili abutment Medisolaris
implantin Veniiscon serisi i¢in bitin ¢aplariyla uyumludur. Bir vida yardimi ile implanta sabitlenir.Agili abutment, simante
restorasyonlarda kullanilir. 1ISO 5832-3 / TIGAL4AV ELI (Grade23) materyalinden uretilir. Tek kullanimliktir.

3.f Anatomik Diiz Abutment: Bu abutmentlarin &n ve arka dis eti yiikseklikleri birbirinden farklidir. Onler daha kisa iken
arkalar daha uzundur. Bu hekime daha estetik bir secenek sunar. Abutmentin 6n yiz dis eti yiksekligi arkaya gore daha kisa
oldugu icin abutmentin lzerine gelen kron daha derinden; dis etinin icinden c¢ikar. Olasi bir dis eti ¢ekilmesinde, alttaki
titanyumun goériilmesini engellenir. Bir vida yardimi ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis
yapistirilir. ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden dretilir. Tek kullanimhktir.

3.g Anatomik Acili Abutment : Anatomik Acili abutment kullanimi, hizali olmayan yuvalarin, paralel olmasini saglayarak
protez yapimini kolaylastirir. Bu abutmentlar implanti yerlestirirken hekime anatomik yapidan kaginmasina yardimci olmaktadir.
Ayrica, estetik agili abutmentin kullanimi iyilesme siiresini kisaltir. Bu abutmentlarin 6n ve arka dis eti yiikseklikleri birbirinden
farkhdir. Onler daha kisa iken arkalar daha uzundur. Bu hekime daha estetik bir secenek sunar. Abutmentin én yiiz dis eti
yuksekligi arkaya gore daha kisa oldugu icin abutmentin lzerine gelen kron daha derinden; dis etinin icinden ¢ikar. Olasi bir dis
eti cekilmesinde, alttaki titanyumun goérilmesini engellenir. Her marka (Medisolaris Dental) implant icin ayni markali Anatomik
Acili Abutment kullanilmalidir. Bir vida yardimi ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis
yapistirilir. 1ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden dretilir. Tek kullanimliktir.

3.hMulti Unit Abument: Kemigin igine diiz olarak gémilmis olan implantin, dis baglantisidir. Hekimin implantin Gzerini
okluzalden vidali yapmak istemesi durumunda kullanilir. Farkh dis eti segenekleri mevcuttur. Kendinden vidal sekildedir ve bu
vida ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis yapilir. ISO 5832-3 / TI6AL4V ELI (Grade23)
materyalinden dretilir. Tek kullanimliktir.

3.i Multi Unit Agili Abutment: Kemigin icine agili olarak gdmilmus olan implantin, dis baglantisidir. Hekimin implantin Gzerini
okluzalden vidal yapmak istemesi durumunda kullanilir. Farkh a¢i ve dis eti secenekleri mevcuttur. Bir vida ile implanta sabitlenir.
Uzerine porselen veya zirkon gibi malzemelerden dis yapilir. Medisolaris implantlarla uyumlu olan, multi-unit acil abutment’in
hex ve non-hex yapida olmak Gzere iki ¢cesidi vardir. Hexli yapinin tek dis restorasyonlarinda kullaniimasi dnerilmekte, non-hexli
yapida olanin ise; kopri, bar ve hibrid tedavilerinde kullaniimasi énerilmektedir. Hex’li yapi tek dis uygulamalarinda donmeyi
engellemek igin tasarlanmistir. ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden Uretilir. Tek kullanimliktir.

3.j Topuz Abutment: Kemigin icine diz olarak gdmllmuis olan implantin, dis baglantisidir. Hekimin hastaya hareketli protez
uygulamasi yapmak istedigi durumlarda kullanilir. Degisik ¢ap ve dis eti boylari mevcuttur. Kendinden vidah sekildedir ve bu vida
ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis yapilir. 1SO 5832-3 / TI6AL4V ELI (Grade23)
materyalinden Uretilir. Tek kullanimhktir.

3.k Tibase Cad-Cam Abutment: Abutmentin implant iginde kalan platformudur. Bunun {zerine zirkon veya custom (kisiye
Ozel) abutment uretilir. Firmaya 6zel platform kullanilmasi amaciyla Uretilir. 1SO 5832-3 / TIGAL4AV ELI (Grade23) materyalinden
uretilir. Tek kullanimhktir.

3.1 Locater Abutment: Komple dissiz ¢cenelerde implant lstl hareketli protez igin kullanilan, distk dikey yiikseklige sahip
abutment sistemidir. Hareketli protez icerisinde metal kep ve lastik ile implanta sabitlenen locater abutment pargasiyla tutunma
saglanir. ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden uretilir. Tek kullanimhiktir,



3.m Universal Diiz Abutment: Universal Diiz Abutment tamamen dissiz veya pargali dissiz hastalarda implantlar ile beraber
kullanilan alt ve/veya Ustgenede kron, képrii veya Ust yapilari desteklemek igin kullanilan pargalardir. Frezelenerek hastaya uygun
hale getirilir. Bir vida yardimi ile implanta sabitlenir.Universal abutment prepare edilirken, abutmentin baglanti bélgesi prepare
edilmemelidir. Aksi takdirde abutment implanta tam oturmayacaktir ya da baglanti saglanamayacaktir.Universal abutment,
prepare edildikten sonra lizerine gelecek kuronun rotasyonunu engellemek icin abutment lzerine dikine kanallar (oluklar)
aciimahdir. Aksi takdirde kuron dénebilir.Universal abutment prepare edilirken et kalinhgi 0,20 mm'nin altina diisilmemelidir.
Aksi takdirde abutmentin mekanik dayanimi disecektir.Frezleme islemi yapilan universal abutmentlar, 55 - 60 C°de 15 dakika
yikanmalidir. Uriinlerin yikanma islemi yapilmadan sterilizasyon islemi yapiimamali ve kullaniimamalidir. 1ISO 5832-3 / TIGALAV ELI
(Grade23) materyalinden Uretilir. Tek kullanimliktir.

3.n  Premill Abutment: CAD-CAM cihazlari igin Uretilmektedir. Laboratuvar bu (st yapiyi cihaza baglayarak hastaya 6zel
abutment yapar. Premil abutment prepare edilirken abutmentin baglanti bolgesi prepare edilmemelidir. Aksi takdirde abutment
implanta tam oturmayacaktir ya da baglanti saglanamayacaktir. Preill Abutment, prepare edildikten sonra {izerine gelecek
kuronun rotasyonunu engellemek icin abutment tzerine dikine kanallar (oluklar) agiimalidir. Aksi takdirde kuron dénebilir
Premil abutment prepare edilirken et kalinligi 0,20 mm'nin altina disilmemelidir. Aksi takdirde abutmentin mekanik dayanimi
diisecektir. Frezleme islemi yapilan premill abutmentlar, 55 - 60 C°de 15 dakika yikanmalidir. Uriinlerin yikanma iglemi
yapilmadan sterilizasyon islemi yapilmamali ve kullanilmamalidir. ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden Uretilir. Tek
kullanimhiktir.

3.0 Tibase Dokiim Abutment: Tek veya ¢oklu implantlarda kisiye 6zel dokiim prostetik restorasyonlarda kullanim igindir. Bir
vida yardimi ile implanta sabitlenir.Medisolaris Dental implantlarinda Ventiscon serisi icin implantlar bitiln Gst yapilar ile uyumlu
olarak tasarlanmistir. Interface baglanti tipi aynidir. 1ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden Uretilir. Tek kullanimliktir.

3.p Vidalar: Vida, Gst yapilarin implanta monte edilmesini saglamaktadir.

Olgii Parcalari ve Analoglar ile kullanilan vidalar farkhdir. ilgili Giriin ile birlikte paketlenerek satisa sunulmaktadir. I1SO 5832-3 /
TI6AL4V ELI (Grade23) materyalinden Uretilir. Tek kullanimhktir.

3.q Titanyum Kep: Tamamen yada kismi dissiz hastalarda; Venuiscon Implantlar ile beraber kullanilan alt ve/veya Ustgenede
kron, koprii veya Ust yapilari desteklemek icin kullanilan pargalardir.Titanyum Kepler Hex ve No-Hex olarak tasarlanmistir. Her iki
kep de Veniiscon Multi Unit Abutmentlar ile uyumludur. @ 5.0 protatik platform capinda ve 12.0 mm dis eti yiksekligindedir.
Yuzeyinde kaplama islemi uygulanmaz. 1ISO 5832-3 / TIGALAV ELI (Grade23) materyalinden Uretilir. Tek kullanimliktir.

3.r Multi-Unit Tibase Abutment : Multi-Unit Tibase abutment; tamamen dissiz hastalarda Veniscon Implantlar ile beraber
kullanilan alt ve/veya Ustgenede kron, kopri veya st yapilari desteklemek igin kullanilan pargalardir. Multi-Unit Tibase abutment
hex ve no-hex olarak tasarlanmistir. Her iki abutment da Veniiscon implantlarla uyumludur. ISO 5832-3 / TIGAL4V ELI (Grade23)
materyalinden retilir. Tek kullanimliktir.

3.s Konfor Kep: Konfor kep, Multi unit abutmentlarda kron yiikleninceye kadar hasta agzinda, multi unit abutmentin stini
kapatarak hastanin rahatsiz olmasini engeller. Konfor Kepler; 5.0 protatik platform capinda ve 4.8 mm dis eti yuksekliginde
tasarlanmustir. 1ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden tretilir. Tek kullanimliktir.

3.t Metal Yuziik: Metal yizik; tamamen dissiz veya parcali dissiz hastalarda implant ile beraber kullanilan alt ve/veya (st
cenede kron, kopri veya Ust yapilari desteklemek icin kullanilan pargalardir. Metal yizik; topuz abutment ile beraber protez
restorasyonlarinda kullanilir. Metal Yaziikler 5.0 protatik platform g¢apinda ve 2.6 mm dis eti yiksekliginde tasarlanmistir. 1SO
5832-3 / TIGALAV ELI (Grade23) materyalinden Uretilir. Tek kullanimliktir.

3.u Analog: Analoglar; Veniiscon Dental implantlarin, alt veya iist cene kemigine cerrahi ydéntem ile yerlestiriimesinin
ardindan; hastanin ¢igneme fonksiyonunu geri kazandirmasini saglayan yardimci bir parcadir. Analoglar; 6l¢l pargalari ile alinan
Olcllerin model lzerine alinmasindan sonra; Ol¢li parcasina montajlanarak implanti taklit eder. Paslanmaz Celik 1.4057
materyalinden Uretilir. Tek kullanimhktir.

3.v Olgii Pargasi: implant ve st yapinin iizerine gelmesi planlanan kronun élgiilerinin belirlenmesi icin kullanilan pargalardir.
Klasik yontem ve dijital yontemler igin iki ayri secenek vardir. TIGAL4V ELI ve Paslanmaz Celik 1.4057 materyalinden Gretilir. Tek
kullanimliktir.

*Class lla ve Class Ir trlin gruplarina ait el aletleri ile ilgili MKK.02 Cerrahi Kullanim Klilavuzunda detayl sekilde bilgi verilmistir.

3.w Paralel Pin: Coklu dis yetmezliklerinde; multi unit abutmentlarin yerlestiriimesinin ardindan yuvalarin birbirlerine paralel
olup olmadiklarinin kontrol edilmesi igin; paralel pinler kullanilmaktadir. Coklu implant yerlestiriimesinde; implant yuvalarinin
paralellikler yapilacak Ust protez icin 6nem tasimaktadir. Temizlenmesinin ve steril edilmesinin ardindan birden fazla
kullanilabilir. Paslanmaz Celik 1.4057 materyalinden Uretilir .

3.x Derinlik Olger: Derinlik Olcer implant yuvalarinin olusturulmasinin ardindan; yuvaya implantin yerlestirimeden énce;
olusturulan yuvanin derinligini kontrol etmek icin kullanilir. Derinligin 6l¢tilmesinin ardindan, boyun uygun olmasi durumunda
implant yerlestirilir; uygun olmamasi durumunda yuva uygun boya getirilir ve ardindan implant yerlestirilir. Temizlenmesinin ve
steril edilmesinin ardindan birden fazla kullanilabilir. Paslanmaz Celik 1.4057 materyalinden Uretilir .

3.y Kirik Vida Cikartma Merkezleme Aparati / Kirik Vida Cikartma El Aparati: Agiz icinde kirilan vidanin ¢ikartilmasi amaci ile
kullanilan Kirik Vida Cikartma Drilinin ve Kirik Vida Cikartma El Aparatinin cikartilacak vidayr tam ortalayabilmesi amaciyla
kullanilir. Cikartilacak vidanin oldugu bolgeye 6ncelikle Kirik Vida Cikartma Merkezleme Aparati yerlestirilir ve sonrasinda Kirik
Vida Cikartma Drili veya Kirik Vida Cikartma El Aparati ile vida agiz icinden ¢ikartilir. Hasta agzinda kirilan vidalarin gikartilmasi igin
kullanilmaktadir. Kirik Vida Merkezleme Aparatinin yerlestirilmesinin ardindan, Kirik Vida Cikartma El Aparati ile kirillan vida
cikartilir. Non-steril olarak piyasaya surilmektedir. Temizlenmesinin ve steril edilmesinin ardindan en fazla 15 defa kullanilabilir.
Paslanmaz Celik 1.4057 materyalinden Uretilir .

3.z Torklu Raset / Raset: implantlarin yerlestiriimesi sirasinda; (st yapilarin el ile kullanilan pargalarla yerlestirilmesi
sirasinda; agiz icinde tavsiye edilen tork degerine gore sikilmasinda kullanilir. Temizlenmesinin ve steril edilmesinin ardindan en
fazla 15 defa kullanilabilir. TIGAL4V ELI (Grade 23) ve Paslanmaz Celik 1.4057 materyalinden Uretilir .



3.aa Hex Anahtarlari: implant veya abutmentlarin hasta agzina tasinmasi ve tavisye edilen torklarla, el ile sikilmasinda
kullanilmaktadir. 15 defadan fazla kullanilmamasi tavsiye edilir. Temizlenmesinin ve steril edilmesinin ardindan en fazla 15 defa
kullanilabilir. Paslanmaz Celik 1.4116 ve Paslanmaz Celik 1.4057 materyalinden Uretilir .

3.ab Tornavida: implantlarin agiz icine yerlestirilmesi sirasinda; tagima ve sikma pargalari ile kullaniimaktadir.
Temizlenmesinin ve steril edilmesinin ardindan en fazla 15 defa kullanilabilir. Paslanmaz Celik 1.4116 ve Paslanmaz Celik 1.4057
materyalinden Uretilir .

4. Uriin Uyumlari

Uriinlerin birbirleri ile uyumlari ve kullanilmasi tavsiye edilen iriinler icin ek olarak belirlenmis olan tablolara bakiniz.
(Tablolara Medisolaris internet sitesinden ulasabilirsiniz. www.medisolaris.com) implant drill uyumu icin MKK.02 Cerrahi El
Aletleri Kullanma Kilavuzuna bakiniz.
Ek1 — MKP.02 — L.03 Medisolaris implant - Ustyapilar Uyum Listesi
Ek2 — MKP.02 — L.04 Medisolaris implant - Vidalar Uyum Listesi
Ek3 — MKP.02 — L.05 Medisolaris implant - Cerrahi El Aletleri Uyum Listesi
Ek4 — MKP.02 — L.13 Medisolaris implant-Dis Eti Yiikseklik-Ol¢ii Parcasi-Tarama Gévdesi-Tornavida-Tasima Ve Sikma Pargasi Uyum Listesi
Ek5 — MKP.02-L.09 Medisolaris Analog, Ol¢ii Parcasi-Vida Uyum Listesi
Ek6 — MKP.02-L.10 Medisolaris Multi Unit Abutment-Tarama Govdesi-Olgii Parcasi-Burn Out Kep Uyum Listesi
Ek7 — MKP.02-L.11 Medisolaris Raset, Tornavida-Tasima Ve Sikma Parcasi Uyum Listesi
Ek8 — MKP.02-L.12 Medisolaris Olcii Parcasi - Vida Uyum Listesi

5. Sterilizasyon ve Paketleme: Ust Yapi Bilesenleri, lyilesme Basliklari, Protetik Parcalari ve Aletleri steril olmadan,
aliminyum folyo icine kapatilarak paketlenir. Hastalar Gzerinde kullanilmadan 6nce bitiin sistem parcalarinin sterilizasyonu
gereklidir. BUtln parcalar tavsiye edilen protokoller cercevesinde otoklav ile sterilize edilmelidir. Tavsiye edilen buharli
sterilizasyonun parametreleri asagidaki tablodaki gibidir.

Yoéntem ISO 17665'e gore buharli isi sterilizasyonu Pozlama siiresi 3 Dakika
Devir Onvakum On Vakum 3 kere < 60 mbar
Sicakhik 134°C/ /270°F Minimum Kurutma suiresi kapali yerde 10 dakika

Ust Yapi Bilesenleri, iyilesme Basliklari, Protetik Parcalari, Yardimci Pargalarin ve El Aletlerinin ambalaji otoklav sterilizasyonuna
uygun degildir. Uriinlerin sterilizasyon dncesi kontrollii ortamda paketinden gikartilarak, otoklav posetine konmasi ve ardindan
sterilizasyon isleminin gerceklestirilmesi gerekmektedir. Otoklav cihazinin kalibrasyonunun en az yilda bir kere tekrar yaptiriimasi
ve sonuglarinin uygun olmasi gerekmektedir.

6. Yerlestirme: Medisolaris dental abutmentlari, ilgili implantlara tasima ve sikma pargalari ve hex anahtarlari ile yerlestirilir.
Medisolaris topuz abutmentlar kendinden vidal olup, implantlara yuvarlak kismin Gzerindeki hex yuvaya ball driver kullanilarak
sabitlestirilir. Vidalar ve st yapilar icin tavsiye edilen tork degerleri 1.p implantlarin Cerrahi Olarak Yerlestirilmesi bolimiinde
yer alan; Tavsiye Edilen Tork Degerleri Tablo’sunda bulunmaktadir.

Multi-unit abutment uygulamasinda siman kullanilmamahdir. Cikarilabilir proteze aliskin hastalara yonelik hareketli protez
icin Topuz abutment ve Locator abutmentler kullanilmaldir. Abutmentlarin agili segenekleri implantin durusuna goére
kullaniimalidir.

7. Klinik Fayda: Dental implant ve Cerrahi El Aletleri giivenli, fonksiyonel alternatif bir tedavi yéntemidir. Ornegin énemli
Olgiide hasta yasam kalitesinin artmasi, hastanin ¢igneme fonksiyonunun iyilestirilmesi, fonksiyon kaybinin biyik oranda
azaltilmasi, semptomlardan rahatlik saglamasidir. Dogal dis formundadir, ¢igneme fonksiyonu saglar, daha iyi bir estetik goriinds,
saglikh beslenme ve saglikli disler ile kisinin kendine glivenini saglar.

GUgla ve stabil bir dental implant, kayip disi restore eder, boylece dogal bir dis gibi goriiniir ve islev gorir. Kemik bozulmasini
engeller. Dis implantlari avantajlidir ¢iinkli haraketli protezlerin stabilitesi gelistirilebilir veya sabit dis destekli yada haraketli
protez ihtiyacini giderebilir. Perrotti ve arkadaslarinin yapmis oldugu bir ¢alismada 2 farkh implant sisteminin uzun dénemli
tedaviler icin uygun oldugu, marjinal kemik seviyesinin stabil kalmasi ve 10 senelik basari orani ile agiklanmistir. Dental implantlar
ylzinlzin ve glilimsemenizin dogal seklini korumaniza yardimci olur. Bir ya da daha fazla disi kaybettikten sonra agzinizda
bosluk birakmak ¢ene kemiginin bozulmasi ve kaybi gibi daha fazla saglik problemlerine yol agar. Dogal dis desteklenmedigi
zaman, ¢ene kemigi bozulur ve gliclini ve saglamhgini kaybeder. Dental implantlar dogal kemigi koruyan ve stimiile eden tek dis
restorasyon secenegidir, kemigin gelismesine yardimci olur ve kemik kaybini énler.

8. Giivenlik ve Performans Bilgileri: Medisolaris (rlinlerinin glivenlik ve performans kriterlerini saglayan test raporlari
uygulanmis ve test raporlarinin sonuglarinin uygun oldugu goérilmuistir. Medisolaris Grlinlerinde yasanabilecek olumsuz olaylarin
kullanici veya hasta tarafindan, uretici firma ve ilgili yetkili otoriteye raporlanmasi gerekmektedir.

Performans Bilgileri :
Dis koékinin ikamesinin islevini gormesi, Maksilla ve mandibulada dissizligi gidermeye uygun tasarimi, disin/dislerin yerini alarak
¢ene kemiginde osseoentegrasyonun saglanmasi

Givenlik Bilgileri :
Kullanim kilavuzunda bulunan Kontraendikasyon, Artik riskler, Uyarilar, Olasi Yan Etkileri bashklarina bakiniz.


http://www.medisolaris.com/

9. Uyarilar: Dis kaybinin nedenleri arastiriimali ve bu nedenlerin implant yapildiktan sonraki devamlhihgi degerlendirilmelidir.
implant uygulama sonrasi iyilesme ve uzun siireli kullanimina etki edebilecek faktérler arasinda;
» Agiz hijyen aliskanligi, » Plak kontrol etkinligi ve bireye 6zgl kognitif beceri, » Mevcut dislerin periodontal sagliklari,

» Yumusak doku saghgi, » Parafonksiyonlar, yer alir.

Asagida yer alan hastaliga sahip olan hastalarin hekimler tarafindan (gerekli goriliirse konsiltasyon ile) kontroliiniin ardindan
implant kullanilmasi tavsiye edilir;

1) Hastanin Kalp Hastaligi olmasi durumunda (Kalp pili kullanan) kardiyoloji konsiltasyonu sonrasinda implant
uygulamasi yapilmasi tavsiye edilir. (Hekimin degerlendirmesine tabidir.)

2) Hipertansiyonu olan hastalarda implant uygulamasi 6ncesinde tansiyon olcilerek degerlendirilmeli.

Tansiyon ilaglarinin dizenli kullanilmasi ile ilgili bilgilendirme yapilmasi (Hekimin ilave degerlendirmesine tabidir.)

3) Osteoproz tanisi almamis - risk altinda olan hastalar. Osteoproz konsiiltasyonu sonrasinda implant uygulanmasi
(Hekimin ilave degerlendirmesine tabidir.)

4) 3 yildan uzun siire oral ilag kullanilan hastalarda konslltasyon sonrasinda implant uygulamasi (Hekimin ilave
degerlendirmesine tabidir.)

5) immiin sistem bozuklugu ve immiin sistemi baskilanmis hastalarda konsiiltasyon sonrasinda implant uygulamasi
(Hekimin ilave degerlendirmesine tabidir.)

6) Gegmiste radyoterapi - kemoterapi almis hastalarda konstltasyon sonrasinda implant uygulanmasi (Hekimin ilave
degerlendirmesine tabidir.)

7) Psikolojik bve mental rahatsizligi olan hastalarda konsiltasyon sonrasinda implant uygulanmasi (Hekimin ilave
degerlendirmesine tabidir)

8)Sigara — Alkol ve ila¢ kullanan; Dis sikma ve gicirdatma hastaligi olan hastalar.

implant yuvasinin yerinin dogru ayarlanmasi gerekmektedir.
Saglam disler ile arasinda en az 1.5 mm; dental implant ile en az 3 mm olmalidir. Vestibil, lingual veya palatinaldeki kemik
miktari da en az 1 mm olmalidir.
implant yataginin hazirlanmasi sirasinda kemik sicakligi 47C°’yi gegmemelidir.
Cerrahi el aletlerini kullanilmadan steril edilmesi (Ureticinin tavsiyesine gére)
Cerrahi el aletlerini maksimum kullanim sayisindan fazla kullanilmamasi
Kullanicinin yasal olarak cerrahi operasyon yapabilecek yeterlilikte olmasi
Kullanim 6ncesi oral implantasyon alaninda ileri egitim ve sistem pargalari hakkinda detayl bilgi edinilmesi
Hastaya Hasta Egitim BrosUriiniin verilmesi gerekliligi
Agriniz igin dis hekiminizin yazdigi regetenin hekim tarafindan belirtilen slire boyunca diizenli olarak kullaniimah
Hastanin birkag glin icinde agrisinin gegmemesi durumunda hekime basvurmasi gerekmektedir.
Dental implant cerrahisi yapilan bolgeye kanama kontrolli amaciyla yerlestirilen steril span¢ hekim aksini belirtmedikce; 20
dakika boyunca hafif kuvvetlerde isirilmali ve 20 dakika sonunda spang c¢ikartilmalidir.
Ameliyat sonrasi iki saat hicbir sey yiyip, icmemesi. iki saat boyunca (hekim aksini belirtmedikge) tiikiirilmemesi, agzin herhangi
bir siviyla calkalanmamasi. ilk giin boyunca (iki saat sonra) sert ve sicak seyler yenmemesi.
implant yerlestirilen bolgeye, dil, parmak veya sert bir cisimle temas ettirilmemesi.
Operasyon sonrasinda agir sporlardan kaginilmasi ve dinlenilmesi.
implant uygulamasi sonrasi 1 hafta antiseptik gargara kullaniimasi.
implant uygulamasi sonrasi tiitiin Giriinlerinin kullanilmamasi
Bozulmus steril paketlerdeki implantlar kullanilmamasi
Kontamine olmus implantlar tekrar sterilize edilememesi
implantlarin yeniden kullaniimasi klinik basarisizliga ve enfeksiyona, implantlarin entegre olmamasi, kemik kaybi ve bitisik
yapilara hasar dahil bunlarla sinirh olmayan komplikasyonlara neden olmasi
Kapsamli hasta muayenesi, operasyon 6ncesi goriintiileme, operasyon oncesi teshis ve tedavi planlamasi implant tedavisinden
once yapilmasi, yetersiz planlama ve degerlendirmenin implant komplikasyonlarina, hatta implantin basarisiz olmasina neden
olmasi
MR Kosullu
Klinik disi testler, Medisolaris Venuscon ve Merkirhex (riin ailelerine ait implantlarin, diiz ve acili abutmentlar ile kombinasyon
halinde 3-Tesla statik manyetik alana sahip tim viicut MRI sistemlerinde kosullu taranabilecegini géstermistir. Bu cihazlara sahip
bir hasta, asagidaki kosullar altinda MRI taramasina girebilir:
e  Statik Manyetik Alan: 3-Tesla.

e Maksimum SAR Degeri: Tarayici tarafindan rapor edilen tiim viicut ortalama Ozgiil Sogurma Orani (SAR) 2 W/kg.
e  Manyetik Kaynakli Yer Degistirme Agisi : 2 *'dir

e Tarama Siiresi: 15 dakikalik kesintisiz tarama.



e  RF Kaynakli Isinma: Yukarida belirtilen tarama kosullarinda, cihazlarin en kot durum senaryosunda (worst-case)
olusturdugu maksimum sicaklik artisi Venuscon ailesi icin 2.6 C°, Merkiirhex ailesi icin 2.4 C*dir.

. Goriintii Artefakti: MR goriintlsinin kalitesi, implantin varligi nedeniyle bozulabilir. Yapilan testlerde 6lgulen
maksimum artefakt genisligi Spin Echo dizilerinde 11 mm , Gradient Echo dizilerinde ise 19 mm'dir. Bu
nedenle, goérintileme alani implantin bulundugu bélgeye yakinsa MRI parametrelerinin optimize edilmesi
onerilir.

. Mekanik Giivenlik: Manyetik olarak indiiklenen yer degistirme kuvveti ve torkun, hastanin normal glinlik
aktiviteleri sirasinda maruz kaldigi yergekimi kuvvetinden daha dusik oldugu ve klinik bir risk teskil etmedigi
dogrulanmistir.

Dikkat: Bu glivenlik bilgileri yalnizca test edilen Medisolaris implant ve abutment kombinasyonlari i¢in gegerlidir;
cihazin baska Ureticilere ait pargalarla birlikte kullanilmasi durumunda MR giivenligi garanti edilemez

10.Hastaya Verilmesi Gereken Bilgi: Hekimler tarafindan; hastalara MKK.04 Hasta Egitim Brosirinin verilmesi
gerekmektedir.

11. Bertaraf: implantin ¢ikarilmasi islemi sonrasinda, implant parcasi enfeksiyon yapici 6zellik tasiyabileceginden, el
aletleri ise kesici-delici 6zelliginden dolayr “tibbi atik” sinifina girer. implantlar, “enfeksiyon yapici atik”; implantin
yerlestirilmesinde kullanilan el aletleri (6rnegin; driller, tasima sikma parcalari) kesici - delici 6zellige sahip olmasi
nedeniyle "kesici - delici atik" sinifina girmektedir.

Bu atiklar, Tibbi atiklarin toplanmasinda; yirtiimaya, delinmeye, patlamaya ve tasimaya dayanikli, orta yogunluklu
polietilen hammaddeden sizdirmaz, ¢ift taban dikisli ve koriiksiiz olarak Uretilen, ¢ift kat kalinligi 100 mikron olan, en
az 10 kilogram kaldirma kapasiteli, Gzerinde gorilebilecek biyiiklikte ve her iki ylziinde siyah renkli “Uluslararasi
Biyotehlike” amblemi ile “DIKKAT! TIBBI ATIK” ibaresini tasiyan kirmizi renkli plastik torbalar kullanilir. Torbalar en
fazla % oraninda doldurulur, agizlari sikica baglanir ve gerekli gorildigi hallerde her bir torba yine ayni 6zelliklere
sahip diger bir torbaya konularak kesin sizdirmazlik saglanir. Bu torbalar hicbir sekilde geri kazanilamaz ve tekrar
kullanilamaz. Tibbi atik torbalarinin icerigi hicbir suretle sikistirllamaz, tibbi atiklar torbasindan cikarilamaz,
bosaltilamaz ve baska bir kaba aktarilamaz.

Kesici ve delici 6zelligi olan atiklar diger tibbi atiklardan ayri olarak delinmeye, yirtilmaya, kirilmaya ve patlamaya
dayanikli, su gegirmez ve sizdirmaz, agilmasi ve karistirilmasi mimkiin olmayan, lzerinde siyah renkli “Uluslararasi
Biyotehlike” amblemi ile siyah harflerle yazilmis “DIKKAT! KESICI ve DELICi TIBBI ATIK” ibaresi tasiyan plastik veya
ayni 6zelliklere sahip lamine kartondan yapilmis kutu veya konteynerler icinde toplanir. Bu biriktirme kaplari, en fazla
% oraninda doldurulur, agizlar kapatilir ve tibbi atik torbalarina konur. Kesici-delici atik kaplari dolduktan sonra
kesinlikle sikistirilamaz, agilamaz, bosaltilamaz ve geri kazanilamaz. implant atiklari hicbir sekilde evsel atiklarla
karistirlilmamalidir.

Hastaneler, klinikler, dis hekimligi merkezlerinden, belediyelerin ilgili birimleri ya da belediyelerin yetkilerini
devrettigi firmalar tarafindan toplanan; tibbi atiklar ilgili belediye veya yetkili tibbi atik bertaraf tesisleri tarafindan
bertaraf edilir.

Bertaraf Oncesi ve sirasinda; kisisel koruyucu ekipman (eldiven, maske, gozliik, onlik) kullaniimalidir.Bertaraf
islemleri Tibbi Atik Yonetmeligine uygun sekilde gerceklestirilmelidir.

Her tlkenin bertaraf atik yonetim mevzuatina gére hareket edilmelidir.
12. SCCP

Medisolaris Grlnlerinin MDR 2017/745 kapsaminda belgelendirmesi sonrasinda SSCP linki eklenecektir.

13. SEMBOLLERIN ANLAMI

Lot Numarasi Tekrar Kullanmayin Isinlama Kullanilarak Steril
LOT o (Dental implant — Abutment — STER“-E Edilmistir.
(Tim driinler) . .
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CE Marking / Notified

Katalog Numarasi

REF
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Med:Solaris

DENTAL IMPLANTS UNIVERSE:

A. Medisolaris Dental implantlan

Merkiirhex ve Veniiscon olmak ilizere iki ayri seri de Medisolaris Dental implant grubu vardir.
Medisolaris Dental implantlar eksik dislerin tedavisi icin alt veya ist cene kemigine cerrahi olarak
yerlestirilir ve restorasyonlar igin stabil bir temel saglayarak dis kokiiniin yerine gecer.

A.1 Medisolaris Dental implantin Ozellikleri

Medisolaris Dental implant Sistemi, mandibular ve maksilar; tek ve kismi dissizliklerde tedavi amagh
olarak kullanilir.

Dental protezin yerinden ¢ikmasina karsi destek ve tutunma saglayan bir arag seklinde mandibular veya
maksilar kemik icine veya lizerine ameliyatla yerlestiriimek lizere 6zel olarak tasarlanmis bir ara¢. Dis
hekimi tarafindan ya disetinin icinden gegirilir (implantin bir bolimi dogrudan destek vermek Uzere
disetinden ¢ikar) ya da tamamen diseti altina gémillr (sadece gikarilabilir protez destegi igindir).

Medisolaris Dental implant, alt veya iist cene kemigine cerrahi yontem ile yerlestirilerek hastanin
¢igneme fonksiyonunu geri kazandirmada kullanilan yapay dis protezlerine destek olmasi amaciyla
kullanilan kemik seviyeli dis implantidir. Yukaridan asagiya implantin core geometrisi konik olarak iner.
Konik core’lu implantlar daha yliksek ¢ekme kuvveti ve yerlestirme torkuna sahiptir. Dis ¢api ¢ok
arttirmadan core c¢apini azaltmak kemik implant arasindaki temas alanini arttirarak ¢ekme kuvveti
dayanimini arttirir.

Cap ve Boy Segenekleri

- Merkiirhex implant

Uzunluk
6 mm 8 mm 10 mm 11.5mm 13 mm 16 mm
Gap
®3.2 YOK VAR VAR VAR VAR VAR
@3.7 VAR VAR VAR VAR VAR VAR
@42 VAR VAR VAR VAR VAR VAR
@47 VAR VAR VAR VAR VAR VAR
@5.2 VAR VAR VAR VAR VAR VAR
- Veniiscon implantlar
Uzunluk
6 mm 8 mm 10 mm 11.5mm 13 mm 16 mm
Gap
®3.2 YOK VAR VAR VAR VAR VAR
@37 VAR VAR VAR VAR VAR VAR
@43 VAR VAR VAR VAR VAR VAR
@5.0 VAR VAR VAR VAR VAR VAR
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1.a Uyari: Kullanim Kilavuzunda sunulan bilgiler, Medisolaris Dental implant Sisteminin derhal uygulanmasi igin yeterli
degildir. Kullanicinin; yasal olarak cerrahi operasyon yapabilecek yeterlilikte olmasi ve kullanim &ncesi oral

DENTAL IMPLANTS UNIVERSE:

implantasyon alaninda ileri egitim ve sistem parcalari hakkinda detaylh bilgi edinmesi gerekmektedir.

Cerrahi el aletlerini kullanilmadan steril edilmesi (Ureticinin tavsiyesine gére) gerekmektedir.

Cerrahi el aletlerini maksimum kullanim sayisindan fazla kullanilmamasi, implant yuvasinin yerinin dogru

ayarlanmasi gerekmektedir.

Saglam digler ile arasinda en az 1.5 mm; dental implant ile en az 3 mm olmalidir. Vestiblil, lingual veya palatinaldeki

kemik miktari da en az 1 mm olmalidir.

implant yataginin hazirlanmasi sirasinda kemik sicakligi 47C°’yi gegmemelidir.

1.b Yasal Sorumluluk Agiklamasi: Bu Urinin kullanimi sadece son kullanicinin sorumlulugundadir. Bu Urlnin hatali
kullaniimasi, anormal kullanim (dikkatsiz kullanim, sabotaj ve glvenlikle ilgili bilgilerin g6z ardi edilmesi), bu kullanim
kilavuzuna uyulmamasi durumunda meydana gelebilecek kayip ve zarara iliskin hicbir yikimllik tGstlenilmemektedir. Bu
sistem sadece orijinal Medisolaris Dental pargalari ile kullanilabilir. Ugiincii parti parcalarinin kullanilmasi Medisolaris Saghk

Hizmetleri A.S. Grlnlerini etkisiz kilar.

1.c Telif Hakki ve Patent: Medisolaris trlinlerine ait logolar korunmus patentlerdir ve sadece Medisolaris Saglk Hizmetleri A.S.
sahipligindedir. Bu isaretlerin herhangi bir sekilde kullaniimasi yasaklanmistir ve kullanimi halinde Tirkiye ve uluslararasi

hukuk dahilinde sorusturmaya tabidir.

1.d Egitim: Dental implant tedavisi karmasik cerrahi ve restoratif islemler icermektedir. Bu tlr uygulamalar bu alanda gerekli
egitimi almis dis hekimleri tarafindan gerceklestirilmelidir. Yetersiz egitim cerrahi ve prostetik komplikasyonlara yol agarak,

implantin ve restorasyonun basarisizligina sebep olur.

1.e Hasta Popiilasyonu:

Kemik gelisimi tamamlanmis olan (18 yas ve (zeri)

Hamile olmayan, puberte doneminde olmayan, emzirme déneminde olmayan

implant bélgesinde sert veya yumusak doku patolojisi olmayan

Aktif periodontal enfeksiyonu veya tedavi edilmemis periodontitis bulunmayan
Periodontal tedavi sonrasi iyi oral hijyen, iyi tedavi yaniti, sigara igmeyen, sistemik olarak saghkli
Stabil olmayan endokrin hastaligi (6rn. diyabet) olmayan

Lokal inflamasyon veya mukozal hastalik (6rn. liken planus) olmayan

Osteoporoz olmayan

immiinsipresif hastaligi olmayan

Kanser tedavisi gerektiren durumda olmayan (kemoterapi/radyoterapi/anti-rezorptif ilag)
Edinsel veya kalitsal pihtilasma bozuklugu olmayan

IV bazh bifosfonat kullanmamis/kullanmayan

Alkol ve uyusturucu bagimhhgi olmayan

Titanyum ve paslanmaz celige karsi alerji 6ykilisii olmayan

Sistemik hastalik nedeniyle diizenli ila¢ kullanimi gerekmeyen

Zihinsel gelisim bozuklugu olmayan

Yakin zamanda miyokard infarktiisii veya serebrovaskiiler olay gegirmemis hastalar

1.f Materyal: Paslanmaz celik ve titanyum.

1.g Kontrendikasyonlari:

Kemik gelisimi tamamlanmamis olanlar (18 yas alti)

Hamile, puberte doneminde veya emzirme déneminde olanlar

implant bélgesinde sert veya yumusak doku patolojisi bulunanlar

Aktif periodontal enfeksiyonu veya tedavi edilmemis periodontitis bulunanlar
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- Periodontal tedavi sonrasi koti oral hijyen, yetersiz tedavi yaniti, sigara kullanimi veya sistemik hastaligi
olanlar

- Stabil olmayan endokrin hastaligi olan (kontrolsiiz diyabet gibi)

- Liken planus gibi lokal inflamasyon veya mukozal hastaligi olanlar

- Osteoporoz tanisi olanlar

- imminsipresif hastaligi bulunanlar

- Kemoterapi, radyoterapi veya anti-rezorptif tedavi gerektiren kanser hastalari

- Edinsel veya kalitsal pihtilasma bozuklugu olanlar

- IV bifosfonat kullanmis veya kullanmakta olanlar

- Alkol veya uyusturucu bagimliligi bulunanlar

- Titanyum veya paslanmaz celige karsi alerji 6ykiisii bulunanlar

- Sistemik hastalik nedeniyle diizenli ilag kullanimi gerektiren hastalar

- Agiz hijyenini sirdirme yetenegini engelleyen zihinsel gelisim bozuklugu bulunanlar

- Yakin zamanda miyokard infarktlsi ve serebrovaskiiler olay gecirmis hastalar

1.h Artik Riskler : Enfeksiyon olusmasi, cerrahi islem sirasinda yaralanma, perforasyon ve cerrahi miidahale
sonrasi parastezi olugsmasi, ¢cisneme fonksiyonunu geri kazanamamasi ya da kazanmasinda gecikme
yasanmasi, dis etini kesilmesi ve hastanin caninin yanmasi, implantin yutmasi, Medisolaris dril uzatmalarin
yutmasi, Medisolaris drili yutmasi, Stkma pargasini yutmasi, Yeniden bir operasyon yapilmasi gerekliligi,
implant yuvasinin olusturulamamasi sonucu {riiniin yapay dis kékii amacina hizmet etmemesi, Kemikte
stres yaratarak - nekroz (61u) kemik olusmasi ve implantin osseintegrasyonun saglanamamasi, operasyonun
uzamasl, periimplantitis (implantta), perimukozit (implantta), implantta mobilite (implantta),
osseintegrasyon saglanamamasi (implantta), primer Stabilite (implantta), stabil kemik ve yumusak doku
seviyesinin uygun olmamasi (implantta)

1.i Olasi Yan Etkiler:

Enfeksiyon e  Agzin acilmasinda zorluk yasanmasi

Kanama ve hematon e  Dokularda hissizlik

Sinirlerde, sinliste ve nazal kavitedeki yaralanmalar e Dokularda karincalanma

implantin hatali konumlandiriimasi e  Duyu Degisikligi

insizyon hatti agikligi e Komsu diste hasar

Morarma e  Ust cenede siniis ve burun tabani zedelenmesi
Sislik

1.j implantlarin Agiz ici Yerlesimi

Disin kendisi ve kokiiniin cap olarak kiiclik olmasindan dolayi alveolarkretin daha ince oldugu bélgelere
kticuk capli implantlar yerlestirilir. Alveolarkrete implant yerlestirildikten
sonra implantin etrafi2Znda bukko-lingualvemezio-distal yonden en az iki mm
kemik mesafesi kalmali. Bu iki mm mesafe implantin kullanimi esnasinda
implanta gerekli destegi saglamaktadir. Venlscon ve Merkirhex serisi
implantlarda; narrow platforma sahip olan 3,2 mm ¢apli implantlar yandaki
mavi renkle isaretli bolgeye yerlestirilmesi 6nerilir. Kullanilacak implant
boylarina hastanin kemik yapisina uygun olarak hekim tarafindan karar
verilmesi tavsiye edilir. Medisolaris Dental implantlar tim kemik tipleri igin
kullanilabilir. Bu bolgelere yerlestirilen implantlar asagidaki gibidir. Tavsiye
edilen Grin kodlari icin MKK.01 ve MKK.03 Kullanim Kilavuzuna bakiniz.
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Ayni sekilde dis ve kemik capinin kalin oldugu yani birden fazla kdke sahip
dislerin oldugu alanlarda da genis ¢capliimplantlar kullanilmaktadir. Cigneme
yerine isirma kuvvetinin oldugu alt ve (st ¢cene keser dislerin oldugu bolgeye
genis capli implant yerlestirilir. Medisolaris implantlarda; regular platforma
sahip olan Merkurhex serisi icin @3,7/4,2/4.7/5.2 mm capli Venuscon serisi
icin 3,7/4,3/5.0 implantlar yandaki mavi renkle isaretli bolgeye
yerlestirilmesi oOnerilir. Kullanilacak implant boylarina hastanin kemik
yapisina uygun olarak hekim tarafindan karar verilmesi tavsiye edilir.
Medisolaris Dental implantlar tim kemik tipleri igin kullanilabilir. Bu
bolgelere yerlestirilen implantlar asagidaki gibidir. Tavsiye edilen Uriin
kodlariigin MKK.01 ve MKK.03 Kullanim Kilavuzuna bakiniz.

1.k Kemik Tipi

v

—

D4 D2 D1
Daha ince Porozkortikal kemik ile
ince trabekiiler kemik | pordzkortikal kemik ile yogun trabekdler Yogun kortikal kemik
ince trabekiler kemik kemik

Bu cerrahi kilavuz, drillerin kullanilmasi sirasinda c¢alisilan gesitli kemik yogunluklari icin hazirlanmistir. Calisma
sirasinda kemik kalitesine ve anatomik yapisina gore uygulanacak protokollerin secilmesinden dis hekimi
sorumludur.

Kemik kalitesi kemigin yogunlugu ile kategorize edilmistir. Kemik kalitesi D1, D2, D3 ve D4 olmak lizere 4 gruba
ayrihir. implant dis tedavisinde kemik kalitesinin dnemi biyiiktiir. Yapilacak olan implant planlamasi, implant
sayisi, implantin ylzey 6zellikleri, implant cerrahisi teknigi, implant tedavisinin siresi gibi bircok faktori etkiler.

D1 kemik, kemigin en yogun ve en sert oldugu kemik kalitesi grubudur. Genellikle alt ¢cene 6n bélgede, kemigin
asir eridigi durumlarda goriiliir. implant tedavisinde dikkat edilmesi gereken bir gruptur. Kemik cok serttir.
implant cerrahisi yapilirken kemigin isinmamasina dikkat edilmelidir. Aksi takdirde kemigin nekroz, implantin ise
kaybi kaginilmazdir. D1 Kemiklerde kanlanma az yasanabilir bu nedenle, implant — kemik iyilesmesi olmayacak ve
implantlar kaybedilebilecektir.

D2 kemik, dis implantiigin en ideal kemiktir. Kemigin yogunlugu ve kanlanmasi, implantla kemik arasindaki ylizey
temasi, diger gruplarla karsilastirildiginda en iyi olan kemiktir.

D3 kemigin yogunlugu, D2 kemigin yogunluguna gére yogunlugu daha azdir. implant uygularken daha temkinli
yaklasilmasi gereken kemik kalitesidir.

D4 kemik, kemigin yogunlugunun sifira yakin oldugu kemik kalitesidir.
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D4 kemik kalitesinde, dis implantinin cene kemigine stabil sekilde oturmasi saglanamayabilir. Boyle bir durumda
implant uygulanacak bolgeye, implant yuvasini agtiktan sonra yuvaya implant kemik tozu sikistirip, 3-6 ay arasi
bekledikten sonra implantlari yerlestirilmesi tavsiye edilir.

1. Dental implantlarin Steril Paketlerinin Agilmasi
1. ADIM: implant kutusu agilarak icinden steril paketlenmis termoform cikartilir.

2. ADIM: Blisterin arkasi acilir. Yapisma bdlgesinin yirtik, kirtk veya acilmis olmasi durumlarinda Grind
kullanmamalidir. implanti cerrahi operasyonun yapilacagi steril ortamda acilmalidir.

3. ADIM: implant anguldurva ile alinacaksa; anguldurvaya uygun anahtar, anguldurva ucuna takilir. implant
manuel alinacaksa manuel implant anahtari torklu rasete takilir.

4. ADIM: Tipin kapagl yukari dogru tutulur. Tlpiln kapagi cevrilerek acildiktan sonra standin icindeki
implant, anguldurva implant anahtari ya da manuel implant anahtari ile alinir.

5. ADIM: Standin icinden implanti almak icin anguldurva implant anahtari ya da manuel implant anahtari
implantin icine yerlestirilir. implantin diismemesi igin anahtarlarin implanta tam olarak oturdugundan emin
olunmahdir.

6. ADIM: implantlar tasiyicidan cikartilirken ileri geri ydnde hareket ettirerek ¢ikartilir.

7. ADIM: implanti yerlestirmede anguldurva kullaniliyorsa motordan uygun tork ayarlanarak kemikte agilan
yuvaya yerlestirilir. Eger implant manuel yerlestiriliyorsa torklu rasete implanti almadan 6nce uygun tork
ayarlandiktan sonra implant yuvadan alinir ve agilan yuvaya yerlestirilir.

8. ADIM: implanta kapak yerlestirmek icin tiipte bulunan kapak cerrahi operasyon odasinda kapaga uygun
anahtar yardimiyla c¢ikartilir.

9. ADIM: Tup iginden gikartilan kapak elle temas etmeden implanta yerlestirilir.
Uriinler direk el aletleri ile alinmayacak ise, steril bezin iizerine gelecek sekilde agilmalidir.

B. Drillerin Genel Ozellikleri

Tum driller, Veniiscon ve Merkiirhex implantlar ile uyumludur. Drillerin yerlestirilecek implantin ¢ap ve
boyuna uygun olarak secilmesi gerekmektedir. Venliscon ve Merkirhex implant sistemi icin tasarlanan
drillerden pilot driller stoperli olarak her boy implant icin tasarlanmistir. Final drilleri (izerinde yer alan boy
cizgileri yardimiyla implanta uygun yuva acilmasi saglanmaktadir. Drillerin stopersiz kullaniminda yuva
derinliginin belirlenmesi icin drillerin Gzerinde siyah kilavuz cizgileri vardir. Bu gizgilerin her biri belirli bir boyu
temsil eder. Temsil ettikleri boylar asagidaki resimde gosterilmistir. Dis hekimi yerlestirecegi implantin
boyuna gore kilavuz cizgilerini kullanarak yuva acmalidir. Merkirhex ve Venliscon implant sistemi igin
tasarlanan drillerde sert kemikler icin bir sonraki drilin kullanilmasi uygundur.

TUm cerrahi el aletleri Paslanmaz Celik ve titanyumdan Uretilmektedir.
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Her bir drilin en fazla 15 kez kullanilmasi tavsiye edilmektedir. Driller her kullanim dncesinde A.1 Genel
Temizleme Onerileri bashgi altinda yer alan talimatlara uygun olarak temizlenmeli ve A.2 Sterilizasyon Islemi
bollimi altinda yer alan parametrelere uygun olarak steril edilmelidir.

Driller A.3 Depolama sartlarina uygun olarak depolanmalidir.

B.1 Genel Temizlik ve Dezenfeksiyon Onerileri

- . Kullanilan Malzeme
Proses Adimi Temizlik Prosesi Uygulama .
ve Ekipman

1.Adim Rutin Temizlik Mimkiin oldugunda, Silme bezi, genis
temizlemeden 6nce pargalar ve | spektrumlu enzimatik
aletler sokulir. Parcalar musluk | temizleme ¢ozeltisi ve
suyu ile durulanir ve silinir, en musluk suyu.

az yirmi (20) dakika boyunca ilk
genis spektrumlu enzimatik
temizleme ¢ozeltisi iginde
bekletilir ve musluk suyu ile

durulanir.

2.Adim Dezenfeksiyon Genis spektrumlu enzimatik Silme bezi, genis
temizleme ¢ozeltisi kullanilarak | Spektrumlu enzimatik
parcalar yikanir, ardindan temizleme ¢ozeltisi ve
durulanip kurutulur. musluk suyu.

* Genis spektrumlu enzimatik temizleme ¢ozeltisi olarak; Anios Aniosyme DD1 Konsantre Enzimatik Dezenfektan
ile dezenfeksiyon yapilmasi tavsiye edilir.

B.2 Sterilizasyon islemi
Cerrahi El Aletleri kullanilmadan 6nce otoklav yontemi ile sterilize edilmelidir. Otoklav
sterilizasyonunda (buhar) 134°C sicaklikta 3 Dakika parametrelerinde steril edilmelidir.

Yontem ISO 17665'e gore buharli isi sterilizasyonu
Devir Onvakum

Sicaklik 134°C / /270°F

Pozlama stiresi 3 Dakika

On vakum 3 kere < 60 mbar

Minimum kurutma siresi Kapali yerde 10 dakika

Cerrahi El Aletlerinin tekli ambalaji otoklav sterilizasyonuna uygun degildir. Uriinlerin sterilizasyon
oncesi kontrollii ortamda paketinden cikartilarak, sterilizasyona uygun ambalaja konmasi ve ardindan
sterilizasyon isleminin gerceklestirilmesi gerekmektedir.

Cerrahi set konteyneri, otoklav sterilizasyonuna uygundur. Bu konteyner icinde iletilen cerrahi el
aletleri, konteyner ile birlikte sterilize edilebilir.

* Sterilizasyon yapilacak otoklav cihazinin yillik bakimlarini yaptiriniz ve cihazin parametrelerinin dogrulugunu kontrol etmek igin yilda bir kez
kalibrasyon yaptiriniz.

B.3 Depolama $artlan
Cerrahi El Aletlerinin depolandigi alanlarin asagida yer alan sicakliklara ve nem degerlerine uygun olmasi
tavsiye edilmektedir.
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Sicakhk 18C°-28C-~
Nem %40 - %60

B.4 CERRAHI EL ALETLERI

Punta Drill : Punta drill baslangig drilidir ve implantin yerlestirilecegi yerin belirlenmesi igin kullanilir. Yiizeyinde
kaplama yoktur. Isil islem prosesi uygulanir. Punta drill steril olmayan sekilde sunulmaktadir ve son kullanici
tarafindan steril edilmesi gerekmektedir. Hammaddesi paslanmaz celiktir.

Round Drill : Point drillden sonra kullanilan drildir ve implantin yerlestirilecegi yerin pointden sonra genisletilmesi
ve temizlenmesi igin kullanilir. Yiizeyinde kaplama yoktur. Isil islem prosesi uygulanir. Round dril steril olmayan
sekilde sunulmaktadir ve son kullanici tarafindan steriledilmesi gerekmektedir. Hammaddesi paslanmaz geliktir.
Merkiirhex ve Veniiscon Pilot ve Final Drilleri : Driller osteotami drilleridir. Osteotomi drilleri, kemige implant
yerlestirmek icin uygun bir yuva agmak amaciyla kullanilir. Pilot driller kullanim giivenligini artirmak igin stoperli
olarak tasarlanmistir. Pilot drillerin boylari 6/8/10/11.5/13/16 mm’dir. @3.2 capli implantlarda yumusak
kemiklerde Pilot dril kullanilacaktir. Merkiirhex ve Veniiscon Final Drilleri bes farkli ¢ap ve 2 boy seklinde bulunur.
Final driller kisa ve uzun olmak tizere 2 tip tasarlanmistir. Agiz agikhiginin az oldugu yerler igin kisa, yeterli oldugu
durumlar icin uzun dril kullanilir. Kisa driller 6mm den 10 mm ye kadar yuva agmak igin kullanilir. Uzun driller 16
mm ye kadar yuva agmaya uygundur. Driller iki kanatli olarak tasarlanmigtir. Kullanilacagi implant ¢apina goére
lazer markalama ile tzerine kodlari yazilmistir. Tum frezler motorla kullanima uygun olarak tasarlanmistir.
Yizeyinde kaplama yoktur. Isil islem prosesi uygulanmistir. Bileme prosesi uygulanmistir. Driller steril olmayan
sekilde sunulmaktadir ve son kullanici tarafindan steril edilmesi gerekmektedir. Hammaddesi paslanmaz cgeliktir.
Boyun Genisletici Dril : Hastanin kemiginin ¢ok sert oldugu durumlarda cortical kemigin genisletilmesi ve
implantin boyun bolgesinde meydana gelecek stresi azaltmak icin boyun genisletici driller, final drilden sonra
kullanilir. Boyun genisletici driller bes farkl capta ve tek boyda bulunur. Boyun genisletici drillerin gaplarini ve
boylarini belirten kilavuz amaci ile renklendirme ve kilavuz gizgileri vardir. Tim boyun genisletici driller motorla
kullanima uygun olarak tasarlanmistir. Yizeyinde kaplama yoktur. Isil islem prosesi uygulanmistir. Boyun
genisletici driller, piyasaya steril olmayan sekilde sunulmaktadir ve son kullanici tarafindan steril edilmesi
gerekmektedir. Hammaddesi paslanmaz geliktir.

Dril Uzatma : Dril boylarinin uzatilabilmesi icin kullanilir. Yiizeyinde kaplama yoktur. Isi islem prosesi
uygulanmaktadir. Dril uzatma steril olmayan sekilde sunulmaktadir ve son kullanici tarafindan steril edilmesi
gerekmektedir. Hammaddesi paslanmaz celiktir.

Raset Adaptor : Rasetle kullanilan cerrahi pargalarin motorla kullaniimasina olanak saglayan aparattir. Yizeyinde
kaplama yoktur. Isi islem prosesi uygulanmaktadir. Raset adaptor steril olmayan sekilde sunulmaktadir ve son
kullanici tarafindan steril edilmesi gerekmektedir. Hammaddesi paslanmaz celiktir.

Sikma ve Tasima Pargasi : implant Sikma ve Tasima Anahtarlari, implantlarin implant yuvasina yerlestirilmesinde
kullanismaktadir. Agiz agikhginin az oldugu yerlerde kisa sikma ve tasima pargalari; agiz acikhginin daha fazla
oldugu yerlerde uzun sikma ve tasima pargalari kullaniimaktadir. Hammaddesi paslanmaz ¢eliktir.

Kirik Vida Gikartma Drili : Kirik Vida ¢ikartma drili, kemik icinde kirilan implantlarin yuvadan gikartilmasi igin

kullanilan drillerdir. Hammaddesi paslanmaz geliktir.

Paralel Pin: Coklu dis yetmezliklerinde; multi unit abutmentlarin yerlestiriimesinin ardindan yuvalarin
birbirlerine paralel olup olmadiklarinin kontrol edilmesi icin; paralel pinler kullanilmaktadir. Coklu implant
yerlestiriimesinde; implant yuvalarinin paralellikler yapilacak (st protez icin 6nem tasimaktadir. Diiz; 15° ve 30°
acili gesitleri vardir. Temizlenmesinin ve steril edilmesinin ardindan birden fazla kullanilabilir. Hammaddesi
paslanmaz geliktir.

Derinlik Olger: Derinlik Olger implant yuvalarinin olusturulmasinin ardindan; yuvaya implantin yerlestiriimeden
once; olusturulan yuvanin derinligini kontrol etmek i¢in kullanilir. Derinligin 6l¢lilmesinin ardindan, boyun
uygun olmasi durumunda implant yerlestirilir; uygun olmamasi durumunda yuva uygun boya getirilir ve
ardindan implant yerlestirilir. Temizlenmesinin ve steril edilmesinin ardindan birden fazla kullanilabilir.
Hammaddesi paslanmaz celiktir.
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Derinlik Olger’in &lgiileri asagidaki gibidir. Olgii birimi milimetredir.

' L6
L:13
- L:11.5
L:10
L L8
L:& -
2.2

Kirik Vida Cikartma Merkezleme Aparati / Kirik Vida Cikartma El Aparati: Agiz icinde kirilan vidanin ¢ikartiimasi
amacit ile kullanilan Kirik Vida Cikartma Drilinin ve Kirik Vida Cikartma El Aparatinin ¢ikartilacak vidayi tam
ortalayabilmesi amaciyla kullanilir. Cikartilacak vidanin oldugu bolgeye 6ncelikle Kirik Vida Cikartma
Merkezleme Aparati yerlestirilir ve sonrasinda Kirik Vida Cikartma Drili veya Kirik Vida Cikartma El Aparati ile
vida agiz icinden gikartilir. Hasta agzinda kirilan vidalarin gikartiimasi icin kullanilmaktadir. Kirik Vida
Merkezleme Aparatinin yerlestirilmesinin ardindan, Kirik Vida Cikartma El Aparati ile kirilan vida g¢ikartilir. Non-
steril olarak piyasaya sirilmektedir. Temizlenmesinin ve steril edilmesinin ardindan en fazla 15 defa
kullanilabilir. Hammaddesi paslanmaz geliktir.

Torklu Raset / Raset: implantlarin yerlestirilmesi sirasinda; tist yapilarin el ile kullanilan pargalarla
yerlestirilmesi sirasinda; agiz icinde tavsiye edilen tork degerine gore sikilmasinda kullanilir. Temizlenmesinin ve
steril edilmesinin ardindan en fazla 15 defa kullanilabilir. Hammaddesi paslanmaz geliktir.

Hex Anahtarlari: implant veya abutmentlarin hasta agzina tasinmasi ve tavisye edilen torklarla, el ile
sikilmasinda kullanilmaktadir. 15 defadan fazla kullanilmamasi tavsiye edilir. Temizlenmesinin ve steril
edilmesinin ardindan en fazla 15 defa kullanilabilir. Hammaddesi paslanmaz geliktir.

Tornavida: implantlarin agiz igine yerlestirilmesi sirasinda; tasima ve sikma parcalari ile kullanilmaktadir.
Temizlenmesinin ve steril edilmesinin ardindan en fazla 15 defa kullanilabilir. Hammaddesi paslanmaz geliktir.
Cektirme Vidasi: Prova sirasinda, implanta sikisan abutmenti ¢ikarmak igin kullaniimaktadir. Temizlenmesinin
ve steril edilmesinin ardindan kullanilabilir. Hammaddesi titanyumdur.

Cerrahi Setler: implant yuvasinin hazirlanmasi, implantin ve Ustyapinin yerlestirilmesi sirasinda kullanilan tiim
cerrahi el aletlerini ve el aletleri icinde barindiran settir. Hammaddesi paslanmaz celiktir. Cerrahi setler yalnizca
kontrolli bir ortamda (ameliyathane veya uygun sterilizasyon kosullarinin saglandigi alan) kullaniimahdir.

Olgiim Ozelligi Bulunan Uriinler

Olgiim Ozelligi 80/181/AET kapsaminda | Uriin Ozelligindeki | Olgiim Ozelligi Bulunan

Bulunan Uriinler | yer alan Olgii Birimi Olgii Birimi Uriiniin Sapma Limiti
) Mili  m Derinlik Olger -Cizgiler:
Derinlik Olcer ' Mm : Milimetre +0,03 mm / %99,5
Metre : m
Acili Paralel Pin: £2°/
Acili Paralel Pin Derece : ° Derece : ° %87

B.5 implant Yuvasinin Hazirlanmasi

Medisolaris Dental implantlari kemige yerlestirmek icin asagidaki gdrselde anlatilan sira izlenerek implant yuvasi
hazirlanmalidir. Bu protokol yumusak kemikler ve sert kemikler igin gegerlidir. Medisolaris final drilleri tek boya
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sahiptir. implant boyuna gére yuva agmak icin her boya 6zel stoperli pilot driller kullanildiktan sonra markalama
ile gosterilen derinlik gizgilerine uyarak yuva agilmasi tavsiye edilir.

Kemik 1sinmasini ve yanmasini 6nlemek icin drilleri serum fizyolojik sivisi takviye edilebilecek fizyo dispanserle
kullanilmasi tavsiye edilir. Drillerin fizyo dispansere bagli olan anguldurvaya tam oturdugundan emin
olunduktan sonra kullanilmaldir. Drilleme yaparken aralikli delme teknigi (gagalama yéntemi) kullanilarak
delme islemi yapilmalidir. 700 rpm ile uygulanmasi tavsiye edilir.

Her bir drilin en fazla 15 kez kullanilmasi tavsiye edilmektedir. Her bir implant bir kullanim olarak diisiintlmelidir.
Molar bolgede agiz agikliginin az olmasi nedeniyle uygulanacak implanta gore drillerin ve el aletlerinin kisa (DRL
xxxS kodlu) olanlarinin kullaniimasi uygun olacaktir.

A.5.a Tavsiye Edilen Tork Degerleri

YAPILACAK iSLEM TAVSIYE EDILEN TORK DEGERI
implantlarin Yerlestirilmesi 35-40 Ncm

iyilesme Bashiginin Yerlestirilmesi 15 Ncm

Kapagin Yerlestirilmesi 15 Ncm

Vidanin (Merkirhex) Yerlestirilmesi 30 Ncm

Vidanin (Veniscon) Yerlestirilmesi 30 Ncm

M.Unit Okllzal Vidanin Yerlestirilmesi 20 Ncm

Kendinden Vidali Abutmentlarin Yerlestirilmesi | 30 Ncm

Veniiscon implant igin izlenecek protokol agagidaki gibidir.
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Venuscon | 3.2mm

Final Drill  Boyun Genisletici

| |

3.0/3.2

DRL 2023-16 DRL 2328 CBD 3200
2.0/2.3mm 2.3/2.8mm
. »
Venuiscon | 3.7mm O
Final Drill  Boyun Genisletici
3.0/3.7 : - :
| 5
4
DRL 2023-16 DRL 2328 DRL 2834 CBD 3700
2.0/2.3mm  2.3/2.8mm 2.8/3.4mm
. O »
Venuscon | 4.3mm
Final Drill  Boyun Genigletici
3.0/4.3 i 7 7
DRL 2023-16 DRL 2328 DRL 2834 DRL 3438 CBD 4200
2.0/2.3mm  2.3/2.8mm  2.8/3.4mm 3.4/3.8mm
. o »
Venuscon | 5.0mm
Final Drill  Boyun Genisgletici
3.0/5.0 . , , ‘
' g ' ) ﬁ
DRL 2023-16 DRL 2328 DRL 2834 DRL 3438 DRL 4146 CBD 5000
2.0/2.3mm  2.3/2.8mm 2.8/3.4mm  3.4/3.8mm 4.1/4.6mm
O »

Merkiirhex implant icin izlenecek protokol asagidaki gibidir.
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Merkirhex | 3.2mm

3.0/3.2

|

;

Final Drill  Boyun Genigletici

i

|

DRL 2023-16 DRL 2328 CBD 3200
2.0/2.3mm 2.3/2.8mm
L 4
Merkirhex | 3.7mm O
Final Drill  Boyun Genigletici
3.5/3.7 :
4
|
DRL 2023-16 DRL 2328 DRL 2834 CBD 3700
2.0/2.3mm  2.3/2.8mm 2.8/3.4mm
O »
Merkirhex | 4.2mm
Final Drill  Boyun Genisletici
3.5/4.2 i i
3 I i
4
DRL 2023-16 DRL 2328 DRL 2834 DRL 3438 CBD 4200
2.0/23mm  2.3/2.8mm  2.8/3.4mm 3.4/3.8mm
. O »
Merkirhex | 4.7mm
Final Drill  Boyun Genisletici
3.5/4.7
4 i 1
DRL 2023-16 DRL 2328 DRL 2834  DRL 3438 DRL 3844 CBD 4700
2.0/23mm  2.3/2.8mm  2.8/3.4mm  3.4/3.8mm 3.8/4.4mm
3
i O »
Merkiirhex | 5.2mm
Final Drill  Boyun Genisletici
3.5/5.2 ; ‘ j
! 1 g
f ' g g
i 1 | d
DRL 2023-16 DRL 2328 DRL 2834 DRL 3438 DRL 3844 DRL 4448 CBD 5200
2.0/2.3mm  2.3/2.8mm 2.8/3.4mm  3.4/3.8mm  3.8/4.4mm 4.4/4.8mm
O ¥

B.5 Klinik Fayda: Cerrahi el aletleri dogrudan bir tedavi veya tani etkisi saglamaz. Dis hekimlerinin kemigi dogru ve gilivenli bir
sekilde hazirlamasina olanak taniyan cerrahi aletler olarak islev gérdikleri igin, klinik faydalari dolaylidir. Hasta igin klinik
sonug, cerrahi el aletinin kendisinden ziyade uygulanan dis implantina veya tedaviye baglhdir.

B.6 Giivenlik ve Performans Bilgileri: Medisolaris Grlnlerinin glvenlik ve performans kriterlerini saglayan test raporlari
uygulanmis ve test raporlarinin sonuglarinin uygun oldugu gorilmustir. Medisolaris Uriinlerinde yasanabilecek olumsuz
olaylarin, ilgili yetkili otoriteye raporlanmasi gerekmektedir.

B.7 Bertaraf: implantin ¢ikariimasi islemi sonrasinda, implant pargasi enfeksiyon yapici 6zellik tasiyabileceginden, el aletleri
ise kesici-delici 6zelliginden dolayi “tibbi atik” sinifina girer. implantlar, “enfeksiyon yapici atik”; implantin yerlestiriimesinde
kullanilan el aletleri (6rnegin; driller, tasima sikma pargalari) kesici - delici 6zellige sahip olmasi nedeniyle "kesici - delici atik”

sinifina girmektedir.
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Bu atiklar, Tibbi atiklarin toplanmasinda; yirtiimaya, delinmeye, patlamaya ve tasimaya dayanikli, orta yogunluklu polietilen
hammaddeden sizdirmaz, ¢ift taban dikisli ve korliksliz olarak Uretilen, ¢ift kat kalinhgr 100 mikron olan, en az 10 kilogram
kaldirma kapasiteli, Gizerinde gorilebilecek biiylklikte ve her iki yliziinde siyah renkli “Uluslararasi Biyotehlike” amblemi ile
“DIKKAT! TIBBI ATIK” ibaresini tasiyan kirmizi renkli plastik torbalar kullanilir. Torbalar en fazla % oraninda doldurulur, agizlar
sikica baglanir ve gerekli gorildigli hallerde her bir torba yine ayni 6zelliklere sahip diger bir torbaya konularak kesin
sizdirmazlik saglanir. Bu torbalar hicbir sekilde geri kazanilamaz ve tekrar kullanilamaz. Tibbi atik torbalarinin igerigi hicbir
suretle sikistirilamaz, tibbi atiklar torbasindan gikarilamaz, bosaltilamaz ve baska bir kaba aktarilamaz.

Kesici ve delici 6zelligi olan atiklar diger tibbi atiklardan ayri olarak delinmeye, yirtilmaya, kirilmaya ve patlamaya dayanikli,
su gecirmez ve sizdirmaz, agilmasi ve karistirilmasi miimkiin olmayan, Gizerinde siyah renkli “Uluslararasi Biyotehlike” amblemi
ile siyah harflerle yazilmis “DIKKAT! KESICi ve DELICi TIBBI ATIK” ibaresi tasiyan plastik veya ayni 6zelliklere sahip lamine
kartondan yapilmis kutu veya konteynerler icinde toplanir. Bu biriktirme kaplari, en fazla % oraninda doldurulur, agizlar
kapatilir ve tibbi atik torbalarina konur. Kesici-delici atik kaplari dolduktan sonra kesinlikle sikistirlamaz, agilamaz,
bosaltilamaz ve geri kazanilamaz. implant atiklari hicbir sekilde evsel atiklarla karistirilmamalidir.

Hastaneler, klinikler, dis hekimligi merkezlerinden, belediyelerin ilgili birimleri ya da belediyelerin yetkilerini devrettigi
firmalar tarafindan toplanan; tibbi atiklar ilgili belediye veya yetkili tibbi atik bertaraf tesisleri tarafindan bertaraf edilir.

Bertaraf 6ncesi ve sirasinda; kisisel koruyucu ekipman (eldiven, maske, gozliik, onlik) kullaniimalidir. Bertaraf islemleri Tibbi
Atik Yonetmeligine uygun sekilde gergeklestirilmelidir.

Her llkenin bertaraf atik yonetim mevzuatina gore hareket edilmelidir.

B.8 Sembollerin Anlamlari:

Lot N Tekrar Kullanmayin Isinlama Kullanilarak Steril
ot Numarasi .
LOT (Tiim drdinler) (Dental implant — Abutment — STER“-E Edilmistir.

lyilesme Basliklari — Kapaklar) (Dental implantlar)

CE Marking / Notified

Tekrar steril edilmez.
(Dental implant — Abutment — C E 2975 Body number

lyilesme Basliklari — Kapaklar) (Tim driinler)

Katalog Numarasi

REF

(Tim driinler)

Saresinde Kullanin
(Tim driinler)

- - Steril edilmemis
Uretim Tarihi ) .
L (Dental implant disindaki tiim
(Tiim drtinler) o
trdnler)

Uyari, Beraberinde Verilen

__F' é'i (01)01234567831011 UDI Numarasi
! = (11)200622

Dokiimanlara Basvurunuz | CHHH 11)20062
N = (17240622 .. v
ﬂ. i21issaagwa (Tiim diriinler)
e

Ambalaj hasarli ise
@ kullanmayin
(Tim driinler)

(Tim driinler)

e\gU 1ndl'fat0’,
r il

Elektronik kullanim
talimatlarina

~ PLEL®®

Sicakhk Arahgi I imalatgi
basvurunuz (Tim driinler) (Tiim driinler)

(Tim driinler)

=

L .
Az Glnes i1s1gindan uzak
Nem araligi ,:?»).Q 71318 Cift Steril Bariyer Sistemi
o !\ tutunuz )
—— (Tim driinler) "."‘- (Dental Implant)

(Tim driinler)

P’
¢

M D Tibbi Cihaz U DI Tekil Cihaz Tanimlayici N Kuru Tutunuz
(Tim driinler) (Tim driinler) (Tim driinler)
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1-) DENTAL iMPLANTLARI
Medisolaris (Merkiirhex) Dental implant ve Ust Yapilari MEDISOLARIS Saglhk Hizmetleri San. Tic. Ltd. Sti. tarafindan dretilmekte
olup dis eksikliginin tedavisi icin alt veya Ust ¢ene kemigine cerrahi yontem ile yerlestirilir ve restorasyonlar icin sabit bir temel
saglayarak dis kokiniin ikamesi islevini goriir veya onun yerine geger. Merkiirhex Dental implantlar, kemik seviyeli dis
implantlaridir. ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden uretilir . Merkiirhex Dental implantlar icin hedef kullanicilar dis
hekimleridir.

Ustyapilar; tamamen dissiz veya pargall dissiz hastalarda Dental implant ile kullanilan alt ve/veya iistcenede kron, kdprii veya
Ustyapilari desteklemek icin kullanilan pargalardir
Medisolaris trilinlerinin belirtilen kullanim amaci disinda kullanilmamasi tavsiye edilir.

Medisolaris Dental implant Temel &lciileri:
Merkiirhex serisi implant icin:

Uzunluk:6/8/10/11.5/13 /16 mm Cap:3.2/3.7/4.2/4.7/5.2 mm
Uzunluk
Cap 6 mm 8 mm 10 mm 11.5 mm 13 mm 16 mm
?3.2 YOK VAR VAR VAR VAR VAR
?3.7 VAR VAR VAR VAR VAR VAR
D4.2 VAR VAR VAR VAR VAR VAR
D4.7 VAR VAR VAR VAR VAR VAR
?5.2 VAR VAR VAR VAR VAR VAR

1.a  Uyari: Burada sunulan bilgiler Medisolaris Dental implant Sisteminin derhal uygulanmasi icin yeterli degildir. Kullanicinin
yasal olarak cerrahi operasyon yapabilecek yeterlilikte olmasi ve kullanim 6ncesi oral implantasyon alaninda ileri egitim ve sistem
parcalari hakkinda detayli bilgi edinmesi gerekmektedir.

1.b  Yasal Sorumluluk Agiklamasi: Bu driintin kullanimi sadece son kullanicinin sorumlulugundadir. Bu driintin hatal
kullanilmasi, anormal kullanim (dikkatsiz kullanim, sabotaj ve guivenlikle ilgili bilgilerin g6z ardi edilmesi), bu kullanim kilavuzuna
uyulmamasi durumunda meydana gelebilecek kayip ve zarara iliskin hi¢ bir ylikimlilik Gstlenilmemektedir. Bu sistem sadece
orijinal Medisolaris Dental parcalari ile kullanilabilir. Uglincii parti pargalarinin kullaniimasi Medisolaris Saglik Hizmetleri A.S.
arlnlerini etkisiz kilar.

1.c  Telif Hakki ve Patent: Medisolaris Dental implanta ait logolar korunmus patentlerdir ve sadece Medisolaris Saglik Hizmetleri
A.S. sahipligindedir. Bu isaretlerin herhangi bir sekilde kullaniimasi yasaklanmistir ve kullanimi halinde Tirkiye ve uluslararasi hukuk
dahilinde sorusturmaya tabidir.

1.d  Egitim: Dental implant tedavisi karmasik cerrahi ve restoratif islemler icermektedir. Bu tir uygulamalar bu alanda gerekli
egitimi almis dis hekimleri tarafindan gerceklestirilmelidir. Yetersiz egitim cerrahi ve prostetik komplikasyonlara yol acarak
implantin ve restorasyonun basarisizligina sebep olur.

l.e  Hasta Popiilasyonu: Kemik gelisimi tamamlanmis olan (18 yas ve (izeri), hamile olmayan, kranyofasiyal degisikliklerin

hizli puberte doneminde olmayan ve emzirme déneminde olmayan, implant bdlgesinde sert ya da yumusak doku patolojisi
olmayan, aktif periodontal enfeksiyonu olmayan veya tedavi edilmemis periodontitisi bulunmayan, periodental tedavi

sonrasinda; iyi oral hijyen, Periodontal tedaviye iyi cevap, sigara icmeyen, sistemik olarak saglkli olan hastalar; stabil olmayan
endokrin hastaliklari olmayan (diyabet gibi); Liken planus gibi lokal inflamasyon veya mukozal hastaliklari olmayan; Osteoporoz
olmayan (Kemik erimesi); immunsupressif hastaligi olmayan; kemoterapi / radyoterapi/anti-rezorptif ilag kullanimi gerektiren
kanser olgulari bulunmayan; edinimsel veya kazanismis pithtilasma bozukluklari olmayan; intravenoz (IV) bazh bifosfonat
kullanmamis/kullanmayan; alkol ve uyusturucu bagimliligi 6ykisi bulunmayan; titanyuma ve paslanmaz gelige karsi alerji

oykisi olmayan; diizenli ilag kullanimi gerektiren sistemik hastaligi olmayan; mental retardasyon gibi zihinsel gelisim bozuklugu
olmayan .

1.f Hammadde ve igerik: implantlar ve tstyapilar ISO 5832-3 TI6AL4V ELI / GRADE23’ den, cerrahi el aletleri 1.4116, el aletleri
1.4057 Paslanmaz Celikten iiretilmistir. Medisolaris Dental implantin yiizey mikro yapisi, osseointegrasyon, Ra degerleri 2.0-2.5
um elde edilmesi icin Hidroksiapatit ve trikalsiyum fosfat’dan olusan kumlama ve passivasyon SBM yontemiyle ylzeyi
parazlendirilmistir.

1.2 Medisolaris implantlarin Kullanim Endikasyonlari:

Cihazlar tam ve kismi dissizlik durumlarinda endikedir



Kontrendikasyonlari:

v" Kontrendikasyon
v' Kemik gelisimi tamamlanmamus olanlar (18 yas alti)

v' Hamile, puberte déneminde veya emzirme déneminde
olanlar

v implant bélgesinde sert veya yumusak doku patolojisi
bulunanlar

v' Aktif periodontal enfeksiyonu veya tedavi edilmemis
periodontitis bulunanlar

v" Periodontal tedavi sonrasi kétii oral hijyen, yetersiz tedavi
yaniti, sigara kullanimi veya sistemik hastaligi olanlar

v/ Stabil olmayan endokrin hastaligi olan

v" Liken planus gibi lokal inflamasyon veya mukozal hastaligi
olan

v' Osteoporoz tanisi olanlar

v" iImminsipresif hastalig bulunanlar

v' Kemoterapi, radyoterapi veya anti-rezorptif tedavi gerektiren
kanser hastalari

v' Edinsel veya kalitsal pihtilagsma bozuklugu olanlar

v' IV bifosfonat kullanmis veya kullanmakta olan

v' Alkol veya uyusturucu bagimuugi bulunanlar

v' Titanyum veya paslanmaz gelige karsi alerji 6yklsu bulunanlar

v' Sistemik hastalik nedeniyle diizenli ilag kullanimi gerektiren
hastalar

v' Agiz hijyenini sirdirme yetenegini engelleyen zihinsel gelisim
bozuklugu bulunanlar

v' Yakin zamanda miyokard infaktiirs ve serebrovaskuler olay
gecirmis hastalar

1.h  Artik Riskler :

e Hastanin aci / agri duymasi

o Parestezi olugsmasi

e Besinin ¢ignenmesinde zorluk yaganmasi

o Kemik rezorbsiyonu

o Enfeksiyon olusumu,

o Kemik nekrozunun olugmasi

e Enfeksiyonun yayilmasi

e Komsu diste hasar olusmasi

e implant veya listyapinin sekil degistirmesi veya kirilmasi

¢ implantin mobillesmesi, gevsemesi veya ge¢ ossentegrasyon yada
saglanamamasi

e Perforasyon olusumu

e Protezin yapilamamasi

o Dis kaybi ve cerrahi operasyona ihtiyag duymasi

e Hava embolisi

e Hastada patolojik durum olusmasi

o Sinir hasarlari sonucu hastada uyusma, his kaybi ve hassasiyet meydana
gelmesi

o Hastanin estetik kaygi duymasi

o Stabilite kaybi

o Hastanin fonetik kaygi duymasi

o Primer stabilitenin saglanamamasi

e Hasta memnuniyetsizligi

Mandibular fraktiir

e Hastanin implant bélgesinde kanamanin fazla olmasi

Hematom olusumu

e Hastanin solunum yolunun tikanmasi

Komsu disin canliligini yitirmesi

e Hastanin yasam kalitesinde disus

o Maksiller Sinlis Perforasyonu

o impant — abutment arasina baska bir madde sikismasi

e Peri implanter mukozitis

o implant bolgesinde morarma gorilmesi

e Postoperatif yumusak doku komplikasyonlari

o implant bélgesinde ddem olusmasi

e Bunlarin disinda, ¢ivi gevsemesi, catlamasi implant ¢atlag, abutment

gevsemesi gibi mekanik komplikasyonlar da olusabilmektedir.

o implantin fail olmasi (kaybedilmesi)

o Uriiniin kullanilamamasi veya hatali kullaniimasi

o implant bélgesinde sislik olusmasi

e Alerjik reaksiyon

o implant bélgesinde eksiida

e Toksik etki

e Kanserojen Etki

e Yara Agilmasi

1.i Olasi Yan Etkiler:

e Hastanin aci / agri duymasi

o Parestezi olugsmasi

e Besinin gignenmesinde zorluk yasanmasi

o Kemik rezorbsiyonu

o Enfeksiyon olusumu,

o Kemik nekrozunun olugmasi

o Enfeksiyonun yayilmasi

e Komsu diste hasar olugsmasi

o implant veya listyapinin sekil degistirmesi veya kirilmasi

¢ implantin mobillesmesi, gevsemesi veya ge¢ ossentegrasyon yada
saglanamamasi

e Perforasyon olusumu

e Protezin yapilamamasi

o Dis kaybi ve cerrahi operasyona ihtiyag duymasi

e Hava embolisi

e Hastada patolojik durum olusmasi

e Sinir hasarlari sonucu hastada uyusma, his kaybi ve hassasiyet meydana
gelmesi




o Hastanin estetik kaygi duymasi

Stabilite kaybi

o Hastanin fonetik kaygi duymasi

Primer stabilitenin saglanamamasi

e Hasta memnuniyetsizligi

Mandibular fraktiir

e Hastanin implant bolgesinde kanamanin fazla olmasi

Hematom olusumu

e Hastanin solunum yolunun tikanmasi

Komsu disin canliligini yitirmesi

e Hastanin yasam kalitesinde disus

Maksiller Siniis Perforasyonu

o impant — abutment arasina baska bir madde sikismasi e Peri implanter mukozitis

o implant bélgesinde morarma goriilmesi o Postoperatif yumusak doku komplikasyonlari

o implant bélgesinde ddem olusmasi

e Bunlarin disinda, ¢ivi gevsemesi, c¢atlamasi implant c¢atlagl,

gevsemesi gibi mekanik komplikasyonlar da olusabilmektedir.

abutment

o implantin fail olmasi (kaybedilmesi)

o Uriiniin kullanilamamasi veya hatali kullanilmasi

o implant bélgesinde sislik olusmasi

o Alerjik reaksiyon

o implant bélgesinde eksiida

e Toksik etki

e Kanserojen Etki

® Yara Agllmasi

1.j implantlarin Agiz icerisindeki Yerlesim Konfigiirasyonu : Disin kendisi ve kdkiiniin cap olarak kiiciik olmasindan dolayi alveolar

kretin daha ince oldugu bolgelere kiiclk capli implantlar yerlestirilir. Alveolar krete implant yerlestirildikten sonra
implantin etrafinda bukko-lingualve mezio-distal yénden en az iki mm kemik mesafesi kalmali. Bu iki mm mesafe
implantin kullanimi esnasinda implanta gerekli destegi saglamaktadir. Merkiirhex serisi implantlarda; narrow
platforma sahip olan 3,2 mm c¢aph implantlar yandaki koyu renkle isaretli bolgeye yerlestirilmesi onerilir. Agiz
yapisina iliskin gorsel, 1ISO 3950 standardinda tanimlanan dis ve agiz bolgelerinin numaralandirma ve adlandirma
sistemine uygun olarak hazirlanmigtir. 1ISO 3950 dis ve agiz bolgelerinin numaralandirma ve adlandirmasi asagidaki

gorsel ile verilmistir. Yandaki gorselde koyu renk ile isaretlenen bolgeler, implantlarin ISO 3950 standardina gore Ust ¢cenede 12 ve
22 numarali dislerde, alt cenede ise 42, 41, 31 ve 32 numarali dislerde kullaniimasinin tavsiye edildigi alanlari gdstermektedir.

Kemik gelisimi tamamlanmamis bireylerde (18 yas alti) ve sit dislerinin bulundugu durumlarda kullanilmasi tavsiye edilmez.

Right 00 Left o cavity
01 Maxillary area
10 20 Quadrant
03 04 05 Sextant
18 17 16 15 14 {13 12 11 |21 22 23 24 25 26 27 28 Permanentteeth
55 54 153 52 51|61 62 63 64 65 Declduous teeth
85 84 183 82 81|71 72 73 .74 75 Declduous teeth
48 47 46 45 44 143 42 41 | 31 32 33 34 35 36 37 38 Permanent teeth
08 07 06 Sextant
40 30 Quadrant
02 Mandibular area

Kullanilacak implant boylarina hastanin kemik yapisina uygun olarak hekim tarafindan karar verilmesi tavsiye edilir. Medisolaris

Dental implantlar tim kemik tipleri igin kullanilabilir. Bu bolgelere yerlestirilen implantlar asagidaki gibidir.

URUN KODU URUN ADI
SLM 3208 Merkiirhex implant@3.2mm L:8mm Platform 3.0mm
SLM 3210 Merkiirhex implant $3.2 mm L:10 mm Platform 3.0 mm
SLM 3211 Merkiirhex implant $3.2 mm L:11.5 mm Platform 3.0 mm
SLM 3213 Merkiirhex implant $3.2 mm L:13 mm Platform 3.0 mm
SLM 3216 Merkiirhex implant $3.2 mm L:16 mm Platform 3.0 mm
fere] Ayni sekilde dis ve kemik ¢apinin kalin oldugu yani birden fazla kéke sahip dislerin oldugu alanlarda da genis ¢apli

implantlar kullanilmaktadir. Cigneme yerine i1sirma kuvvetinin oldugu alt ve Ust cene keser dislerin oldugu bolgeye

genis capli implant yerlestirilir. Medisolaris implantlarda; regular platforma sahip olan Merkiirhex serisi igin
©3,7/4,2/4.7/5.2 mm gapli implantlar yandaki koyu renkle isaretli bélgeye yerlestirilmesi énerilir. Yukarida verilen
ISO 3950 dis ve agiz boélgelerinin numaralandirma ve adlandirmasi sistemine gore; yanda yer alan gorselde koyu
renk ile isaretlenen bolgeler, implantlarin Ust cenede 18, 17, 16, 15, 14, 13, 11, 21, 23, 24, 25, 26, 27, 28 numarali
dislerde; alt cenede ise 48, 47, 46, 45, 44, 43, 33, 34, 35, 36, 37, 38 numarali dislerde kullanilmasinin tavsiye edildigi
alanlari gostermektedir. Kemik gelisimi tamamlanmamis bireylerde (18 yas alti) ve sit dislerinin bulundugu durumlarda

kullanilmasi tavsiye edilmez. Kullanilacak implant boylarina hastanin kemik yapisina uygun olarak hekim tarafindan karar




verilmesi tavsiye edilir. Medisolaris Dental implantlar tim kemik tipleri icin kullanilabilir. Bu boélgelere yerlestirilen
implantlar asagidaki gibidir.

URUN KODU | URUN ADI URUN KODU | URUN ADI
SLM 3706 Merkiihex implant@3.7mm L:6mm Platform 3.5mm SLM 4206 Merkiirhex implant@4.2mm L:6mm Platform 3.5mm
SLM 3708 Merkiirhex implant@3.7mm L:8mm Platform3.5 mm SLM 4208 Merkiirhex implant@4.2mm L:8mm Platform 3.5mm
SLM 3710 Merkirhex implant@3.7mm L:10mm Platform3.5 mm SLM 4210 Merkiirhex implant@4.2mm L:10mm Platform 3.5mm

SLM 3711 Merkirhex implant@3.7mm L:11.5mm Platform 3.5mm SLM 4211 Merkiirhex implant@4.2mm L:11.5mm Platform 3.5mm

SLM 3713 Merkiirhex implant $3.7 mm L:13 mm Platform 3.5 mm SLM 4213 Merkiirhex implant @4.2mm L:1 mm Platform 3.5mm

SLM 3716 Merkiirhex implant 3.7 mm L:16 mm Platform 3.5 mm SLM 4216 Merkiirhex implant @4.2mm L:16mm Platform 3.5mm

SLM 4706 Merkiirhex implant @4.7 mm L:6 mm Platform 3.5 mm SLM 5206 Merkirhex implant @5.2mm L:6mm Platform 3.5mm

SLM 4708 Merkirhex implant 34.7 mm L:8 mm Platform 3.5 mm SLM 5208 Merkirhex implant @5.2mm L:8mm Platform 3.5mm

SLM 4710 Merkirhex implant @4.7 mm L:10 mm Platform 3.5 mm SLM 5210 Merkiirhex implant @5.2 mm L:10 mm Platform 3.5 mm

Merkiirhex implant @4.7 mm L:11.5 mm Platform SLM 5211 Merkiirhex implant #5.2 mm L:11.5 mm Platform 3.5
3.5mm mm

SLM 4711

SLM 4713 Merkirhex implant 4.7 mm L:13 mm Platform 3.5 mm SLM 5213 Merkirhex implant 35.2 mm L:13 mm Platform 3.5 mm

SLM 4716 Merkirhex implant @4.7 mm L:16 mm Platform 3.5 mm SLM 5216 Merkiirhex implant @5.2 mm L:16 mm Platform 3.5 mm

1.k Paketleme ve Sterilizasyon: Medisolaris Dental implantlari, Kapaklar ile birlikte steril olarak paketlenmistir. Uriinler tek
kullanimliktir. Paketleme sonrasi implantlarin sterilizasyonu icin gamma radyasyon kullanilmaktadir. Mihiirli paketleme sayesinde
implantlarin dis ortamlardan etkilenmesi 6nlenmistir. Uygun saklama kosullari igin sicaklik 18-28°C ve nem %40-60 araliginda olmalidir.
Sterilizasyon paket Uzerindeki etikette belirtilen son kullanma siiresine kadar gecerlidir. Bozulmus steril paketlerdeki implantlar
kullanilmamalidir. Kontamine olmus implantlar tekrar sterilize edilemez. implantlarin yeniden kullaniimasi klinik basarisizhga ve
enfeksiyona, implantlarin osseentegrasyonunun saglanamamasi, kemik kaybi ve bitisik yapilara hasar dahil bunlarla sinirli olmayan
komplikasyonlara neden olabilir. implant yiizeyine elle dokunulmamaya calisiimalidir, zira bu onun yiizey &zelliklerini bozabilir. Diger
tiim Ustyapi ve el aletleri otoklav ile sterilize edilerek kullanilmalidir. Tavsiye edilen otoklavda steril etme parametreleri icin Ustyapi
bollimiine ve MKK.02 Cerrahi El Aletleri Kullanim Kilavuzuna bakiniz. Ambalaji hasar gérmius Grini kullanmayiniz.

implant tiip kapaklarinin Gizerinde yer alan cap etiketleri implant ¢aplarina gére renk kodlari ile ayrilmistir.

| @ 3.2 — Turkuaz | @ 3.7 - Yesil | @ 4.2 — Mor | @ 4.7 —Sari | @ 5.2 — Mavi
1. Raf Omrii: Son kullanma tarihi her implant paketinin tizerinde acik¢a belirtilmistir.
1.m Tedavi Planlamasi: Kapsamli hasta muayenesi, operasyon oOncesi gorintileme, operasyon oncesi teshis ve tedavi

planlamasi implant tedavisinden énce yapilmalidir. implant icin gerekli kemik yogunlugu saglanamayan hastalarda uygulama yapmadan
once kemik yogunlugunu arttirmak igin ileri cerrahi tekniklerle kemik yikseltme islemlerine miiracaat edilmesi, daha sonra uygulama
yapilmasi tavsiye edilmektedir. Yetersiz planlama ve degerlendirme implant komplikasyonlarina, hatta implantin basarisiz olmasina
neden olabilir.

1.n Cerrahi Bodlgenin Hazirlanmasi: implant bélgesinin hazirlanmasi Medisolaris Dental cerrahi setindeki cerrahi driller ile
yapilmaldir. Delme islem hizina, kemigin sertlik derecesine gére hekim tarafindan karar verilmelidir. Delme islemi bol irrigasyon altinda
gergeklestirilmelidir. Kemigin ¢ok 1sinmasinin énlenmesine dikkat edilmelidir. Kemik sicakliginin, Ust sinir olan 47 C° yi gegmemesi
gerekmektedir. Keskinligini yitirmis cerrahi drillerin kullanilmasindan kaginilmahdir. Zira bunlar kemikte gereksiz bir travmaya neden
olabilir. Kullanilacak olan implant ¢apina gére delme siralamasinin takip edilmesi 6nerilir. Cerrahi operasyon ile ilgili detayh bilgi icin
MKK.02 Cerrahi El Aletleri Kullanma Kilavuzuna bakiniz.

l.o implantlarin Cerrahi Olarak Yerlestirilmesi: implantin boyunu ve ¢apini iiriin etiketinden kontrol ediniz. Ambalajin icine
konulmus (3 adet) etiketi hastanin dosyasina yapistiriniz. Kontrolli bir ortamda dis karton paketi aginiz ve termoformlu ambalaji
cikariniz. Termoformun (zerinde bulunan tyvek kagidini acarak steril tiipli cerrahi alana bosaltiniz. implant tiipi tek bélimden
olusmaktadir: implant tiipiini Ustteki kapagi cevirerek aciniz. implanti cerrahi olarak hazirlanmis implant yuvasina tasimak igin setteki
implant tastyicisini kullaniniz. implanti yerlestirmek icin sette bulunan ragetler veya fizyodispenser kullaniimalidir. Medisolaris Kapaklar
1.25 mm hex anahtari yardimiyla kapatilmahdir. Kapaklar ve iyilesme basliklari elle tork edilmelidir.

1.p Tavsiye Edilen Tork Degerleri

YAPILACAK iSLEM TAVSIYE EDILEN TORK DEGERi | YAPILACAK iSLEM TAVSIYE EDILEN TORK DEGERI
implantlarin Yerlestirilmesi 35-40 Ncm Vida Merkiirhex 30 Ncm
iyilesme Bashgi 15 Ncm M.Unit Oklizal 20 Ncm
Kapak 15 Ncm Kendinden Vidali Abutmentlar | 30 Ncm

Detayli Bilgi icin MKK.02 Cerrahi Kullanim Kilavuzuna bakiniz. *700 Rpm’de kullaniimasi tavsiye edilir.



1.qg Medisolaris Dental implantlarinin iyilesme Siireci: Genel olarak implantlar hastanin kemik kalitesi, tipi ve genel saglk durumuna
bagll olmak lzere 2 -4 ay arasi iyilesmeye birakilmalidir. immediat ve erken yiikleme dogru vaka segimi ve literatiirde kabul
edilmis immediat ylikleme protokollerine bagh kalinmak ile gerceklestirilebilir. Eger immediat ylkleme yapilacaksa, okllizyon
ortami kontrol edilmelidir, birden ¢ok implant varsa splintlenmelidir ve tam dissizlik durumlarinda mandibulada en az 4,
maksillada 6 implant birbirine protezle baglanmalidir. Kemik anatomisine bagh olarak uygun sayida, ¢apta ve boyda implant
yerlestirilmelidir.

1.r implantin Yerlestiriimesi Sonrasinda Hastaya iletilmesi Gereken Bilgiler: Hastalarin yasam boyu implantlarini korumak icin,
dental implant cerrahisi sonrasi asagida verilen talimatlara uymasi 6nemlidir. Detayli bilgi icin MKK.04 Hasta Egitim Brosuri’ne
bakiniz. Operasyon sonrasinda hastalara verilmesi tavsiye edilir.

Dental implant cerrahi tedavisinde, st cenede en az 4 ay alt ¢ene de en az 3 ay implantin ¢ene kemigi ile kaynasmasi
beklenmesi tavsiye edilir.

1. Dental implant yerlestirildikten sonra hasta biraz agri ve rahatsizlik hissedecektir. Agri seviyesi genellikle hafiftir.
Ameliyattan sonra dis hekimi agri kesici recete edebilir. Agri kesicilerle, agri kontrol altina alinabilir. Bunlar 2 gln
boyunca dizenli olarak alinmalidir. Lokal anestezinin etkisi gegmeden 6nce ilk doz agr kesicinin alinmasi gerekir.
Agri birkag glin icerisinde azalmaya baslayacaktir. Birkag giin sonra agri gegmezse hekiminize bagvurmalisiniz.

2. Dental implant sonrasi dis hekimi uygun goriirse hastaya antibiyotik ve antiseptik agiz gargarasi recete edebilir.

3. Dental implant cerrahisi yapilan bolgeye kanama kontrolii amaciyla steril spang yerlestirilir. Yerlestirilen steril spang
hasta tarafindan 20 dakika boyunca hafif kuvvetlerde isirilmalidir. 20 dakika sonunda spang ¢ikartiimalidir.

4. Hasta, ameliyattan iki saat sonra hicbir sey yememeli ve icmemelidir. iki saat boyunca tiikiirmemeli, agzini herhangi
bir siviyla calkalamamalidir. iki saat sonrasi, ilk giin sert ve sicak seyler yememelidir. Sicak yiyecekler hem kanamayi
hem de enfeksiyon gelisme riskini arttirir.

5. islemden sonraki ilk 24 saat boyunca sizinti seklinde kanama olmasi normaldir. Kanamayi kontrol etmek icin hasta,
30 dakika boyunca gazh bez isirir. Kanama 2 giinden fazla devam ederse hekimize basvurmalisiniz. Agri kesici olarak
Aspirin ve aspirin bilesikleri kanamaya meyil olusturduklari icin alinmamalidir.

6. implant ameliyatindan sonra sislik olusabilir. Bu normal bir durumdur. Hasta 5-6 giin sonra agri ve sislik gecmezse
hekiminize basvurmalisiniz.

7. Hasta, dental implant yerlestirilen bolgeyi dili, parmagi ya da sert aletlerle kurcalamaktan kaginmahdir.
8. Hasta, implant ameliyatindan sonra biraz dinlenmeli ve 48 saat boyunca yorucu egzersizlerden kaginmalidir.
9. Eger hasta hareketli protez kullaniyorsa, protezlerini dis hekiminin uygun gérecegi tarihe kadar kullanmamalidir.

10. Dental implant ameliyatinda, yara yizeyleri dikisle kapatilir. Dikislerin, en erken bir hafta sonra; dis hekimi
tarafindan alinmasi gerekir. Hekim tarafindan, hastaya tedavi gorilen dis bolimiiniin kullanilabilecegi erken
donemle ilgili bilgi verilir.

11. Dental implant cerrahisi sonrasi hastanin ilk 24 saatten sonra agiz bakimina devam etmesi gerekir. Hasta
ameliyattan sonra ilk bir hafta ana 6glinler; sonrasi giinde g kez dis hekiminin recete ettigi antiseptik gargarayi
kullanmalidir. Bir haftadan sonra antiseptik gargarayi kullanmamalidir. Antiseptik gargara sonrasi hasta ilik tuzlu su
ile gargara yapabilir. 1 bardak suya 1 gay kasigi tuz eklenir ve bolgeyi dezenfekte etmek icin glinde 3-4 kez gargara
yapilabilir. Bu, iyilesme bolgesinin temizligine yardimci olacaktir.

12. 48 saat sonra, cerrahi bolge hafifce fircalanmalidir. Ameliyattan sonra diger disler normal bir sekilde firgalanip,
temizlenebilir. Cerrahi bolgede yiyecek kalintisi olmamali ve hasta yemeklerden sonra agzini ilik suyla ¢alkalamalidir.

13. Sigara icmek, iyilesme siirecini geciktirir ve dental implantlarin agizda uzun sire kalmasini engeller, bu nedenle
hasta dental implant tedavisine baslamadan dnce sigara ve benzeri tiitlinleri igmeyi birakmalidir.

14. Dental implant cerrahisinin basarisi icin yukarda bahsedilen tiim bu talimatlara uyulmasi ¢ok énemlidir. implant
ameliyati sonrasi enfeksiyon belirtileri varsa veya hasta bulanti, ates ya da kusma yasarsa dis hekimine danismalidir.

1.s Dental implantlarda uzun vadeli bakim: Ameliyattan yaklasik bir yil sonra implant ¢ene kemigine tamamen
osseoentegre olur. implantlari yasam boyu sorunsuz bir sekilde kullanabilmek icin yukarida anlatildigi gibi uygun
sekilde bakimlarinin yapilmasi 6nemlidir.

1.t Dental implant hastalarinda oral hijyenin énemi: implantlar dogal dislerle karsilastirildiginda plak ve dis tas
birikiminde, inflamasyona ve kemik kaybina daha hassastir. implant hastalarinda iyi agiz hijyeninin saglanmasi gok
onemlidir. Hasta dogru bir sekilde dis fircalamali, interdental ve interimplant alanlari dogru bir sekilde temizlemelidir.



implant hastalarinin 6zel kullanimi icin hasta tarafindan kullanilabilecek, oral hijyen kitleri mevcuttur. Hasta oral hijyen
talimatlarina uyarsa periimplant dokularin iltihabi minimal olacaktir. Dislerden plak ve dis tasi birikintilerinin
uzaklastirilmasi, implant basarisizliginin en aygin sebebi olan periimplantitis riskini azaltacaktir.

1.u implant hastalarinda diizenli dis hekimi ziyareti ve muayenesi: Dental implant protezi ile tedavi edilen hastalarda
genellikle ilk 1-2 yil icin 3 ayda bir; daha sonra her 6 ayda bir kontrol dnerilir. Her ziyarette oral hijyen talimatlari
pekistirilir ve hastanin iyi oral hijyeni stirdirebilme becerisi kontrol edilir.

implant st hareketli protez kullanan hastalara bazi 6zel talimatlar verilir. Protezini, implant ya da proteze herhangi
bir zarar vermeden nasil takip ¢ikaracagi hastaya anlatilir.

implant (izerine yerlestiriimis restorasyona asiri baski uygulanmamalidir. implant {istii restorasyonlar dogal disler
kadar giicli degillerdir. Hasta restorasyonu kirabilecek sert yiyecekler yemekten kacinmalidir. implant alaninin
irritasyonundan kaginmalidir.

1.v Dental implantlarin 6mrii: Dental implantlarin dmri, hasta saghg ve hasta tarafindan uygulanan bakim gibi cok
sayida faktére baghdir. implantlarin yasam siiresi hastanin implantlari kag yasinda yaptirdigina, nasil yasadigina, nasil
bakim yaptigina baglhidir. implantlarin basarisi icin hasta iyi oral hijyen saglamali ve kontroller icin diizenli olarak dis
hekimini ziyaret etmelidir. Cihaz icin net bir kullanim édmri tanimlanamamakla birlikte, normal sartlarda 10 yil bir
kullanim émriine sahip olacagi diisiinilmektedir. implantlarin raf émrii 5 yildir Gstyapilarin raf émrii yoktur.
implantlar eksik disler icin etkili bir ¢dziimdiir ve iyi bir bakimla dmiir boyu kullanilabilirler. implant {istii protezler
yapildiktan sonra firgalama, dis ipi kullanimi ve diizenli dis hekimi ziyaretleri implantin agizda kalis sliresini uzatmasi
acisindan dnemlidir. implantlar; tek bir disin, bir grup disin veya tiim alt tst ¢ene dislerinin yerini alabilir.

1.w Steril Paketlerin Agilmasi :Medisolaris Dental implantlari Griin ambalajindan anguldurva ile almak igin anguldurvaya
uygun implant anahtarlari kullanilir. implantlari manuel olarak almak icin ise, manuel alima uygun olan implant
anahtari kullanilir. implantlari alirken agiz icinde yerlestirilecek blgeye uygun boy secilmelidir. Merkiirhex implantin
@3.2 mm capi icin cerrahi setin icerisinde yer alan 2 .0 mm hexagon sikma ve tasima anahtari diger ¢aplari igin 2.5
mm hexagon sikma e tasima anahtari kullanilmalidir. Medisolaris Dental implantlarin kapatma vidalarini implantlara
sarmak igin GrGndn igcinden ¢ikan ¢ap olarak uyumlu olan kapak implanta; kapak anahtari ile yerlestirilir.

1. ADIM: implant kutusu acilarak icinden steril paketlenmis termoform cikartilir.

2. ADIM: Termoformun arkasi acilir. Yapisma bolgesinin yirtik, kirik veya agilmis olmasi durumlarinda trind kullanmamalidir.
implanti cerrahi operasyonun yapilacagi steril ortamda agiimalidir.

3. ADIM: implant anguldurva ile alinacaksa; anguldurvaya uygun anahtar, anguldurva ucuna takilir. implant manuel alinacaksa
manuel implant anahtari torklu rasete takilir.

4. ADIM: TupUn kapagi yukari dogru tutulur. Tipln kapag cevrilerek agildiktan sonra, askinin icindeki implant, anguldurva implant
anahtari ya da manuel implant anahtari ile alinir.

5. ADIM: Askinin iginden implanti almak igin anguldurva implant anahtari ya da manuel implant anahtari implantin igine yerlestirilir.
implantin diismemesi icin anahtarlarin implanta tam olarak oturdugundan emin olunmalidir.

6. ADIM: implantlar askinin icindeki disklerden cikartilirken ileri geri ydnde hareket ettirerek cikartilir.

7. ADIM: implanti yerlestirmede, anguldurva kullaniliyorsa motordan uygun tork ayarlanarak, kemikte acilan yuvaya yerlestirilir.
Eger implant manuel yerlestiriliyorsa, torklu rasete implanti almadan 6nce uygun tork ayarlandiktan sonra implant yuvadan alinir
ve acilan yuvaya yerlestirilir.

8. ADIM: implanta kapak yerlestirmek icin tiipte bulunan kapak cerrahi operasyon odasinda kapaga uygun anahtar yardimiyla
cikartihr.

9. ADIM: Tip icinden gikartilan kapak elle temas etmeden implanta yerlestirilir.

Uriinler direk el aletleri ile alinmayacak ise, steril bezin lizerine gelecek sekilde agiimalidir.

1.x Post-Operatif Bakim: Hastanin ameliyat sonrasi siki takibi oldukca 6nemlidir. Uygun oral gargaralarin kullaniimasi ve iyi agiz
bakiminin saglanmasi ve titin Griinleri kullanilmamasi énerilmektedir.

2-) Medisolaris Dental Kapak

Kapatma vidasi implanti kemige yerlestirdikten sonra implantin Gzerini kapatmak ve korumak igin kullaniimaktadir. Kapatma vidasi
cerrahi iyilesme siiresi boyunca 2-3 ay agizda kalabilir.

2.a  Materyal: ISO 5832-3 / TIGAL4V ELI (Grade23

2.b  Endikasyonlari: Kapaklar kullanilan implant paketinin icinden cikmaktadir. iki asamali implant cerrahisinde implantin bos
olan i¢ ylizeyine yumusak veya sert doku biylimesini engellemek amaciyla kullanilir.

2.c Kontrendikasyonlari: Kontrendikasyonlari yukarida belirtilmistir.

2.d Olasi Yan Etkiler: Olasi yan etkileri yukarida belirtilmistir.

2.e Yerlestirme: Kapaklar, 1.25 mm hex sikma anahtari, kullanilarak elle tork edilir. Tavsiye edilen tork degerleri 1.p
implantlarin Cerrahi Olarak Yerlestirilmesi bélimiinde yer alan; Tavsiye Edilen Tork Degerleri Tablo’sunda bulunmaktadir.



2.f Paketleme ve Sterilizasyon: Kapaklar implantla birlikte steril tiip icinde paketlenmistir. Eger paket bozulmamigsa
sterilizasyon paket lzerindeki son kullanma tarihine kadar gecerlidir. Kapagin tek paketlendigi durumlarda Urin steril olmadan
tek paketlenerek ve steril olmadan aliminyum folyo ile paketlenir ve kullanilmadan énce otoklav yontemi ile Kullanim Kilavzunun
5. Sterilizasyon ve Paketleme basligi altinda yer alan parametrelere gore steril edilmelidir.

2.g  Kapaklarin ambalaji otoklav sterilizasyonuna uygun degildir. Uriinlerin sterilizasyon éncesi kontrollii ortamda paketinden
cikartilarak, sterilizasyona uygun ambalaja konmasi ve ardindan sterilizasyon isleminin gergeklestirilmesi gerekmektedir

3-) Medisolaris Dental Ust Yapi Bilesenleri, iyilesme Basliklari, Protetik Pargalari ve Aletleri

Ustyapilar; tamamen dissiz veya pargal dissiz hastalarda Dental implant ile kullanilan alt ve/veya istgenede kron, képrii veya
Ustyapilari desteklemek i¢in kullanilan parcalardir.

3.a  Materyal: ISO 5832-3 / TIGAL4V ELI (Grade23) - PASLANMAZ CELIK 1.4116 ve 1.4057

3.b liyilesme Basliklan: iyilesme basliklari, implantin ¢ene kemigi icindeki iyilesmesi tamamlanip istiindeki yumusak doku
kaldirildiktan sonra dise eti sekillendirilmesi icin protetik tedaviye kadar kullanilir. iyilesme basliklar 15 giin veya daha az siire
agizda kalir. 1ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden uretilir . Tek kullanimliktir.

3.c Gegici Abutment: Gegici abutment, tamamen dissiz veya parcal digsiz hastalarda Medisolaris implant ile kullaniimaktadir.
immediate yiikleme tedavilerde 24 saatten fazla kalacak sekilde alt ve/veya iist genede kron, kdprii veya iistyapilari desteklemek
icin kullanilan pargalardir. Gegici abutment, kalici protez Uretilirken iyilesme siirecinde gegici protez olarak tek kullanim igin
tasarlanmis endossedz dental implant abutmentleridir. Merkirhex serisinde @ 3.2 mm implant icin ayri serinin diger implantlari ig
baglantisiyla uyumlu olacak sekilde 2 gesit olarak tasarlanmistir. Bir vida yardimi ile implanta sabitlenir. ISO 5832-3 / TI6AL4V
ELI (Grade23) materyalinden iiretilir . Tek kullanimliktir.

3.d Diiz Abutment: Simante edilebilir abutment kullanilabilmesi igin implantin agisiz olarak hastaya yerlestiriimesi
gerekmektedir. Her iki marka icinde Simante Edilebilir Abutmentlar bulunmaktadir. Merkiirhex serisinde @ 3.2 mm implant icin
ayri serinin diger implantlari i¢ baglantisiyla uyumlu olacak sekilde 2 gesit olarak tasarlanmistir. Bir vida yardimi ile implanta
sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis simante yardimi ile yapistirilir. 1ISO 5832-3 / TIGAL4AV ELI (Grade23)
materyalinden dretilir. Tek kullanimliktir.

3.e  Acili Abutment: Agili abutmentler hizali olmayan yuvalarin paralel olmasini saglayarak protez yapimini kolaylastirir. Bu
abutmentlar implanti yerlestirirken hekime anatomik yapidan kaginmasina yardimci olmaktadir. Merkiirhex serisinde @ 3.2 mm
implant icin ayri serinin diger implantlari i¢ baglantisiyla uyumlu olacak sekilde 2 gesit olarak tasarlanmistir. Bir vida yardimi ile
implanta sabitlenir. Agili abutment Simante restorasyonlarda kullanilir. 1ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden uretilir.
Tek kullanimliktir.

3.f Anatomik Diiz Abutment: Bu abutmentlarin 6n ve arka dis eti yiikseklikleri birbirinden farklidir. Onler daha kisa iken arkalar
daha uzundur. Bu hekime daha estetik bir segenek sunar. Abutmentin 6n yiz dis eti yiksekligi arkaya gore daha kisa oldugu igin
abutmentin izerine gelen kron daha derinden; dis etinin icinden ¢ikar. Olasi bir dis eti cekilmesinde, alttaki titanyumun goérilmesini
engellenir. Bir vida yardimi ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis yapistirilir. ISO 5832-3 /
TI6AL4V ELI (Grade23) materyalinden Uretilir.Tek kullanimliktir.

3.2  Anatomik Acili Abutment: Anatomik Acili abutment kullanimi hizali olmayan yuvalarin paralel olmasini saglayarak protez
yapimini kolaylastirir. Bu abutmentlar implanti yerlestirirken hekime anatomik yapidan kaginmasina yardimci olmaktadir. Ayrica,
estetik agili abutmentin kullanimi iyilesme siresini kisaltir. Bu abutmentlarin 6n ve arka dis eti yikseklikleri birbirinden farkhdir.
Onler daha kisa iken arkalar daha uzundur. Bu hekime daha estetik bir secenek sunar. Abutmentin 6n yiiz dis eti yiiksekligi arkaya
gore daha kisa oldugu icin abutmentin lzerine gelen kron daha derinden; dis etinin icinden gikar. Olasi bir dis eti ¢ekilmesinde,
alttaki titanyumun gorilmesi engellenir. Her marka (Medisolaris Dental) implant icin ayni markali Anatomik Agili Abutment
kullanilmalidir. Bir vida yardimi ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis yapistirilir. 1ISO 5832-3
/ TIGALAV ELI (Grade23) materyalinden Uretilir. Tek kullanimliktir.

3.h  Multi Unit Abument: Kemigin igine diiz olarak gomilmis olan implantin, dis baglantisidir. Hekimin implantin Gzerini
okluzalden vidal yapmak istemesi durumunda kullanilir. Farkli dis eti segcenekleri mevcuttur. Kendinden vidal sekildedir ve bu vida
ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis yapilir. ISO 5832-3 / TI6AL4V ELI (Grade23)
materyalinden dretilir. Tek kullanimliktir.

3.i Multi Unit Acih Abutment: Kemigin icine acili olarak gdmilmus olan implantin, dis baglantisidir. Hekimin implantin Gzerini
okluzalden vidal yapmak istemesi durumunda kullanilir. Farkh a¢i ve dis eti secenekleri mevcuttur. Bir vida ile implanta sabitlenir.
Uzerine porselen veya zirkon gibi malzemelerden dis yapilir. Medisolaris implantlarla uyumlu olan multi unit acili abutment’in hex
ve non-hex yapida olmak (zere iki ¢esidi vardir. Hexli yapinin tek dis restorasyonlarinda kullanilmasi 6nerilmektedir, non-hexli
yapida olanin ise képri, bar ve hibrid tedavilerinde kullanilmasi 6nerilmektedir. Hex’li yapi tek dis uygulamalarinda donmeyi
engellemek igin tasarlanmistir. ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden Uretilir. Tek kullanimliktir.

3.j Topuz Abutment: Kemigin icine diiz olarak gomiilmis olan implantin, dis baglantisidir. Hekimin hastaya hareketli protez
uygulamasi yapmak istedigi durumlarda kullanilir. Degisik cap ve dis eti boylari mevcuttur. Kendinden vidali sekildedir ve bu vida
ile implanta sabitlenir. Uzerine porselen veya zirkon gibi malzemelerden dis yapilir. I1SO 5832-3 / TI6AL4V ELI (Grade23)
materyalinden Uretilir.Tek kullanimliktir.

3.k Tibase Cad-Cam Abutment: Abutmentin implant iginde kalan platformudur. Bunun (zerine zirkon veya custom (kisiye 6zel)
abutment tretilir. Firmaya 6zel platform kullanilmasi amaciyla Uretilir. ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden uretilir.
Tek kullanimhktir.



3. Locater Abutment: Komple dissiz ¢enelerde implant Usti hareketli protez icin kullanilan diisiik dikey yiikseklige sahip
abutment sistemidir. Hareketli protez icerisinde metal kep ve lastik ile implanta sabitlenen locater abutment pargasiyla tutunma
saglanir. ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden Uretilir. Tek kullanimliktir.

3.m Universal Diiz Abutment: Universal Diiz Abutment tamamen dissiz veya parcal dissiz hastalarda implantlar ile kullanilan alt
ve/veya Ustgenede kron, kopri veya Ustyapilari desteklemek igin kullanilan pargalardir. Frezelenerek hastaya uygun hale getirilir.
Bir vida yardimi ile implanta sabitlenir. Universal abutment prepare edilirken abutmentin baglanti bolgesi prepare edilmemelidir.
Aksi takdirde abutment implanta tam oturmayacaktir ya da baglanti saglanmayacaktir. Universal abutment prepare edildikten
sonra lizerine gelecek kuronun rotasyonunu engellemek igin abutment tzerine dikine kanallar (oluklar) acilmalidir. Aksi takdirde
kuron dénebilir. Universal abutment prepare edilirken et kalinligi 0,20 mm'nin altina distlmemelidir. Aksi takdirde abutmentin
mekanik dayanimi diisecektir. Frezleme islemi yapilan universal abutmentlar 55- 60 C°de 10 dakika yikanmalidir. Uriinlerin yikanma
islemi yapilmadan sterilizasyon islemi yapilmamali ve kullaniimamalidir. ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden
retilir.Tek kullanimliktir.

3.n Premil Abutment: CAD-CAM cihazlari igin Uretilmektedir. Laboratuvar bu (st yapiyi cihaza baglayarak hastaya 6zel
abutment yapar. Premill abutment prepare edilirken abutmentin baglanti bolgesi prepare edilmemelidir. Aksi takdirde

abutment implanta tam oturmayacaktir ya da baglanti saglanmayacaktir. Premill abutment prepare edildikten sonra lzerine
gelecek kuronun rotasyonunu engellemek icin abutment tizerine dikine kanallar (oluklar) agiimalidir. Aksi takdirde kuron
donebilir. Premill abutment prepare edilirken et kalinligi 0,20 mm'nin altina disiilmemelidir. Aksi takdirde abutmentin mekanik
dayanimi diisecektir. .Frezleme islemi yapilan premill abutmentlar, 55 - 60 C°de 15 dakika yikanmalidir. Uriinlerin yikanma

islemi yapilmadan sterilizasyon islemi yapilmamali ve kullaniimamalidir. ISO 5832-3 / TI6AL4V ELI (Grade23) materyalinden
uretilir.Tek kullanimliktir.

3.0 Tibase D6kiim Abutment: Tek veya ¢oklu implantlarda kisiye 6zel dokiim prostetik restorasyonlarda kullanim igindir. Bir
vida yardimi ile implanta sabitlenir.

Merkiirhex serisinde @ 3.2 mm implant icin ayri serinin diger implantlari (§3.7/4.2/4.7/5.2) ile i¢ baglantisi uyumlu olacak sekilde
2 farkli baglantili olarak tasarlanmistir. Interface baglanti tipi aynidir. 1ISO 5832-3 / TI6GAL4V ELI (Grade23) materyalinden uretilir.Tek
kullanimliktir.

3.p Vidalar: Vida, Ustyapilarin implanta monte edilmesini saglamaktadir.

Olcii Parcalari ve Analoglar ile kullanilan vidalar farkhidir. ilgili iriin ile birlikte paketlenerek satisa sunulmaktadir. I1SO 5832-3 /
TI6AL4V ELI (Grade23) materyalinden uretilir. Tek kullanimliktir.

3. Titanyum Kep: Tamamen yada kismi dissiz hastalarda; Merkirhex implantlar ile beraber kullanilan alt ve/veya Ustgcenede
kron, kopri veya Ustyapilari desteklemek icin kullanilan pargalardir.

Titanyum Kepler Hex ve No-Hex olarak tasarlanmistir. Her iki kep Merkiirhex Multi Unit Abutmentlar ile uyumludur. @ 5.0 protatik
platform ¢apinda ve 12.0 mm dis eti yuksekligindedir. Yiizeyinde kaplama islemi uygulanmaz. ISO 5832-3 / TI6AL4V ELI (Grade23)
materyalinden dretilir. Tek kullanimliktir.

3r Muli-Unit Tibase Abutment : Multi-Unit Tibase abutment tamamen dissiz hastalarda implantlar ile beraber kullanilan alt
ve/veya Ustcenede kron, kdpri veya Ustyapilari desteklemek icin kullanilan parcalardir. Multi-Unit Tibase abutment Hex ve No-Hex
olarak tasarlanmistir. Her iki abutment da Merkiirhex implantlarla uyumludur. ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden
retilir. Tek kullanimliktir.

3.s Konfor Kep: Konfor kep, Multi unit abutmentlarda kron yiikleninceye kadar hasta agzinda multi unit abutmentin tstini
kapatarak hastanin rahatsiz olmasini engeller. Konfor Kepler 5.0 protatik platform ¢apinda ve 4.8 mm dis eti yiksekliginde
tasarlanmistir. 1ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden uretilir.Tek kullanimhktir.

3.t Metal Yiziik: Metal ylizik tamamen dissiz veya parcali dissiz hastalarda implant ile kullanilan alt ve/veya Ust ¢cenede kron,
kopri veya Ustyapilar desteklemek igin kullanilan pargalardir.

Metal ylizik Topuz abutment ile protez restorasyonlarinda kullanilir. Metal Yuzikler 5.0 protatik platform ¢apinda ve 2.6 mm dis
eti yuksekliginde tasarlanmistir. ISO 5832-3 / TIGAL4V ELI (Grade23) materyalinden dretilir. Tek kullanimhktir.

3.u  Analog: Analoglar; Merkiirhex Dental implantlarin, alt veya st ¢ene kemigine cerrahi yéntem ile yerlestirilmesinin
ardindan; hastanin ¢cigneme fonksiyonunu geri kazandirmasini saglayan yardimci bir parcadir. Analoglar; 6l¢l pargalari ile alinan
Olcllerin model lzerine alinmasindan sonra; Ol¢li parcasina montajlanarak implanti taklit eder. Paslanmaz Celik 1.4057
materyalinden Uretilir.Tek kullanimliktir.

3.v  Olgii Pargasi: implant ve listyapinin {izerine gelmesi planlanan kronun élgiilerinin belirlenmesi icin kullanilan parcalardir.
Klasik yontem ve dijital yontemler igin iki ayri yontem igin secenek vardir. TIGAL4V ELI ve Paslanmaz Celik 1.4057 materyalinden
uretilir. Tek kullanimhktir.

3.w Paralel Pin: Coklu dis yetmezliklerinde; Multi Unit Abutmentlarin yerlestirilmesinin ardindan yuvalarin birbirlerine paralel
olup olmadiklarinin kontrol edilmesi i¢in; Paralel Pinler kullanilmaktadir. Coklu implant yerlestirilmesinde; implant yuvalarinin
paralellikler yapilacak {ist protez icin 6nem tasimaktadir. Temizlenmesinin ve steril edilmesinin ardindan birden fazla kullanilabilir.
Paslanmaz Celik 1.4057 materyalinden Uretilir .

3.x Derinlik Olger Derinlik Olger implant yuvalarinin olusturulmasinin ardindan; yuvaya implantin yerlestiriimeden énce,
olusturulan yuvanin derinligini kontrol etmek icin kullanilir. Derinligin 6l¢lilmesinin ardindan, boyun uygun olmasi durumunda
implant yerlestirilir; uygun olmamasi durumunda yuva uygun boya getirilir ve ardindan implant yerlestirilir. Temizlenmesinin ve
steril edilmesinin ardindan birden fazla kullanilabilir. Paslanmaz Celik 1.4057 materyalinden Uretilir .

3.y  Kirk Vida Cikartma Merkezleme Aparati / Kirik Vida Cikartma El Aparati: Agiz igcinde kirilan vidanin ¢ikartiimasi amaci ile
kullanilan Kirik Vida Cikartma Drillinin ve Kirik Vida Cikartma El Aparatinin gikartilacak vidayi tam ortaya bilmesi amaciyla kullanilir.
Cikartilacak vidanin oldugu boélgeye dncelikle Kirik Vida Cikartma Merkezleme Aparati yerlestirilir ve sonrasinda Kirik Vida Cikartma
Drili veya Kirik Vida Cikartma El Aparati ile vida agiz icinden cikartilir. Hasta agzinda kirilan vidalarin ¢ikartilmasi icin
kullanilmaktadir. Kirik Vida Merkezleme Aparatinin yerlestiriimesinin ardindan Kirik Vida Cikartma El Aparati ile kirilan vida



cikartilir. Non-steril olarak piyasaya sirilmektedir. Temizlenmesinin ve steril edilmesinin ardindan en fazla 15 defa kullanilabilir.
Paslanmaz Celik 1.4057 materyalinden Uretilir .
3.z  Torklu Raset / Raset : implantlarin yerlestirilmesi sirasinda; tistyapilarin el ile kullanilan pargalarla yerlestirilmesi sirasinda;
agiz icinde tavsiye edilen tork degerine gore sikilmasinda kullanilir. Temizlenmesinin ve steril edilmesinin ardindan en fazla 15 defa
kullanilabilir. TIGAL4V ELI (Grade 23) ve Paslanmaz Celik 1.4057 materyalinden dretilir .
3.aa Hex Anahtarlar: implant veya abutmentlarin hasta agzina tasinmasi ve tavsiye edilen torklarla, el ile sikilmasinda
kullanilmaktadir. 15 defadan fazla kullanilmamasi tavsiye edilir. Temizlenmesinin ve steril edilmesinin ardindan en fazla 15 defa
kullanilabilir. Paslanmaz Celik 1.4116 ve Paslanmaz Celik 1.4057 materyalinden Uretilir .
3.ab Tornavida: implantlarin agiz icine yerlestirilmesi sirasinda; tagima ve sikma parcalari ile kullaniimaktadir. Temizlenmesinin
ve steril edilmesinin ardindan en fazla 15 defa kullanilabilir. Paslanmaz Celik 1.4116 ve Paslanmaz Celik 1.4057 materyalinden uretilir

4. Uriin Uyumlan

Uriinlerin birbirleri ile uyumlari ve kullanilmasi tavsiye edilen riinler icin ek olarak belirlenmis olan tablolara bakiniz. (Tablolara
Medisolaris internet Sitesinden ulasabilirsiniz. www.medisolaris.com) implant drill uyumu icin MKK.02 Cerrahi el aletleri kullanma
kilavuzuna bakiniz.

Ek1 — MKP.02 — L.03 Medisolaris implant - Ustyapilar Uyum Listesi

Ek2 — MKP.02 — L.04 Medisolaris implant - Vidalar Uyum Listesi

Ek3 — MKP.02 — L.05 Medisolaris implant - Cerrahi El Aletleri Uyum Listesi

Ek4 — MKP.02 — L.13 Medisolaris implant-Dis Eti Yiikseklik-Olcii Parcasi-Tarama Govdesi-Tornavida-Tasima Ve Sikma Parcasi Uyum Listesi
Ek5 — MKP.02-L.09 Medisolaris Analog, Olcii Parcasi-Vida Uyum Listesi

Ek6 — MKP.02-L.10 Medisolaris Multi Unit Abutment-Tarama Govdesi-Ol¢ii Parcasi-Burn Out Kep Uyum Listesi

Ek7 — MKP.02-L.11 Medisolaris Raset, Tornavida-Tasima Ve Sikma Pargasi Uyum Listesi

Ek8 — MKP.02-L.12 Medisolaris Ol¢ii Pargasi - Vida Uyum Listesi

5. Sterilizasyon ve Paketleme: Ust Yapi Bilesenleri, iyilesme Basliklari, Protetik Parcalari ve Aletleri steril olmadan,
aliminyum folyo igine kapatilarak paketlenir. Hastalar tzerinde kullanilmadan 6nce buitiin sistem pargalarinin
sterilizasyonu gereklidir. Batlin parcalari tavsiye edilen protokoller ¢cercevesinde otoklav ile sterilize edilmelidir. Tavsiye
edilen Buharh sterilizasyonun parametreleri asagidaki tablodaki gibidir.

Yéntem ISO 17665'e gore buharli isi sterilizasyonu | Pozlama siiresi 3 Dakika
Devir Onvakum On Vakum 3 kere < 60 mbar
Sicakhk 134°C/ /270°F Minimum Kurutma siiresi kapali yerde 10 dakika

Ust Yapi Bilesenleri, lyilesme Basliklari, Protetik Parcalari, Yardimci Pargalarin ve El Aletlerinin ambalaji otoklav
sterilizasyonuna uygun degildir. Uriinlerin sterilizasyon &ncesi kontrollii ortamda paketinden cikartilarak, otoklav
posetine konmasi ve ardindan sterilizasyon isleminin gerceklestirilmesi gerekmektedir.

6. Yerlestirme: Medisolaris Dental abutmentlari ilgili implantlara tasima ve sikma parcalari ve hex anahtari ile
yerlestirilir. Medisolaris Dental topuz abutmentlar kendinden vidal olup, implantlara yuvarlak kismin izerindeki hex
yuvaya Ball Driver kullanilarak sabitlestirilir. Vidalar ve Gistyapilar igin tavsiye edilen tork degerleri

1.p implantlarin Cerrahi Olarak Yerlestirilmesi bolimiinde yer alan; Tavsiye Edilen Tork Degerleri Tablo’sunda
bulunmaktadir.

Multi abutment uygulamasinda siman kullanilmamalidir. Cikarilabilir proteze aliskin hastalara yonelik hareketli protez
icin Topuz abutment ve Locator abutmentler kullaniimahdir. Abutmentlarin agili segenekleri implantin durusuna gore
kullanilmalidir.

7. Klinik Fayda: Dental implant ve Cerrahi E| Aletleri giivenli, fonksiyonel alternatif bir tedavi yontemidir. Ornegin
onemli 6l¢lide hasta yasam kalitesinin artmasi, hastanin ¢igneme fonksiyonunun iyilestirilmesi, fonksiyon kaybinin
bliylik oranda azaltiimasi, semptomlardan rahatlik saglamasidir. Dogal dis formundadir, ¢cigneme fonksiyonu saglar, daha
iyi bir estetik gorlinls, saglikli beslenme ve saglikh disler ile kisinin kendine giivenini saglar.

Gugla ve stabil bir dental implant, kayip disi restore eder, béylece dogal bir dis gibi goriliniir ve islev goériir. Kemik bozulmasini
engeller. Dis implantlari avantajldir ¢linkii haraketli protezlerin stabilitesi gelistirilebilir veya sabit dis destekli yada haraketli
protez ihtiyacini giderebilir. Perrotti ve arkadaslarinin yapmis oldugu bir calismada 2 farkh implant sisteminin uzun dénemli
tedaviler i¢in uygun oldugu, marjinal kemik seviyesinin stabil kalmasi ve 10 senelik basari orani ile agiklanmistir. Dental implantlar
ylzindzin ve gllimsemenizin dogal seklini korumaniza yardimci olur. Bir ya da daha fazla disi kaybettikten sonra agzinizda
bosluk birakmak g¢ene kemiginin bozulmasi ve kaybi gibi daha fazla saglik problemlerine yol agar. Dogal dis desteklenmedigi
zaman, ¢ene kemigi bozulur ve giiclinii ve saglamligini kaybeder. Dental implantlar dogal kemigi koruyan ve stimiile eden tek dis
restorasyon secenegidir, kemigin gelismesine yardimci olur ve kemik kaybini dnler.

8. Giivenlik ve Performans Bilgileri: Medisolaris Urunlerinin givenlik ve performans kriterlerini saglayan test raporlari
uygulanmis ve test raporlarinin sonuglarinin uygun oldugu gortlmistiir Medisolaris Griinlerinde yasanabilecek olumsuz olaylarin
kullanici veya hasta tarafindan, Uretici firma ve ilgili yetkili otoriteye raporlanmasi gerekmektedir.


http://www.medisolaris.com/

Performans Bilgileri :
Dis kokinun ikamesinin islevini gérmesi, Maksilla ve mandibulada dissizligi gidermeye uygun tasarimi, disin/dislerin yerini
alarak ¢cene kemiginde osseoentegrasyonun saglanmasi

Giivenlik Bilgileri :
Kullanim kilavuzunda bulunan Kontraendikasyon, Artik riskler, Uyarilar, Olasi Yan Etkileri bashklarina bakiniz.

9. Uyarilar: Dis kaybinin nedenleri arastiriimali ve bu nedenlerin implant yapildiktan sonraki devamliligi degerlendirilmelidir.
implant uygulama sonrasi iyilesme ve uzun siireli kullanimina etki edebilecek faktérler arasinda;

» Agiz hijyen aliskanligi, » Plak kontrol etkinligi ve bireye 6zgl kognitif beceri, » Mevcut dislerin periodontal sagliklari,
» Yumusak doku saghgi, » Parafonksiyonlar, yer alir.

Asagida yer alan hastaliga sahip olan hastalarin hekimler tarafindan (gerekli goriliirse konsultasyon ile) kontroliiniin ardindan
implant kullanilmasi tavsiye edilir;

1) Hastanin Kalp Hastaligi olmasi durumunda (Kalp pili kullanan) kardiyoloji konsiiltasyonu sonrasinda implant
uygulamasi yapilmasi tavsiye edilir. (Hekimin degerlendirmesine tabidir.)

2) Hipertansiyonu olan hastalarda implant uygulamasi 6ncesinde tansiyon olcilerek degerlendirilmeli.

Tansiyon ilaglarinin dizenli kullanilmasi ile ilgili bilgilendirme yapilmasi (Hekimin ilave degerlendirmesine tabidir.)

3) Osteoproz tanisi almamis - risk altinda olan hastalar. Osteoproz konsliltasyonu sonrasinda implant uygulanmasi
(Hekimin ilave degerlendirmesine tabidir.)

4) 3 yildan uzun sire oral ila¢g kullanilan hastalarda konsiltasyon sonrasinda implant uygulamasi (Hekimin ilave
degerlendirmesine tabidir.)

5) immiin sistem bozuklugu ve immiin sistemi baskilanmis hastalarda konsiiltasyon sonrasinda implant uygulamasi

(Hekimin ilave degerlendirmesine tabidir.)

6) Gegmiste radyoterapi - kemoterapi almis hastalarda konsultasyon sonrasinda implant uygulanmasi (Hekimin ilave
degerlendirmesine tabidir.)

7) Psikolojik bve mental rahatsizligi olan hastalarda konsiltasyon sonrasinda implant uygulanmasi (Hekimin ilave
degerlendirmesine tabidir)

8)Sigara — Alkol ve ilag kullanan; Dis sikma ve gicirdatma hastaligi olan hastalar.

implant yuvasinin yerinin dogru ayarlanmasi gerekmektedir.

Saglam disler ile arasinda en az 1.5 mm; dental implant ile en az 3 mm olmalidir. Vestibil, lingual veya palatinaldeki kemik miktari
da en az 1 mm olmalidir.

implant yataginin hazirlanmasi sirasinda kemik sicakhigi 47C°’yi gegmemelidir.

Cerrahi el aletlerini kullanilmadan steril edilmesi (Ureticinin tavsiyesine gére)

Cerrahi el aletlerini maksimum kullanim sayisindan fazla kullanilmamasi

Kullanicinin yasal olarak cerrahi operasyon yapabilecek yeterlilikte olmasi

Kullanim 6ncesi oral implantasyon alaninda ileri egitim ve sistem parcalari hakkinda detayli bilgi edinilmesi

Hastaya Hasta Egitim Brosliriiniin verilmesi gerekliligi

Agriniz igin dis hekiminizin yazdigi regetenin hekim tarafindan belirtilen slire boyunca diizenli olarak kullaniimah

Hastanin birkag giin icinde agrisinin gegmemesi durumunda hekime basvurmasi gerekmektedir.

Dental implant cerrahisi yapilan bolgeye kanama kontrolli amaciyla yerlestirilen steril spang hekim aksini belirtmedikce; 20 dakika
boyunca hafif kuvvetlerde isirilmali ve 20 dakika sonunda spanc ¢ikartiimalidir.

Ameliyat sonrasi iki saat hicbir sey yiyip, icmemesi. iki saat boyunca (hekim aksini belirtmedikce) tiikiiriilmemesi, agzin herhangi
bir siviyla calkalanmamasi. ilk giin boyunca (iki saat sonra) sert ve sicak seyler yenmemesi.

implant yerlestirilen bolgeye, dil, parmak veya sert bir cisimle temas ettirilmemesi.

Operasyon sonrasinda agir sporlardan kaginilmasi ve dinlenilmesi.

implant uygulamasi sonrasi 1 hafta antiseptik gargara kullaniimasi.

implant uygulamasi sonrasi tiitiin Griinlerinin kullanilmamasi

Bozulmus steril paketlerdeki implantlar kullanilmamasi

Kontamine olmus implantlar tekrar sterilize edilememesi

Implantlarin yeniden kullanilmasi klinik basarisizliga ve enfeksiyona, implantlarin entegre olmamasi, kemik kaybi ve bitisik
yapilara hasar dahil bunlarla sinirli olmayan komplikasyonlara neden olmasi

Kapsamli hasta muayenesi, operasyon 6ncesi goriintlileme, operasyon dncesi teshis ve tedavi planlamasi implant tedavisinden
once yapilmasi, yetersiz planlama ve degerlendirmenin implant komplikasyonlarina, hatta implantin basarisiz olmasina neden
olmasi



MR Kosullu
Klinik disi testler, Medisolaris Venuscon ve Merkiirhex Urin ailelerine ait implantlarin, diiz ve a¢il abutmentlar ile kombinasyon
halinde 3-Tesla statik manyetik alana sahip tim viicut MRI sistemlerinde kosullu taranabilecegini gostermistir. Bu cihazlara sahip
bir hasta, asagidaki kosullar altinda MRI taramasina girebilir:

e  Statik Manyetik Alan: 3-Tesla.

e Maksimum SAR Degeri: Tarayici tarafindan rapor edilen tiim viicut ortalama Ozgiil Sogurma Orani (SAR) 2
W/kg.

e Manyetik Kaynakh Yer Degistirme Agisi : 2 *’dir
° Tarama Siiresi: 15 dakikalik kesintisiz tarama.

. RF Kaynakl Isinma: Yukarida belirtilen tarama kosullarinda, cihazlarin en k6t durum senaryosunda (worst-
case) olusturdugu maksimum sicaklik artisi Venuscon ailesi icin 2.6 C°, Merkirhex ailesi icin 2.4 C*'dir.

. Goriintii Artefakti: MR goriintlstnin kalitesi, implantin varligi nedeniyle bozulabilir. Yapilan testlerde
Olcllen maksimum artefakt genisligi Spin Echo dizilerinde 11 mm , Gradient Echo dizilerinde ise 19 mm'dir.
Bu nedenle, gorintileme alani implantin bulundugu boélgeye yakinsa MRI parametrelerinin optimize
edilmesi onerilir.

Mekanik Giivenlik: Manyetik olarak indiiklenen yer degistirme kuvveti ve torkun, hastanin normal glinliik
aktiviteleri sirasinda maruz kaldig1 yercekimi kuvvetinden daha disik oldugu ve klinik bir risk teskil
etmedigi dogrulanmistir.

Dikkat: Bu glivenlik bilgileri yalnizca test edilen Medisolaris implant ve abutment kombinasyonlari igin
gecerlidir; cihazin baska Ureticilere ait parcalarla birlikte kullanilmasi durumunda MR glivenligi garanti edilemez

10. Hastaya Verilmesi Gereken Bilgi : Hekimler tarafindan; hastalara MKK.04 Hasta Egitim Broslrin{n verilmesi gerekmektedir.

11. Bertaraf: implantin ¢ikarilmasi islemi sonrasinda, implant parcasi enfeksiyon yapici ézellik tasiyabileceginden, el aletleri ise
kesici-delici 6zelliginden dolay “tibbi atik” sinifina girer. implantlar, “enfeksiyon yapici atik”; implantin yerlestiriimesinde
kullanilan el aletleri (6rnegin; driller, tasima sikma pargalari) kesici - delici 6zellige sahip olmasi nedeniyle "kesici - delici atik"
sinifina girmektedir.

Bu atiklar, Tibbi atiklarin toplanmasinda; yirtilmaya, delinmeye, patlamaya ve tasimaya dayanikli, orta yogunluklu polietilen
hammaddeden sizdirmaz, ¢ift taban dikisli ve koriikstiz olarak Uretilen, ¢ift kat kalinhigl 100 mikron olan, en az 10 kilogram
kaldirma kapasiteli, Gizerinde gorilebilecek bliylkliikte ve her iki yliziinde siyah renkli “Uluslararasi Biyotehlike” amblemi ile
“DIKKAT! TIBBI ATIK” ibaresini tastyan kirmizi renkli plastik torbalar kullanilir. Torbalar en fazla % oraninda doldurulur, agizlari
sikica baglanir ve gerekli gortldigl hallerde her bir torba yine ayni 6zelliklere sahip diger bir torbaya konularak kesin
sizdirmazlik saglanir. Bu torbalar hicbir sekilde geri kazanilamaz ve tekrar kullanilamaz. Tibbi atik torbalarinin icerigi hicbir
suretle sikistirilamaz, tibbi atiklar torbasindan gikarilamaz, bosaltilamaz ve baska bir kaba aktarilamaz.

Kesici ve delici 6zelligi olan atiklar diger tibbi atiklardan ayri olarak delinmeye, yirtiimaya, kirilmaya ve patlamaya dayanikh,
su gecirmez ve sizdirmaz, agilmasi ve karistirilmasi miimkiin olmayan, Gizerinde siyah renkli “Uluslararasi Biyotehlike” amblemi
ile siyah harflerle yazilmis “DIKKAT! KESICi ve DELICI TIBBI ATIK” ibaresi tasiyan plastik veya ayni 6zelliklere sahip lamine
kartondan yapilmis kutu veya konteynerler iginde toplanir. Bu biriktirme kaplari, en fazla % oraninda doldurulur, agizlar
kapatilir ve tibbi atik torbalarina konur. Kesici-delici atik kaplari dolduktan sonra kesinlikle sikistirlamaz, agilamaz,
bosaltilamaz ve geri kazanilamaz. implant atiklari hicbir sekilde evsel atiklarla karistiriimamalidir.

Hastaneler, klinikler, dis hekimligi merkezlerinden, belediyelerin ilgili birimleri ya da belediyelerin yetkilerini devrettigi
firmalar tarafindan toplanan; tibbi atiklar ilgili belediye veya yetkili tibbi atik bertaraf tesisleri tarafindan bertaraf edilir.

Bertaraf 6ncesi ve sirasinda; kisisel koruyucu ekipman (eldiven, maske, gozliik, 6nlik) kullanilmahdir.Bertaraf islemleri Tibbi
Atik Yonetmeligine uygun sekilde gergeklestirilmelidir.

Her Glkenin bertaraf atik yonetim mevzuatina gore hareket edilmelidir.

12, sccp

Medisolaris Grlnlerinin MDR 2017/745 kapsaminda belgelendirmesi sonrasinda SSCP linki eklenecektir.

13. SEMBOLLERIN ANLAMI
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DENTAL IMPLANTS UNIVERSE:

MEDISOLARIS Dental Implant Instruction for Use
1-) DENTAL IMPLANTS

Medisolaris (VENUSCON) Dental Implant and Superstructures produced by MEDISOLARIS Saglik Hizmetleri San. Tic. Ltd. Ltd. It is
and is surgically placed in the lower or upper jaw bone for the treatment of missing teeth and serves as a replacement for the
tooth root by providing a stable basis for restorations. VENUSCON Dental Implants are bone level dental implants. Manufactured
from 1SO 5832-3 / TIGAL4V ELI (Grade 23) material . The target users for Venliscon Dental Implants are dentists.

Superstructures are the device that used to support crowns, bridges or superstructures in the lower and/or upper jaw, used with
Dental Implants in completely edentulous or partially edentulous patients.

It is recommended that Medisolaris products not be used for purposes other than their stated intended use.

Medisolaris Dental Implant Basic Information :

For Venuscon Series Implant :

Lenght:6/8/10/11.5/13 /16 mm
Diameter:3.2/3.7/4.3/5.0mm

Lenght
. 6 mm 8 mm 10 mm 11.5 mm 13 mm 16 mm
Diameter
?3.2 Not Available Available Available Available Available Available
@ 3.7 Available Available Available Available Available Available
@43 Available Available Available Available Available Available
@5.0 Available Available Available Available Available Available

1.aWarning : The information presented here is not sufficient for the immediate application of the Medisolaris Dental
Implant System. The user must be legally competent to perform surgical operations and must receive advanced training in the
field of oral implantation and detailed knowledge of the system components before use.

1.bLegal Liability Disclosure: The use of this product is the sole responsibility of the end user. No liability is assumed for loss
or damage caused by misuse of this product, abnormal use (careless handling, sabotage and ignoring safety information), failure
to comply with this IFU. This system can only be used with original Medisolaris Dental parts. The use of third party parts renders
Medisolaris Saglik Hizmetleri A.S. products ineffective.

1.c Copyright and Patent: The logos of Medisolaris Dental Implanta are protected patents and owned exclusively by
Medisolaris Saglk Hizmetleri A.S. any use of these marks is prohibited and is subject to prosecution under Turkish and
international law.

1.dEducation: Dental implant treatment involves complex surgical and restorative procedures. Such procedures should be
performed by dentists who have received the necessary training in this field. Inadequate training can lead to surgical and
prosthetic complications, resulting in failure of the implant and restoration.

1.e Patient Population : Those with completed bone development (18 years and above), Not pregnant, not in puberty, not
breastfeeding, No hard or soft tissue pathology in the implant area, No active periodontal infection or untreated periodontitis,
After periodontal treatment, good oral hygiene, good treatment response, non-smoker, being systemically healthy,No unstable
endocrine disease (such as diabetes), No local inflammation or mucosal disease (such as lichen planus), Non-osteoporotic, No
immunosuppressive disease, Not requiring cancer treatment (chemotherapy/radiotherapy/anti-resorptive drugs),No acquired or
inherited coagulation disorder,Not using/has not used IV-based bisphosphonates. No alcohol or drug addiction, No history of
allergy to titanium and stainless steel, Not requiring regular medication due to systemic disease, No mental developmental
disorder, Patients without recent myocardial infarction or cerebrovascular accident

1.f Raw Materials and Ingredients: Implants and superstructures are made of ISO 5832-3 TI6AL4V ELI / GRADE23, surgical
instruments are made of 1.4116, hand instruments are made of 1.4057 Stainless Steel. The surface of Medisolaris Dental Implant
is roughened by sandblasting and passivation SBM method consisting of hydroxyapatite and tricalcium phosphate to obtain
surface microstructure, osseointegration, Ra values 2.0 - 2.5 um.

1.g Indications:

Devices are indicated for total and partially edentulism



Contraindications:

v' Contraindications

v' Those whose bone development is not complete (under 18
years of age)

v' Those whose bone development is not complete (under 18
years of age)

v' Pregnant, in rapid puberty, or breastfeeding individuals

v" Presence of hard or soft tissue pathology in the implant area

v" Individuals with active periodontal infection or untreated
periodontitis

v' Unstable endocrine disease such as uncontrolled diabetes

v' Presence of local inflammation or mucosal disease such as
lichen planus

v"Individuals diagnosed with osteoporosis

v"Individuals with immunosuppressive disease

v/ Cancer patients requiring chemotherapy, radiotherapy, or anti-
resorptive treatment

v"Individuals with acquired or hereditary coagulation disorders

v"Individuals who have used or are using intravenous
bisphosphonates

v Individuals with alcoholism or substance addiction

v"Individuals with a history of allergy to titanium or stainless steel

v Patients requiring regular medication due to systemic disease

v Individuals with mental developmental disorders impairing the
ability to maintain oral hygiene

v' Patients with recent myocardial infarction and cerebrovascular
accident

1.h Residual Risks :

e The patient feels pain/pain

e Occurrence of paresthesia

o Difficulty chewing food

e Bone resorption

e |nfection formation,

e Occurrence of bone necrosis

e Spread of infection

e Damage to the adjacent tooth

e Deformation or breakage of the implant or superstructure

e Implant mobilization, loosening, delayed or failure to ossify

e Occurrence of Perforation

o Failure to make a prosthesis

e Tooth loss and need for surgery

e Air embolism

e Pathological condition in the patient

o Numbness, loss of sensation and sensitivity in the patient as a result of
nerve damage

e Patient's aesthetic concern

o Loss of stability

e Patient's phonetic anxiety

o Failure to ensure primary stability

e Patient dissatisfaction

e Mandibular fracture

o Excessive bleeding in the patient's implant area

e Hematoma formation

e Obstruction of the patient's airway

e Loss of vitality of adjacent tooth

e Decrease in the patient's quality of life

o Maxillary Sinus Perforation

o Another substance is stuck between the implant and abutment

e Peri implant mukozitis

e Bruising in the implant area

o Postoperative soft tissue complications

e Edema formation in the implant area

e Apart from these, mechanical complications such as nail loosening,
cracking, implant cracking, and abutment loosening may also occur.

o Failure (loss) of the implant

o Inability to use or misuse of the product

o Swelling in the implant area

o Allergic reaction

e Exudate in the implant area

e Toxic effect

e Carcinogenic effect

e Wound Opening

1.i Potential Side Effects:

o The patient feels pain/pain

e Occurrence of paresthesia

o Difficulty chewing food

e Bone resorption

e |nfection formation,

e Occurrence of bone necrosis

o Spread of infection

e Damage to the adjacent tooth

e Deformation or breakage of the implant or superstructure

e Implant mobilization, loosening, delayed or failure to ossify

e Occurrence of Perforation

e Failure to make a prosthesis

e Tooth loss and need for surgery

e Air embolism

e Pathological condition in the patient

e Numbness, loss of sensation and sensitivity in the patient as a result of

nerve damage

e Patient's aesthetic concern

Loss of stability




e Patient's phonetic anxiety

Failure to ensure primary stability

e Patient dissatisfaction

Mandibular fracture

o Excessive bleeding in the patient's implant area

Hematoma formation

e Obstruction of the patient's airway

Loss of vitality of adjacent tooth

e Decrease in the patient's quality of life

Maxillary Sinus Perforation

o Another substance is stuck between the implant and abutment

Peri implant mukozitis

e Bruising in the implant area

Postoperative soft tissue complications

e Edema formation in the implant area

Apart from these, mechanical complications such as nail loosening,
cracking, implant cracking, and abutment loosening may also occur.

o Failure (loss) of the implant

Inability to use or misuse of the product

o Swelling in the implant area o Allergic reaction
o Exudate in the implant area e Toxic effect
e Carcinogenic effect e Wound Opening

1.j Placement Configuration of Implants in the Mouth : Since the tooth itself and its root are small in diameter,

small diameter implants are placed in areas where the alveolar crest is thinner. After the implant is placed in

the alveolar ridge, there should be at least two mm of bone distance around the implant in bucco-lingual and

mesio-distal directions. This two mm distance provides the necessary support to the implant during use. In

Venuscon series implants; It is recommended that 3.2 mm diameter implants with a narrow platform be placed

in the dark area on the side. The image of the oral structure has been prepared in accordance with the tooth

and oral region numbering and nomenclature system defined in ISO 3950. The ISO 3950 tooth and oral region

numbering and nomenclature system is shown in the image below. In the image on the right, the areas marked in dark

color represent the regions in which the use of implants is recommended according to ISO 3950: teeth numbered 12

and 22 in the maxilla, and teeth numbered 42, 41, 31, and 32 in the mandible. The use of implants is not

recommended in individuals with incomplete bone development (under 18 years of age) or in cases where deciduous

(primary) teeth are present.

It is recommended that the implant size to be used is decided by the physician in

Right 00 Left oy cavity
01 Maxillary area
10 20 Quadrant
03 04 05 Sextant
18 17 16 15 14 13 12 11 |21 22 23 24 25 26 27 28 Permanentteeth
55 54 53 52 51|61 62 63 64 65 Declduous teeth
85 84 83 82 81 |71 72 T3 74 75 Declduous teeth
48 47 46 45 44 143 42 41|31 32 33 34 35 36 37 38 Permanentteeth
08 07 06 Sextant
40 30 Quadrant
02 Mandibular area

accordance with the patient's

bone structure. Medisolaris Dental implants can be used for all bone types. The implants placed in these areas are as

follows.
PRODUCT CODE | PRODUCT NAME PRODUCT CODE PRODUCT NAME
SLV 3208 Venuscon Implant 33.2 mm L:8 mm Platform 3.0mm SLV 3213 Venuscon Implant 33.2 mm L:13 mm Platform 3.0 mm
SLV 3210 Venuscon Implant 33.2 mm L:10 mm Platform3.0mm SLV 3216 Venuscon Implant 33.2 mm L:16 mm Platform 3.0 mm
SLV 3211 \r;emnuscon Implant #3.2 mm L:11.5 mm Platform3.0

Likewise, large diameter implants are used in areas where the tooth and bone diameter is thick, that is, there are

teeth with more than one root. A large diameter implant is placed in the area where the lower and upper jaw

incisors are located, where there is biting force instead of chewing. In Medisolaris implants; Veniiscon ©¢3.7/4.3/5.0

implants, which have a regular platform, are recommended to be placed in the dark area on the side. According to

the ISO 3950 tooth and oral region numbering and nomenclature system provided above, the areas marked in dark

color in the image on the side represent the regions in which the use of implants is recommended. These regions
correspond to teeth numbered 18, 17, 16, 15, 14, 13, 11, 21, 23, 24, 25, 26, 27, and 28 in the maxilla, and teeth numbered
48, 47, 46, 45, 44, 43, 33, 34, 35, 36, 37, and 38 in the mandible. The use of implants is not recommended in individuals
with incomplete bone development (under 18 years of age) or in cases where deciduous (primary) teeth are present. It is

recommended that the implant size to be used is decided by the physician in accordance with the patient's bone

structure. Medisolaris Dental implants can be used for all bone types. The implants placed in these areas are as follows.




PRODUCT CODE PRODUCT NAME PRODUCT CODE PRODUCT NAME
SLV 3706 Venuscon Implant @33.7mm L:6mm Platform 3.0mm SLV 4306 Venuscon Implant @4.3mm L:6mm Platform 3.0mm
SLV 3708 Venuscon Implant @3.7mm L:8mm Platform 3.0mm SLV 4308 Venuscon Implant @4.3mm L:8mm Platform 3.0mm
SLV 3710 Venuscon Implant @3.7mmL:11.5mmPlatform3.0mm SLV 4310 Venuscon Implant @4.3mm L:10mm Platform 3.0mm
SLV 3711 Venuscon Implant t @3.7mm L:11.5mmPlatform3.0mm SLV 4311 Venuscon Implant 34.3 mm L:11mm Platform 3.0mm
SLV 3713 Venuscon Implant 33.7mm L:13mm Platform3.0 mm SLV 4313 Venuscon Implant @4.3mm L:13mm Platform3.0mm
SLV 3716 Venuscon Implant @3.7mm L:16mm Platform 3.0mm SLV 4316 Venuscon Implant $4.3mm L:1 mm Platform 3.0mm
SLV 5006 Venuscon Implant @5.0mm L:6mm Platform 3.0mm SLV 5011 Venuscon Implant $5.0mm L:11.5mmPlatform3.0mm
SLV 5008 Venuscon Implant @#5.0mm L:8mm Platform 3.0mm SLV 5013 Venuscon Implant @#5.0mm L:13mm Platform3.0mm
SLV 5010 Venuscon Implant @5.0mm L:10mm Platform 3.0mm SLV 5016 Venuscon Implant @5.0mm L:16mm Platform3.0mm
1.k  Packaging and Sterilization : Medisolaris Dental implants are packaged sterile with Caps. The products are disposable.

Gamma radiation is used to sterilize implants after packaging. Thanks to sealed packaging, implants are prevented from being
affected by external environments. For proper storage conditions, the temperature should be between 18-28°C and the
humidity should be between 40-60%. Sterilization is valid until the expiry time stated on the label on the package. Implants in
damaged sterile packages should not be used. Contaminated implants cannot be resterilized. Reuse of implants may result in
clinical failure and complications including, but not limited to, infection, failure to osseointegrate implants, bone loss, and
damage to adjacent structures. The implant surface should not be touched by hand, as this may deteriorate its surface
properties. All other superstructures and hand instruments should be sterilized by autoclave. For recommended autoclave
sterilization parameters, see the Superstructure section and MKK.02 Surgical Instruction for Use.Do not use the product whose
packaging is damaged.

Implant tube caps are labeled with diameter markings that are color-coded according to the implant diameter.

@ 3.2 — Turquase @ 3.7 —Green @ 4.3 —Purple @ 5.0 - Yellow

1. Shelf Life: The expiration date is clearly stated on each implant package.

1.m Treatment Planning: Comprehensive patient examination, pre-operative imaging, pre-operative diagnosis and treatment
planning should be done before implant treatment. In patients who cannot achieve the required bone density for the implant, it
is recommended to apply for bone augmentation procedures with advanced surgical techniques to increase bone density before
the application and then perform the application. Inadequate planning and evaluation can lead to implant complications or even
implant failure.

1.n  Preparation of the Surgical Area: Preparation of the implant area should be done with the surgical drills in the
Medisolaris Dental surgical set. The drilling speed should be decided by the physician according to the hardness level of the
bone. Drilling should be performed under abundant irrigation. Care should be taken to prevent the bone from getting too hot.
Bone temperature should not exceed the upper limit of 47 °C.The use of surgical drills that have lost their sharpness should be
avoided. Because these may cause unnecessary trauma to the bone. It is recommended to follow the drilling sequence according
to the implant diameter to be used. For detailed information about the surgical operation, see MKK.02 Surgical Instruction for Use.

1.0 Surgical Placement of Implants: Check the length and diameter of the implant on the product label. Attach the (3) labels
included in the packaging to the patient's file. Open the outer cardboard package in a controlled environment and remove the
thermoformed packaging. Open the tyvek paper on the thermoform and empty the sterile tube into the surgical area. The implant
tube consists of a single part: Open the implant tube by turning the top cap. Use the implant carrier in the set to move the implant
into the surgically prepared implant slot. The ratchets or physiodispenser included in the set should be used to place the implant.
Medisolaris Covers should be closed with the help of a 1.25 mm hex key. Caps and healing caps should be torqued by hand.

Recommeded Torq Values

Process Recommeded Torq Values Process Recommeded Torq Values
Placement of Implants 35-40 Ncm Screw Venuscon 30 Ncm
Gingiva Former 15 Ncm Multi-Unit occlusal 20 Ncm
Cover 15 Ncm Self-Screwing Abutments 30 Ncm
For detailed information see MKK.02 Surgical Instruction for Use.*Recommended used at 700 RPM.
1.p Healing Process of Medisolaris Dental Implants: In general, implants should be left to heal for 2 to 4 months, depending

on the patient's bone quality, type and general health status. Immediate loading can be performed with the right case selection
and adherence to the immediate loading protocols accepted in the literature. If immediate loading is to be performed, the
occlusion environment should be checked. If there are multiple implants, they should be splinted and in cases of complete
edentulism, at least 4 implants in the mandible and 6 implants in the maxilla should be connected to each other with a
prosthesis. Depending on the bone anatomy, the appropriate number, diameter and length of implants should be placed.

1.g Information to be communicated to the patient after implant placement



It is important that patients follow the instructions given below after dental implant surgery to protect their implants
for life. For detailed information, please refer to MKK.04 Patient Education Brochure. It is recommended to be given to
patients after the operation.

In dental implant surgical treatment, it is recommended to wait at least 4 months in the upper jaw and at least 3
months in the lower jaw for the implant to fuse with the jaw bone.

After the dental implant is placed, the patient will feel some pain and discomfort. The pain level is usually mild. After
the operation, the dentist may prescribe painkillers. With painkillers, the pain can be controlled. These should be taken
regularly for 2 days. The first dose of painkillers must be taken before the local anaesthetic wears off. The pain will
begin to subside within a few days. If the pain does not go away after a few days, you should consult your doctor.

1. After the dental implant, the dentist may prescribe antibiotics and antiseptic mouthwash to the patient if deemed
appropriate.

2. A sterile sponge is placed on the area where dental implant surgery is performed to control bleeding. The sterile
sponge should be bitten by the patient with light force for 20 minutes. At the end of 20 minutes, the sponge should be
removed.

3. The patient should not eat or drink anything for two hours after the operation. The patient should not spit or rinse
his/her mouth with any liquid for two hours. After two hours, the patient should not eat hard and hot foods on the first
day. Hot foods increase both bleeding and the risk of infection.

4. It is normal to have bleeding in the form of leakage during the first 24 hours after the procedure. To control bleeding,
the patient bites gauze for 30 minutes. If the bleeding continues for more than 2 days, you should consult our physician.
Aspirin and aspirin compounds should not be taken as painkillers because they cause bleeding tendency.

5. Swelling may occur after implant surgery. This is a normal condition. If the pain and swelling do not disappear after 5-
6 days, you should consult your physician.

6. The patient should avoid tampering with the area where the dental implant is placed with the tongue, finger or hard
instruments.

7. The patient should rest a little after the implant surgery and avoid strenuous exercise for 48 hours.

8. If the patient is using removable dentures, he/she should not use them until the date that the dentist deems
appropriate.

9. In dental implant surgery, the wound surfaces are closed with sutures. The sutures must be removed by the dentist
after one week at the earliest. The patient is informed by the dentist about the early period in which the treated tooth
part can be used.

10. After dental implant surgery, the patient should continue oral care after the first 24 hours. The patient should use
antiseptic mouthwash prescribed by the dentist three times a day for the first week after the surgery. Antiseptic
mouthwash should not be used after one week. After antiseptic mouthwash, the patient can gargle with warm salt
water. Add 1 teaspoon of salt to 1 glass of water and gargle 3-4 times a day to disinfect the area. This will help clean the
healing area.

11. After 48 hours, the surgical site should be lightly brushed. Other teeth can be brushed and cleaned normally after
the operation. There should be no food residue in the surgical site and the patient should rinse the mouth with warm
water after meals.

12. Smoking delays the healing process and prevents dental implants from staying in the mouth for a long time, so the
patient should stop smoking cigarettes and similar tobacco before starting dental implant treatment.

13. It is very important to follow all these instructions mentioned above for the success of dental implant surgery. If
there are signs of infection after implant surgery or if the patient experiences nausea, fever or vomiting, he/she should
consult his/her dentist.

1.r Long-term care of dental implants: In order to be able to use implants for a lifetime without any problems, it is

important that they are properly cared for as described above.

1.s The importance of oral hygiene in dental implant patients: Implants are more susceptible to plaque and calculus build-
up, inflammation and bone loss than natural teeth. In implant patients, good oral hygiene is very important. The patient should
brush teeth correctly and clean the interdental and interimplant areas correctly. Oral hygiene kits are available for the private
use of implant patients, which can be used by the patient. If the patient follows the oral hygiene instructions, inflammation of
the periimplant tissues will be minimal. Removal of plaque and calculus deposits from the teeth will reduce the risk of
periimplantitis, the most common cause of implant failure.

1.t Regular dental visits and examinations for implant patients: In patients treated with dental implant prostheses, check-
ups are usually recommended every 3 months for the first 1-2 years and then every 6 months thereafter. At each visit, oral
hygiene instructions are reinforced and the patient's ability to maintain good oral hygiene is checked. Patients with implant-
retained removable prostheses are given some special instructions. The patient is told how to insert and remove the prosthesis
without causing any damage to the implant or prosthesis.Excessive pressure should not be applied to the restoration placed on
the implant. Restorations on implants are not as strong as natural teeth. The patient should avoid eating hard foods that can
break the restoration. Avoid irritation of the implant area.



1.u Lifespan of dental implants: The lifespan of dental implants depends on many factors, such as patient health and the
care provided by the patient. The lifespan of implants depends on how old the patient had the implants, how they live and how
they care for them. For the success of the implants, the patient should maintain good oral hygiene and visit the dentist regularly
for check-ups. Although a clear lifetime cannot be defined for the device, it is thought to have a lifetime of 10 years under
normal conditions. Implants have a shelf life of 5 years and superstructures do not have a shelf life.

Implants are an effective solution for missing teeth and can be used for a lifetime with good care. Brushing, flossing and regular
visits to the dentist after the implant prosthesis are important to prolong the implant's stay in the mouth. Implants can replace a
single tooth, a group of teeth or all upper and lower jaw teeth.

1.v Opening Sterile Packages: To take Medisolaris Dental implants from the product packaging with an angldurva, implant
keys suitable for angldurva are used. To take the implants manually, the implant key suitable for manual removal is used. When
taking the implants, the size suitable for the area to be placed in the mouth should be selected. For all diameters of the
Venuscon implant, the 2.3 mm hexagon crimping spanner included in the surgical set should be used.

In order to attach the closing screws of Medisolaris Dental implants to the implants, the caps that are compatible in diameter
that come out of the product are placed with a hex key.

STEP 1: Open the implant box and remove the sterile packaged thermoform.

STEP 2: The back of the thermoform is opened. If the adhesion area is torn, broken or opened, the product should not be
used. The implant should be opened in a sterile environment where the surgical operation will be performed.

STEP 3: If the implant is to be taken with an angldurva; the key suitable for the angldurva is attached to the tip of the
angldurva. If the implant is to be taken manually, the manual implant key is attached to the torque racket.

STEP 4: The cap of the tube is held upwards. After the cap of the tube is opened by turning the cap, the implant in the sling is
removed with an angldurva implant key or manual implant key.

STEP 5: To remove the implant from the sling, the anguldruva implant key or manual implant key is inserted into the implant.
Make sure that the keys are fully inserted into the implant so that the implant does not fall out.

STEP 6: When the implants are removed from the discs in the sling, they are removed by moving back and forth.

STEP 7: If an angldurva is used to place the implant, the appropriate torque is adjusted from the motor and placed in the slot
opened in the bone. If the implant is placed manually, the implant is removed from the slot and placed in the opened slot after
the appropriate torque is adjusted before taking the implant to the torque raschette.

STEP 8: In order to place a cover on the implant, the cover in the tube is removed with the help of a key suitable for the cover
in the surgical operation room.

STEP 9: The cap removed from the tube is placed on the implant without manual contact.

If the products are not to be taken directly with hand instruments, they should be opened on the sterile cloth.

1.y Post-Operative Care: Close follow-up of the patient after surgery is very important. It is recommended to use appropriate
oral rinses and to ensure good oral care and not to use tobacco products.

2-) Medisolaris Dental Cover

The closure screw is used to cover and protect the implant after placing the implant in the bone. The closure screw can
remain in the mouth for 2-3 months during the surgical healing period.

2.a Raw Material : 1ISO 5832-23 TI6AL4V ELI

2.bIndications: The caps come out of the implant package used. It is used in two-stage implant surgery to prevent soft or
hard tissue growth on the hollow inner surface of the implant.

2.c Contraindications: Contraindications are mentioned above.
2.d Possible Side Effects: Possible side effects are mentioned above.

2.ePlacement: The caps are torqued by hand using a 1.25 mm hex spanner. Recommended torque values can be found in
the Recommended Torque Values Table in section 1.p Surgical Placement of Implants.

2.f Packaging and Sterilisation: The caps are packaged together with the implant in a sterile tube. If the package is
intact, sterility is valid until the expiration date indicated on the package. In cases where the cap is packaged individually,
the product is single-packed without being sterile and wrapped in aluminum foil; it must be sterilized before use by the
autoclave method according to the parameters specified under Section 5, Sterilization and Packaging, of the
Instructions for Use.

The packaging of the caps is not suitable for autoclave sterilization. Prior to sterilization, the products must be removed
from their packaging in a controlled environment, placed into packaging suitable for sterilization, and then sterilized. The
calibration of the autoclave must be performed at least once a year, and the results must be within acceptable limits.

3-) Medisolaris Dental Superstructers, Gingiva Formers, Prothetic Parts and Instruments



Superstructures are the parts used to support crowns, bridges or superstructures in the lower and/or upper jaw used with
dental implants in completely edentulous or partially edentulous patients.

3.aRaw Material : ISO 5832-3 / TI6AL4V ELI (Grade 23) - Stainless Steel 1.4116 and 1.4057

3.bGingiva Formers: Healing caps are used after the healing of the implant in the jawbone is completed and the overlying
soft tissue is removed, until prosthetic treatment for gum shaping. Healing caps remain in the mouth for 15 days or less.
Manufactured from ISO 5832-3 / TIGAL4V ELI (Grade 23) material . They are for single use only.

3.c Temporary Abutment: Temporary abutment is used with Medisolaris implant in completely edentulous or partially

edentulous patients. In immediate loading treatments, they are parts used to support crowns, bridges or superstructures in the
lower and/or upper jaw for more than 24 hours. Temporary abutment is an endosseous dental implant abutment designed for
single use as a temporary prosthesis during the healing process while the permanent prosthesis is being produced. Temporary
abutments are compatible with all diameters of Medisolaris implant for Venuscon series. It is fixed to the implant with the help
of a screw. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . They are for single use only.

3.d Straight Abutment: In order to use a cementable abutment, the implant must be placed in the patient without an angle.
Cementable Abutments are available for both brands. It is compatible with all diameters of Medisolaris Dental implants for
Venuscon series. It is fixed to the implant with the help of a screw. A tooth made of materials such as porcelain or zircon is
bonded on it with the help of cement. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . Single use only.

3.e Angled Abutment: Angled abutments facilitate prosthesis construction by ensuring that non-aligned sockets are parallel.
These abutments help the physician to avoid anatomical structure when placing the implant. The angled abutment is compatible
with all diameters of the Medisolaris implant for the Venuscon series. It is fixed to the implant with the help of a screw. The
angled abutment is used in cemented restorations. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . It is for
single use only.

3.f Anatomical Straight Abutment: The anterior and posterior gingival heights of these abutments are different from each
other. While the anterior ones are shorter, the posterior ones are longer. This offers a more aesthetic option to the physician.
Since the anterior gingival height of the abutment is shorter than the posterior gingival height, the crown on the abutment is
deeper; it emerges through the gum. In a possible gum recession, the underlying titanium is prevented from being seen. It is
fixed to the implant with the help of a screw. A tooth made of materials such as porcelain or zirconia is glued on it. Manufactured
from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . It is disposable.

3.g Anatomically Angled Abutment : The use of an anatomically angled abutment facilitates prosthesis construction by
ensuring that non-aligned sockets are parallel. These abutments help the physician to avoid the anatomical structure when
placing the implant. In addition, the use of aesthetic angled abutment shortens the healing time. The anterior and posterior
gingival heights of these abutments are different from each other. While the anterior ones are shorter, the posterior ones are
longer. This gives the dentist a more aesthetic option. Since the anterior gingival height of the abutment is shorter than the
posterior gingival height, the crown on the abutment is deeper; it comes out of the gum. In a possible gum recession, the
underlying titanium is prevented from being seen. For each brand (Medisolaris Dental) implant, the same brand Anatomically
Angled Abutment should be used. It is fixed to the implant with the help of a screw. A tooth made of materials such as porcelain
or zircon is glued on it. Manufactured from ISO 5832-3 / TIGAL4V ELI (Grade 23) material . It is for single use only.

3.h Multi Unit Abument: It is the external connection of the implant embedded flat into the bone. It is used if the physician
wants to make the implant screwed over the implant from occlusal. Different gum options are available. It is self-screwed and
fixed to the implant with this screw. A tooth is made of materials such as porcelain or zircon. Manufactured from 1SO 5832-3 /
TIGAL4V ELI (Grade 23) material . Itis disposable.

3.i Multi Unit Angled Abutment: It is the external connection of the implant embedded into the bone at an angle. It is used if
the physician wants to make the implant screwed over the implant from occlusal. Different angle and gum options are available.
It is fixed to the implant with a screw. A tooth is made of materials such as porcelain or zircon. There are two types of multi-unit
angled abutment compatible with Medisolaris implants: hex and non-hex. The hex structure is recommended to be used in
single tooth restorations, while the non-hex structure is recommended to be used in bridge, bar and hybrid treatments. Hex
structure is designed to prevent rotation in single tooth applications. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23)
material . Single use only.

3.j Ball Abutment: It is the external connection of the implant embedded flat into the bone. It is used in cases where the
physician wants to apply removable prosthesis to the patient. Different diameters and gum lengths are available. It is self-
screwed and fixed to the implant with this screw. A tooth is made of materials such as porcelain or zircon. Manufactured from
ISO 5832-3 / TIGAL4V ELI (Grade 23) material . Single use only.

3.k Tibase Cad-Cam Abutment: It is the platform of the abutment inside the implant. Zirconia or custom (personalised)
abutment is produced on it. It is produced for the purpose of using a company-specific platform. Manufactured from ISO 5832-3
/ TIBAL4V ELI (Grade 23) material . It is for single use only.

3.1 Locater Abutment: It is an abutment system with low vertical height used for implant over implant removable prosthesis
in completely edentulous jaws. The locater abutment piece is fixed to the implant with a metal cap and rubber in the removable
prosthesis. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . Single use only.

3.m Universal Straight Abutment: Universal Straight Abutment are parts used to support crowns, bridges or superstructures
in the lower and/or upper jaw used with implants in completely edentulous or partially edentulous patients. It is milled and
made suitable for the patient. It is fixed to the implant with the help of a screw. When preparing the universal abutment, the
connection area of the abutment should not be prepared. Otherwise, the abutment will not fit the implant completely or the
connection will not be provided.After the universal abutment is prepared, vertical grooves (grooves) should be opened on the
abutment to prevent the rotation of the crown to be placed on it. Otherwise, the crown may rotate. When preparing the
universal abutment, the wall thickness should not fall below 0.20 mm. Otherwise, the mechanical strength of the abutment will



decrease. The milled universal abutments should be washed at 55 - 60 °C for 15 minutes. The products should not be sterilised
and used without washing. Manufactured from ISO 5832-3 / TIGAL4V ELI (Grade 23) material . Single use only.

3.n Premill Abutment: It is produced for CAD-CAM devices. The laboratory connects this superstructure to the device and
makes a patient-specific abutment. While preparing the premil abutment, the connection area of the abutment should not be
prepared. Otherwise, the abutment will not fit the implant properly or the connection will not be provided. After the premill
abutment is prepared, vertical grooves (grooves) should be opened on the abutment to prevent the rotation of the crown to be
placed on it. Otherwise, the crown may rotate. When preparing the premil abutment, the wall thickness should not fall below
0.20 mm. Otherwise, the mechanical strength of the abutment will decrease. Premilled abutments that have undergone a milling
process must be washed at 55-60 °C for 15 minutes. The products must not be sterilized or used without first performing the
washing process. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . They are single-use only.

3.0 Ti-base Casting Abutment: For use in personalised cast prosthetic restorations in single or multiple implants. It is fixed to
the implant with the help of a screw. Implants for Venuscon series in Medisolaris Dental implants are designed to be compatible
with all superstructures. Interface connection type is the same. Manufactured from ISO 5832-3 / TIGAL4V ELI (Grade 23) material
. Single use only.

3.p Screws: The screw allows the superstructures to be mounted to the implant.

The screws used with Measuring Parts and Analogues are different. It is packaged and sold together with the related product.
Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . Single use only.

3.q Titanium Cap: In completely or partially edentulous patients; These are the parts used to support crowns, bridges or
superstructures in the lower and/or upper jaw used with Veniiscon Implants. Titanium Caps are designed as Hex and No-Hex.
Both caps are compatible with Venuscon Multi Unit Abutments. @ 5.0 prosthetic platform diameter and 12.0 mm gingival height.
No coating process is applied on the surface. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . Single use
only.

3.r Multi-Unit Tibase Abutment: Multi-Unit Tibase abutment; These are parts used to support crowns, bridges or
superstructures in the lower and/or upper jaw used with Venuscon Implants in completely edentulous patients. Multi-Unit
Tibase abutment is designed as hex and no-hex. Both abutments are compatible with Venuscon Implants. Manufactured from
ISO 5832-3 / TIGAL4V ELI (Grade 23) material . Single use only.

3.s Comfort Cap: The comfort cap prevents the patient from being uncomfortable by covering the multi unit abutment in the
patient's mouth until the crown is loaded in Multi unit abutments. Comfort Caps are designed with 5.0 prosthetic platform
diameter and 4.8 mm gingival height. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . For single use only.

3.t Metal Ring: Metal rings are parts used to support crowns, bridges or superstructures in the lower and/or upper jaw used
with implants in completely edentulous or partially edentulous patients. Metal rings are used in prosthetic restorations together
with knob abutment. Metal Rings are designed with 5.0 prosthetic platform diameter and 2.6 mm gingival height. Manufactured
from ISO 5832-3 / TIGAL4V ELI (Grade 23) material . They are for single use only.

3.u Analogs: Analogs are an auxiliary part that enables the patient to restore the chewing function after the Venuscon Dental
Implants are surgically placed in the lower or upper jaw bone. Analogs; after the measurements taken with impression pieces
are taken on the model; it imitates the implant by mounting on the impression piece. Manufactured from stainless steel 1.4057
material .Single use only.

3.v Impression Parts: These are the parts used to determine the dimensions of the crown planned to be placed on the
implant and superstructure. There are two separate options for classical and digital methods. Manufactured from TI6AL4V ELI
and stainless steel 1.4057 material . Single use only.

3.w Parallel Pin: In multiple tooth deficiencies; parallel pins are used to check whether the slots are parallel to each other
after the placement of multi unit abutments. In multiple implant placement; the parallelism of the implant sockets is important
for the upper prosthesis to be made. It can be used more than once after cleaning and sterilisation. Manufactured from
stainless steel 1.4057 material

3.x Depth Gauge: The Depth Gauge is used to check the depth of the created slot after the creation of the implant slots;
before the implant is placed in the slot. After measuring the depth, if the neck is suitable, the implant is inserted; if not, the slot
is brought to the appropriate size and then the implant is inserted. It can be used more than once after cleaning and sterilisation.
Manufactured from stainless steel 1.4057 material

3.y Broken Screw Removal Centering Part / Broken Screw Extractor Hand Tool:

It is used to ensure that the Screw Retain Drill and Broken Screw Extractor Hand Tool, which are used to remove the broken
screw in the mouth, can centre the screw to be removed. The Broken Screw Removal Centring Part is first placed in the area
where the screw to be removed and then the screw is removed from the mouth with the Screw Retain Drill or Broken Screw
Extractor Hand Tool. It is used for removing broken screws in the patient's mouth. After placement of the Broken Screw Removal
Centering Part, the broken screw is removed with the Broken Screw Extractor Hand Tool. It is released as non-sterile. It can be
used maximum 15 times after cleaning and sterilisation. Manufactured from stainless steel 1.4057 material

3.z Torque Rachet / Rachet : It is used during the placement of implants; during the placement of superstructures with
manual parts; for tightening in the mouth according to the recommended torque value. It can be used up to 15 times after
cleaning and sterilisation. Manufactured from TIGAL4V ELI (Grade 23) and Stainless Steel 1.4057 material .

3.aa Hex Drivers: It is used for transporting implants or abutments to the patient's mouth and hand tightening with
recommended torques. It is recommended not to use more than 15 times. It can be used maximum 15 times after cleaning and
sterilisation. Manufactured from stainless steel 1.4116 and stainless steel 1.4057 .

3.ab Hand Tools : During the placement of implants in the mouth; It is used with carrying and clamping parts. It can be used
up to 15 times after cleaning and sterilisation. Manufactured from stainless steel 1.4116 and stainless steel 1.4057 .

4. Product Compatibility



For the compatibility of the products with each other and the products recommended for use, please refer to the additional tables.
(You can access the tables from the Medisolaris website. www.medisolaris.com) For implant drill compatibility, please refer to
MKK.02 Surgical Instruction for Use.

Annex 1 — MKP.02 — L.03 Medisolaris Implant - Superstructures Compatibility List

Annex 2 — MKP.02 — L.04 Medisolaris Implant - Screws Compatibility List

Annex 3 — MKP.02 — L.05 Medisolaris Implant- Surgical Instruments Compatibility List

Annex 4 — MKP.02 — L.13 Medisolaris Implant-Gingival Height/Impression Part/Scan Body/Screwdriver/Transferring and Tightening
Part Compliance List

Annex 5 — MKP.02-L.09 Medisolaris Analogue, Impression Part- Screw Compatibility List

Annex 6 — MKP.02-L.10 Medisolaris Multi Unit Abutment - Scan Body -Impression Part - Burn Out Cap Compatibility List

Annex 7 — MKP.02-L.11 Medisolaris Ratchet-Screwdriver/Transferring and Tightening Part Compatibility List

Annex 8 — MKP.02-L.12 Medisolaris Impression Part-Screw Compatibility List

5. Sterilization and Packaging: Superstructure Components, Gingiva Formers, Prosthetic Parts and Instruments are
packaged unsterilised, sealed in aluminium foil. All system parts must be sterilised before use on patients. All parts must be
sterilised by autoclave according to the recommended protocols. The recommended steam sterilisation parameters are as in the
table below.

Method Steam Sterilization according to ISO 17665 Exposure time 3 Minutes
Handover Pre-Vacum Pre-Vacum 3 times < 60 mbar
Temperature 134°C/ /270°F Minimum Drying Time 10 minutes indoor

The packaging of Superstructure Components, Gingiva Formers, Prosthetic Parts, Auxiliary Parts and Hand Instruments are not
suitable for autoclave sterilisation. The products must be unpacked in a controlled environment before sterilisation, placed in an
autoclave bag and then sterilisation must be performed. The calibration of the autoclave must be performed at least once a
year, and the results must be within acceptable limits.

6. Placement: Medisolaris dental abutments are placed on the respective implants with carrying and clamping parts and hex
keys. Medisolaris ball abutments are self-screwing and are fixed to the implants in the hex slot above the round part using a ball
driver. Recommended torque values for screws and superstructures can be found in the Recommended Torque Values Table in
section 1.p Surgical Placement of Implants.

Cement should not be used in multi-unit abutment application. Ball abutments and Locator abutments should be used for
removable prosthesis for patients who are used to removable prosthesis. Angled options of abutments should be used according
to the posture of the implant.

7. Clinical Benefit: Dental implants and Surgical Instruments are a safe, functional alternative treatment. For example, it
significantly increases the quality of life of the patient, improves the patient's chewing function, greatly reduces the loss of
function, and provides relief from symptoms. It is in the form of natural teeth, provides chewing function, provides a better
aesthetic appearance, healthy nutrition and self-confidence with healthy teeth.

A strong and stable dental implant restores the missing tooth so that it looks and functions like a natural tooth. Dental implants
are advantageous because the stability of removable prostheses can be improved or the need for fixed tooth-supported or
removable prostheses can be met. In a study by Perrotti et al., 2 different implant systems were found to be suitable for long-
term treatment, with stable marginal bone levels and a 10-year success rate. Dental implants help you maintain the natural
shape of your face and smile. Leaving a gap in your mouth after losing one or more teeth leads to further health problems such
as jawbone deterioration and loss. When the natural tooth is not supported, the jawbone deteriorates and loses its strength and
stability. Dental implants are the only dental restoration option that protects and stimulates natural bone, helps bone to grow
and prevents bone loss.

8. Safety and Performance Information: Test reports that meet the safety and performance criteria of Medisolaris products
have been applied and the results of the test reports have been found to be appropriate. Adverse events that may occur in
Medisolaris products must be reported by the user or patient to the manufacturer and the relevant competent authority.

Performance Information :
Functioning as a tooth root substitute, Designed to eliminate edentulism in the maxilla and mandible, Providing
osseointegration in the jawbone by replacing the tooth/teeth

Safety Information :
Please refer to Contraindication, Residual Risks, Warnings, Possible Side Effects in the instructions for use.

9. Warnings: The causes of tooth loss should be investigated and the continuity of these causes after implantation should
be evaluated. Factors that may affect post-implant healing and long-term use include;



» Oral hygiene habits, » Plaque control efficiency and cognitive skills specific to the individual, » Periodontal health of existing
teeth,

» Soft tissue health, » Parafunctions.

Patients with the following diseases are recommended to use implants after being checked by physicians (with consultation if
necessary);

1. In patients with heart disease (those using a pacemaker), implant treatment is recommended only after a cardiology
consultation. (Subject to the physician’s evaluation.)

2. In patients with hypertension, blood pressure should be measured and evaluated before implant treatment. The
patient should be informed about the regular use of antihypertensive medications. (Subject to the physician’s
additional evaluation.)

3. Patients who have not been diagnosed with osteoporosis but are at risk: implant treatment should be performed
after an osteoporosis consultation. (Subject to the physician’s additional evaluation.)

4. In patients who have used oral medications for more than 3 years, implant treatment should be performed after
consultation. (Subject to the physician’s additional evaluation.)

5. In patients with immune system disorders or immunosuppressed patients, implant treatment should be performed
after consultation. (Subject to the physician’s additional evaluation.)

6. In patients who have previously received radiotherapy or chemotherapy, implant treatment should be performed
after consultation. (Subject to the physician’s additional evaluation.)

7. In patients with psychological and mental disorders, implant treatment should be performed after consultation.
(Subject to the physician’s additional evaluation.)

8. Patients who smoke, consume alcohol, or use medications; and patients with bruxism (teeth clenching or grinding).

The implant site must be positioned correctly.

The distance from adjacent natural teeth must be at least 1.5 mm, and the distance from another dental implant must be at
least 3 mm.

The amount of bone on the vestibular, lingual, or palatal side must be at least 1 mm.

During preparation of the implant bed, the bone temperature must not exceed 47 °C.

Surgical instruments must be sterilized before use (according to the manufacturer’s recommendations).

Surgical instruments must not be used beyond their maximum number of uses.

The user must be legally qualified to perform surgical procedures.

Before use, detailed information about oral implantology and system components must be obtained through advanced training.
The patient must be provided with a Patient Information Brochure.

For pain management, the prescription written by the dentist should be used regularly for the duration specified by the
physician.

If the patient’s pain does not subside within a few days, they must consult the physician.

The sterile gauze placed at the surgical site for bleeding control after dental implant surgery should be bitten with light pressure
for 20 minutes, unless otherwise instructed by the physician, and removed after 20 minutes.

For two hours after surgery, the patient should not eat or drink anything. During these two hours (unless otherwise instructed by
the physician), the patient should not spit or rinse the mouth with any liquid. For the rest of the first day (after the initial two
hours), hard and hot foods should be avoided.

The implant site must not be touched with the tongue, fingers, or any hard object.

After the operation, heavy sports should be avoided and the patient should rest.

An antiseptic mouthwash should be used for one week after implant treatment.

Tobacco products must not be used after implant treatment.

Implants in damaged sterile packages must not be used.

Contaminated implants must not be re-sterilized.

Reusing implants may lead to clinical failure and complications including, but not limited to, infection, lack of implant
integration, bone loss, and damage to adjacent structures.

A comprehensive patient examination, preoperative imaging, preoperative diagnosis, and treatment planning must be
performed before implant treatment. Inadequate planning and evaluation may lead to implant complications or even implant
failure.

MR-Conditional

Non-clinical testing has demonstrated that implants belonging to the Medisolaris Venuscon and Merkurhex product families,
when used in combination with straight and angled abutments, can be conditionally scanned in whole-body MRI systems with a
3-Tesla static magnetic field. A patient with these devices may undergo an MRI scan under the following conditions:

. Static Magnetic Field: 3-Tesla

. Maximum SAR Value: Whole-body averaged Specific Absorption Rate (SAR) reported by the scanner of 2 W/kg

. Magnetically Induced Displacement Angle: 2°

Scan Duration: 15 minutes of continuous scanning



. RF-Induced Heating: Under the scanning conditions specified above, the maximum temperature increase generated by
the devices in the worst-case scenario is 2.6°C for the Venuscon family and 2.4°C for the Merkurhex family

. Image Artifact: The quality of the MR image may be affected by the presence of the implant. In testing, the maximum
artifact extent was measured as 11 mm for Spin Echo sequences and 19 mm for Gradient Echo sequences. Therefore, if the
imaging region is close to the implant location, optimization of MRI parameters is recommended

o Mechanical Safety: It has been verified that the magnetically induced displacement force and torque are lower than the
gravitational forces encountered during normal daily activities and do not pose a clinical risk

Caution: This safety information applies only to the tested Medisolaris implant and abutment combinations; MR safety cannot
be guaranteed if the device is used in combination with components from other manufacturers.

10. Information to be given to the patient : MKK.04 Patient Education Brochure must be given to patients by physicians.

11. Disposal: After the implant removal procedure, the implant component may be infectious, and the instruments
may be sharp and piercing, so they are classified as “medical waste.” Implants are classified as “infectious waste”;
instruments used in implant placement (e.g., drills, clamping devices) are classified as “sharp waste” due to their cutting
and piercing properties.

These containers are manufactured from medium-density polyethylene raw material that is resistant to tearing,
puncturing, bursting, and transport, and are leak-proof, double-bottom stitched, and gusset-free, with a double-layer
thickness of 100 microns, a minimum lifting capacity of 10 kilograms, and bearing the black “International Biohazard”
emblem and the red “CAUTION! MEDICAL WASTE” label in a visible size on both sides. The bags are filled to no more
than % capacity, tightly sealed, and, where necessary, each bag is placed inside another bag with the same
characteristics to ensure complete leak-proofing. These bags cannot be recycled or reused in any way. The contents of
medical waste bags must not be compressed in any way; medical waste must not be removed from the bag, emptied, or
transferred to another container.

Sharps and piercing medical waste must be collected separately from other medical waste in containers or boxes made
of plastic or laminated cardboard with the same properties, bearing the black “International Biohazard” symbol and the
words "CAUTION! CUTTING AND PUNCTURING MEDICAL WASTE" in black letters. These collection containers shall be
filled to no more than % capacity, sealed, and placed in medical waste bags. Once sharps containers are full, they must
not be compressed, opened, emptied, or recycled. Implant waste must not be mixed with household waste under any
circumstances.

Medical waste collected by hospitals, clinics, dental centers, relevant municipal departments, or companies authorized
by municipalities is disposed of by the relevant municipality or authorized medical waste disposal facilities.

Personal protective equipment (gloves, masks, goggles, aprons) must be used before and during disposal. Disposal
operations must be carried out in accordance with the Medical Waste Regulation.

Each country must act in accordance with its waste management legislation.

12. SCCp

Following the certification of Medisolaris products under MDR 2017/745, the SSCP link will be added.
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A. Medisolaris Dental Implants

There are two separate series of Medisolaris Dental Implants, Merkurhex and Venuscon. Medisolaris
Dental Implants are bone-level dental implants that are surgically placed in the lower or upper jaw
bone for the treatment of missing teeth and serves as a replacement for the tooth root by providing a
stable basis for restorations.

A.1 Medisolaris Dental Implants Features

Medisolaris Dental Implant System is used for the treatment of mandibular and maxillary; single and
partial edentulism.

A device specially designed to be surgically implanted in or over the mandibular or maxillary bone as a
means of support and retention against dislodgement of the dental prosthesis. It is either threaded
through the gum by the dentist (part of the implant emerges through the gum for direct support) or
completely embedded under the gum (for removable denture support only).

Medisolaris Dental Implant is a bone-level dental implant that is surgically placed in the upper or lower
jaw bone to support artificial dentures used to restore the patient's chewing function. From top to
bottom, the implant's core geometry descends conically. Implants with a tapered core have higher
tensile force and insertion torque. Reducing the core diameter without increasing the outer diameter
too much increases the contact area between the bone implant and increases the tensile strength.

Diameter and Lenght Options

- Merkurhex Implant

Lenght
6 mm 8 mm 10 mm 11.5mm 13 mm 16 mm
Diameter
®3.2 Not Available Available Available Available Available Available
@ 3.7 Available Available Available Available Available Available
@42 Available Available Available Available Available Available
@47 Available Available Available Available Available Available
@5.2 Available Available Available Available Available Available
- Venuscon Implants
Lenght
6 mm 8 mm 10 mm 11.5mm 13 mm 16 mm
Diameter
@ 3.2 Not Available Available Available Available Available Available
@3.7 Available Available Available Available Available Available
@43 Available Available Available Available Available Available
@5.0 Available Available Available Available Available Available
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1.a Warnings : The information presented in the Instruction for Use is not sufficient for the immediate appliiation of

the Medisolaris Dental Implant System. The user must be legally qualified to perform surgical operations and must

have advanced training in oral implantation and detailed knowledge of the system components before use.

Surgical instruments must be sterilized (according to the manufacturer's recommendation) before use.

Surgical instruments should not be used more than the maximum number of times, and the location of the implant

socket should be adjusted correctly.

There should be at least 1.5 mm between the intact teeth and at least 3 mm with the dental implant. The amount

of bone in the vestibule, lingual or palatinal should also be at least 1 mm.

The bone temperature should not exceed 47C° during the preparation of the implant bed.

1.b Legal Liability Disclosure: The use of this product is the sole responsibility of the end user. No liability is assumed
for loss or damage caused by misuse of this product, abnormal use (careless handling, sabotage and ignoring safety
information), failure to comply with this IFU. This system can only be used with original Medisolaris Dental parts.
The use of third party parts renders Medisolaris Saglik Hizmetleri A.S. products ineffective.

1.c Copyright and Patent: The logos of Medisolaris Dental Implanta are protected patents and owned exclusively by
Medisolaris Saglik Hizmetleri A.S. any use of these marks is prohibited and is subject to prosecution under Turkish and
international law.

1.d Education: Dental implant treatment involves complex surgical and restorative procedures. Such procedures should be
performed by dentists who have received the necessary training in this field. Inadequate training can lead to surgical and
prosthetic complications, resulting in failure of the implant and restoration.

1.e Patinet Populations:
- Those with completed bone development (18 years and above)
- Not pregnant, not in puberty, not breastfeeding
- No hard or soft tissue pathology in the implant area
- No active periodontal infection or untreated periodontitis
- After periodontal treatment: good oral hygiene, good treatment response, non-smoker, systemically
healthy
- No unstable endocrine disease (e.g., diabetes)
- Nolocal inflammation or mucosal disease (e.g., lichen planus)
- Non-osteoporotic
- No immunosuppressive disease
- Not requiring cancer treatment (chemotherapy/radiotherapy/anti-resorptive drugs)
- No acquired or inherited coagulation disorder
- Not using / has not used IV-based bisphosphonates
- No alcohol or drug addiction
- No history of allergy to titanium or stainless steel
- Not requiring regular medication due to systemic disease
- No mental developmental disorder
- Patients without recent myocardial infarction or cerebrovascular accident

1.f Raw Material : Stainless Steel and titanium.

1.g Contraindications:

- Those whose bone development is not complete (under 18 years of age)
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- Pregnant, in puberty, or breastfeeding individuals

- Individuals with hard or soft tissue pathology in the implant area

- Individuals with active periodontal infection or untreated periodontitis

- Individuals with poor oral hygiene after periodontal treatment, inadequate treatment response, smoking
habits, or systemic disease

- Individuals with unstable endocrine disease (such as uncontrolled diabetes)

- Individuals with local inflammation or mucosal disease such as lichen planus

- Individuals diagnosed with osteoporosis

- Individuals with immunosuppressive disease

- Cancer patients requiring chemotherapy, radiotherapy, or anti-resorptive treatment

- Individuals with acquired or hereditary coagulation disorders

- Individuals who have used or are using intravenous bisphosphonates

- Individuals with alcohol or substance addiction

- Individuals with a history of allergy to titanium or stainless steel

- Patients requiring regular medication due to systemic disease

- Individuals with mental developmental disorders impairing the ability to maintain oral hygien

- Patients with recent myocardial infarction or cerebrovascular accident

1.h Residual Risks : Infection, injury during surgical procedure, perforation and parasthesia after surgical
intervention, inability to regain chewing function or delay in regaining chewing function, cutting the gum and
hurting the patient, swallowing the implant, swallowing the Medisolaris dril extensions, swallowing the
Medisolaris dril, swallowing the clamping piece, the need for a re-operation, Failure to create an implant
socket, resulting in the product not serving the purpose of an artificial tooth root, creating stress in the bone -
necrosis (dead) bone formation and failure to ensure osseointegration of the implant, prolongation of the
operation, Periimplantitis (Implant), Perimucositis (Implant), Implant mobility (Implant), Failure to achieve
osseointegration (Implant), Primary Stability (Implant), Inappropriate level of stable bone and soft tissue
(Implant)

1.i Potential Side Effects:

Infection e Difficulty opening the mouth
Bleeding and hematon e Tissue numbness
Injuries to the nerves, sinus and nasal cavity e Tingling in tissues
Incorrect positioning of the implant e Sensory Alteration
Incision line patency e Damage to neighboring tooth
Bruising e Sinus and nasal floor injury in the upper jaw
Swelling
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1.j Placement Configuration of Implants in the Mouth:

Small diameter implants are placed in areas where the alveolar crest is thinner because the tooth itself

1.k Bone Type

and the root are small in diameter. After placing an implant in the alveolar
crest, at least two mm of bone distance should remain around the implant
in the bucco-lingual andemezio-distal directions. This two mm distance
provides the necessary support to the implant during the use of the implant.
In Venuscon and Merkurhex series implants; 3.2 mm diameter implants with
a narrow platform are recommended to be placed in the area marked in blue
on the side. It is recommended that the implant sizes to be used should be
decided by the physician in accordance with the patient's bone structure.
Medisolaris Dental Implants can be used for all bone types. The implants
placed in these areas are as follows. For recommended product codes,
please refer to MKK.01 and MKK.03 IFU.

Likewise, large diameter implants are also used in areas where the diameter
of the tooth and bone is thick, that is, in areas where there are teeth with
more than one root. Large-diameter implants are placed in the area of the
lower and upper jaw incisors where there is a biting force instead of chewing.
In Medisolaris implants; ¢3.7/4.2/4.7/5.2 mm diameter implants for the
Merkurhex series with a regular platform and @3.7/4.3/5.0 implants for the
Venuscon series are recommended to be placed in the area marked in blue
on the side. The implant sizes to be used are recommended to be decided by
the physician in accordance with the patient's bone structure. Medisolaris
Dental Implants can be used for all bone types. The implants placed in these
areas are as follows. For recommended product codes, please refer to
MKK.01 and MKK.03 IFU.

D4
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i
4
#
L4
D3

&

e

D2 D1

Thin trabecular bone

Dense trabecular bone
with porous cortical
bone

Thin trabecular bone
with thinner porous
cortical bone

Dense cortical bone

This surgical guide has been prepared for the various bone densities studied during the use of drills. The dentist
is responsible for selecting the protocols to be applied according to the bone quality and anatomical structure

during the study.
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Bone quality is categorized by bone density. Bone quality is divided into 4 groups as D1, D2, D3 and D4. Bone
quality is of great importance in implant dental treatment. It affects many factors such as implant planning,
number of implants, surface properties of the implant, implant surgery technique, duration of implant treatment.

D1 bone is the bone quality group in which the bone is the densest and hardest. It is usually seen in the anterior
region of the lower jaw, in cases where the bone has melted excessively. It is a group that should be considered
in implant treatment. The bone is very hard. Care should be taken not to heat the bone during implant surgery.
Otherwise, necrosis of the bone and loss of the implant is inevitable. D1 Bones may have less blood supply,
therefore, implant - bone healing will not occur and implants may be lost.

D2 bone is the ideal bone for dental implants. The density and blood supply of the bone and the surface contact
between the implant and bone are the best compared to the other groups.

The density of D3 bone is less dense than the density of D2 bone. It is the bone quality that should be approached
more cautiously when applying implants.

D4 bone is the bone quality where the density of the bone is close to zero.

In D4 bone quality, a stable fit of the dental implant to the jawbone may not be achieved. In such a case, it is
recommended to place the implants in the area to be implanted, after opening the implant socket, compressing
implant bone powder into the socket and waiting for 3-6 months.

1.I Opening of Steril Dental Implant Package
STEP 1: Open the implant box and remove the sterile packaged thermoform.

STEP 2: Open the back of the blister. The product should not be used if the adhesion area is torn,
broken or opened. The implant should be opened in a sterile environment where the surgical operation
will be performed.

STEP 3: If the implant is to be taken with anguldurva; the key suitable for the anguldurva is attached to the
tip of the anguldurva. If the implant is to be taken manually, the manual implant key is inserted into the
torque tool.

STEP 4: The cap of the tube is held upwards. After the cap of the tube is turned open, the implant in
the stand is removed with the anguldurvaimplant key or manual implant key.

STEP 5: To remove the implant from the stand, the anguldurvaimplant key or manual implant key is
inserted into the implant. Make sure that the keys are fully inserted into the implant so that the implant
does not fall out.

STEP 6: When the implants are removed from the carrier, they are removed by moving back and forth.
STEP 7: If the anguldurva is used to place the implant, the appropriate torque is adjusted from the
motor and placed in the slot opened in the bone. If the implant is placed manually, the implant is
removed from the socket and placed in the opened socket after the appropriate torque is adjusted

before taking the implant with the torque.

STEP 8: To place a cap on the implant, the cap in the tube is removed in the surgical operation room
with the help of a key suitable for the cap.

STEP 9: The cap removed from the tube is placed on the implant without manual contact.
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If the products are not to be taken directly with instruments, they should be opened on the sterile
cloth.

B. General Characteristics of Drills

All drills are compatible with Venuscon and Merkurhex implants. Drills should be selected according to the
diameter and length of the implant to be placed. Among the drills designed for Venuscon and Merkurhex
implant system, pilot drills are designed for every size implant with a stopper. With the help of the length
lines on the final drills, it is possible to open the appropriate slot for the implant. When the drills are used
without a stopper, there are black guide lines on the drills to determine the slot depth. Each of these lines
represents a specific length. The lengths they represent are shown in the picture below. The dentist should
open the slot using the guide lines according to the length of the implant to be placed. In drills designed for
Merkurhex and Venuscon implant system, it is appropriate to use the next drill for hard bones.

All surgical instruments are made of stainless steel.

It is recommended to use each driller maximum 15 times. Before each use, the drills should be cleaned in
accordance with the instructions under A.1 General Cleaning Recommendations and sterilized in accordance
with the parameters under A.2 Sterilization Process.

Drills should be stored in accordance with A.3 Storage conditions.

B.1 General Cleaning Recommendations

. L. Equipment and
Process Step Cleaning Process Applicaiton .
Materials
Whenever possible, parts and
tools are disassembled before
cleaning. Parts are rinsed and Wiping cloth, broad
. . wiped with tap water, soaked in | spectrum enzymatic
Step 1 Routine Cleaning . .
warm broad-spectrum cleaning solution and
enzymatic cleaning solution for | tap water.
at least twenty (20) minutes,
and rinsed with tap water.
Using a broad-spectrum Wiping cloth, broad
. . enzymatic cleaning solution, the | spectrum enzymatic
Step 2 Disinfection . . .
parts are washed, then rinsed cleaning solution and
and dried. tap water

* As a broad-spectrum enzymatic cleaning solution, it is recommended to use Anios Aniosyme DD1
Concentrated Enzymatic Disinfectant for disinfection.

B.2 Sterilization Process

Surgical Instruments must be sterilized by autoclave method before use. In autoclave sterilization
(steam), they should be sterilized at 134°C for 3 minutes.

Method Steam Sterilization according to ISO 17665
Handover Pre-Vacum
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Temperature 134°C / /270°F
Exposure time 3 Minutes
Pre-Vacuum 3 times < 60 mbar
Minimum Drying time 10 minutes in dry area

The single packaging of Surgical Instruments is not suitable for autoclave sterilization. The products
must be unpacked in a controlled environment before sterilization, placed in a package suitable for
sterilization and then the sterilization process must be performed.

The surgical set container is suitable for autoclave sterilization. Surgical instruments placed inside this

container can be sterilized along with the container.
* Make sure to have the annual maintenance performed on the autoclave to be used for sterilization, and have it calibrated once a year to
verify the accuracy of its parameters.

B.3 Storage Conditions
It is recommended that the areas where Surgical Instruments are stored comply with the following
temperatures and humidity values.

Temperature 18C°-28C°
Humidity %40 - %60

B.4 Surgical Instruments

Punta Drill : The punta drill is the initial drill and is used to determine where the implant will be placed. There is no
coating on the surface. A heat treatment process is applied. The Punto drill is supplied non-sterile and must be sterilized
by the end user.Raw material is Stainless Steel.

Round Drrill : It is the drill used after the punto drill and is used for widening and cleaning the implant placement site
after the point. There is no coating on the surface. Heat treatment process is applied. Round drill is supplied non-sterile
and must be sterilized by the end user. Raw material is Stainless Steel.

Merkurhex ve Venuscon Pilot and Final Drills : The drills are osteotomy drills. Osteotomy drills are used to make a
suitable slot in the bone for implant placement. Pilot drills are designed with a stopper to increase safety of use. Pilot
drills are 6/8/10/11.5/13/16 mm in length. Pilot drill will be used in soft bones for implants with 3#3.2 diameter.
Merkurhex and Venuscon Final Drills are available in five different diameters and 2 lengths. Final drills are designed in
2 types: short and long. Short drills are used where the mouth opening is small and long drills are used where the mouth
opening is sufficient. Short drills are used to open slots from 6 mm to 10 mm. Long drills are suitable for slotting up to
16 mm. Drills are designed with two wings. Codes are written on them with laser marking according to the implant
diameter to be used. All drills are designed for motorized use. There is no coating on the surface. Heat treatment process
is applied. Sharpening process is applied. Drills are supplied non-sterile and must be sterilized by the end user. Raw
material is Stainless Steel.

Countersink Drill : In cases where the patient's bone is too hard, neck expander drills are used after the final

drills to expand the cortical bone and reduce the stress on the neck area of the implant. Countersink drills are
available in five different diameters and one size. The countersink drills have coloring and guide lines to guide

the diameter and length of the drills. All neck expander drills are designed for motorized use. There is no coating

on the surface. Heat treatment process has been applied. Countersink drills are supplied non-sterile and must be
sterilized by the end user. Raw material is Stainless Steel.

Drill Extension : Used for extending drill lengths. There is no coating on the surface. Heat treatment process is
applied. Drill extension is supplied non-sterile and must be sterilized by the end user. Raw material is Stainless

Steel.
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Rachet Adaptor : It is an apparatus that allows the use of surgical parts used with a motor. There is no coating
on the surface. Heat treatment process is applied. The rachette adaptor is supplied non-sterile and must be
sterilized by the end user. Raw material is Stainless Steel.

Transferring and Tightening Part : Implant Transffering and Tightening Parts are used for placing implants in the
implant socket. Short clamping and handling parts are used where the mouth opening is small; long clamping
and handling parts are used where the mouth opening is larger. Raw material is Stainless Steel.

Screw Retain Drill: Screw retain drill are drills used to remove broken implants from the socket in the bone.
Raw material is Stainless Steel.

Parallel Pin: Parallel pins are used to check whether the slots are parallel to each other after placement of multi
unit abutments in multiple tooth deficiencies. In multiple implant placement; the parallelism of the implant
sockets is important for the upper prosthesis to be made. Straight; 15° and 30° angled types are available. It can
be used more than once after cleaning and sterilisation. Raw material is Stainless Steel.

Depth Gauge: The Depth Gauge is used to check the depth of the socket after the implant sockets are created;
before the implant is placed in the socket. After measuring the depth, if the neck is suitable, the implant is
inserted; if it is not suitable, the slot is brought to the appropriate size and then the implant is inserted. After
cleaning and sterilisation, it can be used more than once. Raw material is Stainless Steel.

The dimensions of the depth gauge are as follows. The unit of measurement is millimeters.

' L:16
t:g - L:11.5
) L L:8
L:6 -
=22

Broken Screw Removal Centering Part / Broken Screw Extractor Hand Tool: It is used so that the Broken Screw
Removal Centering Part / Broken Screw Extractor Hand Tool, which are used to remove the broken screw in the
mouth, can fully centre the screw to be removed. The Broken Screw Removal Centring Part is first placed in the
area where the screw to be removed and then the screw is removed from the mouth with the Broken Screw
Extraction Drill or / Broken Screw Extractor Hand Tool It is used for removing broken screws in the patient's
mouth. After placing the Broken Screw Removal Centring Part, the broken screw is removed with the Broken
Screw Extractor Hand Tool. It is released as non-sterile. It can be used maximum 15 times after cleaning and
sterilisation. Raw material is Stainless Steel.

Torque Ratchet / Ratchet: During the placement of implants; during the placement of superstructures with
manual parts; It is used for tightening in the mouth according to the recommended torque value. It can be used
maximum 15 times after cleaning and sterilisation. Raw material is Stainless Steel.

Hex Drivers : It is used for carrying implants or abutments into the patient's mouth and tightening them by hand
with recommended torques. It is recommended not to use more than 15 times. It can be used up to 15 times
after cleaning and sterilisation. Raw material is Stainless Steel.

Handtool : During the placement of implants in the mouth; It is used with carrying and tightening parts. It can be
used maximum 15 times after cleaning and sterilisation. Raw material is Stainless Steel.

Puller Screw : It is used to remove the abutment stuck in the implant during rehearsal. It can be used after
cleaning and sterilisation. Raw material is titanium.

Surgical Sets : It is a set containing all surgical instruments and instruments used during the preparation of the
implant socket, placement of the implant and superstructure. Raw material is Stainless Steel. Surgical sets should
only be used in a controlled environment (such as an operating room or an area where appropriate sterilization
conditions are maintained).

Products with Measurement Features

Products with Unit of Measurement Unit of Measure in the | Tolerance Limit for
Measurement under 80/181/EEC Product Specifications | Products with

Features Measurement Features
Depth Gauge Milli: m Mm : Millimeter Depth Gauge - Lines:
MKK.02 Published Date: 25.09.2020 Rev No: 013

Rev. Date: 27.07.2026



Med:Solaris

ENTAL MPLANTSUNIVERSE Page:9/12
Meter: m +0.03mm /99,5 %
. o o Angular Parallel Pin: £2°
Angled Parallel Pin Degree: Degree: / 87%

B.5 Preparation of the implant socket

In order to place Medisolaris Dental Implants in the bone, the implant socket should be prepared by following
the sequence described in the image below. This protocol applies to soft bones and hard bones. Medisolaris final
drills have a single length. In order to open the slot according to the implant size, it is recommended to open the
slot by following the depth lines shown by marking after using pilot drills with special stoppers for each size.

To prevent bone heating and burning, it is recommended to use the drills with a physio dispenser that can be
supplemented with saline fluid. It should be used after making sure that the drills are fully seated in the angul
durwa connected to the physio dispenser. When driling, drilling should be done using the intermittent drilling
technique (pecking method). It is recommended to apply with 700 rpm.

It is recommended to use each driller a maximum of 15 times. Each implant should be considered as one use.
Due to the small mouth opening in the molar region, it will be appropriate to use short (DRL xxxS coded) drills
and instruments according to the implant to be applied.

A.5.a Recommended Torq Values

Process Recommended Torq Values
Placement of Implants 35-40 Ncm

Placement of Gingiva Formers 15 Ncm

Placement of Covers 15 Ncm

Tightening of Merkurhex Screw 30 Ncm

Tightening of Venuscon Screw 30 Ncm

Tightening of Multi-Unit Oclusal Screw 20 Ncm

Tightening of Screw Abutments 30 Ncm

The protocol to be followed for the Venuscon implant is as follows.
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The protocol to be followed for the Merkurhex implant is as follows.
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B.5 Clinical Benefit: The surgical intruments do not provide a direct therapeutic or diagnostic effect. Their clinical benefit is
indirect, as they act as surgical instruments enabling the dentists to prepare bone accurately and safely. The clinical outcome for
the patient depends on the dental implant or treatment applied, rather than on the surgical intruments itself.

B.6 Safety and Performance Information: Test reports that meet the safety and performance criteria of Medisolaris products
have been applied and the results of the test reports have been found to be appropriate. Negative incidents that may occur in
Medisolaris products should be reported to the relevant competent authority.

B.7 Disposal: After the implant removal procedure, the implant component may be infectious, and the instruments may
be sharp and piercing, so they are classified as “medical waste.” Implants are classified as “infectious waste”;
instruments used in implant placement (e.g., drills, clamping devices) are classified as “sharp waste” due to their cutting
and piercing properties.

MKK.02 Published Date: 25.09.2020 Rev No: 013
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These containers are manufactured from medium-density polyethylene raw material that is resistant ti tearing,
puncturing, bursting, and transport, and are leak-proof, double-bottom stitched, and gusset-free, with a double-layer
thickness of 100 microns, a minimum lifting capacity of 10 kilograms, and bearing the black “International Biohazard”
emblem and the red “CAUTION! MEDICAL WASTE” label in a visible size on both sides. The bags are filled to no more
than % capacity, tightly sealed, and, where necessary, each bag is placed inside another bag with the same
characteristics to ensure complete leak-proofing. These bags cannot be recycled or reused in any way. The contents of
medical waste bags must not be compressed in any way; medical waste must not be removed from the bag, emptied,
or transferred to another container.

Sharps and piercing medical waste must be collected separately from other medical waste in containers or boxes made
of plastic or laminated cardboard with the same properties, bearing the black “International Biohazard” symbol and the
words "CAUTION! CUTTING AND PUNCTURING MEDICAL WASTE" in black letters. These collection containers shall be
filled to no more than % capacity, sealed, and placed in medical waste bags. Once sharps containers are full, they must
not be compressed, opened, emptied, or recycled. Implant waste must not be mixed with household waste under any
circumstances.

Medical waste collected by hospitals, clinics, dental centers, relevant municipal departments, or companies authorized
by municipalities is disposed of by the relevant municipality or authorized medical waste disposal facilities.

Personal protective equipment (gloves, masks, goggles, aprons) must be used before and during disposal. Disposal
operations must be carried out in accordance with the Medical Waste Regulation.

Each country must act in accordance with its waste management legislation.

B.8 Meaning of Symbols:

Do not re-use

Sterilized using

Batch Code
LOT @ (Dental Implant — Abutment — n irradiation
(All Products) L i
Gingiva Former — Covers) (Dental Implants)
Do not resterilize CE Marking / Notified
REF Catalogue Number % pental Imol b c € 2975 Bod X
(All Products) % ( 'en.ta mplant — Abutment — ody number
Gingiva Former — Covers) (All Products)
Non-Steril
g Used by date | Date of manufacture (All product + dental
(All Products) (All Products) pro ,UC expect aenta
implants)
Do not use if package is
@ damaged and consult i"i Caution (ono1zsoT801OT UDI Number
instructions for use (All Products)  iaaasass (All Products)
(All Products)
e\gu lndicat,,,_
r R Consult electronic o
instructi ; Temperature limit I Manufacturer
E:[i] ins ;’:;;on(js ct)r)use (All Products) (All Products)
roaucts,
L |
o N P . Double sterile barrier
a Humudity imitation ,,.7.!& Keep away from sunlight Svst
stem
— (All Products) 1"‘-\ (All Products) Y
(Dental Implant)
d
‘9 d‘ e
M D Medical Device U DI Unique Device Identifier Keep Dry
(All Products) (All Products) (All Products)
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1-) DENTAL IMPLANTS
Medisolaris (MERKURHEX) Dental Implant and Superstructures produced by MEDISOLARIS Saglik Hizmetleri San. Tic. Ltd. Ltd. It is
and is surgically placed in the lower or upper jaw bone for the treatment of missing teeth and serves as a replacement for the
tooth root by providing a stable basis for restorations. MERKURHEX Dental Implants are bone level dental implants. Manufactured
from 1SO 5832-3 / TIGAL4V ELI (Grade 23) material .The target users for Venuscon Dental Implants are dentists.

Superstructures are the device that used to support crowns, bridges or superstructures in the lower and/or upper jaw, used with
Dental Implants in completely edentulous or partially edentulous patients.It is recommended that Medisolaris products not
be used for purposes other than their stated intended use.

Medisolaris Dental Implant Basic Information :
For Merkurhex Series Implant :

Lenght:6/8/10/11.5/13 /16 mm Diameter :3.2/3.7/4.2/4.7/5.2 mm
Lenght
Diameter 6 mm 8 mm 10 mm 11.5 mm 13 mm 16 mm
?3.2 Not Available Available Available Available Available Available
@ 3.7 Available Available Available Available Available Available
D4.2 Available Available Available Available Available Available
?4.7 Available Available Available Available Available Available
@5.2 Available Available Available Available Available Available

1.aWarning : The information presented here is not sufficient for the immediate application of the Medisolaris Dental
Implant System. The user must be legally competent to perform surgical operations and must receive advanced training in the
field of oral implantation and detailed knowledge of the system components before use.

1.bLegal Liability Disclosure: The use of this product is the sole responsibility of the end user. No liability is assumed for loss
or damage caused by misuse of this product, abnormal use (careless handling, sabotage and ignoring safety information), failure
to comply with this IFU. This system can only be used with original Medisolaris Dental parts. The use of third party parts renders
Medisolaris Saglik Hizmetleri A.S. products ineffective.

1.c Copyright and Patent: The logos of Medisolaris Dental Implanta are protected patents and owned exclusively by
Medisolaris Saglik Hizmetleri A.S. any use of these marks is prohibited and is subject to prosecution under Turkish and
international law.

1.dEducation: Dental implant treatment involves complex surgical and restorative procedures. Such procedures should be
performed by dentists who have received the necessary training in this field. Inadequate training can lead to surgical and
prosthetic complications, resulting in failure of the implant and restoration.

1.e Patient Population : Those with completed bone development (18 years and above), Not pregnant, not in puberty, not
breastfeeding, No hard or soft tissue pathology in the implant area, No active periodontal infection or untreated periodontitis,
After periodontal treatment, good oral hygiene, good treatment response, non-smoker, being systemically healthy,No unstable
endocrine disease (such as diabetes), No local inflammation or mucosal disease (such as lichen planus), Non-osteoporotic, No
immunosuppressive disease, Not requiring cancer treatment (chemotherapy/radiotherapy/anti-resorptive drugs),No acquired
or inherited coagulation disorder,Not using/has not used 1V-based bisphosphonates. No alcohol or drug addiction, No history of
allergy to titanium and stainless steel, Not requiring regular medication due to systemic disease, No mental developmental
disorder, Patients without recent myocardial infarction or cerebrovascular accident

1.f Raw Materials and Ingredients: Implants and superstructures are made of ISO 5832-3 TI6AL4V ELI / GRADE23, surgical
instruments are made of 1.4116, hand instruments are made of 1.4057 Stainless Steel. The surface of Medisolaris Dental Implant
is roughened by sandblasting and passivation SBM method consisting of hydroxyapatite and tricalcium phosphate to obtain
surface microstructure, osseointegration, Ra values 2-2.5Ra.

1.g Indications:
Devices are indicated for total and partially edentulism

1.h Contraindications:



Contraindications

Those whose bone development is not complete (under 18

years of age)

Those whose bone development is not complete (under 18

years of age)
Pregnant, in rapid puberty, or breastfeeding individuals

Presence of hard or soft tissue pathology in the implant area

Individuals with immunosuppressive disease

v' Cancer patients requiring chemotherapy, radiotherapy, or anti-
resorptive treatment

v"Individuals with acquired or hereditary coagulation disorders

v"Individuals who have used or are using intravenous
bisphosphonates

v Individuals with alcoholism or substance addiction

v"Individuals with active periodontal infection or untreated Individuals with a history of allergy to titanium or stainless steel
periodontitis . . o o
v'  Patients requiring regular medication due to systemic disease
v' Unstable endocrine disease such as uncontrolled diabetes o ) . . o
) ) ) v Individuals with mental developmental disorders impairing the
v' Presence of local inflammation or mucosal disease such as
lichen planus ability to maintain oral hygiene
o ) . . v' Patients with recent myocardial infarction and cerebrovascular
v"Individuals diagnosed with osteoporosis
accident
1.i Residual Risks:
o The patient feels pain/pain e Occurrence of paresthesia
o Difficulty chewing food e Bone resorption
e Infection formation, e Occurrence of bone necrosis

e Spread of infection Damage to the adjacent tooth

e Deformation or breakage of the implant or superstructure Implant mobilization, loosening, delayed or failure to ossify

e Occurrence of Perforation

Failure to make a prosthesis

e Tooth loss and need for surgery Air embolism

e Pathological condition in the patient Numbness, loss of sensation and sensitivity in the patient as a result of nerve

damage

e Patient's aesthetic concern

Loss of stability

e Patient's phonetic anxiety

Failure to ensure primary stability

e Patient dissatisfaction Mandibular fracture

Hematoma formation

o Excessive bleeding in the patient's implant area

e Obstruction of the patient's airway Loss of vitality of adjacent tooth

e Decrease in the patient's quality of life Maxillary Sinus Perforation

o Another substance is stuck between the implant and abutment

Peri implant mukozitis

® Bruising in the implant area Postoperative soft tissue complications

e Edema formation in the implant area Apart from these, mechanical complications such as nail loosening,

cracking, implant cracking, and abutment loosening may also occur.

o Failure (loss) of the implant Inability to use or misuse of the product

o Swelling in the implant area Allergic reaction

o Exudate in the implant area Toxic effect

e Carcinogenic effect

Wound Opening

1.j Potential Side Effects:

o The patient feels pain/pain e Occurrence of paresthesia

o Difficulty chewing food e Bone resorption

e |nfection formation, e Occurrence of bone necrosis

o Spread of infection e Damage to the adjacent tooth

e Deformation or breakage of the implant or superstructure e Implant mobilization, loosening, delayed or failure to ossify

e Occurrence of Perforation o Failure to make a prosthesis

e Tooth loss and need for surgery e Air embolism

e Pathological condition in the patient e Numbness, loss of sensation and sensitivity in the patient as a result of

nerve damage

e Patient's aesthetic concern e Loss of stability

e Patient's phonetic anxiety e Failure to ensure primary stability




e Patient dissatisfaction

Mandibular fracture

e Excessive bleeding in the patient's implant area

Hematoma formation

e Obstruction of the patient's airway

Loss of vitality of adjacent tooth

e Decrease in the patient's quality of life

Maxillary Sinus Perforation

e Another substance is stuck between the implant and abutment

Peri implant mukozitis

e Bruising in the implant area

Postoperative soft tissue complications

e Edema formation in the implant area

Apart from these, mechanical complications such as nail loosening,
cracking, implant cracking, and abutment loosening may also occur.

e Failure (loss) of the implant

Inability to use or misuse of the product

o Swelling in the implant area

Allergic reaction

e Exudate in the implant area

Toxic effect

e Carcinogenic effect

Wound Opening

1.k Placement Configuration of Implants in the Mouth: Small diameter implants are placed in areas where the alveolar crest is

numbering and nomenclature system is shown in the image below. In the image on the right, the areas marked in dark color
represent the regions in which the use of implants is recommended according to I1SO 3950: teeth numbered 12 and 22 in the
maxilla, and teeth numbered 42, 41, 31, and 32 in the mandible. The use of implants is not recommended in individuals with

thinner due to the small diameter of the tooth itself and the root. After the implant is placed in the alveolar crest,
at least two mm bone distance should remain around the implant in the bucco-lingual and mesio-distal directions.
This two mm distance provides the necessary support to the implant during the use of the implant. In Merkiirhex
series implants; 3.2 mm diameter implants with a narrow platform are recommended to be placed in the area
marked in dark colour on the side. The image of the oral structure has been prepared in accordance with the tooth
and oral region numbering and nomenclature system defined in ISO 3950. The I1SO 3950 tooth and oral region

incomplete bone development (under 18 years of age) or in cases where deciduous (primary) teeth are present.

nght 0o Left Oral cavity
01 Maxillary area
10 20 Quadrant
03 04 05 Sextant
18 17 16 15 14 113 12 11|21 22 23 24 25 26 27 28 Permanentteeth
55 54 53 52 51|61 62 63 64 65 Declduous teeth
85 84 83 B2 81 |71 72 73 74 75 Declduous teeth
48 47 485 45 44 1 43 42 41 | 31 32 33 134 35 36 37 38 Permanent teeth
08 07 06 Sextant
40 30 Quadrant
02 Mandibular area

It is recommended that the implant lengths to be used should be decided by the physician in accordance with the patient's bone

structure. Medisolaris Dental implants can be used for all bone types. The implants placed in these areas are as follows.

PRODUCT CODE PRODUCT NAME

SLM 3208 Merkurhex Implant @3.2mm L:8mm Platform 3.0mm
SLM 3210 Merkurhex Implant $3.2 mm L:10 mm Platform 3.0 mm
SLM 3211 Merkurhex Implant $3.2 mm L:11.5 mm Platform 3.0 mm
SLM 3213 Merkurhex Implant $3.2 mm L:13 mm Platform 3.0 mm
SLM 3216 Merkurhex Implant $3.2 mm L:16 mm Platform 3.0 mm

where there are teeth with more than one root. A large diameter implant is placed in the area where the biting
force is located instead of chewing, where the lower and upper jaw incisors are located. In Medisolaris implants, it
is recommended to place implants with 3#3.7/4.2/4.7/5.2 mm diameter in the area marked with dark colour on the
side for Merkirhex series with regular platform. According to the ISO 3950 tooth and oral region numbering and
nomenclature system provided above, the areas marked in dark color in the image on the side represent the
regions in which the use of implants is recommended. These regions correspond to teeth numbered 18, 17, 16, 15,
14, 13, 11, 21, 23, 24, 25, 26, 27, and 28 in the maxilla, and teeth numbered 48, 47, 46, 45, 44, 43, 33, 34, 35, 36, 37, and
38 in the mandible. The use of implants is not recommended in individuals with incomplete bone development (under 18
years of age) or in cases where deciduous (primary) teeth are present. The implant sizes to be used are recommended to

Likewise, large diameter implants are also used in areas where the diameter of the tooth and bone is thick, that is,




be decided by the physician in accordance with the patient's bone structure. Medisolaris Dental implants can be used for
all bone types. The implants placed in these areas are as follows.

PRODUCT PRODUCT

PRODUCT NAME PRODUCT NAME
CODE CODE
SLM 3706 | Merkiihex implant@3.7mm L:6mm Platform 3.5mm SLM 4206 | Merkiirhex implant@4.2mm L:6mm Platform 3.5mm
SLM 3708 | Merkiirhex implant@3.7mm L:8mm Platform3.5 mm SLM 4208 | Merkiirhex implant@4.2mm L:8mm Platform 3.5mm
SLM 3710 | Merkiirhex implant@3.7mm L:10mm Platform3.5 mm SLM 4210 | Merkiirhex implant@4.2mm L:10mm Platform 3.5mm

SLM 3711 | Merkirhex implant@3.7mm L:11.5mm Platform 3.5mm SLM 4211 | Merkiirhex implant@4.2mm L:11.5mm Platform 3.5mm

SLM 3713 | Merkirhex implant $3.7 mm L:13 mm Platform 3.5 mm SLM 4213 | Merkiirhex implant @4.2mm L:1 mm Platform 3.5mm

SLM 3716 | Merkirhex implant $3.7 mm L:16 mm Platform 3.5 mm SLM 4216 | Merkiirhex implant @4.2mm L:16mm Platform 3.5mm

SLM 4706 | Merkirhex implant 34.7 mm L:6 mm Platform 3.5 mm SLM 5206 | Merkiirhex implant @#5.2mm L:6mm Platform 3.5mm

SLM 4708 | Merkiirhex implant @4.7 mm L:8 mm Platform 3.5 mm SLM 5208 | Merkiirhex implant @#5.2mm L:8mm Platform 3.5mm

SLM 4710 | Merkirrhex implant 4.7 mm L:10 mm Platform 3.5 mm SLM 5210 | Merkiirhex implant 3#5.2 mm L:10 mm Platform 3.5 mm

SLM 4711 | Merkiirhex implant @4.7 mm L:11.5 mm Platform 3.5mm SLM 5211 | Merkirhex implant 3#5.2 mm L:11.5 mm Platform 3.5 mm

SLM 4713 Merkirhex implant @4.7 mm L:13 mm Platform 3.5 mm SLM 5213 | Merkiirhex implant 3#5.2 mm L:13 mm Platform 3.5 mm

SLM 4716 | Merkirhex implant 4.7 mm L:16 mm Platform 3.5 mm SLM 5216 | Merkiirhex implant 3#5.2 mm L:16 mm Platform 3.5 mm

1. Packaging and Sterilization : Medisolaris Dental implants are packaged sterile with Caps. The products are disposable.
Gamma radiation is used to sterilize implants after packaging. Thanks to sealed packaging, implants are prevented from being
affected by external environments. For proper storage conditions, the temperature should be between 18-28°C and the humidity
should be between 40-60%. Sterilization is valid until the expiry time stated on the label on the package. Implants in damaged sterile
packages should not be used. Contaminated implants cannot be resterilized. Reuse of implants may result in clinical failure and
complications including, but not limited to, infection, failure to osseointegrate implants, bone loss, and damage to adjacent
structures. The implant surface should not be touched by hand, as this may deteriorate its surface properties. All other
superstructures and hand tools should be sterilized by autoclave. For recommended autoclave sterilization parameters, see the
Superstructure section and MKK.02 Surgical Instruction for Use.Do not use the product whose packaging is damaged.

Implant tube caps are labeled with diameter markings that are color-coded according to the implant diameter.

| @3.2-Turquase | 33.7-Green | @4.3-Purple | 35.0-VYellow
1.m Shelf Life: The expiration date is clearly stated on each implant package.
1.n Treatment Planning: Comprehensive patient examination, pre-operative imaging, pre-operative diagnosis and treatment

planning should be done before implant treatment. In patients who cannot achieve the required bone density for the implant, it is
recommended to apply for bone augmentation procedures with advanced surgical techniques to increase bone density before the
application and then perform the application. Inadequate planning and evaluation can lead to implant complications or even implant
failure.

1.0 Preparation of the Surgical Area: Preparation of the implant area should be done with the surgical drills in the Medisolaris
Dental surgical set. The drilling speed should be decided by the physician according to the hardness level of the bone. Drilling should
be performed under abundant irrigation. Care should be taken to prevent the bone from getting too hot. Bone temperature should
not exceed the upper limit of 47 °C.The use of surgical drills that have lost their sharpness should be avoided. Because these may
cause unnecessary trauma to the bone. It is recommended to follow the drilling sequence according to the implant diameter to be
used. For detailed information about the surgical operation, see MKK.02 Surgical Instruction for Use.

1.p Surgical Placement of Implants: Check the length and diameter of the implant on the product label. Attach the (3) labels
included in the packaging to the patient's file. Open the outer cardboard package in a controlled environment and remove the
thermoformed packaging. Open the outer cardboard package and remove the thermoformed packaging. Open the tyvek paper on
the thermoform and empty the sterile tube into the surgical area. The implant tube consists of a single part: Open the implant tube
by turning the top cap. Use the implant carrier in the set to move the implant into the surgically prepared implant slot. The ratchets
or physiodispenser included in the set should be used to place the implant. Medisolaris Covers should be closed with the help of a
1.25 mm hex key. Caps and healing caps should be torqued by hand.

1.9 Recommeded Torq Values

Process Recommeded Torq Values Process Recommeded Torq Values
Placement of Implants 35-40 Ncm Screw Venuscon 30 Ncm
Gingiva Former 15 Ncm Multi-Unit occlusal 20 Ncm
Cover 15 Ncm Self-Screwing Abutments 30 Ncm




For detailed information see MKK.02 Instruction for Use.*Recommended used at 700 RPM.

1r Healing Process of Medisolaris Dental Implants: In general, implants should be left to heal for 2 to 4 months, depending
on the patient's bone quality, type and general health status. Immediate loading can be performed with the right case selection
and adherence to the immediate loading protocols accepted in the literature. If immediate loading is to be performed, the
occlusion environment should be checked. If there are multiple implants, they should be splinted and in cases of complete
edentulism, at least 4 implants in the mandible and 6 implants in the maxilla should be connected to each other with a prosthesis.
Depending on the bone anatomy, the appropriate number, diameter and length of implants should be placed.

1.s Information to be communicated to the patient after implant placement

It is important that patients follow the instructions given below after dental implant surgery to protect their implants
for life. For detailed information, please refer to MKK.04 Patient Education Brochure. It is recommended to be given to
patients after the operation.

In dental implant surgical treatment, it is recommended to wait at least 4 months in the upper jaw and at least 3 months
in the lower jaw for the implant to fuse with the jaw bone.

After the dental implant is placed, the patient will feel some pain and discomfort. The pain level is usually mild. After
the operation, the dentist may prescribe painkillers. With painkillers, the pain can be controlled. These should be taken
regularly for 2 days. The first dose of painkillers must be taken before the local anaesthetic wears off. The pain will begin
to subside within a few days. If the pain does not go away after a few days, you should consult your doctor.

1. After the dental implant is placed, the patient will feel some pain and discomfort. The pain level is usually mild. After
the surgery, the dentist may prescribe painkillers. With painkillers, the pain can be controlled. These should be taken
regularly for 2 days. The first dose of painkillers should be taken before the local anesthetic wears off. The pain will start
to decrease within a few days. If the pain does not go away after a few days, you should consult your doctor.

2.After the dental implant, the dentist may prescribe antibiotics and antiseptic mouthwash to the patient if deemed
appropriate.

3. A sterile sponge is placed on the area where dental implant surgery is performed to control bleeding. The sterile
sponge should be bitten by the patient with light force for 20 minutes. At the end of 20 minutes, the sponge should be
removed.

4. The patient should not eat or drink anything for two hours after the operation. The patient should not spit or rinse
his/her mouth with any liquid for two hours. After two hours, the patient should not eat hard and hot foods on the first
day. Hot foods increase both bleeding and the risk of infection.

5. It is normal to have bleeding in the form of leakage during the first 24 hours after the procedure. To control bleeding,
the patient bites gauze for 30 minutes. If the bleeding continues for more than 2 days, you should consult our physician.
Aspirin and aspirin compounds should not be taken as painkillers because they cause bleeding tendency.

6. Swelling may occur after implant surgery. This is a normal condition. If the pain and swelling do not disappear after
5-6 days, you should consult your physician.

7. The patient should avoid tampering with the area where the dental implant is placed with the tongue, finger or hard
instruments.

8. The patient should rest a little after the implant surgery and avoid strenuous exercise for 48 hours.

9. If the patient is using removable dentures, he/she should not use them until the date that the dentist deems
appropriate.

10. In dental implant surgery, the wound surfaces are closed with sutures. The sutures must be removed by the
dentist after one week at the earliest. The patient is informed by the dentist about the early period in which the
treated tooth part can be used.

11. After dental implant surgery, the patient should continue oral care after the first 24 hours. The patient should use
antiseptic mouthwash prescribed by the dentist three times a day for the first week after the surgery. Antiseptic
mouthwash should not be used after one week. After antiseptic mouthwash, the patient can gargle with warm salt
water. Add 1 teaspoon of salt to 1 glass of water and gargle 3-4 times a day to disinfect the area. This will help clean
the healing area.

12. After 48 hours, the surgical site should be lightly brushed. Other teeth can be brushed and cleaned normally after
the operation. There should be no food residue in the surgical site and the patient should rinse the mouth with warm
water after meals.

13. Smoking delays the healing process and prevents dental implants from staying in the mouth for a long time, so the
patient should stop smoking cigarettes and similar tobacco before starting dental implant treatment.

14. It is very important to follow all these instructions mentioned above for the success of dental implant surgery. If
there are signs of infection after implant surgery or if the patient experiences nausea, fever or vomiting, he/she
should consult his/her dentist.



1.t Long-term care of dental implants: In order to be able to use implants for a lifetime without any problems, it is
important that they are properly cared for as described above.

1.u The importance of oral hygiene in dental implant patients: Implants are more susceptible to plaque and
calculus build-up, inflammation and bone loss than natural teeth. In implant patients, good oral hygiene is very
important. The patient should brush teeth correctly and clean the interdental and interimplant areas correctly. Oral
hygiene kits are available for the private use of implant patients, which can be used by the patient. If the patient
follows the oral hygiene instructions, inflammation of the periimplant tissues will be minimal. Removal of plaque and
calculus deposits from the teeth will reduce the risk of periimplantitis, the most common cause of implant failure.

1.v  Regular dental visits and examinations for implant patients: In patients treated with dental implant
prostheses, check-ups are usually recommended every 3 months for the first 1-2 years and then every 6 months
thereafter. At each visit, oral hygiene instructions are reinforced and the patient's ability to maintain good oral
hygiene is checked. Patients with implant-retained removable prostheses are given some special instructions. The
patient is told how to insert and remove the prosthesis without causing any damage to the implant or
prosthesis.Excessive pressure should not be applied to the restoration placed on the implant. Restorations on
implants are not as strong as natural teeth. The patient should avoid eating hard foods that can break the restoration.
Avoid irritation of the implant area.

1.w Lifespan of dental implants: The lifespan of dental implants depends on many factors, such as patient health
and the care provided by the patient. The lifespan of implants depends on how old the patient had the implants, how
they live and how they care for them. For the success of the implants, the patient should maintain good oral hygiene
and visit the dentist regularly for check-ups. Although a clear lifetime cannot be defined for the device, it is thought to
have a lifetime of 10 years under normal conditions. Implants have a shelf life of 5 years and superstructures do not
have a shelf life.Implants are an effective solution for missing teeth and can be used for a lifetime with good care.
Brushing, flossing and regular visits to the dentist after the implant prosthesis are important to prolong the implant's
stay in the mouth. Implants can replace a single tooth, a group of teeth or all upper and lower jaw teeth.

1.x Opening Sterile Packages: To take Medisolaris Dental implants from the product packaging with an angldurva,
implant keys suitable for angldurva are used. To take the implants manually, the implant key suitable for manual
removal is used. When taking the implants, the size suitable for the area to be placed in the mouth should be selected.
For all diameters of the Venuscon implant, the 2.3 mm hexagon crimping spanner included in the surgical set should
be used.

In order to attach the closing screws of Medisolaris Dental implants to the implants, the caps that are compatible in diameter
that come out of the product are placed with a hex key.

STEP 1: Open the implant box and remove the sterile packaged thermoform.

STEP 2: The back of the thermoform is opened. If the adhesion area is torn, broken or opened, the product should not be
used. The implant should be opened in a sterile environment where the surgical operation will be performed.

STEP 3: If the implant is to be taken with an angldurva; the key suitable for the angldurva is attached to the tip of the
angldurva. If the implant is to be taken manually, the manual implant key is attached to the torque racket.

STEP 4: The cap of the tube is held upwards. After the cap of the tube is opened by turning the cap, the implant in the
sling is removed with an angldurva implant key or manual implant key.

STEP 5: To remove the implant from the sling, the anguldruva implant key or manual implant key is inserted into the
implant. Make sure that the keys are fully inserted into the implant so that the implant does not fall out.

STEP 6: When the implants are removed from the discs in the sling, they are removed by moving back and forth.

STEP 7: If an angldurva is used to place the implant, the appropriate torque is adjusted from the motor and placed in the
slot opened in the bone. If the implant is placed manually, the implant is removed from the slot and placed in the opened
slot after the appropriate torque is adjusted before taking the implant to the torque raschette.

STEP 8: In order to place a cover on the implant, the cover in the tube is removed with the help of a key suitable for the
cover in the surgical operation room.

STEP 9: The cap removed from the tube is placed on the implant without manual contact.

If the products are not to be taken directly with hand tools, they should be opened on the sterile cloth.

1.y Post-Operative Care: Close follow-up of the patient after surgery is very important. It is recommended to use appropriate
oral rinses and to ensure good oral care and not to use tobacco products.

2-) Medisolaris Dental Cover

The closure screw is used to cover and protect the implant after placing the implant in the bone. The closure screw can remain
in the mouth for 2-3 months during the surgical healing period.

2.a Raw Material : ISO 5832-23 TI6AL4V ELI



2.bIndications: The caps come out of the implant package used. It is used in two-stage implant surgery to prevent soft or
hard tissue growth on the hollow inner surface of the implant.

2.c Contraindications: Contraindications are mentioned above.
2.d Possible Side Effects: Possible side effects are mentioned above.

2.ePlacement: The caps are torqued by hand using a 1.25 mm hex spanner. Recommended torque values can be found in
the Recommended Torque Values Table in section 1.p Surgical Placement of Implants.

2.f Packaging and Sterilisation: The caps are packaged together with the implant in a sterile tube. If the package is intact,
sterility is valid until the expiration date indicated on the package. In cases where the cap is packaged individually, the product
is single-packed without being sterile and wrapped in aluminum foil; it must be sterilized before use by the autoclave method
according to the parameters specified under Section 5, Sterilization and Packaging, of the Instructions for Use.

The packaging of the caps is not suitable for autoclave sterilization. Prior to sterilization, the products must be removed from
their packaging in a controlled environment, placed into packaging suitable for sterilization, and then sterilized. The calibration
of the autoclave must be performed at least once a year, and the results must be within acceptable limits.

3-) Medisolaris Dental Superstructers, Gingiva Formers, Prothetic Parts and Instruments

Superstructures are the parts used to support crowns, bridges or superstructures in the lower and/or upper jaw used with
dental implants in completely edentulous or partially edentulous patients.

3.aRaw Material : 1ISO 5832-3 / TIGAL4V ELI (Grade 23) - Stainless Steel 1.4116 and 1.4057

3.bGingiva Formers: Healing caps are used after the healing of the implant in the jawbone is completed and the overlying
soft tissue is removed, until prosthetic treatment for gum shaping. Healing caps remain in the mouth for 15 days or less. They
are for Manufactured from ISO 5832-3 / TIGAL4V ELI (Grade 23) material . single use only.

3.c Temporary Abutment: Temporary abutment is used with Medisolaris implant in completely edentulous or partially

edentulous patients. In immediate loading treatments, they are parts used to support crowns, bridges or superstructures in the
lower and/or upper jaw for more than 24 hours. Temporary abutment is an endosseous dental implant abutment designed for
single use as a temporary prosthesis during the healing process while the permanent prosthesis is being produced. Temporary
abutments are compatible with all diameters of Medisolaris implant for Venuscon series. It is fixed to the implant with the help
of a screw. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . They are for single use only.

3.d Straight Abutment: In order to use a cementable abutment, the implant must be placed in the patient without an angle.
Cementable Abutments are available for both brands. It is compatible with all diameters of Medisolaris Dental implants for
Venuscon series. It is fixed to the implant with the help of a screw. A tooth made of materials such as porcelain or zircon is
bonded on it with the help of cement. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . Single use only.

3.e Angled Abutment: Angled abutments facilitate prosthesis construction by ensuring that non-aligned sockets are parallel.
These abutments help the physician to avoid anatomical structure when placing the implant. The angled abutment is compatible
with all diameters of the Medisolaris implant for the Venuscon series. It is fixed to the implant with the help of a screw. The
angled abutment is used in cemented restorations. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . It is for
single use only.

3.f Anatomical Straight Abutment: The anterior and posterior gingival heights of these abutments are different from each
other. While the anterior ones are shorter, the posterior ones are longer. This offers a more aesthetic option to the physician.
Since the anterior gingival height of the abutment is shorter than the posterior gingival height, the crown on the abutment is
deeper; it emerges through the gum. In a possible gum recession, the underlying titanium is prevented from being seen. It is
fixed to the implant with the help of a screw. A tooth made of materials such as porcelain or zirconia is glued on it. Manufactured
from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . It is disposable.

3.g Anatomically Angled Abutment : The use of an anatomically angled abutment facilitates prosthesis construction by
ensuring that non-aligned sockets are parallel. These abutments help the physician to avoid the anatomical structure when
placing the implant. In addition, the use of aesthetic angled abutment shortens the healing time. The anterior and posterior
gingival heights of these abutments are different from each other. While the anterior ones are shorter, the posterior ones are
longer. This gives the dentist a more aesthetic option. Since the anterior gingival height of the abutment is shorter than the
posterior gingival height, the crown on the abutment is deeper; it comes out of the gum. In a possible gum recession, the
underlying titanium is prevented from being seen. For each brand (Medisolaris Dental) implant, the same brand Anatomically
Angled Abutment should be used. It is fixed to the implant with the help of a screw. A tooth made of materials such as porcelain
or zircon is glued on it. Manufactured from ISO 5832-3 / TI6GAL4V ELI (Grade 23) material . It is for single use only.

3.h Multi Unit Abument: It is the external connection of the implant embedded flat into the bone. It is used if the physician
wants to make the implant screwed over the implant from occlusal. Different gum options are available. It is self-screwed and



fixed to the implant with this screw. A tooth is made of materials such as porcelain or zircon. Manufactured from ISO 5832-3 /
TI6AL4V ELI (Grade 23) material . It is disposable.

3.i Multi Unit Angled Abutment: It is the external connection of the implant embedded into the bone at an angle. It is used
if the physician wants to make the implant screwed over the implant from occlusal. Different angle and gum options are available.
It is fixed to the implant with a screw. A tooth is made of materials such as porcelain or zircon. There are two types of multi-unit
angled abutment compatible with Medisolaris implants: hex and non-hex. The hex structure is recommended to be used in single
tooth restorations, while the non-hex structure is recommended to be used in bridge, bar and hybrid treatments. Hex structure
is designed to prevent rotation in single tooth applications. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material
. Single use only.

3.j Ball Abutment: It is the external connection of the implant embedded flat into the bone. It is used in cases where the
physician wants to apply removable prosthesis to the patient. Different diameters and gum lengths are available. It is self-
screwed and fixed to the implant with this screw. A tooth is made of materials such as porcelain or zircon. Manufactured from
ISO 5832-3 / TIGAL4V ELI (Grade 23) material . Single use only.

3.k Tibase Cad-Cam Abutment: It is the platform of the abutment inside the implant. Zirconia or custom (personalised)
abutment is produced on it. It is produced for the purpose of using a company-specific platform. Manufactured from ISO 5832-
3/ TI6AL4V ELI (Grade 23) material . It is for single use only.

3.1 Locater Abutment: It is an abutment system with low vertical height used for implant over implant removable prosthesis
in completely edentulous jaws. The locater abutment piece is fixed to the implant with a metal cap and rubber in the removable
prosthesis. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . Single use only.

3.m Universal Straight Abutment: Universal Straight Abutment are parts used to support crowns, bridges or superstructures
in the lower and/or upper jaw used with implants in completely edentulous or partially edentulous patients. It is milled and made
suitable for the patient. It is fixed to the implant with the help of a screw. When preparing the universal abutment, the connection
area of the abutment should not be prepared. Otherwise, the abutment will not fit the implant completely or the connection
will not be provided.After the universal abutment is prepared, vertical grooves (grooves) should be opened on the abutment to
prevent the rotation of the crown to be placed on it. Otherwise, the crown may rotate. When preparing the universal abutment,
the wall thickness should not fall below 0.20 mm. Otherwise, the mechanical strength of the abutment will decrease. The milled
universal abutments should be washed at 55 - 60 °C for 15 minutes. The products should not be sterilised and used without
washing. Manufactured from ISO 5832-3 / TIGAL4V ELI (Grade 23) material . Single use only.

3.nPremill Abutment: It is produced for CAD-CAM devices. The laboratory connects this superstructure to the device and
makes a patient-specific abutment. While preparing the premil abutment, the connection area of the abutment should not be
prepared. Otherwise, the abutment will not fit the implant properly or the connection will not be provided. After the premill
abutment is prepared, vertical grooves (grooves) should be opened on the abutment to prevent the rotation of the crown to be
placed on it. Otherwise, the crown may rotate. When preparing the premil abutment, the wall thickness should not fall below
0.20 mm. Otherwise, the mechanical strength of the abutment will decrease. Premilled abutments that have undergone a milling
process must be washed at 55-60 °C for 15 minutes. The products must not be sterilized or used without first performing the
washing process. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . They are single-use only.

3.0Ti-base Casting Abutment: For use in personalised cast prosthetic restorations in single or multiple implants. It is fixed to
the implant with the help of a screw. Implants for Venuscon series in Medisolaris Dental implants are designed to be compatible
with all superstructures. Interface connection type is the same. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23)
material . Single use only.

3.pScrews: The screw allows the superstructures to be mounted to the implant.The screws used with Measuring Parts and
Analogues are different. It is packaged and sold together with the related product. Manufactured from ISO 5832-3 / TI6AL4V
ELI (Grade 23) material. Single use only.

3.qTitanium Cap: In completely or partially edentulous patients; These are the parts used to support crowns, bridges or
superstructures in the lower and/or upper jaw used with Ventiscon Implants. Titanium Caps are designed as Hex and No-Hex.
Both caps are compatible with Venliscon Multi Unit Abutments. @ 5.0 prosthetic platform diameter and 12.0 mm gingival height.
No coating process is applied on the surface. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . Single use
only.

3.r Multi-Unit Tibase Abutment : Multi-Unit Tibase abutment; These are parts used to support crowns, bridges or
superstructures in the lower and/or upper jaw used with Venuscon Implants in completely edentulous patients. Multi-Unit Tibase
abutment is designed as hex and no-hex. Both abutments are compatible with Venuscon Implants. Manufactured from ISO 5832-
3/ TI6AL4V ELI (Grade 23) material . Single use only.

3.s Comfort Cap: The comfort cap prevents the patient from being uncomfortable by covering the multi unit abutment in the
patient's mouth until the crown is loaded in Multi unit abutments. Comfort Caps are designed with 5.0 prosthetic platform
diameter and 4.8 mm gingival height. Manufactured from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . For single use only.

3.t Metal Ring: Metal rings are parts used to support crowns, bridges or superstructures in the lower and/or upper jaw used
with implants in completely edentulous or partially edentulous patients. Metal rings are used in prosthetic restorations together
with knob abutment. Metal Rings are designed with 5.0 prosthetic platform diameter and 2.6 mm gingival height. Manufactured
from ISO 5832-3 / TI6AL4V ELI (Grade 23) material . They are for single use only.



3.uAnalogs: Analogs are an auxiliary part that enables the patient to restore the chewing function after the Venuscon Dental
Implants are surgically placed in the lower or upper jaw bone. Analogs; after the measurements taken with impression pieces
are taken on the model; it imitates the implant by mounting on the impression piece. Manufactured from stainless steel 1.4057
material .Single use only.
3.vImpression Part: These are the parts used to determine the dimensions of the crown planned to be placed on the implant
and superstructure. There are two separate options for classical and digital methods. Manufactured from TI6AL4V ELI and
stainless steel 1.4057 material . Single use only.
3.w Parallel Pin: In multiple tooth deficiencies; parallel pins are used to check whether the slots are parallel to each other
after the placement of multi unit abutments. In multiple implant placement; the parallelism of the implant sockets is important
for the upper prosthesis to be made. It can be used more than once after cleaning and sterilisation. Manufactured from
stainless steel 1.4057 material
3.x Depth Gauge: The Depth Gauge is used to check the depth of the created slot after the creation of the implant slots;
before the implant is placed in the slot. After measuring the depth, if the neck is suitable, the implant is inserted; if not, the slot
is brought to the appropriate size and then the implant is inserted. It can be used more than once after cleaning and sterilisation.
Manufactured from stainless steel 1.4057 material .
3.y Broken Screw Removal Centering Part / Broken Screw Extractor Hand Tool: It is used to ensure that the Screw Retain
Drill and Broken Screw Extractor Hand Tool, which are used to remove the broken screw in the mouth, can centre the screw to
be removed. The Broken Screw Removal Centring Part is first placed in the area where the screw to be removed and then the
screw is removed from the mouth with the Screw Retain Drill or Broken Screw Extractor Hand Tool. It is used for removing broken
screws in the patient's mouth. After placement of the Broken Screw Removal Centering Part, the broken screw is removed with
the Broken Screw Extractor Hand Tool. It is released as non-sterile. It can be used maximum 15 times after cleaning and
sterilisation. Manufactured from stainless steel 1.4057 material
3.z Torque Rachet / Rachet : It is used during the placement of implants; during the placement of superstructures with
manual parts; for tightening in the mouth according to the recommended torque value. It can be used up to 15 times after
cleaning and sterilisation. Manufactured from TI6ALAV ELI (Grade 23) and Stainless Steel 1.4057 material .
3.aa Hex Drivers: It is used for transporting implants or abutments to the patient's mouth and hand tightening with
recommended torques. It is recommended not to use more than 15 times. It can be used maximum 15 times after cleaning and
sterilisation. Manufactured from stainless steel 1.4116 and stainless steel 1.4057 .

3.bb Hand Tool : During the placement of implants in the mouth; It is used with carrying and clamping parts. It can be used up
to 15 times after cleaning and sterilisation. Manufactured from stainless steel 1.4116 and stainless steel 1.4057 .

4. Product Compatibility
For the compatibility of the products with each other and the products recommended for use, please refer to the additional tables.
(You can access the tables from the Medisolaris website. www.medisolaris.com) For implant drill compatibility, please refer to MKK.02
Surgical Instruction for Use.

Annex 1 — MKP.02 — L.03 Medisolaris Implant - Superstructures Compatibility List

Annex 2 — MKP.02 — L.04 Medisolaris Implant - Screws Compatibility List

Annex 3 — MKP.02 — L.05 Medisolaris Implant- Surgical Instruments Compatibility List

Annex 4 — MKP.02 — L.13 Medisolaris Implant-Gingival Height/Impression Part/Scan Body/Screwdriver/Transferring and Tightening
Part Compliance List

Annex 5 — MKP.02-L.09 Medisolaris Analogue, Impression Part- Screw Compatibility List

Annex 6 — MKP.02-L.10 Medisolaris Multi Unit Abutment - Scan Body -Impression Part - Burn Out Cap Compatibility List

Annex 7 — MKP.02-L.11 Medisolaris Ratchet-Screwdriver/Transferring and Tightening Part Compatibility List

Annex 8 — MKP.02-L.12 Medisolaris Impression Part-Screw Compatibility List

5. Sterilization and Packaging: Superstructure Components, Healing Heads, Prosthetic Parts and Instruments are packaged
unsterilised, sealed in aluminium foil. All system parts must be sterilised before use on patients. All parts must be sterilised by
autoclave according to the recommended protocols. The recommended steam sterilisation parameters are as in the table below.

Method Steam Sterilization according to ISO 17665 | Exposure time 3 Minutes
Handover Pre-Vacum Pre-Vacum 3 times < 60 mbar
Temperature | 134°C/ /270°F Minimum Drying Time 10 minutes indoor

The packaging of Superstructure Components, Gingiva Formers, Prosthetic Parts, Auxiliary Parts and Hand Tools are not suitable
for autoclave sterilisation. The products must be unpacked in a controlled environment before sterilisation, placed in an
autoclave bag and then sterilisation must be performed. The calibration of the autoclave must be performed at least once a year,
and the results must be within acceptable limits.

6. Placement: Medisolaris dental abutments are placed on the respective implants with carrying and clamping parts and hex
keys. Medisolaris ball abutments are self-screwing and are fixed to the implants in the hex slot above the round part using a ball
driver. Recommended torque values for screws and superstructures can be found in the Recommended Torque Values Table in



section 1.p Surgical Placement of Implants. Cement should not be used in multi-unit abutment application. Ball abutments and
Locator abutments should be used for removable prosthesis for patients who are used to removable prosthesis. Angled options
of abutments should be used according to the posture of the implant.

7. Clinical Benefit: Dental implants and Surgical Instruments are a safe, functional alternative treatment. For example, it
significantly increases the quality of life of the patient, improves the patient's chewing function, greatly reduces the loss of
function, and provides relief from symptoms. It is in the form of natural teeth, provides chewing function, provides a better
aesthetic appearance, healthy nutrition and self-confidence with healthy teeth.

A strong and stable dental implant restores the missing tooth so that it looks and functions like a natural tooth. Dental implants
are advantageous because the stability of removable prostheses can be improved or the need for fixed tooth-supported or
removable prostheses can be met. In a study by Perrotti et al., 2 different implant systems were found to be suitable for long-
term treatment, with stable marginal bone levels and a 10-year success rate. Dental implants help you maintain the natural
shape of your face and smile. Leaving a gap in your mouth after losing one or more teeth leads to further health problems such
as jawbone deterioration and loss. When the natural tooth is not supported, the jawbone deteriorates and loses its strength and
stability. Dental implants are the only dental restoration option that protects and stimulates natural bone, helps bone to grow
and prevents bone loss.

8. Safety and Performance Information: Test reports that meet the safety and performance criteria of Medisolaris products
have been applied and the results of the test reports have been found to be appropriate. Adverse events that may occur in
Medisolaris products must be reported by the user or patient to the manufacturer and the relevant competent authority.

Performance Information :
Functioning as a tooth root substitute, Designed to eliminate edentulism in the maxilla and mandible, Providing
osseointegration in the jawbone by replacing the tooth/teeth

Safety Information :
Please refer to Contraindication, Residual Risks, Warnings, Possible Side Effects in the instructions for use.

9. Warnings:
The causes of tooth loss should be investigated and the continuity of these causes after implantation should be evaluated. Factors
that may affect post-implant healing and long-term use include;

» Oral hygiene habits, » Plaque control efficiency and cognitive skills specific to the individual, » Periodontal health of existing
teeth,

» Soft tissue health, » Parafunctions.

Patients with the following diseases are recommended to use implants after being checked by physicians (with consultation if
necessary);

1. In patients with heart disease (those using a pacemaker), implant treatment is recommended only after a
cardiology consultation. (Subject to the physician’s evaluation.)
2. In patients with hypertension, blood pressure should be measured and evaluated before implant treatment.
The patient should be informed about the regular use of antihypertensive medications. (Subject to the
physician’s additional evaluation.)
3. Patients who have not been diagnosed with osteoporosis but are at risk: implant treatment should be
performed after an osteoporosis consultation. (Subject to the physician’s additional evaluation.)
4. In patients who have used oral medications for more than 3 years, implant treatment should be performed
after consultation. (Subject to the physician’s additional evaluation.)
5. In patients with immune system disorders or immunosuppressed patients, implant treatment should be
performed after consultation. (Subject to the physician’s additional evaluation.)
6. In patients who have previously received radiotherapy or chemotherapy, implant treatment should be
performed after consultation. (Subject to the physician’s additional evaluation.)
7. In patients with psychological and mental disorders, implant treatment should be performed after
consultation. (Subject to the physician’s additional evaluation.)
8. Patients who smoke, consume alcohol, or use medications; and patients with bruxism (teeth clenching or
grinding).
The implant site must be positioned correctly.
The distance from adjacent natural teeth must be at least 1.5 mm, and the distance from another dental implant must be at



least 3 mm.

The amount of bone on the vestibular, lingual, or palatal side must be at least 1 mm.

During preparation of the implant bed, the bone temperature must not exceed 47 °C.

Surgical instruments must be sterilized before use (according to the manufacturer’s recommendations).

Surgical instruments must not be used beyond their maximum number of uses.

The user must be legally qualified to perform surgical procedures.

Before use, detailed information about oral implantology and system components must be obtained through advanced
training.

The patient must be provided with a Patient Information Brochure.

For pain management, the prescription written by the dentist should be used regularly for the duration specified by the
physician.

If the patient’s pain does not subside within a few days, they must consult the physician.

The sterile gauze placed at the surgical site for bleeding control after dental implant surgery should be bitten with light
pressure for 20 minutes, unless otherwise instructed by the physician, and removed after 20 minutes.

For two hours after surgery, the patient should not eat or drink anything. During these two hours (unless otherwise instructed
by the physician), the patient should not spit or rinse the mouth with any liquid. For the rest of the first day (after the initial
two hours), hard and hot foods should be avoided.

The implant site must not be touched with the tongue, fingers, or any hard object.

After the operation, heavy sports should be avoided and the patient should rest.

An antiseptic mouthwash should be used for one week after implant treatment.

Tobacco products must not be used after implant treatment.

Implants in damaged sterile packages must not be used.

Contaminated implants must not be re-sterilized.

Reusing implants may lead to clinical failure and complications including, but not limited to, infection, lack of implant
integration, bone loss, and damage to adjacent structures.

A comprehensive patient examination, preoperative imaging, preoperative diagnosis, and treatment planning must be
performed before implant treatment. Inadequate planning and evaluation may lead to implant complications or even implant
failure.

MR-Conditional

Non-clinical testing has demonstrated that implants belonging to the Medisolaris Venuscon and Merkurhex product families,
when used in combination with straight and angled abutments, can be conditionally scanned in whole-body MRI systems with
a 3-Tesla static magnetic field. A patient with these devices may undergo an MRI scan under the following conditions:

. Static Magnetic Field: 3-Tesla

. Maximum SAR Value: Whole-body averaged Specific Absorption Rate (SAR) reported by the scanner of 2 W/kg

o Magnetically Induced Displacement Angle: 2°

. Scan Duration: 15 minutes of continuous scanning

o RF-Induced Heating: Under the scanning conditions specified above, the maximum temperature increase generated by
the devices in the worst-case scenario is 2.6°C for the Venuscon family and 2.4°C for the Merkurhex family

. Image Artifact: The quality of the MR image may be affected by the presence of the implant. In testing, the maximum

artifact extent was measured as 11 mm for Spin Echo sequences and 19 mm for Gradient Echo sequences. Therefore, if the
imaging region is close to the implant location, optimization of MRI parameters is recommended

. Mechanical Safety: It has been verified that the magnetically induced displacement force and torque are lower than the
gravitational forces encountered during normal daily activities and do not pose a clinical risk

Caution: This safety information applies only to the tested Medisolaris implant and abutment combinations; MR safety cannot
be guaranteed if the device is used in combination with components from other manufacturers.

10. Information to be given to the patient : MKK.04 Patient Education Brochure must be given to patients by physicians.

11. Disposal: After the implant removal procedure, the implant component may be infectious, and the instruments may be
sharp and piercing, so they are classified as “medical waste.” Implants are classified as “infectious waste”; instruments used
in implant placement (e.g., drills, clamping devices) are classified as “sharp waste” due to their cutting and piercing
properties.

These containers are manufactured from medium-density polyethylene raw material that is resistant to tearing, puncturing,
bursting, and transport, and are leak-proof, double-bottom stitched, and gusset-free, with a double-layer thickness of 100
microns, a minimum lifting capacity of 10 kilograms, and bearing the black “International Biohazard” emblem and the red
“CAUTION! MEDICAL WASTE” label in a visible size on both sides. The bags are filled to no more than % capacity, tightly
sealed, and, where necessary, each bag is placed inside another bag with the same characteristics to ensure complete leak-



proofing. These bags cannot be recycled or reused in any way. The contents of medical waste bags must not be compressed
in any way; medical waste must not be removed from the bag, emptied, or transferred to another container.

Sharps and piercing medical waste must be collected separately from other medical waste in containers or boxes made of
plastic or laminated cardboard with the same properties, bearing the black “International Biohazard” symbol and the words
"CAUTION! CUTTING AND PUNCTURING MEDICAL WASTE" in black letters. These collection containers shall be filled to no
more than % capacity, sealed, and placed in medical waste bags. Once sharps containers are full, they must not be
compressed, opened, emptied, or recycled. Implant waste must not be mixed with household waste under any
circumstances.

Medical waste collected by hospitals, clinics, dental centers, relevant municipal departments, or companies authorized by
municipalities is disposed of by the relevant municipality or authorized medical waste disposal facilities.

Personal protective equipment (gloves, masks, goggles, aprons) must be used before and during disposal. Disposal
operations must be carried out in accordance with the Medical Waste Regulation.

Each country must act in accordance with its waste management legislation.

12. sccep

Following the certification of Medisolaris products under MDR 2017/745, the SSCP link will be added.
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