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A Be sure to read the instruction before use.
STEREN  Non Sterile

Intended use

These products are made of stainless steel coated with small diamond
crystals. It is a rotary cutting device designed to fit a dental handpiece
and used to cut hard structures in the mouth. It can also be used to cut
hard metals, plastics, porcelain and similar materials.

Produced for all kinds of carving and cutting operations which are used
by dentists during medical treatments. Area of application

These general instructions for use and safety recommendations apply to
all products and have to be generally observed. Nonobservance of these
instructions for use and safety recommendations increases the risk of
injury and may impair the proper function of the instruments.

Separate locations of use are available on our web site
www.bosphorus.com.tr ~ for products that require more detailed
information.

These take precedence over the general instructions.

Packaging

Packing in a box: 5 pcs

Possible Combinations with the Dental Handpiece

Use a dental handpiece that will ensure full grip of the shaft. (Friction
shaft shank diameter is 1.60mm, Contra Angle shaft diameter is 2.35mm.)
Use a handpiece that can be controlled at the allowable engine speed.
Contraindications and Prohibitions

Do not use this product for a patient with sensitization or allergic
reaction.

For professional use only. Use it for its intended use.

Indications

1. Proper use

- The instruments have to be prepared prior to first use.

- Make sure that only technically and hygienically perfect and
cleaned power systems (hand pieces and contra-angles) are used.

- Depending on their shank type, insert the instrument into the
chuck as deeply as possible. Make sure that they are properly
locked.

- The instrument must be rotating at the desired speed before
contact is made with the tissue or material.

- Avoid jamming and using the instrument as a lever. Excessive
contact pressure has to be avoided.

- For eye protection wear safety glasses. Use appropriate
respiratory protection (mouth and nose). In the dental
laboratory,use appropriate suction unit.

- Avoid contact with the instruments’ working parts as this may
increase the risk of injury.

Make sure to provide sufficient cooling by means of air/water spray.
Additional external cooling is required when using instruments with
extra-long shanks or oversized working parts. Damaged or corroded
instruments have to be discarded.

2. speeds
HEAD DIAMETER(ISO @ FG(Max. HP(Max.
(1/10 mm) RPM) RPM)
007-014 300,000 160,000
016-023 280,000 120,000
025-045 180,000 100,000
047-065 80,000 80,000
066-093 60,000 50,000
For optimum results when using Bosphorus branded burs,
50% of the maximum speed should be used..
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3. Contact pressure

Excessive contact pressure (> 2N) has to be avoided.

* In cutting instruments, this can lead to damage to the working
part and to chips of the diamond as well as an excessive
generation of heat.

4. Number of times rotary instruments reprocessing and shelf life
Diamond dental burs: - Recommended reprocessing Max 15 x

The recommended shelf life of diamond dental burs is 10 years.

5. Reprocessing i isi ion, and i

& Those instruments that are supplied non-sterile have to be

prepared prior to first use.
Limitations on reprocessing
The service life of tools is not unlimited. The service life of instruments is
normally determined by wear and tear from their intended surgical use,
not by their rework. Instruments should be meticulously inspected prior
to each use to ensure they are fully functional.

i and
Washers-Disinfectors (WDs) according to ISO 15883-Cleaning Detergents
Detergents with a pH between 7-10 are recommended; The maximum pH
should be 12.

A\

£+ Caution

Avoid any contact with H202 (hydrogen peroxide). Make sure
that the specified immersion times in the cleaning and disinfecting
agents are not exceeded.

5.1. Manual clenaning and disinfections
Bu islem sirasinda frezlerin birbiriyle temas etmemesine dikkat edin.

Pre-Cleaning
1.Rinse the contaminated device under cold running tap water for
at least three minutes. Use a soft brush to help remove most dirt
and debris.
Manual cleaning
2. Immerse the device in an alkali cleaner or detergent solution for at
least 10 minutes. Follow the enzymatic cleaner or detergent
manufacturer's instructions for use for the correct exposure time,
temperature, water quality, and degree of concentration.
3. Manually clean the device until no residue is visible on its surface.
Use a soft brush to remove dirt and debris. If applicable, activate
joints and all other movable device features to expose all areas to the
detergent solution.
4. Prepare an ultrasonic bath with a fresh detergent solution using an
enzymatic cleaner or detergent at the concentration and temperature
specified in the detergent manufacturer's instructions.
5. Ultrasonically clean instruments using a minimum frequency of 30
kHz for at least 10 minutes.
6. Visually check the device. Repeat steps 2-5 until no visible residue
remains on the device.

Manual disinfection:
6. Immerse the device in an enzymatic cleaner/ disinfection solution
for at least 15 minutes. Follow the manufacturer's directions for use
for the correct exposure time, temperature, water quality, and degree
of concentration.
7. Rinse the device thoroughly in purified water for at least two
minutes.
8. Dry the instruments.

5.2. Automatic cleaning / disinfection

When automatic cleaning is required for highly contaminated medical
devices, it is recommended to perform a pre-cleaning procedure similar
to the manual cleaning method in addition to the ultrasonic bath.

Minimum program parameters «

1. Pre-rinse with cold tap water for at least 3 minutes

2. Main wash at least 2 minutes below 40°C. add detergent
3. Washing with detergent at 55°C for at least 5 minutes

4. Pre-rinse for at least 1 minute with tap water above 40°C
5. Rinsing with cold demineralized water for at least 1 minute

5.3 Drying

Dry the burs with paper towels or using dry heat not exceeding 140°C.

5.4 Control

After each cleaning/disinfection, the products must be completely free of
visible residues and other contaminants. After cleaning, inspect the burs,
preferably with a magnifying glass. If necessary, the cleaning process
should be repeated until the product is visually clean.

Function:Before each use, it should be checked for cracks, cracks,
deformation, corrosion and proper function.

5.5 Packaging and labeling
After reprocessing, pack products in a sterilization pack or equivalent
container as soon as possible in accordance with 1IS011607 and label the
packaging appropriately in accordance with ISO 15223-1.
5.6. Sterilization
Sterilization should be carried out in accordance with ISO 17665 and in
approved steam sterilizers maintained in required conditions.
We recommend using the following steam sterilization parameters

- Minimum holding time of 5 minutes at 134°C

Caution:Operative burs must be sterilized before each use to avoid
potential transfer of infectious organisms.

Storage

Tools should be stored in a clean, dry environment protected from direct
sunlight, germs/insects, extreme temperatures and humidity.
Instruments in their original packaging, away from light and heat in a
clean and dry environment. Do not store in the same room as solvents or
chemicals. Do not damage the packaging material. The product is subject
to improvement/change without notice. For this reason, it is
recommended to use the first purchased products first.

&7. Potential effects of using worn instruments

- Discard any instruments with damaged or worn working parts as
the use of damaged or worn instruments would have a negative
effect on the work result.
Damaged and deformed burs will cause the instrument to vibrate
and lead to poor preparation margins and roug surfaces.
Please avoid excessive contact pressure during use as this may
result in damage to the working part (Nicks on the blades,
premature blunting and excessive heat generation).
To avoid undesirable heat generation during preparation, make
sure to provide sufficient cooling by means of air/water spray (at
least 50 ml/min).
Additional external cooling is required when using instruments
with a total length of more than 22 mm or a head diameter
exceeding 2,5 mm.
Not observing the maximum permissible speed will result in an
increased risk of injury.
There is an increased risk of infection in
instrumentswhich have not been properly reprocessed.
8. Safety and possible side effects
The above mentioned recommendations with respect to cooling, contact
pressure, disinfection, cleaning and sterilization are to be strictly
observed. The instruments should only be used for the intended
application, as per the symbolic identification.
Non-observance of these safety recommendations may lead to damage
of the power system and/or injury, such as thermal necrosis, undesired
preparation of tissue, damage to tissue or nerves, violation of the
biological width, or infections. During preparation, some instruments may
generate metallic abrasion which may lead to the presence of artifacts in
MRI diagnostics.
9. Liabili
It is the responsibility of the user to check the products prior to use to
ensure that they are suited for the intended purpose. In case of
contributory negligence by the user, Bosphorus partially or totally
declines liability for all resulting damages, particularly if these are due to
non-observance of our recommendations for use or warnings as well as
inadvertent misuse by the user.
Store products out of children’s reach.
For dental use only

A

Any serious adverse event occurring during use and/or life
cycle of the device should be reported to the manufacturer,
notified body and the local component authority.

A

Dispose of as contaminated medical waste.

reusable

Symbols of Label:

57.7
Medical device

5.7.10
Unique device identifier

51.1
Manufacturer

5.1.6
Catalogue Number

5.15
BATCH CODE

5.1.3
Date of manufacture

51.11
Country of manufacture

543
Consult Instructions For Use
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Electronic Instructions For Use
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544
CAUTION
527
A Non-Sterile
I 53.1

Fragile, handle with care

g 5.3.4
I Keep dry
~¢=— | 5.3.2
LN
- \ Keep away from sunlight
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5.2.8
Do not use if package is damaged
and consult instructions for use

ISO NO

According to
EN ISO 6360-1,2,3,5,6,7

TYPE

Defines type of operative burs
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Steril Degil

Kullanim Amaci

Bu driinler, kiigiik elmas kristalleri ile kaplanmis paslanmaz gelikten
uretilmistir. Dental handpiece’e (Dis el aleti) uyacak sekilde tasarlanmig
ve agizdaki sert striiktirleri kesmek amaciyla kullanilan doner bir kesme
cihazidir. Sert metalleri, plastikleri, porselenleri ve benzeri malzemeleri
kesmek igin de kullanilabilir.

Tibbi tedaviler sirasinda disgiler tarafindan kullanilan her tiirlii oyma ve
kesme operasyonlari igin tretilmistir. Uygulama Alani

Kullanim igin genel talimatlar ve glivenlik tavsiyeleri tiim Grinleri
kapsamaktadir ve genel olarak izlenmelidir. Kullanim talimatlari ve
giivenlik tavsiyelerinin izlenmemesi yaralanma riskini artirmakta ve
aletlerin diizgtin kullar
Detayl bilgi gerektiren triinler icin ayr kullanim yerleri web sitemizde
www.bosphorus.com.tr mevcuttur.

Bunlar genel talimatlarin tizerindedir.

Paketleme

Kutu icinde paketleme: 5 adet

Dis El Aleti ile Olasi Kombinasyonlar

Saftin tam olarak tutulmasini saglayacak bir dis el aleti kullanin.
(Strttinme mili sapi gapi 1,60mm, Kontra Agi saftinin ¢api 2,35mm’dir.)
izin verilen motor devrinde kontrol edilebilen bir el aleti kullanin.
Kontrendikasyonlar ve Yasaklar

Bu iiriinii hassasiyet ve alerjik reaksiyon gésteren bir hasta icin
kullanmayin.

Sadece profesyonel kullanim igindir. Kullanim amacina uygun kullanin.
Endikasyonlar

1. Amaca Uygun Kullanim

- Frezler uygun ilk kullanim igin hazirlanmalidir.

- Teknik ve hijyenik olarak mikemmel ve temiz giig sistemlerinin

kullanildigindan emin olunuz.

- Saft tipine gore, aleti kilitteme tertibatinin igine olabildigince

derine koyunuz. Diizgiince kilitlendiklerinden emin olunuz.

- Alet doku veya materyal ile temas etmeden &nce istenilen hizda

donebiliyor olmalidir.

- Sikismadan ve aleti tesviye olarak kullanmaktan kagininiz. Asiri

temas basinci kaginilmalidir.

- Goz korumasi igin giivenlik goézlUgu takiniz. Uygun aspirator
korumasi (agiz ve burun) kullaniniz. Dis laboratuvarinda uygun
vakum birimi kullaniniz.

Yaralanma riskini artirabileceginden aletin calisan kisimlari ile
temastan kagininiz.

Hava/su spreyi ile yeterli sogutmanin saglandigindan emin olunuz. Ek dis
sogutma, aletler ekstra uzun saft veya asiri biytik calisan kisimlar
kullanildiginda gereklidir. Hasarli veya asinmis aletler atiimahdir.

neden .

2. Tavsiye edilen hizlar

KAFA CAPI(ISO @ (1/10 FG(Max. HP(Max.
mm) RPM) RPM)

007-014 300,000 160,000
016-023 280,000 120,000
025-045 180,000 100,000
047-065 80,000 80,000
066-093 60,000 50,000

Bosphorus markali frezleri kullanirken optimum sonuglar
icin maksimum hizin% 50'si kullaniimalidir.

FREZ MODELLERI VE KULLANIM YERLERI
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3. Temas Basinci
Asiri temas basincindan (> 2N) kaginiimaktadir.
- Frezlerde, galisan kisimlarda hasara ve asiri isinma yaninda
elmaslarin neden olabilir.
4. Donen aletlerin yeniden isleme sayilari ve raf 6mrii
Elmas dental frezler: - Tavsiye edilen yeniden islme sayisi maksimum 15 x
Elmas dental frezlerin tavsiye edilen raf dmri 10 yildir.

5. Yeniden isleme (temlzlik dezenfeksiyon ve sterilizasyon)

Non-Steril olarak tedarik edilen driinler ilk kullanimdan 6nce steril
edilmelidir.

Yeniden iglem ile ilgili sinirlamalar

Aletlerin hizmet 6mri sinirsiz degildir. Aletlerin hizmet 6mri normalde,
yeniden islenmesi ile degil, amaglanan cerrahi kullanim nedeniyle asinma
ve yipranmasi ile belirlenir. Aletler, tamamen islevsel olmalarini saglamak
uzere her kullanimdan énce titiz bir sekilde incelenmelidir.

Gerekli malzeme ve ekipmanlar:

1SO 15883-Temizlik Deterjanlari uyarinca yikayicilar-dezenfektanlar.

pH 7-10 arasinda olan deterjanlar énerilir; maksimum pH 12 olmalidir.

i Dikkat
H202 (hidrojen peroksit) ile temastan kagininiz. Temizlik ve dezenfektan
ajanlarinda belirtilen daldirma siirelerinin asilmadigindan emin olunuz.

5.1. Manuel temizlik ve dezenfeksiyon
Bu islem sirasinda frezlerin birbiriyle temas etmemesine dikkat edin.

On-Temizlik
1.Kirlenmis cihazi akan soguk musluk suyunun altinda en az ii¢ dakika
durulayin. Kir ve kalintilarin biyiik g¢ogunlugunun giderilmesine
yardimci olacak yumusak bir firga kullanin.
Manuel temizlik
2. Cihazi en az 10 dakika boyunca alkali/enzimatik bir temizleyici veya
deterjan sollsyonuna daldirin. Dogru maruziyet siresi, sicaklik, su
kalitesi ve konsantrasyon derecesi igin alkali/ enzimatik temizleyici
veya deterjan dreticisinin kullanim talimatlarini izleyin.
3. Cihazi, yiizeyinin Uzerinde herhangi bir kalinti gériinmeyene dek
manuel sekilde temizleyin. Kir ve kalintilari gidermek igin yumusak bir
firga kullanin. Uygulaniyorsa, tim alanlarin deterjan solisyonuna
maruz kalmasi igin eklemleri ve diger tim hareket edebilir cihaz
ozelliklerini harekete gegirin.
4. Deterjan dreticisinin talimatlarinda belirtilen konsantrasyon ve
sicakliktaki enzimatik bir temizleyiciyi veya deterjani kullanarak, yeni
bir deterjan soliisyonuyla ultrasonik banyo hazirlayin.
5. Aletleri en az 10 dakika boyunca minimum 30 kHz frekans
kullanarak ultrasonik temizleyin.
6. Cihazi gorsel sekilde kontrol edin. Cihaz tzerinde gozle gériiniir
herhangi bir kalinti kalmayana dek 2-5 arasi adimlari tekrarlayin.
Manuel dezenfeksiyon:
7. Cihazi en az 15 dakika boyunca bir enzimatik temizleyici/
dezenfeksiyon soliisyonuna daldirin. Dogru maruziyet siresi, sicaklik,
su kalitesi ve konsantrasyon derecesi igin Ureticinin kullanim
talimatlarini izleyin.
8. Cihazi en az iki dakika boyunca aritilmig suda iyice durulayin.
9. Aletleri kurutun.

5.2. Otomatik temizlik ve dezenfeksiyon
inimum program parametreleri:
Soguk musluk suyuyla en az 3 dakika 6n-durulama
40°C'nin altinda en az 2 dakika ana yikama. Deterjan ekleyin
Deterjanla en az 5 dakika 55°C'de yikama
40°C'nin tzerinde musluk suyuyla en az 1 dakika 6n-durulama
Demineralize soguk suyla en az 1 dakika durulama
90°C'nin tizerinde demineralize suyla en az 5 dakika termal
dezenfeksiyon
90°C'nin tzerinde en az 40 dakika kurutma
8. Tahliye sirasinda aletlerin gozle gériinir kirlerden tamamen
arindigini kontrol edin. Gerekiyorsa programi tekrarlayin veya
manuel temizlik gergeklestirin.
5.3 Kurutma
Frezleri kagit havlu ile veya 140°C'yi asmayan kuru 1si ile kullanarak
kurutun.
5.4 Kontrol
Her temizlik/dezenfeksiyon isleminden sonra Urlnler, gbzle gérinir
kalintilardan ve diger kirleticilerden tamamen arindirilmis olmalidir.
Temizlendikten sonra frezleri tercihen biyiteg yardimi ile inceleyin.
Gerekiyorsa, temizlik islemi Uriin gorsel agidan temiz olana dek
tekrarlanmalidir.
islev: Her kullanimdan énce kirik, gatlak, deformasyon, korozyon ve dogru
islev saglamasi agilarindan kontrol edilmelidir.

LA WN R

~

Olabilecek hasarlari kontrol edin; oksitlenmis, asinmis frezleri veya elmas
kaplamasinda ayrilma gézlenen frezleri kullanmayin.
5.5 Ambalaj ve etiketleme
Uriinleri yeniden isleme sonrasinda bir sterilizasyon ambalaji veya
esdeger bir kapta 1SO 11607'ye uygun sekilde miimkiin olan en kisa
sirede ambalajlayin ve ambalaji uygun sekilde I1SO 15223-1 e gore
etiketleyin.
5.6. Sterilizasyon
Sterilizasyon
Sterilizasyon islemi, ISO 17665'ye uygun sekilde ve onaylanmis, gereken
kosullarda muhafaza edilen buhar sterilizatérlerinde gergeklestiriimelidir.
Asagida verilen buhar sterilizasyon parametrelerini kullanmanizi 6neririz

- 134°C'de minimum 5 dakika bekletme stresi

i\

L3\ pikkat:

Galisan frezler bulagici organizmalarin potansiyel transferinden kaginmak
i¢in her kullamimdan dnce sterilize edilmelidir.

* Celik kisimlar asinabilir ve bu yiizden doymus buhar kullanilan
sterilizasyon yéntemi ile sterilize edilemezler. (6rn. Otoklav)

5.7 Depolama

Aletler dogrudan giines 1sigindan, mikroplar/zararli hagerelerden, asir
sicakliklardan ve nemden korunan temiz, kuru bir ortamda
depolanmalidir.

Frezleri orijinal paketlerinde, isik ve 1sidan uzakta temiz ve kuru ortamda
tutunuz. Solventler veya kimyasallarla ayni odada tutmayiniz. Ambalaj
malzemesine zarar vermeyin. Uriin haber verilmeden
gelistirilebilir/degistirilebilir. Bu nedenle ilk alinan drtinlerin énce
kullaniimasi tavsiye edilir

7. Yipranmis alet kullanmanin potansiyel etkileri
Hasarli veya yipranmis aletler is sonucunda negatif etkiye sebep
olacagindan hasarli veya yipranmis galisan kismi olan aletleri imha
ediniz.

Hasarli ve deforme kesme bigaklari frezin titresmesine sebep olacak
ve sinirlarin ve zorlu yizeylerin yetersiz kesimine neden olacaktir.

Kullanim sirasinda asiri temas basincindan kagininiz, bu ¢alisan kismin
hasarina neden olabilir. (bigaklarda centik, erken diizlesme ve asiri isi
olusumu)

Hazirlik sirasinda i yen isi

spreyi (en 50 ml/dk) ile yeterli sogutma saglayiniz.
- Toplam uzunlugu 22 mm’den fazla veya bas ¢api 2.5 mm’den fazla

igin hava/su

olan aletler kullanilirken ek dis sogutma gerekmektedir.

izin verilen maksimum hiza uyulmamasi artan yaralanma riskini

doguracaktir.

- Duzgiin sekilde yeniden islenmeyen tekrar kullanilabilen aletlerde
artan enfeksiyon riski vardir.

8. Giivenlik ve muhtemel yan etkiler

Yukarida bahsedilen sogutma, temas basinci,dezenfeksiyon, temizlik ve

sterilizasyon tavsiyeleri kesinlikle uygulanmalidir. Aletler, yalnizca

sembolik belirtmelere gore
glivenlik tavsiyelerinin uygulanmamasi gii¢ sisteminde hasara ve/veya
termal nekroz, dokunun istenmeyen hazirligi, doku veya sinir hasari,
biyolojik genisligin ihlali veya enfeksiyonlar gibi yaralanmaya neden
olabilir. Hazirlama sirasinda bazi aletler metalik asinma olusturabilir ve bu
da MRI tanida kalinti varligina neden olabilir.

9. Yukimlilik

Kullanimdan 6nce planlanan amag igin

Etiket Sembolleri:

5.7.7
Tibbi Cihaz

5.7.10
Ozgiin Cihaz Tanimlayicisi

511
Uretici
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5.1.6
KATALOG NUMARASI

5.15
LOT NO

513
Uretim tarihi

51.11
Uretim lkesi
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Kullanma Kilavuzunu inceleyin
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Elektronik kullanma kilavuzu
elFU indicator

54.4
DIKKAT

527
Steril Degil

53.1

a2

Kirilabilir dikkatli tagiyiniz

534

Kuru tutunuz

.

sorumlulugudur. Kullanici tarafindan misterek kusur durumunda,
Bosphorus, zellikle kullanim tavsiyelerinin veya uyarilarin izZlenmemesi,
kullanici tarafindan istemeden yanlis kullanim sonucunda ise kismen veya
tamamen olusabilecek hasarlardaki yikimliliigii red eder.

Cocuklarin ulasamayacag yerlerde saklayiniz.

Yalnizca disgilik kullanimi igindir.

& Cihazin kullanimi ve/veya yagam déngiisii sirasinda
meydana gelen herhangi bir ciddi advers olay, ureticiye,
onaylanmis kurulusa ve yerel yetkili makama bildirilmelidir.

& Kontamine tibbi atik olarak imha ediniz.

~a 5.3.2
—ZINT
";-\ Giines i1s1gindan uzak tutun
uygulama igin kullanilmalidir. Bu
5.2.8
Paket hasarliysa kullanmayiniz
ve kullanim talimatlarina bakiniz.
1SO NO EN ISO 6360-1,2,3,5,6,7 ‘ ya gore
gun kontrolu
TiP Frez Tipi
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