ELMAS KAPLI DENTAL FREZ
KULLANMA KILAVUZU

@ DIAMOND DENTAL BURS
INSTRUCTION FOR USE

Uriin
g s 1-  Mum alevi/ . 4-Ters Konﬂu'
Model Bilgisi Gandie fame 2-  Silindir/ Cylinder 3- Topbas/ Round el
Product
Model Information 5 I
| ;
- r‘
5-Torpedo/ ; 9-Tekerlek/
T 6-Konik/ Conical | 7-Igne/ Needle | 8 Yumurta/ Egg Wheel
URETICI BILGILERI / MANUFACTURER INFORMATION
Yasal iiretici/ “ ) )
Legal Manufacturer Tek Metal Sanayi ve Ticaret A.S
Tibbi Cihaz Ticari ve Marka Adi/ °
Medical Device Brand Name l B\_/jlrs'junﬂys
Tel: +90 212 671 5104
Website: www.bosphorus.com.tr
E-mail: info@bosphorus.com.tr
Adres/ Adress ikitelli Organize Sanayi Mahallesi Demirciler C2 Blok No: 209/B, 34490
Basaksehir/ Istanbul Tirkiye



http://www.bosphorus.com.tr/
mailto:info@bosphorus.com.tr

KULLANIM KILAVUZU
INSTRUCTION FOR USE

TDO1 IFU Diamond Dental Bur Rev.12-01.03.2024 SayfaNo:2 /16

icindekiler Tablosu

URETICi BILGILERI / MANUFACTURER INFORMATION ....cocveviieiiiteiereiiseeieiesesessseeaesesessssasaesesesessanans 1
TRttt ettt ettt a ettt s et a et a et a et A et At s A A e a et st ettt s e et et s et en st et s et s e sas 3
1. URUN BILGILERI ......coviiiiieieieieteetetetetet ettt ettt ettt ettt se s s s s nans 3
2. UYARILAR ..ottt ettt as st en st s st et a s s s ana et s antas s e et en s et et s ane s e e ntananen 5
3. KULLANIM YONTEMI ...oooviuininiiiiicieeeie ettt ettt sttt s s ae s seas e 5
A, URUN TEMIZLIGE ..ottt bbbttt sttt n s 6
5. YIPRANMIS ALET KULLANMANIN POTANSIYEL ETKILERI ..........c.ccccveveriiieeierereieeecee e 8
6. DEPOLAMA KOSULLARI .........coveeteeceeeeseeeeeesesessessesesessesesssssssassesasassesssassesssssssssssesssssssassssssssasanes 8
7. GUVENLIK VE MUHTEMEL YAN ETKILER ........cocvovevitireectctctctctceeeeeeee ettt 8
8. YUKUMULULUK ..ottt sttt st b bbbttt st b s nanas 8
10.ETIKETTEKI SEMBOLLER ...........cooiuiuiteteiiiectcteteteeeeeseste sttt st ss s s s bt s s s s seses s s nasassesesessnanans 9
EN oottt ettt a et e et n et e e et a et et s s et s A et s et et es et sasa et s ae et et s s en et et et sen et enasaesnenes 10
1. PRODUCT INFORMATION ........ocviimiueiiiiteieitesesesaesssesaessessesesae s s s e s s s s sassesss s s s sessssesananes 10
2. WARNINGS..........ooovieitiieetetite ettt sttt st b a b a bbb bbb e b s st b s e b s s s b s ae s s s s 12
3. METHOD OF USAGE ........oooeieeeeceeieeeeee e eeesae e s s ses e s ses et ssae s s s e s s s sesnsesasssassassssssnassssananens 12
4. PRODUCT CLEANING.........oeuevueueeeeceeieeeetesecteeesssesesastessaesesassesesasse s sse s sessesensssesssassesassesasessesnanens 13
6. POTENTIAL EFFECTS OF USING WORN INSTRUMENTS............coceoomvirererrieerneeseeseessseseesenaesensas 15
To STORAGE ..ottt a bt a bt bbb b st bes et b s bt e s 15
8.  SAFETY AND POSSIBLE SIDE EFFECTS .........cccovuiviniierieieesseetessiesesessessassesessesessssesssss s sesanaenas 15
9. LIABILITY ..ottt sae sttt ae et a et s st s s s s e s sassesnaetessnaesanaesesanansesansneas 15

10. SYMBOLS OF LABEL........cooiiiiiiiiee ettt e s s e s e s s e s s srene s emnenes 16




KULLANIM KILAVUZU
INSTRUCTION FOR USE

TDO1 IFU Diamond Dental Bur Rev.12-01.03.2024 SayfaNo:3 /16

TR

1. URUN BILGILERI

Kullanim Amaci

Bu drunlerin genel kullanim amaci, kigik elmas kristalleri ile kaplanmis paslanmaz
celikten dretilmistir. Dental handpiece’e (Dis el aleti) uyacak sekilde tasarlanmis ve
agizdaki sert striiktiirleri oymak ve kesmek amaciyla kullanilan doner bir kesme
cihazidir. Mine, dentin gibi sert dokunun kesilmesinde kullanihr.
Detayli bilgi gerektiren Grunler igin ayri  kullanim vyerleri
www.bosphorus.com.tr mevcuttur.

Bunlar genel talimatlarin Gizerindedir.

web sitemizde

Mumalevi Dental
Frezler

Kontir dizeltme, sivri tiberkill (Disin anatomik sekil bozuklugu), tras ederken,
kompozit tesviyesinde, kesim ve diizeltmelerde kullanihr.

Silindir Dental
Frezler

Kavite hazirlanmasi, Basamak ve diizeltmelerde, azi dislerin asindiriimasinda kavite
genisletilmesinde kullantlir.

Topbags Dental Frez

Curigu uzaklastirmak amaciyla ve endodontik kavite veya restorasyon kavitesi acarken
kullanihrlar.

Dis tizerinde rehber oluklar agmaya yarar. Ayrica derin kaviteler de renkli fakat sert
olan ¢lirik bolgeyi temizlemek igin kullanilir.

Kavite belirli bir derinlige ulastiktan sonra gliriik halen devam ediyorsa o zaman kavite
daha fazla derinlestirilmez sadece ¢liriik olan kisim bdlgesel olarak temizlenir.

Rond frez kullanildigi zaman daha ince ve kolayca kirilabilecek dolgu kenari olusur.

Tersine Konik
Dental Frezler

Kavite hazirlanmasi, kavite taban dizeltilmesinde kullanilir.

Torpedo Dental
Frezler

Basamakli dis kesiminde (chamfer veya shoulder) hazirlanacak kenar agisina gore
torpedo frezlerden faydalanilir. Frez capinin bilinmesi hazirlanacak rehber oluk
derinligini ve dolayisi ile hangi kalinlikta madde indirgeneceginin saptanmasina yardimci
olur.

Konik Dental Frezler

Curikte,kavite agmada, kavite taban diizeltmede , dis mine ve dentin kesim ve
dizeltmelerde kullanihr.

igne Dental Frezler

Dis minesi ve dentin kesilmesi, kesim sonrasi diizeltmelerde ve kavite agmada kullanilir

Yumurta Dental
Frezler

Kompozit diizeltme, 6n dislerin linqual taraf diizeltmesi. Labial arka tarafin
dizeltilmesinde, dis mine ve dentin dizeltilmesinde kullanilir.

Tekerlek Dental
Frezler

Rehber oluk olusturmakta, kesici kenar (6n dislerde labia) yilzeyde rehber oluk
hazirlamada ve 6n dis ylizeyde rehber oluk hazirlamada kullanilir.
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FREZLERIN KULLANIM AMACLARI

1 il | 5] e k]
T I b [E S T OO ) 2 Lo MU oA i e O
No Gikarilmasl |Teknigi | Teknigi
1 |Mumalevi |sp=mss. X X X X
2 |Silindir i X X X X X X
3 |Topbas =t X X X X X X X X X
4 |Terskonik |=B=—F | ad| vesl X X X X

shart | Siyah

5 |Torpedo -.—ﬁ’ ;L ;‘:i X
6 |Konik =it e | X X X X
7 |igne -i— X X X X X
8 |Yumurta — X X X X X
9 |Tekerlek - X X

Clrlk dislerin tedavisi

Protez tedavisi icin dis hazirlig

Restore edilmis dislerden dolgularin gikarilmasi
Protezin ¢ikarilmasi

Dislerin veya takma dislerin ayrilmasi

Endikasyonlar

Aletler, agiklanan endikasyon veya uygulama alani disinda kullanilamaz.

Yetersiz su sogutmasindan kaynaklanan asiri sicakhklardan kaginilmahdir (olasi posa
hasari)

Belirtilen hiz agilmamalidir (kirilma/yaralanma tehlikesi)

Cihazin sikismasi veya kaldirag olarak kullanilmasindan kaginilmalidir
(kirilma/yaralanma riski)

Yumusak malzemelerin islenmesinden kaginilmahdir

Kontrendikasyonlar

Raf Omrii 10 yil

Yeniden isleme Sayisi Tavsiye edilen yeniden isleme sayisi maksimum 15x

Sterilizasyon Uriinler Steril Degildir
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2. UYARILAR

e Kullanmadan 6nce mutlaka kullanma kilavuzunu okuyun

e H202 (hidrojen peroksit) ile temastan kagininiz.

o Temizlik ve dezenfektan ajanlarinda belirtilen daldirma sirelerinin agilmadigindan emin olunuz.

e (Calisan frezler bulasici organizmalarin potansiyel transferinden kaginmak igin her kullanimdan
once sterilize edilmelidir.

e Cocuklarin ulasamayacagi yerlerde saklayiniz.

e Yalnizca disgilik kullanimi igindir.

e Kontamine tibbi atik olarak imha ediniz.

e Cihazin kullanimi ve/veya yasam dongusu sirasinda meydana gelen herhangi bir ciddi olumsuz
olay, Ureticiye, onaylanmis kurulusa ve yerel yetkili makama bildirilmelidir.

KULLANIM YONTEMI

o

3.1. Amaca Uygun Kullanim

e Frezler uygun ilk kullanim igin hazirlanmalidir.

e Teknik ve hijyenik olarak mikemmel ve temiz gli¢ sistemlerinin kullanildigindan emin olunuz.

e Saft tipine gobre, aleti kilitleme tertibatinin icine olabildigince derine koyunuz. Dizglince
kilitlendiklerinden emin olunuz.

e Alet doku veya materyal ile temas etmeden Once istenilen hizda donebiliyor olmahdir.

e Sikismadan ve aleti tesviye olarak kullanmaktan kagininiz. Asiri temas basinci kaginilmalidir.

e GOz korumasi igin glivenlik g6zligi takiniz. Uygun aspirator korumasi (agiz ve burun) kullaniniz. Dis
laboratuvarinda uygun vakum birimi kullaniniz.

e Yaralanma riskini artirabileceginden aletin ¢alisan kisimlari ile temastan kagininiz.

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

3.2.Tavsiye edilen hizlar

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

3.3. Temas Basinci

Asiri temas basincindan (> 2N) kaginilmaktadir.
Frezlerde, calisan kisimlarda hasara ve asiri 1Isinma yaninda elmaslarin kirilmasina neden olabilir.
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3.4 Yeniden isleme

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

Aletlerin hizmet omri sinirsiz degildir. Aletlerin hizmet 6mri yeniden islenmesi ile degil, amacglanan
kullanim nedeniyle agsinma ve yipranmasi ile belirlenir. Aletler, tamamen islevsel olmalarini saglamak
Gzere her kullanimdan 6nce titiz bir sekilde incelenmelidir.

4. URUN TEMIZLIGI

4.1. Gerekli malzeme ve ekipmanlar:

ISO 15883-Temizlik Deterjanlari uyarinca yikayicilar-dezenfektanlar.
pH 7-10 arasinda olan deterjanlar 6nerilir; maksimum pH 12 olmahdir.

4.2. 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 {i¢ dakika durulayin. Kir ve kalintilarin
blylik cogunlugunun giderilmesine yardimci olacak yumusak bir firca kullanin.

Manuel temizlik

2.

Cihazi en az 10 dakika boyunca alkali/enzimatik bir temizleyici veya deterjan sollisyonuna daldirin.
Dogru maruziyet siresi, sicaklik, su kalitesi ve konsantrasyon derecesi icin alkali/ enzimatik
temizleyici veya deterjan Ureticisinin kullanim talimatlarini izleyin.

Cihazi, ylzeyinin Gzerinde herhangi bir kalinti gérinmeyene dek manuel sekilde temizleyin. Kir ve
kalintilari gidermek icin yumusak bir firga kullanin. Uygulaniyorsa, tim alanlarin deterjan
sollisyonuna maruz kalmasi icin eklemleri ve diger tiim hareket edebilir cihaz 6zelliklerini harekete
gegirin.

Deterjan (reticisinin talimatlarinda belirtilen konsantrasyon ve sicakliktaki enzimatik bir
temizleyiciyi veya deterjani kullanarak, yeni bir deterjan sollisyonuyla ultrasonik banyo hazirlayin.
Aletleri en az 10 dakika boyunca minimum 30 kHz frekans kullanarak ultrasonik temizleyin.

Cihazi gorsel sekilde kontrol edin. Cihaz lizerinde gozle gériinlr 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, sicaklk, su kalitesi ve konsantrasyon derecesi icin Ureticinin kullanim
talimatlarini izleyin.

Cihazi en az iki dakika boyunca aritilmis suda iyice durulayin.

Aletleri kurutun.
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4.3. Otomatik temizlik ve dezenfeksiyon

Minimum program parametreleri

4.4.

4.5.

4.6.

4.7.

1. Soguk musluk suyuyla en az 3 dakika 6n-durulama

2. 40°C'nin altinda en az 2 dakika ana yikama. Deterjan ekleyin

3. Deterjanla en az 5 dakika 55°C'de yikama

4. 40°C'nin lizerinde musluk suyuyla en az 1 dakika 6n-durulama

5. Demineralize soguk suyla en az 1 dakika durulama

6. 90°C'nin lzerinde demineralize suyla en az 5 dakika termal dezenfeksiyon

7. 90°C'nin Uzerinde en az 40 dakika kurutma

8. Tahliye sirasinda aletlerin gozle goriinir kirlerden tamamen arindigini kontrol edin. Gerekiyorsa
programi tekrarlayin veya manuel temizlik gerceklestirin.

Kurutma

Frezleri kagit havlu ile veya 140°C'yi asmayan kuru isi kullanarak kurutun.

Kontrol

Her temizlik/dezenfeksiyon isleminden sonra drinler, goézle goérinur kalintilardan ve diger
kirleticilerden tamamen arindirilmis olmaldir. Temizlendikten sonra frezleri tercihen biyitec yardimi
ile inceleyin.

Gerekiyorsa, temizlik islemi Grlin gorsel agidan temiz olana dek tekrarlanmaldir.

islev: Her kullanimdan &nce kirik, ¢atlak, deformasyon, korozyon ve dogru islev saglamasi agilarindan
kontrol edilmelidir.

Olabilecek hasarlari kontrol edin; oksitlenmis, asinmis frezleri veya elmas kaplamasinda ayrilma
gozlenen frezleri kullanmayin.

Ambalaj ve etiketleme

Uriinleri yeniden isleme sonrasinda Buhar sterilizasyonuna uygun steril bariyer sistem ambalaji veya
bir sterilizasyon ambalaji veya esdeger bir kapta ISO 11607'ye uygun sekilde mimkiin olan en kisa
sirede ambalajlayin ve ambalaji ISO 15223-1’e uygun sekilde etiketleyin.

Sterilizasyon
Sterilizasyon islemi, 1ISO 17665'ye uygun sekilde ve onaylanmis, gereken kosullarda muhafaza edilen
vakum altinda galisan buhar sterilizatorlerinde gergeklestirilmelidir.

Asagida verilen buhar sterilizasyon parametrelerini kullanmanizi 6neririz:
- 134°C'de minimum 5 dakika bekletme siiresi
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5. YIPRANMIS ALET KULLANMANIN POTANSIYEL ETKILERI

e Hasarli veya yipranmis aletler is sonucunda negatif etkiye sebep olacagindan hasarli veya
yipranmis ¢alisan kismi olan aletleri imha ediniz.

e Hasarl ve deforme kesme bigaklari frezin titresmesine sebep olacak ve sinirlarin ve zorlu
ylzeylerin yetersiz kesimine neden olacaktir.

e  Kullanim sirasinda asiri temas basincindan kagininiz, bu ¢alisan kismin hasarina neden olabilir.
(bigcaklarda centik, erken dlizlesme ve asiri 1si olusumu)

e Hauzrlik sirasinda istenmeyen i1si olusumundan kaginmak icin hava/su spreyi (en 50 ml/dk) ile
yeterli sogutma saglayiniz.

e Toplam uzunlugu 22 mm’den fazla veya bas ¢api 2.5 mm’den fazla olan aletler kullanilirken ek dis
sogutma gerekmektedir.

e izin verilen maksimum hiza uyulmamasi artan yaralanma riskini doguracaktir.

e Dizgiin sekilde yeniden islenmeyen tekrar kullanilabilen aletlerde artan enfeksiyon riski vardir.

6. DEPOLAMA KOSULLARI

e Frezleri orijinal paketlerinde, 1sik ve 1sidan uzakta temiz ve kuru ortamda tutunuz.
e Solventler veya kimyasallarla ayni odada tutmayiniz.

e Ambalaj malzemesine zarar vermeyin.

e Birim ambalaji hasar gormds Grlini kullanmayiniz.

7. GUVENLIK VE MUHTEMEL YAN ETKILER

Yukarida bahsedilen sogutma, temas basinci, dezenfeksiyon, temizlik ve sterilizasyon tavsiyeleri
kesinlikle uygulanmalidir. Aletler, yalnizca sembolik belirtmelere gére planlanan uygulama igin
kullanilmahdir. Bu guvenlik tavsiyelerinin uygulanmamasi glg sisteminde hasara ve/veya termal
nekroz, dokunun istenmeyen hazirhg, doku veya sinir hasari, biyolojik genisligin ihlali veya
enfeksiyonlar gibi yaralanmaya neden olabilir.

MRI Giivenligi
Elmas dis frezleri implante edilebilir cihazlar degildir.

8. YUKUMLOLUK

Kullanimdan 6nce planlanan amag i¢in uygunlugun kontroll kullanicinin sorumlulugudur. Kullanici
tarafindan musterek kusur durumunda, Bosphorus, 6zellikle kullanim tavsiyelerinin veya uyarilarin
izlenmemesi, kullanici tarafindan istemeden yanlis kullanim sonucunda ise kismen veya tamamen
olusabilecek hasarlardaki yikimlulugi red eder.
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10.ETIKETTEKI SEMBOLLER

elFU indicator

Elektronik Kullanma Kilavuzu/

5.7.7 5.4.4
Tibbi Cihaz AN | Bikkat
5.7.10
W 5.2.7
Ozguin Cihaz Tanimlayicisi Steri Degi
I 511 I 5.3.1
Uretici Kirllabilir, dikkatli taglyiniz
5.1.6 534
Katalog Numarasi I Kuru tutunuz
5.1.5 =e= | 532
LoT Lot No ’ﬁL\ Glines i1sidindan uzak tutun
513 5.2.8
&I T - @ Paket hasarliysa kullanmayiniz ve kullanim
Uretim Tarihi .
talimatlarina bakiniz
5111 ISO NO | EN ISO 6360-1,2,3,5,6,7' gore
Uretim Ulkesi e
543 )
I:E:I Kullanma Kilavuzunu Inceleyin TYPE Frez tipi
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EN

1. PRODUCT INFORMATION

Intended Use

The general purpose of these products is made of stainless steel coated with small
diamond crystals. It is a rotary cutting device designed to fit into a dental handpiece
and used to carve and cut hard structures in the mouth. It is used to cut hard tissue
such as enamel and dentin.

For products requiring detailed information, separate usage locations are available on
our website www.bosphorus.com.tr

These details are provided on the general instructions.

Candle Flame
Dental Burs

It is used for contour correction, shaving of the pointed tubercle (anatomical
deformity of the tooth), composite leveling, cutting and correction.

2 | Cylinder Dental Burs

It is used for cavity preparation, steps and corrections, abrasion of molars and cavity
expansion

3 | Round Dental Bur

They are used to remove caries and when opening an endodontic or restoration cavity.
It serves to make guide grooves on the tooth. It is also used in deep cavities to clean
the colored but hard bruised area.

If the cavity still continues after the cavity reaches a certain depth, then the cavity is
not deepened any further, only the bruised part is cleaned locally.

When a rond bur is used, a thinner and easily broken filling edge is formed.

Inverted Cone

Burs

4 It is used for cavity preparation and cavity floor correction.
Dental Burs Y Prep ¥
Torpedo burs are used according to the edge angle to be prepared in stepped tooth
5 Torpedo Dental cutting (chamfer or shoulder). Knowing the diameter of the bur helps to determine the

depth of the guide groove to be prepared and thus the thickness of the material to be
reduced.

6 | Conical Dental Burs

It is used in caries, cavity opening, cavity floor correction, tooth enamel and dentin
cutting and correction.

7 | Needle Dental Burs

Used for cutting tooth enamel and dentin, post-cutting corrections and opening
cavities.

8 | Egg Dental Burs

Composite correction, linqual side correction of front teeth. It is used to correct the
labial back side and correct tooth enamel and dentin.

9 | Wheel Dental Burs

It is used to create a guide groove, to prepare a guide groove on the cutting edge (labia
in the front teeth) surface, and to prepare a guide groove on the front tooth surface.
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MILLING MODELS AND APPLICATIONS

=
0 2] ™ |= |
Model
Crowns Old Fill  |Crowns and Model Cavity Mouth  |Acrylic Tooth N
No |Product Model F“;E:j;:: N::;sgtl':e colaur Prophylaxis |Preparations [Removal |Bridge Technique |CastingTechnique |Preparations |Surgery |Technique |Orthopedics sz:;gg
(Cutting) (carving) [(Cutting) {Cutting-Carving) (Carving) (Cutting)|{carving) (Cutting) )
1 Candle X X X X
Flame
2 | Cylinder |wefe—ims X X X X X X
3| Round |=i=—% X X X X X X X X X
Inverted ™ -
4 Cone = Standard Green X X X X
Short Black
5 | Torpedo -}—ﬁ L vellow X
. XL Blue
6 | Conical | e X X X X
7 | Needle | Fmme— X X X X X
8 Egg wf—ir X X X X X
9 | Wheel |=f=—f X X
Treatment of carious teeth
Tooth preparation for prosthetic treatment
N Removal of fillings from already restored teeth
Indications

Removal of denture
Separating of teeth or denture

The instruments may not be used for any other than the described indication or
application area.

Excessive temperatures due to insufficient water cooling must be avoided (possible
damage of pulp)

The indicated speed may not be exceeded (risk of fracture/injury)

Jamming or using the instrument as a lever must be avoided (risk of fracture/injury)
Processing of soft materials must be avoided

Contraindications

Shelf Life 10 years

Number of Reworks The recommended number of reworks is a maximum of 15 times.

Sterilization Products are not Sterile
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2. WARNINGS

A\

e Be sure to read the user manual before using.

e Avoid any contact with H202 (hydrogen peroxide).

e Make sure that specified immersion times in the cleaning and disinfecting agents are not
exceeded.

e QOperative burs must be sterilized before each use to avoid potential transfer of infectious
organisms.

e Store products out of children’s reach.

e For dental use only.

e Dispose of as contaminated medical waste.

e 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.

3. METHOD OF USAGE

3.1 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.

3.2 Recommended speeds

HESCICIERETE RS AR FG(Max. RPM) | HP(Max. RPM)

mm)

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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3.3 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.

3.4 Reprocessing

Those instruments that are supplied non-sterile have to be prepared prior to first use.

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.

4. PRODUCT CLEANING

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

4.2. Manual clenaning and disinfections
Make sure that the burs do not come into contact with each other during this process.

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.

Manuel 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.

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.

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.
Ultrasonically clean instruments using a minimum frequency of 30 kHz for at least 10 minutes.
Visually check the device. Repeat steps 2—5 until no visible residue remains on the device.

Manuel disinfection

7.

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.

Rinse the device thoroughly in purified water for at least two minutes.

Dry the instruments.
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4.3.

Automatic cleaning / disinfection

Minimum program parameters

1.

PNV EWN

4.4.

4.5.

4.6.

4.7.

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

Main wash at least 2 minutes below 40°C. add detergent

Washing with detergent at 55°C for at least 5 minutes

Pre-rinse for at least 1 minute with tap water above 40°C

Rinsing with cold demineralized water for at least 1 minute

Thermal disinfection with demineralized water above 90°C for at least 5 minutes

Drying above 90°C for at least 40 minutes

During evacuation, check that the tools are completely free of visible dirt. If necessary, repeat the
program or perform manual cleaning.

Drying

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

Controls

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.

Check for possible damage; Do not use drills that are oxidized, worn, or whose diamond coating has
peeled off.

Packaging and Labeling

Package products in sterile barrier system packaging suitable for steam sterilization or in a sterilization
packaging or equivalent container as soon as possible after reprocessing in accordance with 1SO 11607
and label the packaging in accordance with I1SO 15223-1.

Sterilization
The sterilization process must be carried out in accordance with ISO 17665 and steam sterilizers
operating under vacuum and kept under the required conditions.

We recommend using the following steam sterilization parameters:
- Minimum holding time of 5 minutes at 134°C
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5. POTENTIAL EFFECTS OF USING WORN INSTRUMENTS

e 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.

e Damaged and deformed burs will cause the instrument to vibrate and lead to poor preparation
margins and roug surfaces.

e 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).

e To avoid undesirable heat generation during preparation, make sure to provide sufficient cooling by
means of air/water spray (at least 50 ml/min).

e 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.

e Not observing the maximum permissible speed will result in an increased risk of injury.

e There is an increased risk of infection in reusable instrumentswhich have not been properly
reprocessed.

6. STORAGE

- Tools should be stored in a clean, dry environment protected from direct sunlight, germs/insects,
extreme temperatures and humidity.

- 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. 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.

MRI Safety
Diamond dental burs are not implantable devices.

8. LIABILITY

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.
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9. SYMBOLS OF LABEL

5.7.7 5.4.4
Medical device A CAUTION
5.7.10 5.2.7
Unique device identifier Non-Sterile
I 5.1.1 5.3.1
Manufacturer Fragile, handle with care
5.1.6 . | 534
Catalogue Number I Keep dry
— b 53.2
LoT 515 ’:4!:\\ _
BATCH CODE = Keep away from sunlight
513 5.2.8
&I D.at'e of manufacture @ Do not use if package is damaged and consult
instructions for use
5.1.11 .
ISO NO | According to EN 1SO 6360-1,2,3,5,6,7
Country of manufacture
5.4.3
EIE Consult Instructions For Use TYPE Defines type of operative burs
“iuvindcater | Electronic Instructions For Use




