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Instructions for use and safety recommendations
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Current documents (e.g. safety data sheets) can be downloaded from our website www.kometdental.de.
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Brasseler®, Komet®, CeraBur®, CeraCut®, CeraDrill®,
CeraFusion® CeraPost® DC1® DCTherm® F360°,

F6 SkyTaper®, H4MC*®, OptiPost®, PrepMarker®, PolyBur®,
TissueMaster®, TMC® und TissueMaster Concept® are
registered trademarks of Gebr. Brasseler GmbH & Co. KG.

Some of the products and designations mentioned in

the text are patented or copyrighted. The absence of a
special reference or the sign ® should not be interpreted as
the absence of copyright protection.

This publication is copyrighted. All rights, also with regard to
translation, reprint and reproduction (also in the form of
extracts) are reserved. No part of this publication may be
reproduced or reprocessed using electronic systems in any
form or by any means (photocopying, microfilm or other
methods) without the written permission of the editor.

Colours and products are subject to alterations.
Printing errors excepted.
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Instructions for use and safety recommendations

General instructions for use and safety recommendations
for the application of dental instruments, pins, posts and
bur blocks

Area of application

These general instructions for use and safety recommendations apply to

all products and have to be generally observed. Non-observance of these
instructions for use and safety recommendations increases the risk of injury
and may impair the proper function of the instruments.

Separate instructions for use are enclosed in the packaging of products
that require more detailed information (packaging is provided with the [1i]
symbol). These take precedence over the general instructions.

Storage

Protect packed instruments from UV rays and high temperatures. Store all
instruments in a clean and dry environment . Do not store in the same room
as solvents or chemicals.

1. Proper use

* Those instruments that are supplied non-sterile 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.
Ad(ditional external cooling is required when using instruments with
extra-long shanks or oversized working parts. Damaged or corroded
instruments have to be discarded.

2. Recommended speeds

Please make sure to observe the recommendations for use and recom-
mended speeds as indicated in the instructions of use and on the
packaging of the products.

* O 300000 rpm means: Suited for micro-motor contra-angles and
turbines with stable ball bearings. Do not use in turbines with air
bearing.

* O 200000 rpm means: Suited for micro-motor hand pieces and
contra-angles or lab hand pieces up to the speed indicated. Do not use
in turbines.

Not observing the maximum permissible speed leads to an increased
safety risk.
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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 chipping of the blades as well as an excessive generation of heat.

* In abrasive instruments, increased contact pressure may lead to strip-
ping of the grit or to clogging of the instruments and increased heat
generation.

Increased contact pressure may also lead to thermal damage to the pulp

or, in case of damaged blades, to rough surfaces. In the extreme cases,

instrument breakage may even occur.

. Guideline on the ber of times rotary and oscillating

instruments can be used

The below values are guidelines. The service life of instruments may
differ from these values as this depends on the application and/or the
material treated.

Stainless steel instruments: -upto4x
Tungsten carbide instruments: -upto15x
Diamond and ceramic instruments: -upto25x
Polishers and ceramic abrasives: -upto10x
Endodontic instruments: Wide canals: -max. 8 x

Average canals: -max. 4 x

Narrow canals: justuse 1 x

The reuse of disposable products is not permitted.

. Disposal

To prevent contamination, discard instruments in tight, fracture and
puncture restistant containers.

. Disinfection, cleaning and sterilisation

Those instruments that are supplied non-sterile have to be prepared prior
to first use. For further information, please refer to our
Homepage » InfoCenter » Manufacturer’s information.

6.1. Manual reprocessing

The instruments are to be disinfected with appropriate cleaning

and disinfecting agents recommended for these products (e.g. with
Komet DC1). For recommendations for use (immersion time, concentra-
tion, rinsing, drying) of cleaning and disinfecting agents see instructions
of the manufacturers of these agents. Make sure that the instruments do
not come in contact with each other during ultrasonic cleaning.

6.2. Mechani ’IE’JI 4

The instruments have to be treated with suitable detergents and disin-
fectants that are recommended for this purpose. Observe the instruc-
tions of use provided by the manufacturer. Inspect the clean instruments
visually. If after mechanical reprocessing there are still visible residues of
contamination, repeat the reprocessing process. Separate and discard
damaged or blunt instruments. Thoroughly cleaned instruments are an
essential condition for a successful sterilization.

6.3. Sterilization

Make sure that the instruments are sterilized according to a validated
procedure suitable for the sterilization of medical products. Successful
sterilization also depends on the type of product to be sterilized, the
packaging and the loading set-up of the sterilization device. The operator
of medical products is responsible for seeing that proper treatment is
carried out by qualified personnel, using the appropriate materials and
suited equipment, as recommended by the Commission for Hospital
Hygiene and Infectious Disease Prevention of the Robert Koch Institute.
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7.Specific instructions for individual instrument types

* Avoid any contact with H,0, (hydrogen peroxide). Make sure that the
specified immersion times in the cleaning and disinfecting agents are
not exceeded. The carbide working parts would be attacked (a typical
indication is black staining of the instrument) reducing the instrument’s
service life.

« Tool steel instruments corrode and can therefore not be sterilized with
a sterilization method using saturated steam (e. g. autoclave).

« To achieve an optimal surface roughness, subsequent finishing is
necessary after using a diamond grinding instrument with coarse or
very coarse grit.

* Use a disc guard for diamond discs when working intraorally.

* When using diamond separating strips and diamond strips please avoid
contact with the gingiva as there is a risk of injury.

* Due to the ergonomically flat design of reciprocating files, please avoid
Jjamming, bending or using the file as a lever during use. Please make
sure that the files are properly fixed in the chuck of the reciprocating
contra-angle to the required depth.

« To avoid overstressing of the instrument, root canal instruments made
of nickel-titanium have to be used in a torque limited motor.

* Stainless steel root canal reamers (type “Gates”, “Miiller”, “P”) are
only intended for preparation of the coronal portion of the canal.

* For reprocessing anodized aluminium bur blocks, cleaning and
disinfecting agents suitable for aluminium must be used. Other agents
would destroy the anodized layer of the bur block. Aluminium blocks
are generally not suited for preparation in the thermo disinfector. Prior
to sterilization, rinse bur block under running water and dry thoroughly
(e.g. by air blasting). Frequent reprocessing may lead to colour devia-
tions.

* Root canal posts made of fibre reinforced composite or PMMA cannot
be sterilized. Therefore, they must be cleaned and disinfected with
medical alcohol. Root posts are intended for single use only.

* Clean and sharpen DSB abrasives every now and then with the clean-
ing stone.

* Always use polishers and brushes with low pressure to minimize
heat generation. Always polish in circular motion. To achieve brilliant
high shine, use the polishers in the indicated sequence when using
multiphase polishing systems.

* Polishers and Arkansas abrasives have to be prepared with suitable,
alcohol-free agents (e.g. Komet DC1).

7.1. Instruments with internal cooling and
sonic/ultrasonic instruments

* Manual reprocessing:
Rinse off surface contamination under running water. Remove all
stubborn contamination with a nylon brush under water level, turning
the instrument constantly. To assure patency of the internal cooling
channel, penetrate the perforation with the cleaning wire. Rinse the
cooling channel, e.g. with a syringe, until it is clean without any further
contamination at all.

* Mechanical reprocessing:
Sonic and ultrasonic instruments are placed into the thermo disinfec-
tor using the rinse adapter (see instructions for use).
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8. 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 cutting blades will cause the instrument to
vibrate and lead to poor preparation margins and rough surfaces.

* Void spots on the surface of diamond instruments are a sign of missing
diamond particles and reduce the instrument’s abrasive efficiency. An
inferior diamond coating quality will result in excessive heat genera-
tion. Excessive contact pressure or temperatures may cause damage
to the tissue.

* 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).

* In abrasive instruments, excessive contact pressure can lead to
stripping of the grit or clogging of the instruments and increased 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 reusable instruments which
have not been properly reprocessed.

* The reuse of disposable instruments (marked @ on the packaging) is
not permitted (e.g. polishers with lamellae and dental brushes). The
reuse of these products poses a risk of infection and/or the safety
of the products can no longer be guaranteed (e.g. due to the risk of
fracture with root canal instruments).

9. 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 applica-
tion, as indicated by the symbols provided. 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, dam-
age 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 MR/ diagnostics.

10. 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, Gebr. Brasseler 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.
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Cavity preparation

BinE

Crown preparation

A MRRRIRETEY)

Removal of old fillings

IR

Crown removal

AEETEY
Working on fillings

REME

Root canal preparation

RE
Angle
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Radius

B
Radius

31 SHIKE
Length of guide pin

ZefHf
Safety chamfer

HEERE

Cone angle

REE ()
Bevel cut (milling)

WEEERA
Rounded edges

B T
Rounded tip

KRIFTIEIN
Non cutting tip

RIHTIIEIN
Non cutting tip

KRinEIEAN, R
Cutting tip, pointed

KRinEIEIAN
Cutting tip

KiFTIIEIN
Non cutting tip
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Post systems

A EETaps
Prophylaxis

REFE
Root planing

1ERS
Orthodontics

AR

Oral surgery

g
Implantology

RmETIEAN
End cutting only

RekimFIEIN
End cutting only

RRmBIIEIN, HEIR
End cutting only, with chamfer

RRimB &N, B

End cutting only, with radius

KikETE S
End cutting

WEHT
double sided

LEHR
Upper side coated

TEHR

Lower side coated

HEHERIRD

diamond interspersed edge

WERDF, FihERIRD SR
Two-grit disc, double sided
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BIFEE K

Crown and bridge technique

RBEREEE &

Acrylic technique

MIAEER
Model fabrication

FEEE
Milling technique

e

Model casting technique

EEED

Diamond interspersed

R
Video

AERAESER

Further information available

BERER
Ultrasonic bath

HOHE
Thermodisinfector

BEXE

Autoclave

BHEER
Keep off sunlight

RETLL

Contain Latex

e BEREREET
Do not use cleaning agents
containing alcohol

DN EN

Do not apply contact pressure
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Maximum speed
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Packing unit
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Order number/reference number
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LOT Lot number
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Consult instructions
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IR, THERPHERSABRERFTE
BETSERILF™ ATNRESEF. .

! After the expiration date, the use of sterile packed instru-
ments carries a risk of infection, and the proper function
of the product can therefore not be guaranteed.
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2 Do not use in case of damaged packaging as the
sterility of the product is no longer guaranteed.
Make sure to check that reusable instruments are in
perfect condition and reprocess prior to use.

BEEE

Recommended speed STERILE[R]
e STERILE

P~ | STERILE [EO]

ENKE

Sterilized using irradiation

AREZRRE

Sterilized using ethylene oxyde

R
Use by’

NELRBIRIB L
Do not use in case of damaged
packaging?

&£=EH

Date of manufacture

— R

For single use only®

SEEHEAXERERT, TERREARE
ARk, PRSHRRNEN/ TR ERE
QES

3 The reuse of these products carries a risk of
infection. A safe, risk-free use can therefore not
be guaranteed.

TRALESFEIS RS AY T H- 208 - Number of blades for carbide finishers

O B4 - ultra-fine 30 J1H - blades

O - fine 16/20 J1 - blades

@ & normal 8/12 J1K - blades

SRITERLRE R~ - Diamond grit sizes

107 pm e RTREEWTE, REEPRAIAN,

- FE - medium HEMB TR /N SHREERR

O #B4 - ultra-fine 8 um

* With some instruments the grit size may
deviate from the specified value, depending
on their shape and size.

O W - extrafine 25 um @ EKE - coarse 151 pm *

@ B - super-coarse 181 pm *

@ - fine 46 um
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