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KULLANIM KILAVUZU (TR)
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NTM-Cera, periodontoloji ve maksillofasiyel cerrahide kullanilan sentetik kemik greft
materyalidir. Cihaz kemik yapisinin stabilitesi igin intrinsik olmayan travma veya cerrahinin
neden oldugu kemik bosluklarini veya agikliklari doldurmak igin tasarlanmigtir. Uriin
biyobozunurdur, Hidroksiapatit ve B-trikalsiyum fosfat zamanla emilir ve iyilesme stirecinde
kemik olusumunu destekler. NTM-Cera, Sentetik Kemik Grefti 500pum-1000um granil
boyutlarindadir. 0.5 gr ve 1 gr miktarlarda olmak tizere 2 farkli gramajda sunulmaktadir.

1. Endikasyonlar
NTM-Cera Sentetik Kemik Grefti alveolar ¢ikintinin, dis ekstraksiyon bolgelerinin doldurulmasi
ve sinus ylikseltmesinin kemik defektlerinin artmasi, furkasyon defektleri ve kemik ici

periodontal kemik gibi intraoral/maksillofasiyal kemik defektlerinin doldurulmasi icin endikedir.

2. Kontrendikasyonlar

NTM-Cera Sentetik Kemik Grefti dental cerrahinin uygulanmamasi gereken klinik durumlar
icin kontraendikedir. Enfekte bélgelerde kullaniimamalidir. NTM-Cera yapisal yiik veya
mekanik gerilim tagimaya yonelik degildir.

3. Olasi Yan Etkiler

Uriin biyolojik olarak uyumlu ve dogal kemik yapisini taklit eden bir malzeme olmasina
karsin yan etkilerin olmasi olasidir. Potalsiyel yan etkiler su sekildedir;

-Siddetli kuvvet etkisinden dolayi kemiksi materyalde pargalanmadan veya parcalanarak
kirik veya kompresyon olusumu

-Ameliyat sonrasi komplikasyonlar

-Olasi alerjik reaksiyonlar

-implantasyon bdlgesinde kemik deformasyonu veya cansiz kemik

4. Uyarlar |

4.1 Uygulama Oncesi;

- NTM-Cera, sadece ilgili tiriin uygulamasi ve cerrahi teknikler konusunda egitimli ve
tecrlibeli kullanicilar tarafindan kullaniimalidir.

- NTM-Cera kemik gelisimini tamamlamis yetiskin bireylerde kullaniimalidir. Cocuklarda
kullanimi uygun degildir. Yeterli galisma olmadigindan hamile ve emziren kadinlarda
kullaniimamalidir. 3

- NTM-Cera tek kullanimliktir ve steril sekilde piyasaya stiriilmektedir. Urlinler tekrar
kullaniimamalidir. Igerigi ¢ift sizdirmaz ambalajda ve sterildir. Ambalaj agik veya hasarli
ise, kemik yenileme malzemesi kullaniimamalidir.

-Yiike dayaniksiz bolgelerde kullaniimamalidir.

-Malzeme hareket ve migrasyonun 6niine gegmek icin sabitlenmelidir.

-Dental implant yerlestiriimesi ile eszamanli olarak kemik doldurma ve agumentasyon
malzemesinin kullaniimasi yiikleme dncesinde ek iyilesme zamani gerektirecekir.

- Urlin, ambalaj etiketindeki son kullanma tarihinden sonra kullaniimamali veya yeniden
sterilize edilmemelidir.

- NTM-Cera orijinal ambalajinda saklanmalidir.

- I¢ paketin implantasyondan birkag dakika dncesine kadar agiimamasi onerilir.

4.2 Uygulama Esnasinda;
- Migrasyonu 6nlemek igin graniil giivenli bir sekilde yerlestirimelidir. Bir augmentasyon
prosedur(i segilirken bu dikkate alinmalidir.

- Uygulama esnasinda fazla kuvvet uygulamayiniz.

- Kusurlu bélgeyi geredinden fazla miktarda greft ile doldurmayiniz,

- ligili defekt bolgesi greft ile doldurulduktan sonra kapatiimalidir.

- Uygulama bilgileri igin cerrahi kullanim klavuzuna daniginiz.

4.3 Uygulama Sonrasi;

Hastanin posteratif donemde kaginmasi gereken davranislar ile ilgili bilgilendirilmesi
gerekmektedir. Beklenmeyen bir etki gorildiigiinde Saglik Bakanligi'na tutanak ile advers
etki bildiriminde bulununuz veya bu klavuzda iletigim bilgileri bulunan tireticiye bildiriniz.

5- Saklama Kosullari

Cihazlar 5°C -30° C 1s1 araligi ve % 40 - % 60 nem araligi sartlarinda depolanmalidir.
Cihazlar giines I1s1gindan ve su ile temastan sakinilmalidir. Cihazlar sterildir ve
ambalajlarin zarar gérmemesi icin 6zenle tasinmalidir. Ambalaji zarar gormiis velveya
agllmis driinler kesinlikle kullaniimamal ve Ureticiye iade edilmelidir.

Raf 6mrii 5 yildir. Son kullanma tarihi tir(in etiketi izerinde bildirimektedir. Son kullanma
tarihi gegmis Uriinleri kullanmayiniz.

6- Bertaraf

Uriinlere biyolojik tehlikelerine gére islem yapilmali ve Urinler Ulkenin yasal diizenlemeleri
ile hastane politikalarina uygun olarak bertaraf edilmelidir.

7- Semboller ve Agiklamalari
NTM- Cera iriinleri etiketlerinde, ISO 15223-1: 2021 Standardina uygun olarak kullanilan
semboller ve agiklamalari agagida verilmistir:

O Lot numarasi Tekrar kullanmayin
Katalog numarasi Tekrgr steri
edilmez
Son kullanma tarihi imalat tarihi/imalat Ulkesi

Ambalaj hasarli ise Uyari, beraberinde verilen
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NTM-Cera Sentetik Kemik Greftleri CE isaretlidir ve 93/42/EEC Tibbi Cihaz
Direkdifi'in tim gerekliliklerini saglamaktadir.
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INSTRUCTIONS FOR USE OF
NTM-CERA SYNTHETIC BONE GRAFT (ENG)
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NTM-Cera is synthetic bone graft material used in periodontology and maxillofacial surgery.
The device is designed to fill bone voids or openings caused by non-intrinsic trauma or
surgery fort he stability of bone structure. The product is biodegredable. Hydroxyapatite and
B-tricalcium phosphate are absorbed over time and support bone formation during healing
process. NTM-Cera synthetic bone graft is available in one granile size; 500 um — 1000 um
granules. NTM-Cera is packaged in two different weights, in the amounts of 0.5 gand 1.0 g.
1. Indications

NTM-Cera synthetic bone graft is indicated in for filling and / or augmenting intraoral/maxil-
lo-facial osseous defects, such as intrabony periodental osseous and furcation defects,
augmentation of bony defetcs of the alveolar ridge, filling tooth extraction sites and sinis
elevation grafting.

2. Contraindications

NTM-Cera is contraindicated in clinical situation where dental surgery should not be
performed. Do not used in infected sites. NTM-Cera is not intended to bear structural loads
or mechanical stress.

3. Possible Side Effects

Although the products is biocompatible material that mimics the natural bone structure,
side effects are possible. Potential effects are shown as below;

-Fracture or compression in the bony material without breaking or crumbling due to the
strong force effect

-Complications after surgery

-Porssible allergic reaction

-Bone deformation or dead bone tissue in the implantation site

4.Warning

4.1 Before Application;

- NTM-Cera should only be used by users trained and experienced in the relevant product
application and surgical techniques.

- NTM-Cera should be used in adult individuals who have complated bone development. It
is not suitable for use in children. It should not be used in pregnant and lactating women
since there is not enough scientific study.

- NTM-Cera is single use and sterile. Product should not be reused. It is sterile in double
sealed packaging. Bone replacement metarial should not be used if the packaging is open
or damaged.

-It should not be used in non-load resistant areas.

-The material should be fixed to prevent movement and migration. Use bone filling and
augmentation material simultaneously with the replacement of a dental implant will require
additional recovery time before loading.

-The product should not be used or resterilized after the expire date on the packaging
label.

- NTM-Cera should be stored in its original packaging.

- Itis recommended that the inner package not be opened untill a few minutes before
implantation.

4.2 During Application;

- Granule should be placed securely to prevent migration. This should be taken into account
when choosing an augmentation procedure.

- Do not apply excessive force during application.

- Do not fill the defective area with an excessive amount of graft materials,

- The relevant defect site should be closed after filling with the graft..

- Consult the surgical techniques manual for application information.

4.3 After Application;

The patient should be informed about the behaviors that should be avoided in the
postperative period. In case of an unexpected effect, report the adverse effect to the
Ministry of Health with a report or notify the manufacturer whose contact information in this
instruction for use

5- Storage Conditions
Device should be stored at 5°C — 30°C temperature range and 40%-60% humidity range.
Device should be avoided from sunlight and contact with water.
Devices are sterile and must be handled with care to avoid damage to the packaging.

Products whose packaging is damaged and/or opened must never be used and returned to
the manufacturer. Shelf life is 5 year. The expiration date id reported on the product label.
Do not use products beyond the expiration date.

6- Disposal

Product should be treated according to their biohazards and products should be disposed
of in accordance with the country’s legal regulations and hospital policies.

7- Symbols and Descriptions
The symbols used in the labels of NTM-Cera products in accordance with the
1SO 15223-1: 2021 standard and their descriptions are given bellow:

Lot Number

Do not re-use

Catalogue Number

Do not resterilize

Date of manufacture
Use by date Country of Manufacture
Do not use if Caution, refer to
packaging is damaged accompanying documents
. ansult Temperature limit
instruction for use

Humidity limitation

Fragile, handle

with care
e Keep away from
=
Keep dry /:\‘\\ sunlight
Sterilized using
STERILI irradiation I Manufacturer
Notified body Barcode

AlrosevEE

d

Single Sterile Barrier

Single Sterile Barrier

'\O‘. System With Protective System With Protective
S—==" Packaging Outside Packaging Inside
Medical Unique Device
Device Identification
Distributor

&R

NTM-Cera Synthetic Bone Grafts are CE marked and meet all the requirements of
the 93/42/EEC Medical Device Directive.
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NTM- CERA SENTETIK KEMIK GREFTI

CERRAHI KULLANIM KILAVUZU
(TR)
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Bu kilavuz NTM-Cera Sentetik Kemik Grefti sisteminin cerrahi
uygulamalart igin dnerilen kullanim talimatlarini igerir. Tedavi
ve cerrahi planlama klinik veriler ve hekimin vaka ile ilgili
degerlendirmeleri temel alinarak yapiimalidir.

NTM-Cera, periodontoloji ve maksillofasiyel cerrahide
kullanilan sentetik kemik greft materyalidir.

Cihaz kemik yapisinin stabilitesi icin intrinsik olmayan travma veya cerrahinin neden
oldugu kemik bosluklarini veya agikliklari doldurmak igin tasarlanmistir.

NTM-Cera driinleri, ylik tagtyici olmayan klinik uygulamalarda kemik biiylimesini arttirmak
veya yeni kemik dokusunun olugumunu desteklemek igin tasarlanmistir. Homojen yapida ve
%60 hidroksiapatit %40 B-trikalsiyum fosfat grandillerinden olusan yapisi sayesinde yeni canli
kemik dokusu olusumunu desteklerken ayni zamanda kemik hacmini ve mekanik stabiliteyi
uzun siire korur.

NTM-Cera Sentetik Kemik Greft'in Ozellikleri;
« Sentetik, rezorbe olabilir

+ Mekanik olarak stabil

* %60 Hidroksiapatit / %40 -Trikalsiyum Fosfat
+ Osteokonduktif

Uriin Kodu Miktar

Biiyiikligi

ZR50105 | 0.5-1.0mm 05g

« Yuksek interkonnekte porozite

* 1-10 pm mikroporlar, ZR50101 | 0.5-1.0mm 109

+ 0.5~ 1.0 mm partikil bilyiikiigi

1. Endikasyonlar

NTM-Cera Sentetik kemik grefti alveolar gikintinin, dis ekstraksiyon bolgelerinin doldurulmasi ve
sinlis ylkseltmesinin kemik defektlerinin artmas, furkasyon defektleri ve kemik igi periodontal
kemik gibi intraoral/maksillofasiyal kemik defektlerinin doldurulmasi igin endikedir.

2. Kontrendikasyonlar

NTM-Cera sentetik kemik grefti dental ameliyatin gerekligi oldugu Klinik durumlarda
kontraendikedir. Enfekte bolgelerde kullanimamalidir. NTM-Cera yapisal yiik veya mekanik
gerilimi tagimaya yonelik degildir.

3. Olasi Yan Etkiler

Uriin biyolojik olarak uyumlu ve dogal kemik yapisini taklit eden bir malzeme olmasina kargin
yan etkilerin olmasi olasidir. Asagidaki yan etkiler kullanim kilavuzu yolu ile kullaniciya
bildiriimektedir:

-Siddetli kuvvet etkisinden dolayi kemiksi materyalde pargalanmadan veya parcalanarak kirik
veya kompresyon olusumu

-Ameliyat sonrasi komplikasyonlar

-Olasi alerjik reaksiyonlar

-implantasyon bolgesinde kemik deformasyonu veya cansiz kemik

Emziren anneler
insan siitiinde NTM-Cera metabolitlerinin
salgilanip salgilanmadidi bilinmemektedir.

4. Ureticinin Uyarilan

Hamilelik

NTM Cera hamile kadinlarda test edilmemistir.
Pediatrik kullanim

Pediatrik hastalarda NTM-Cera kullaniimamalidir.
Diger uyarilar

NTM-Cera sadece kemik grefti olarak kullanilan oral doku yenilenmesi konusunda egitimli
uzman hekimler tarafindan kullaniimalidir. NTM-Cera tek bir hastada kullanilmak lizere
tasarlanmis olup tekrar kullanlmamali veya tekrar sterilize ediimemelidir. Kullaniimayan
partikiiller atiimalidi.  NTM-Cera  belirtilen ~ bolgeler ~ disindaki  uygulamalarda
kullaniimamalidir. NTM-Cera enfekte bolgelere yerlestiriimemelidir. Uygulayici hekim aktif
veya yakin tarihli bir enfeksiyonunun uygun sekilde tedavi edildiginden emin olmalidir.
Augmentasyon bélgesinin mekanik stabilitesinin saglanmasi gerekmektedir.
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Son kullanma tarihi gegmis iiriinler kullanilimamalidir.

5- Cerrahi Uygulama:

1- Paslanmaz gelik periodontal kemik kaziyici ile minimal olarak invaziv
bir teknikle otojenik kemigin toplanarak defekt bolgenin agiimasini ve
sentetik kemik greftinin otojenik kan veya serum fizyolojik ile
karistirilarak uygulanmasi igin uygun bélgenin olusmasini saglayin.

2- NTM-Cera kemik greftinin icinde bulundugu tlipii steril termoform
ambalajdan gikarin. Kapagi agin ve kauguk tipayi gikarin.

3- Tercihe bagl olarak, steril paslanmaz gelik kemik karigtirma
kabr igerisinde kemik greftini otojenik kan veya serum fizyolojik

graniilleri ezmeyiniz. Grantiller kompakt olmali ve karigtirma
esnasinda kullanilan spatulaya yapismalidir.

Dikkat:Termoform veya tiip kapak kilidi agiimig hasar gormiis triinler kullanilmamalidir.

4- Kemik greft taslyici ile, kanistirma kabinda karistirilan malzemelerin greft uygulanacak bélgeye
taginmasini ve aglk bolgeye nazikge doldurulmasini saglayin. Fazla kuvvet kullanimi trabekiler
yapida kompresyona neden olabilir. Kusurlu bélgenin fazla doldurulmamasina dikkat edilmelidir.
Kemiksi materyal sadece iyi vaskiilerize edilmis bir kemikle dogrudan temas ettirilebilir. Kortikal
kemikler mekanik agidan perfore edilmelidir.

s

5- implantasyondan sonra ameliyat bélgesi korumak ve implant migrasyonunu énlemek amaciyla

slitiir ve / veya membran kullanin. Olusturulan mukuperiost loplari bir dikis ile primer kapatmalidir.
Yaraya bir iki hafta boyunca bir bandaj sarilabilir. Kemigin kemiksi materyali tatmin edici bir sekilde
sarmasi ve titan baglantinin yerlestirilebilmesi igin yaklasik 6 ay gereklidir.
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(: %0.9 NaCl izotonik) ile karistiriniz. Karistirma islemi esnasinda

NTM- CERA SYNTHETIC BONE GRAFT

SURGICAL INSTRUCTION FOR USE
(ENG)

Tibbi Cihazlar Med. Kim. San. Tic. Ltd. St

This manual contains recommended instructions for use for
surgical applications of the NTM-Cera Synthetic Bone Graft
system. Treatment and surgical planning should be based on
clinical data and the physician's assessment of the case.

NTM-Cera is a synthetic bone graft material used in
periodontology and maxillofacial surgery.

The device is designed to fill bone voids or openings caused by non-intrinsic trauma or
surgery for the stability of the bone structure.

NTM-Cera products are designed to increase bone growth or support the formation of new bone
tissue in non-load bearing clinical applications. Thanks to its homogeneous structure and
composed of 60% hydroxyapatite and 40% B-tricalcium phosphate granules, it supports the
formation of new living bone tissue while maintaining bone volume and mechanical stability for a
long time.

Properties of NTM-Cera Synthetic Bone Graft; Product
« Synthetic, can be resorbed Code
+ Mechanically stabil

Grain Size Quantity

*+ 60% hydroxyapafte and 40% B-ticalcumphosphate  7Rs0105 | 05-1.0mm | 05
+ Osteoconductive

« High interconnected porosity

+ 1-10 um mikropore ZR50101 05-1.0mm 1.0gr

+ 0.5-1.0 mm grain size

1. Indications

NTM-Cera Synthetic Bone Graft is indicated for filling and/or augmenting intraoral/maxillo-facial
osseous defects, such as intrabony periodental osseous and furcation defetcs augmentation of
bony defects of the alveolar ridge, filling tooth extraction sites and sinls elevation grafting.

2. Contraindications

NTM-Cera synthetic bone graft is contraindicated in clinical situations where dental surgery
should not be performed. Do not used in infected sites. NTM-Cera is not intended to bear
structural load or mechanical stress.

3. Possible Side Effects

Although the product is a biocompatible material that mimics the natural bone structure, side
effects are possible, Potantial effects are shown as bellow:

-Fracture or compression in the bony material without breaking or crumbling due to the strong
force effect

-Complications after surgery

-Possible allergic reactions

-Bone deformation or dead bone tissue in the implantation site

4. Manufacturer’s Warnings Breastfeeding mothers
Pregnancy Itis unknown whether NTM-Cera
NTM Cera has not been tested in pregnant women. - metabolites are secreted in human milk.

Pediatric use
NTM-Cera should not be used in pediatric patients.

Other Warnings

NTM-Cera should only be used by specialist physicians trained in oral tissue regeneration
used as bone graft. NTM-Cera is designed for single patient use and should not be reused or
resterilized. Unused particles should be discarded. NTM-Cera should not be used in
applications other than the specified regions. NTM-Cera should not be placed in infected
areas. The practitioner should be advised of an active or recent infection.Make sure it is
properly treated. Mechanical stability of the augmentation area must be ensured.

Expired products should not be used.
5- Surgical Practice:

1- Ensure that autogenic bone is collected with a minimally invasive
technique with a stainless steel periodontal bone scraper to open the
defect area and create the appropriate site for the application of
synthetic bone graft mixed with autogenic blood or saline.

2- Remove the tube containing the NTM-Cera bone graft
from the sterile thermoformed packaging. Open the cap and
remove the rubber stopper.

3- Optionally mix the bone graft with autogenic blood or saline
(0.9% NaCl isotonic) in a sterile stainless steel bone mixing bowl.
Do not crush the granules during the mixing process. The granules
should be compact and stick to the spatula used during mixing.

form or tube cover unlocked should not be used.

Caution: D:
4- With the bone graft carrier, ensure that the materials mixed in the mixing bowl are transported
to the area to be grafted and gently filled into the open area. The use of excessive force may
cause compression in the trabecular structure. Be careful about overfilling the defective area.
The bony material can only be brought into direct contact with a well vascularized bone. Cortical
bones should be mechanically perforated.

s

ged products with th

5-Use sutures and / or membranes after implantation to protect the surgical site and prevent
implant migration. The formed mucouperiost lobes should be closed primarily with a suture. A
bandage may be applied to the wound for a week or two. Approximately 6 months are required
for the bone to satisfactorily envelop the bony material and the titanium joint to be placed.
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