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INSTRUCTIONS FOR USE FOR THE AB Dental Germany UG (Haftungsbeschréankt) IMPLANT SYSTEM

AB Dental Germany UG (Haftungsbeschrénkt) IMPLANT SISTEMI IGIN KULLANMA TALIMATI

Disclaimer: AB Dental Germany UG (Haftungsbeschrankt) products are intended for use only by certified dentists and authorized personnel with specific implant training.
Caution: Federal (USA) law restricts the sale of this device to, o on the order of a licensed physician or dentist.

AB Dental Germany UG [Haftungsbeschrankt] implants are used for two-stage and ane-piece implantation processes. The implants and abutments, are made of Titanium aloy. AB Dental
Germany UG (Haftungsbeschranic] implants are delvered in sterle sealed containers. fhey are infended to be used with only AB Dental Germany UG (Haftungsbeschrankt] surgical instruments,
that compatible to each implant platform. If these conditions are not met, the manufacturer will refuse to accept responsibility.

Product availability may vary between countries according to regulation approvals.

INTENDED USE
AB Dental Germany UG (Haftungsbeschrankt] Implants are dental implants intended to be used in the upper or lower jaw bone for anchoring and providing support to tooth replacements, such
as artificial teeth, in order to restore chewing function.

The patient
The products are intended for women or men over the age of 18 years old.

AB Dental Germany UG (Haftungsbeschrinkt)® Dental Implants System is indicated also for immediate loading when good primary stability is achieved and with appropriate occlusal loading
Two Stage Implants: 12, 122, 15, 155, 16Bl, 110, I5C, 110C.

One Stage: 16, 16b, 6B, 17

One Stage & One-Piece 3.0 mm diameter implants: 16, 16B are intended for placement at the mandibular central and lateral incisors and maxillary and lateral incisors. Indicated also for denture
stabilization using multiple implants.

One stage & One-Piece 2.4 mm diameter implants for temporary use or long-term use: 16, 16b, are intended for immediate splint stability and long-term fixation of new or existing crown, bridge
and prosthesis.

CONTRAINDICATIONS
Customary contraindications associated with implant materials used in oral surgery should be observed. First, the patient’s general health and suitability for oral surgery must be assessed by
the general practitioner.

* Insufficient bone, complicated grafting surgery.
* Smoking, poor oral hygiene, nutrition, drug use, alcohol use.

* illnesses like Diabetes, Malnutrition, Hemophilia, Autoimmune disorders.
* Involuntary tooth grinding during sleep, Bruxism,
* Allergy or hypersensitivity to Titanium, Stainless Steel or Cobalt-Chrome.

GENERAL DISEASES AND MEDICATIONS

Cardiovascular disorders associated with high endocarditic risk (SBE); Coronary insuffi Blood dyscrasia: AIDS; Cancers and radiation of the facial region in the past

five years; Respiratory disease; Thyroid or parathyroid disease; Patients with nodular enlargements, or inexplicable lumps on the head or neck region; Bone metabolism disorders; Diabetes;

Hypertension above 170/110 mmHg; Drug abuse, alcoholism; Titanium hypersensitivity; Patients on corticosteroids, anticoagulants, anticonvulsive, and immunosuppressant therapy; Patients

th abnorma values for reatine, BUN or serur calcium: Hemophilia; Granulocytopenia; Steroid use; Prophylactic antibiotics; Ehler-Danlos syndrome; Renal failure; Organ transplantation;
ibrous dysplasia.

RELATIVE CONTRAINDICATIONS
Mild psychological disorders, aggression, smoking, use of chewing tobacco; Practitioner has reason to believe that the patient will not comply with post-operative instruction.

TEMPORARY CONTRAINDICATIONS
Lactating or pregnant women; Children with undeveloped bones.

LOCAL
Inadequate bone mass; Residual infections and inflammations occurring around implant; Poor oral hygiene; Hypersensitivity to components of the implant; Periodontal diseases.

SURGICAL RECORD
MANDATORY INITIAL INVESTIGATIONS: Patient examination; Patient’s medical history; Clinical examination of patient's hygiene, teeth, occlusion, periodontium; Biological observations;
Radiographic evaluation: CT scan intra-oral X-rays, pan-oral, etc

SURGICAL AND RESTORATION PROCEDURES SURGERY
The hard and soft tissues must be carefully managed, to ensure osseo-integration. The site must be prepared with extreme precision. Any ancilary nstruments used must be properly sterilized.
The surgical procedure requires drilling speeds from 1200 rpm for the pilot drill to 200 rpm for the final drill. Physiological saline must irrigate the area, while the graduate diameter dri
increment sequence must be strictly adhered to. Thermal trauma will be reduced if these procedures are followed.

The implant size [height and width) is chosen according to preliminary X-rays. There must be a 2-mm margin from anatomical obstacles and maximum bone height.

* The implants are provided sterile.
*Implants are not to be re-sterilized.

* Implants are for single use only.
* All devices should be placed in a sterile surgical field/tray during surgery,
* The shelf life of the devices is six years or five years [for India only).

GUIDE TO CHOOSING THE PROPER IMPLANT
After making a preliminary diagnosis, an X- ray and/or CT, in conjunction with a transparency that displays the necessary measurements, should be used to determine the dimensions of the
implant suitable for the site in question

Itis the dentist reasonability to choose the most appropriate implant type and size and to fit the specific site drill protocol accordingly.

As 3 general rule, the widest and longest implant sultable for 3 partcular site density and dimensions of bane, dimensions of gums) shuld be used, in order for rehabilitation to be most
effective. Another general rule is that implant and abutment combinations offer the greatest range of rehabilitation options. The use of the Integrated Implant offers some advantages that appeal
to certain patients, and are appropriate for them.

The choice of an integrated implant/abutment (one-piece) requires immediate loading and rehabilitation, and cementing of the restoration device. There is no affixing of the abutment by screw,
and no choice as to the structure of the abutment. That choice is made beforehand. In a two-stage implantation, if there is a need for immediate loading, the conical implant, which has good
retention from the outset, should be used

Below are some more specific guidelines for various situations.

In the front, single-rooted teeth and in the upper teeth between tooth 4 and tooth 7, where the sinus cavity is found, wide conical implants are recommended in order to reduce pressure on the
base of the sinus. When the bone is very wide, and the sinus cavity is distant, any implant can be used. When the bone is narrow, a wide implant should not be used.

DRILLING P
FOR ALL IMPLANTS

Following appropriate surgical exposure of the bony surface, the position for the implant placement should be determined and a marking guide hole should be made using our marking drill,
taken down into the cortical bone to the level of the neck beneath the drill cutting head. Do not attempt to drill deeper with the marking drill Using the guide hole for positon, the color- coded
drill will be utilized to drill the osteotomy to the desired depth. The color coding on the drills indicates their diameter. The drill protocol for all implant start with 82.0 mm drill. In case preferred,
for small diameter implant smaller diameter drills can be use. The drills are used in graduated order to slowly increase the diameter of the osteotomy until the desired diameter is reached. This
il allow safe progression and decrease trauma to the surrounding bony structures, The accurate depth of the osteotorny is determined by the length of each particular implant and is indicated
by the depth lines around each drill, in order to allow good position of the implant in the bone so that its proximal end is flush with the alveolar ridge.

Procedure recommended by AB Dental Germany UG [Haftungsbeschrénkt) should not replace the dentist/surgeon’s judgment and experience
Final drill color (for hard bone) should correspond to Implant's Tube Cap color.

RECOMMENDED FINAL STARIGHT DRILL PROTOCOL

Implant Diameter [nm] | 2.4 3 33 | 35 |375) 42 | 45 5 6
Drill Diameter 02 02 | 025 | 02.8 | 02.8 | 3.2 |@3.65| 04 | 05.0
Soft Bone [mm] RN
Drill Diameter 02 | 025|028 | 03.2 | 03.2 |@3.65| Q4 |04S | 055
Hard Bone [mm] Gl ™ 0 T o A I

(¥) Optional Cortical plate drilling with next diameter straight drill in case needed
{**) Optional Cortical plate drilling with Counter Sink in case needed.

RECOMMENDED FINAL CONICAL STOPPER DRILL PROTOCOL

Implant Diameter [mm] 2.4 3 33 | 35 |8375| 42 | 45 5
Drill Diameter ©02.2 | 022 | 02.7 | 2.7 | 03.3 | 3.7 | 3.7 | 04
Soft Bone [mm]

Drill Diameter ©2.2 | ©2.7 | 033 | @3.3 | 03.7 | 04 | 04 | @45

Hard Bone [mm]

INTERNAL CONNECTIONS (STANDARD AND NARROW PLATFORM) IMPLANTATION PROTOCOL
After the implant is removed from its double wrapping its sterility should be maintained. For package with implant carrier the implant should be screwed manually via the carrier, extract the
carrier and follow insertion of the implant inside the osteotomy by implant drivers' tools as required. For package without carrier the implant is taken form the package using gripping implant
driver and screwed inside the osteotomy as required. The recommended position for perfect restoration is achieved by reaching the exact height, with one of the hexagon's faces tangential to the
external jaw arc. Implant driver assist the visualization of the Hexagon faces. Remove the cover screw or healing cap prior to restoration in two-piece implants. Complete the screwing motion
With 3 torque up to SONEm. In case of immediate loading the recommended insertion torque (s at Least 35NCm. One can close the (mplant top with a cover screw, Siitth, and wait for recovery, or
load immediately by installing the proper abutment, and stitch tissue around

Important: DO not exceed 30Ncm when using the implant carrier to insert the implant!

STORAGE
The implants should be kept in their original packaging, in  dry area at room temperature. The implant should notbe used sfter the expiration date on the package. Do not store implants near
dangerous or toxic materials.

WARNINGS

Implant surgery is a highly complex procedure and practitioners are advised to take the necessary courses that train implant surgery. Improper implant techniques may result in

Implant failure and loss of bone. AB Dental Germany UG (Haftungsbeschréankt) UG implants are intended to be used only according to the recommended protocol with AB Dental Germany UG
(Haftungsbeschrankt) UG drills.

Implants placed at large angles may lead to implant failure. Bone loss, infection and movement of the implant may indicate that the implant is failing. If any of these is observed, the problem
should be treated or the implant removed, as soon as possible.

SIDE EFFECTS
Risks include: immediate anesthetic and surgical risks, psychiatric risks, medical threats to long-term retention, long-term effects on health, and complications that may include: detayed
hesling, edema, hemorrhage, dehiscence, paresthesia, hematoma, alergic reaction, nflammation, perforation of the sinus, nerve damage, speech problems, gingivitis. Long-term problem

may include: nerve damage, bone loss, hyperplasias, local or systemic bacterial infection, endocarditis, long-term pain, i fractures of the bone, the implant or the teeth. The following organ
systems may be affected: Cardiovascular . coronary heart disease, arrhythmias; Respiratory - chronic pulmonary disease; Renal - chroric renal failure; Endocrine

“Diabetes, Thyroid disease, Pituitary and Adrenal disorders; Hematologic

- Anemia, Leukemia, Blood clotting disorders; Musculoskeletal - Arthritis, Osteoporosis; Neurologic - stroke, palsy, mental retardation.

CHANGES IN PERFORMANCE
Itis the responsibility of the clinician to inform the patient of the side effects, contra- indications, and precautions, should the performance of the implant be called into question. If any of the side
effects occur, it is the responsibility of the patient to seek a trained professional immediately.

PRECAUTIONS
Adequate pal pallnn and visual inspection of the future implant site must be carried out in order to determine if there is sufficient quality and volume of bone for placing an implant. After implant
failure, the quality and volume of residual bone must be evaluated. The implant is supplied in sterile packaging. Do not re-sterilize. An opened, damaged, or defective package should be returned
to the supplier for free replacement

The use of an implant does not require the se of any unusual preoperative antibiotic prophylaxis. In the case of unexpected pain, the surgeon must be contacted immediately. Physical exertion
should be avoided following surgery. Patients must be informed that the implant is a metallic device and may affect the performance of MRI apparatus.

MR SAFETY INFORMATION

AB Dental Germany UG [Haftungsbeschrénkt) Implants have not been evaluated for safety and compatibility in the MR environment.

It has not been tested for heating, migration, or image artifact in the MR environment. The safety of AB Dental Germany UG (Haftungsbeschrankt] Implants in the MR environment is unknown.
Scanning a patient who has this device may result in patient injury.”

HYGIENE AND MAINTENANCE

The quality of oral hygiene directly affects the long-term success of the implant. The patient should be instructed on the use of the proper tools and the maintenance of oral hygiene for
preserving implant health, and should visit a dental professional for periodic check-ups and regular cleaning.

GUARANTEE

AB Dental Germany UG [Haftungsbeschrénkt) undertakes, for 15 years after sale, to replace any
implant or restoration component bearing the name AB Dental Germany UG [Haftungsbeschrankt).
This guarantee does not cover the surglcaL accessories or tools used with the implant. AB Dental
Germany UG (Haftungsbeschrinkt] stipulates that to be covered by this guarantee, AB Dental Germany
UG (Haftungsbeschrénkt) implants must be implanted according to the protocols and procedures
described in this manual. The practitioner must undergo formaurammg in implant surgery. AB Dental

C € 2797

Germany UG (H hrankt) cannot be r for anybody or material damages whatsoever.

This guarantee ensures that if necessary, the company will replace the damaged implant or cover the Use by date

expenses of purchasing the replacement.
It is important for the surgeon to take note of the batch number of the implant, should there be any
warrant for replacement.

Do not re-use

Caution
PROCEDURE Indicated the need to consult the instructions for use for important cautionary

Return to AB Dental Germany UG (Haftungsbeschrénkt) a copy of the invoice, the products in question

(sterilized and cleaned), a pre-extraction X-ray that shows the break, an X-ray of the parts inside CE marking of conformity

the mouth, the batch numbers of the parts, and a report of the incident. AB Dental Germany UG
(Haftungsbeschrankt) retains the right t

Batch code
Lot number

dify hi thi t t
modify, waive or change this guarantee a Catalog number

Sorumluluk Reddi: AB Dental Germany UG (Haftungsbeschrankt) triinleri sadece sertifikall dis hekimlerinin ve 6zel olarak implant egitimi olan yetkili personelin
kullanimi igindir.

Dikkat: ABD federal yasalar uyarinca, bu cihaz sadece hekim veya dis hekimi siparisi tizerine satilir.

AB Dental Germany UG (Haftungsbeschrankt) implantlar iki asamali ve tek parga implantasyon islemleri igin kullanilir. implantlar ve dayanaklar (abutmentler) titanyum
alasimdan yapilmaktadir. AB Dental Germany UG (Haftungsbeschrénkt) implantlari steril ve miihurli kaplarda teslim edilmektedir. Sadece her implant platformuna
uygun olan AB Dental Germany UG (Haftungsbeschrankt) Cihazlari cerrahi donanimi ile kullaniimalar amaglanmistir. Eger bu kosullara uyulmazsa, imalatgi sorumluluk
ustlenmez.

Urin bulunurlugu, ruhsat onaylarina gére lkeler arasinda degisiklik gésterebilmektedir.

KULLANIM AMACI
AB Dental Germany UG (Haftungsbeschrankt) implantlari, gigneme fonksiyonunu iyilestirmek amaciyla takma dis gibi iist ve alt gene kemiklerinde ankraj yapma ve
dis replasmanlarina destek saglamak igin kullanilmasi amaglanmis dental implantlardir.

Hasta
Uriinler 18 yagin tizerindeki kadinlar veya erkekler igin tasarlanmistir.

AB DENTAL Germany UG (Haftungsbeschrankt)® Dental implant Sistemleri, iyi bir primer stabiliteye ulasildiinda uygun okliizal yiikleme ile immediat yiikleme igin de
kullanilir.

iki Asamali implantlar: 12, 122, 15, 155, 16Bl, 110, 15C, 110C.
Tek Asamali: 16, 16b, 16B, 17.

Tek Asamali ve Tek Parga 3.0 mm ¢apli implantlar: 16, 16B, mandibdiler santral ve lateral kesiciler ile maksiller ve lateral kesicilere yerlestiriimek igindir. Birden gok
implant kullanildiginda protez stabilitesi igin de kullaniimasi amaglanmistir.

Gegici kullanim ya da uzun sureli kullanim igin Tek Asamali ve Tek Parca 2.4 mm capli implantlar: 16, 16b, yeni ya da énceden var olan kronun, kdpriiniin veya protezin
immediat splint stabilitesi ve uzun sureli fiksasyonu igindir.

KONTRENDIKASYONLAR

Oral ameliyatta kullanilan implant materyalleri ile iligkilendirilmis geleneksel kontrendikasyonlar gézlemlenmelidir. Oncelikle hastanin genel saghgi ve oral ameliyat igin
uygunlugu pratisyen hekim tarafindan degerlendirilmelidir.

+ Yetersiz kemik, komplike greft ameliyati.

+ Sigara kullanimi, kétti agiz hijyeni, koti beslenme, uyusturucu kullanimi, alkol kullanimi.

+ Diyabet, kotti beslenme, hemofili, otoimmiin rahatsizliklar gibi hastaliklar.

+ Uyku sirasinda istem disi dis gicirdatma, bruksizm.

GENEL HASTALIKLAR VE iLACLAR

Yiiksek endokarditik riskle iligkilendirilmis kardiyovaskiler rahatsizliklar (SBE); Koroner yetersizlik; Kan diskrazileri; immiin yetmezlik; AIDS; Kanserler ve gegen bes
sene iginde yiiz bélgesinin radyasyona maruz kalmasi; Solunum yolu hastaligi; Tiroid ya da paratiroid hastaligi; Nodiil biiyiimesi ya da bas ve boyun bélgesinde
nedeni bilinmeyen kitleleri olan hastalar; Kemik metabolizmasi bozukluklari; Diyabet; 170/110 mmHg'nin tzerinde hipertansiyon; Uyusturucu kullanimi, alkolizm;
Titanyuma agsin duyarlilik; Kortikosteroidler, antikoagtilanlar, antikonviilzifler ve immiinostipresanlar kullanan hastalar; Kreatin degerleri, BUN ya da serum kalsiyumu
anormal hastalar; Hemofili; Grantilositopeni; Steroid kullanimi; Profilaktik antibiyotikler; Ehler-Danlos sendromu; Bobrek yetmezligi; Organ nakli; Fibroz displazi.

ILGILI KONTRENDIKASYONLAR
Hafif psikolojik bozukluklar, agresyon, sigara kullanimi, cigneme tiittini kullanimi; Hekimin, hastanin ameliyat sonrasi talimatlari uygulamayacagini distinmesi.

GEGICi KONTRENDIKASYONLAR
Emziren ya da hamile kadinlar; Kemikleri gelismemis gocuklar.

BOLGESEL
Yetersiz kemik kiitlesi; implant etrafinda olusan kalinti enfeksiyonlar ve enflamasyonlar; Kétii agiz hijyeni; implant bilesenlerine asir duyarlilik; Periodontal hastaliklar.

CERRAHI KAYITLARI
ZORUNLU iLK ARASTIRMALAR: Hasta muayenesi; Hastanin tibbi gegmisi; Hasta hijyeninin klinik muayenesi, dis, okliizyon, periodontiyum; Biyolojik gézlemler;
Radyografik degerlendirme: BT gekimi, agiz igi réntgenler, tim agiz gérinttileme, vs.

CERRAHI AMAGLI VE RESTORASYON PROSEDURLERI AMELIYATI

Sert ve yumusak dokulara osseointegrasyonu giivence altina almak igin dikkatlice davraniimalidir. Bolge, son derece hassas bir sekilde hazirlanmalidir. Kullanilan tim
yardimel geregler uygun sekilde sterilize edilmelidir. Cerrahi prosediir, pilot frez igin 1200 rpm'den son frez igin 200 rpm'e kadar frez hizi gerektirir. Dereceli gapli frez
artirma sirasina siki sikiya uyulurken, bélge, serum fizyolojikle yikanmalidir. Eger bu proseddirler izlenirse termal travma azalacaktir.

implant boyutu (uzunluk ve genislik) hazirlik asamasinda gekilen réntgenlere gore segilir. Anatomik engeller ve maksimum kemik yiiksekliginden 2 mm'lik pay
birakiimalidir.

+ implantlar steril olarak saglanmaktadir.

+ implantlar tekrar sterilize edilmez.

+ implantlar sadece tek kullanimliktr.

+ Butlin cihazlar ameliyat sirasinda steril cerrahi alana/tepsiye yerlestiriimelidir.

+ Cihazlarin raf 6mrii bes ya da alti senedir (sadece Hindistan igin).

UYGUN iMPLANT SEGME KILAVUZU
On teshis konulduktan sonra, s6z konusu bélgeye uygun implantin boyutlarini belirlemek amaciyla, gerekli lgimleri gdsteren bir seffaf plakla birlikte, réntgen ve/veya
BT gekilmelidir. En uygun implant sekli ile boyutunu segmek ve &ézel olarak bélge frez protokoliine uymak, dis hekiminin sorumlulugundadir.

Genel bir kural olarak, rehabilitasyonun en etkin sekilde yapilabilmesi amaciyla belli bir bolgeye (kemigin yogunlugu ve boyutlar, disetlerinin boyutlari) uygun en genis
ve en uzun implant kullanilimalidir. Bir diger genel kural ise implant ve dayanak kombinasyonunun en genis rehabilitasyon seceneklerini sunmasidir. Entegre implant
kullanimi belli hastalara hitap eden bazi avantajlar sunar ve bu hastalar igin uygundur.

Entegre bir implant/dayanak (tek parga) segimi immediat yiikleme ve rehabilitasyon ile restorasyon cihazinin sementasyonunu gerektirmektedir. Dayanagin vida
kullanilarak tutturulmasi ve dayana@in yapisi ile ilgili bir segenek yoktur. Bu segim énceden yapilir. iki asamal bir implantasyonda, eger immediat yiikleme gerekirse,
bastan beri iyi bir muhafazaya sahip olan konik implant kullaniimaldir.

Asagida gesitli durumlar icin daha spesifik bazi genel bilgiler verilmistir.

On tarafta, tek kokli disler ve sintis boslugunun bulundugu 4. dis ile 7. dis arasindaki tst dislerde, sinis tabani tizerindeki baskiy! azaltmak igin genis konik implantiar
Snerilmektedir. Kemik gok genis olup siniis boslugu uzakta bulundugunda herhangi bir implant kullanilabilir. Kemik dar oldugunda genis bir implant kullaniimamalidir.

ONERILEN FREZ PROSEDURU

TUM iMPLANTLAR iGiN

Kemikli ylizeyin uygun cerrahi maruziyetinin ardindan implanti yerlestirmek igin pozisyon belirlenmelidir ve frezin kesici baginin altinda, boyun seviyesinde kortikal
kemige indirilmis isaretleme frezimiz kullanilarak kilavuz deli§i isaretlemesi yapiimalidir. isaretleme freziyle daha derine inmeye calismayin. Pozisyon icin kilavuz deligi
kullanilarak osteotomiyi istenilen derinlige indirmek amaciyla renk kodlu frezler kullanilacaktir. Frezlerdeki renk kodlari gaplarini gostermektedir. Tum implantlarin frez
protokoli @2.0 mm frez ile baslar. Tercih edilirse ki¢lk ¢apli implantlar icin daha kiicik capli frezler kullanilabilir. Frezler, istenilen ¢apa ulagilana kadar osteotominin
capini yavasca artirmak igin dereceli bir sirayla kullanilir. Bu, gtivenli bir sekilde ilerlemeye ve cevredeki kemikli yapilara travmayi azaltmaya olanak saglayacaktir.
Osteotominin tam derinligi belli olan her implantin uzunluguna gére karar verilmektedir ve implantin kemikte iyi bir pozisyonda olmasina olanak saglamak igin alveolar
sirtla ayni hizada olacak sekilde her frezin etrafindaki derinlik gizgilerinde gosterilmektedir.

AB Denta Germany UG (Haftungsbeschrénkt) tarafindan 6nerilen prosediir dis hekiminin/cerrahin kararinin ve deneyiminin yerine gegmemelidir.

Final frez rengi (sert kemik igin) implant Tiip Kabi rengiyle uyusmalidir.
ONERILEN FiNAL DUZ FREZ PROTOKOLU

implant Gapi [mm] 2.4 3 33 | 85 [3.75| 42 | 45 5 6
Frez Gapi 02 02 | 025 |02.8 | 02.8 | 3.2 |@3.65| @4 | 05.0
‘(umu§ak Kemik [mm] (*) [EREVERVENS!
Z Gapl @2 | 025|028 | 03.2 | 03.2 |@3.65| @4 |@45| 05.5
Sert Komik [mm] (] ™ 6 o o I N

(*) Gerekirse opsiyonel kortikal plaka sonraki ¢apla duz frez ile frez yapilir.
(**) Gerekirse opsiyonel kortikal plaka Countersink ile frez yapilir.

implant Gapi [mm] 24 | 3 |33 |35 |375| 42| 45| 5
Frez Gapi 022 | 02.2| 02.7 | 02.7 | 3.3 | 3.7 | B3.7 | B4
Yumusak Kemik [mm]

Frez Gapi 02.2 | 027|933 | 033 | @37 | 04 | 04 |45
Sert Kemik [mm]

any time.
Consult instructions for use: www.ab-dental.de/ifu
DMS 12755 F Date of manufacture
Manufacturer
Rev. 0421

Subject to prescription

Medical Device

B
wl AB Dental Germany UG (Haftungsbeschrankt)
Friedrichstrasse 95, 10117 Berlin, Germany

Keep away from sunlight

Phone +49-30-609857880 Sterilized using irradiation

Fax +49-30-609857889

. ab-dentalgermany.com Do not use if package is damaged

iC BAGLANTILAR (STANDART VE DAR PLATFORM) iIMPLANTASYON PROTOKOLU

implant cift kath ambalajindan gikanildiktan sonra sterilitesi korunmalidir. implant tastyicisi olan paketlerde implant, manuel olarak tasiyic yoluyla vidalanmalidir.
Taslyiclyl gikarin ve gereken sekilde implant takici gereglerle, implanti osteotominin igine yerlestirin. implant tagiyicisi olmayan paketlerde implant, kavrayici
implant takicisi kullanilarak alinir ve gereken sekilde osteotominin icine vidalanir. En iyi restorasyon igin énerilen pozisyon heksagonun yiizlerinden birinin dis gene
arkina tegetken tam yiikseklige ulasmasiyla elde edilir. implant takicisi, heksagon yiizlerinin gorsellestirilebilmesine yardimci olur. Restorasyondan énce iki pargall

implantlardaki kapak vidasini ve iyilesme basligini gikarin. Vidalama hareketini 50 Nem'ye kadar bir torkla tamamlayin. immediat yikleme durumunda énerilen
yerlestirme torku en az 35 Nem'dir. implantin iistii kapak vidasi ile kapatilabilir, dikis atilabilir ve iyilesme icin beklenebilir veya uygun dayanak takilarak hemen
yuikleme yapilip etrafina doku dikilebilir.

Onemli: implant: yerlestirmek igin implant tastyiciy kullanirken 30 Ncm'yi ASMAYIN!

MUHAFAZA
implantlar orijinal ambalajlarinin iginde, oda sicakliginda, kuru bir yerde muhafaza edilmelidir. implant, ambalaj tizerindeki son kullanma tarihinden sonra
kullaniimamalidir. implantlar tehlikeli ya da zehirli materyallerin yakininda muhafaza etmeyin.

UYARILAR

implant ameliyati oldukga karmasik bir prosediirdiir ve bu prosediirii uygulayacak hekimlere gerekli implant ameliyati egitimleri almalari 6nerilmektedir. Uygun
olmayan implant teknikleri basarisiz implant ve kemik kaybina neden olabilmektedir.

AB Dental Germany UG (Haftungsbeschrankt) implantlarinin, sadece AB Dental Germany UG (Haftungsbeschrankt) frezleriyle 6nerilen protokole gére kullaniimasi
amaglanmistir.

Genis agllarla yerlestirilen implantlar, implant kaybina neden olabilir. Kemik kaybi, enfeksiyon ve implantin hareket etmesi, implantin basarisiz oldugunu gésteriyor
olabilir. Eger bunlardan herhangi biri gézlemlenirse en kisa stirede sorun tedavi edilmelidir ya da implant ¢ikariimalidir.

YAN ETKILER

Riskler: acil anestezik ve cerrahi riskler, psikiyatrik riskler, uzun sreli retansiyonda medikal riskler, saglik tizerinde uzun streli etkiler ve aralarinda sunlar da
bulunabilen komplikasyonlar: geg iyilesme, 6dem, kanama, yaranin agiimasi, parestezi, hematom, alerjik reaksiyon, enflamasyon, siniis perforasyonu, sinir hasari,
konusma problemleri, jinjivit. Uzun vadede meydana gelebilecek sorunlar arasinda sunlar bulunabilir: sinir hasari, kemik kaybi, hiperplaziler, lokal ya da sistemik
bakteriyel enfeksiyon, endokardit, uzun streli agr ve implantta ya da dislerde kemik ¢atlaklari. Asagidaki organ sistemleri etkilenebilir: Kardiyovaskiler - koroner kalp
hastaligi, aritmiler; Solunum yolu - kronik pulmoner hastalik; Bébrek - kronik bébrek yetmezligi; Endokrin - Diyabet, tiroid hastalig, pituiter ve adrenal bozukluklar;
Hematolojik - Anemi, I6semi, kan pihtilasmasi bozukluklari; Miskuloskeletal - artrit, osteoporoz; Norolojik - inme, felg, mental retardasyon.

PERFORMANSTA DEGISIKLIKLER
implantin performansi sorgulandiginda yan etkiler, kontrendikasyonlar ve énlemler hakkinda hastayi bilgilendirmek klinisyenin sorumlulugundadir. Eger yan etkilerden
herhangi biri meydana gelirse hemen egitimli bir profesyoneli aramak hastanin sorumlulugundadir.

TEDBIRLER

implanti yerlestirmek icin kemik kalitesinin ve hacminin yeterli olup olmadigini tespit etmek igin, implantin yerlestirilecegi alan uygun sekilde elle ve gézle kontrol
edilmelidir. implantin basarisiz olmasindan sonra, kalan kemigin kalitesi ve hacmi degerlendirilmelidir. implant steril ambalajlarda tedarik edilmektedir. Tekrar sterilize
etmeyin. Acilmis, hasar almis ya da kusurlu paketler Ucretsiz olarak tekrar verilmesi amaciyla tedarikgiye geri génderilmelidir.

implantin kullaniimasi herhangi olagandisi preoperatif antibiyotik profilaksisi gerektirmez. Beklenmeyen agn durumunda derhal cerrahla iletisime gegilmelidir.
Ameliyatin ardindan fiziksel zorlanmadan kaginiimalidir. Hastalar implantin metal bir cihaz oldugu ve MRG makinesini etkileyebilecegdi hakkinda bilgilendirilimelidir.

MRG GUVENLIK BiLGiSi:
AB Dental Germany UG (Haftungsbeschrankt) implantlari, MRG ortaminda giivenlilik ve uyumluluk agisindan degerlendirilmemistir.

MRG ortaminda Isinma, yer degistirme ya da gériintii artefakti agisindan test edilmemistir. AB Dental Germany UG (Haftungsbeschrankt) implantlarinin MRG
ortaminda giivenliligi bilinmemektedir. implanti olan bir hastayi taramadan gegirmek hasta yaralanmasina neden olabilir.

HIJYEN VE BAKIM
AJiz temizliginin kalitesi direkt olarak implantin uzun sureli basansini etkiler. Hasta, uygun aletleri kullanmak ve implant saghgini korumak icin agiz bakimi hakkinda
bilgilendirilmelidir ve periyodik kontroller ile diizenli temizlik icin bir dis hekimine gitmelidir.

GARANTI

AB Dental Germany UG (Haftungsbeschrankt), satigindan 15 sene sonra AB Dental Germany UG (Haftungsbeschrénkt) adini tagiyan tim implant ve restorasyon
pargalarini yenisiyle degistirmeyi taahhit eder. S6z konusu garanti, implant yapilirken kullanilan cerrahi malzemeleri ya da aletleri kapsamamaktadir. AB Dental
Germany UG (Haftungsbeschrankt), séz konusu garanti kapsaminda, bu kilavuzda tarif edilen AB Dental Germany UG (Haftungsbeschrénkt) implantlarinin protokol ve
prosediirlere gore implantasyon uygulanmasini sart kosar. Hekim, implant ameliyati konusunda resmi egitim almalidir. AB Dental Germany UG (Haftungsbeschrénkt),
herhangi bedensel ya da materyal hasarlar igin sorumlu tutulamaz. Bu garanti, gerekli oldugu takdirde, sirketin hasarli implantlar yenisiyle degistirecegini ya da
yenisini satin alirken masraflari kargilayacagini temin etmektedir.

Cerrah, implantin parti numarasini not almasi 6nemlidir glinkii degistirme garantisi olabilir.

PROSEDUR
AB Dental Germany UG (Haftungsbeschrénkt) firmasina, faturanin bir kopyasini, s6z konusu triinleri (sterilize edilmis ve temizlenmis olarak), dis gekiminden énce

yapilmis muayenede kingi gosteren réntgeni, agzin igindeki parcalarin réntgenini, pargalarin parti numaralarini ve vaka raporunu génderin. AB Dental Germany UG
(Haftungsbeschrankt), herhangi bir zamanda bu garantiyi diizenleme, garantiden feragat etme ve garantiyi degistirme hakkini elinde tutmaktadir.
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