


* Komplikationen sollten vor allem dadurch vermieden werden, dass nur dort implantiert wird, wo alle
Voraussetzungen fiir eine komplikationslose Behandlungsfiihrung bis hin zum Langzeiterfolg gegeben sind.
Bestehen von vorneherein Bedenken hinsichtlich der Erfolgschance eines gewiinschten implantat-
getragenen Zahnersatzes, sollte ggf. einer anderen prothetischen Lésung ohne Implantation der Vorzug
gegeben werden.

Zusatzhinweise fiir den Einsatz von Trepanen

* Beim Einsatz von Trepanen ist mit besonderer Sorgfalt vorzugehen. Insbesondere sollten die empfohlenen
Drehzahlen nicht tiberschritten werden.

* Zur Vorbereitung des eigentlichen Einsatzes eines Trepans sollte dieser im Linkslauf so eingesetzt werden,
dass eine Nut im Knochen entsteht. Danach kann der Trepan in diese Nut eingesetzt werden und mit
Rechtslauf weiter in die Tiefe vorgegangen werden.

* Z. B. durch vorherige Réntgenkontrolle ist unbedingt auf die maximal mégliche Bohrtiefe zu achten, um so
den nétigen Abstand z. B. zum Nervus Mandibularis zu wahren. Als zusitzliche Sicherheit zur
Nervschonung ist die Achsrichtung der Trepanfrasung, bezogen auf die sagittale Ebene des aufsteigenden
Astes, in einem Winkel von ca. 15-20° nach lateral zu frisen.
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Zusatzhinweise fiir den Einsatz von oszillierenden Instrumenten

* Vor jeder Anwendung soliten die Instrumente mit leichtem Druck durch Zeigefinger oder Daumen auf lhre
Betriebssicherheit gepriift werden (Gefahr des Bruches durch Dauerbeanspruchung oder Herunterfallen). Vor dem
Einsatz muss das Instrument fest eingeschraubt werden, da sonst eine Leistungsminderung entstehen kann.
* Die Einhaltung der instrumentenspezifischen Leistungseinstellungen (Frequenz, Schwingweite) fiihrt zu besten
Arbeitsergebnissen. Eine Nichteinhaltung der Leistungsempfehlung kann zum vorzeitigem Bruch der Instrumente fithren.
¢ Die Instrumente sind grundsitzlich geeignet fiir Ultraschallgeber, die Frequenzen von 24 kHz - 36 kHz fir
chirurgische Anwendungen liefern oder im Bereich von 5-7 kHz fiir Prophylaxe-Anwendungen mit
Schwingungsamplituden von 60-300 um liefern.

¢ Es sollten nur Antriebe verwendet werden, die konstruktiv in der Lage sind, ausreichend Kihimittel
an die Praparationsstelle zu beférdern.

Sonstige Hinweise:
* Aufgrund der gesetzlichen Vorgaben kénnen Warenriicksendungen grundsitzlich nur bei Angabe der
vollstindigen Lotnummer akzeptiert werden. Diese findet sich auf der Produktverpackung.

General application and safety instructions for the

medical deviceproduced by MEISINGER
Issued: February 2010

* MEISINGER medical products (dental, implantology, Bone Management, maxillary surgery, general
surgery, chiropody devices) must only be used by dentists, doctors and/or the respective experts who,
due to their training and experience, are intensely familiar with the use of these products and who have
the corresponding expertise in the respective specialist fields. The use of surgical products requires
relevant expertise and experience in dental implantology, maxillary surgery and/or other surgical fields
including diagnosis, preoperative planning and surgical techniques.

* It is the sole responsibility of the doctor in charge who, depending on the respective situation (indication),
decides on the actual use of the MEISINGER products for each individual case.

* Courses providing further training on the possible uses of MEISINGER products are organised on a
regular basis. You will find relevant information about these events as well as further information on
Meisinger products on the internet at www.meisinger.de.

 All Meisinger products have been developed for specific applications. Therefore, inappropriate use can
result in the premature wear and tear of the products and put patients and users at risk.

Application

* It is essential to only use turbines as well as hand and angle pieces that are technicaly and hygienically
faultless, maintained and cleaned.

* Rotating instruments need to be clamped as far down as possible with their speed set before applying them
on the object. are used with the rotary instruments.

* Using the instruments for canting or leveraging should be avoided as it increases the risk of breakage.

* Depending on the application, it is recommended to use protective goggles while using the instruments.
Users of diamond disks should use a disk protection device.

* Inappropriate use of the products leads to badly executed work and increased risk.

* When working with dry materials, it is recommended to use a suction cleaning device.

* In particular,users of hand tools should take care to use them gently and with consideration.

¢ The user must at all times avoid touching the instruments and parts without protection (protective gloves
should be worn).

¢ Thermal bone damage caused by rotating and oscillating tools (e.g. pilot burr, conical burr, expansion
burr) must at all times be avoided (user training, working at low speed and with sufficient cooling).

* During intraoral application attention has to be made to the fact that the products are protected against
aspiration or falling on the floor.

Use of pressure

* Users of the instruments should at all times avoid applying excessive pressure. This can damage the
working part of the instruments and cause the cutting edges to break off. At the same time, it generates
excessive heat.

* The use of excessive pressure when using grinding tools can cause the abrasive particles to break off or
the instrument to become clogged and lead to heat generation.

¢ During polishing, excess pressure can lead to heat generation.

* Due to overheating, excess pressure can damage the dental pulp or, due to broken off cutting edges, it
can result in undesired rough surfaces. In such cases, even instrument breakage cannot be excluded.

Cooling

* In order to avoid excessive heat generation during preparation, a sterilewater/sodium chloride solution
supplied via a permanent external feeding device should be used to ensure sufficient cooling during use
of the instruments.

* When using FG instruments that are more than 22 mm long or whose head diameter exceeds 2 mm,
additional external cooling is required.

* Insufficient cooling will lead to irreversible damage to the bone and/or the adjacent tissue.

Storage, disinfection, cleaning and sterilization

* Unless there is explicit information to the contrary, all MEISINGER products are supplied in non-sterile packaging
and, depending on the application, they need to be sterilised prior to use. Prior to their first use on the
patient and immediately after each use, all products need to be disinfected and sterilised. Inappropriate
cleaning and sterilising of the instruments can result in the patient being infected with harmful bacteria.

* You will find detailed instructions for the disinfecting, cleaning and sterilising of products in the
Instructions for the reprocessing of medical devices produced by Hager & Meisinger GmbH. We would
be happy to provide you with these instructions at your request. They are also available on the internet
at www.meisinger.de.

* The products should be stored in appropriate, hygienically maintained containers. The same applies to
sterilised instruments. The stored products must be protected from dust, humidity and recontamination.
Instructions as to maximum storage duration must be adhered to.

Speed recommendations for rotary instruments

* Following the instrument-specific speed recommendations produces the best results.

* Exceeding the maximum admissible speed (rpm) when using long and pointed instruments tends to produce
vibrations that can lead to the destruction of the instrument.

* When using working parts with diameters exceeding the thickness of the shaft, excessive speed can
release great centrifugal forces that may cause the shaft to bend and/or the instrument to break.
Therefore, the maximum admissible rpm must never be exceeded.

* Please consult the manufacturer’s information (see catalogue or www.meisinger.de) for the recommen
ded and the maximum admissible speed ranges. Non-compliance with the maximum admissible speed
puts safety at risk.

* Generally, the following rules apply:

— The larger the working part of an instrument the lower the speed

— The larger the working part of an instrument the greater the force of pressure

— Instruments with a maximum speed of 300,000 rpm are suitable for micro-motor hand pieces and
turbines with stable ball bearings. Not to be recommended for turbines with air bearings.

— Instruments with a maximum speed of 30,000 to 160,000 rpm are suitable for micro-motor hand
pieces or technical hand pieces up to the indicated rpm. Not to be recommended for turbines.

— Surgical instruments: suitable for geared down micro-motor hand and angle pieces 10:1 with stable
ball bearings. Speed 600 to 800 rpm with physical and, possibly, sterile external cooling or internal
cooling when using the respective hand piece.

Discarding worn instruments and parts

¢ As a rule, MEISINGER medical products are re-usable unless there is explicit proof and information to
the contrary. It is the sole responsibility of the doctor using the devices to decide on the possibility of
and the justification for multiple use as wellas on the frequency of use, based on the respective case and
the potential wear and tear of the products. If in doubt, it is always best to discard the products early and to
replace them.

* Instruments are subject to wear and tear. This is particularly true for rotating tools. Therefore, our
warranty for all rotating tools expires after their fifth use. If the tools are used more frequently, the manuf
acturer, Hager & Meisinger GmbH, can no longer guarantee a faultless cutting performance combined with
minimum temperature change.

* Broken off cutting edges of instruments cause vibrations and great forces of pressure, which, in turn, leads
to broken preparation corners and rough surfaces.

* Bare patches on diamond instruments indicate a lack of abrasive particles and can be a sign of blunt instru
ments. This leads to excessive temperatures during instrument use.

* Instruments that are bent and/or do not run true should be discarded forthwith.

*With the reuse of disposable products the risk of infection cannot be excluded and
a risk-free functional safety cannot be guaranteed.

Additional instructions for the use of implants

* As a rule, implants are meant to be used only once.

* Implants must only be inserted by dentists and doctors who are intensely familiar with dental implantology
including diagnosis, pre-operative planning, surgical techniques and prosthetic care.

* The unprotected touching of the implant by the user must be avoided (protective gloves must be worn).

* Systemic errors that are due to a mix-up of tools and implants are to be avoided. Therefore, paying
attention to colour coding and labelling is essential.

* A lack of primary stability can be due to the faulty preparation of the implant bed as well as to deficient
bone quality. In such cases, the mobile implant should be removed and replaced with a larger one.

* The best way to avoid complications is to only use implants when all the conditions for a complication-
free treatment guaranteeing long-term success have been met. If, from the start, there are reservations
regarding the chances of success of a desired implant-based dental prosthesis, it may be best to choose
another prosthetic solution that does not require an implant.

Additional instructions regarding the use of trepans

* When using trepans, you have to proceed with particular care. For example, it is advisable not to exceed
the recommended rpm speed ranges.

* In order to prepare for the actual use of a trepan, it should be set to produce counter-clockwise rotations
creating a groove in the bone. Afterwards the trepan can be inserted into this groove and, using clock
wise rotations, it can be moved further down.

* Carrying out a prior X-Ray is essential to establish the maximum possible drilling depth and to maintain
the necessary distance, for example, to the mandibular nerve. As an additional safety measure to spare
the nerve, the axial direction of the trepan countersink attachment, based on the sagittal level of the
ascending branch, must be milled laterally at an angle of approx. 15-20°.
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Additional instructions for the use of oscillating instruments

* Prior to each use, the instruments should be tested for operational safety by applying slight pressure with
the index finger or the thumb (risk of instrument fracture through continuous use or due to the instrument
having been dropped). Prior to use, the instrument must be firmly screwed down because, otherwise,
reduced performance may be the outcome.

* Complying with instrument-specific performance settings (frequency, amplitude of vibration) produces the
best results. Non-compliance with recommended settings may lead to premature breakage of the instruments.

* The instruments are generally suitable for ultrasonic transmitters that provide frequencies between 24 kHz and
36 kHz for surgical applications or in the field of 5 to 7 kHz for prophylactic applications with amplitudes of
vibration between 60 and 300 um.

* Only such drive mechanisms should be used that are designed in a way that sufficient cooling can be
provided to the prepared site.

Further comments:
* Due to statutory regulations, returned goods can, on principle, only be accepted if the complete batch
number is provided. This number can be found on the product packaging.

Instrucciones generales de seguridad y aplicaciones de
los productos MEISINGER en el sector médico

Ultima actualizacién: Febrero 2010

Los productos MEISINGER para el sector médico (dental, implantologia, Bone Management, cirugia
maxilar, cirugia general, pedicura) podran ser empleados sélo por dentistas, médicos o los técnicos
correspondientes que, en virtud de su formacién y experiencia profesional, cuenten con los conocimi
entos necesarios en el ambito especifico y estén lo suficientemente familiarizados con el uso de estos
productos. Para el empleo de productos quirdrgicos es condicién indispensable contar con los conocimi
entos y laquirtrgicos, incluyendo el diagnéstico, la planificacién preoperativa y las técnicas quirdrgicas.
Unicamente el médico, bajo su propia responsabilidad, sera el que decida la aplicacién especifica de los
productos MEISINGER en cada caso particular, en funcién de la situacién (indicacién) correspondiente.
Ademas, regularmente se celebraran seminarios de formacién sobre los usos posibles de los productos
MEISINGER. Las informaciones correspondientes sobre dichas iniciativas, ademas de informaciones mas
detalladas sobre los productos Meisinger, figuran en Internet bajo www.meisinger.de.

Todos los productos Meisinger han sido desarrollados para una aplicacién especifica. Un uso inadecuado
puede provocar pues un desgaste prematuro en los productos, poniendo en peligro por consiguiente a
los pacientes y a los usuarios.

.
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Aplicacién
* Ponga atencién en emplear sélo turbinas dentales, piezas de mano normales y acodadas limpias, que hayan
sido sometidas al debido mantenimiento y que estén impecables técnica e higiénicamente hablando.

* Los componentes giratorios se deberan agarrar lo mas profundamente posible y deberan alcanzar la
velocidad adecuada antes de ser colocados sobre el objeto.

Evite servirse de instrumentos para bloquear o elevar, ya que esto conlleva un alto riesgo de fractura.

Segun la aplicacion, se recomienda el empleo de gafas protectoras cuando se trabaja con los instrumentos.
Use una proteccién especial a la hora de emplear una muela abrasiva de diamante.

El uso indebido de los productos da lugar a resultados deficientes y aumenta los riesgos.

¢ Trabaje con un sistema de aspiracién a la hora de elaborar materiales en seco.

Procure trabajar suavemente y con delicadeza sobre todo si emplea Gtiles de mano.

Es indispensable evitar el contacto directo del usuario con los instrumentos y los componentes (emplee

guantes protectores).

¢ Evite siempre causar dafios de origen térmico en el hueso por el uso de d(tiles giratorios y
oscilantes (brocas piloto, brocas para implantes, extensor dental, etc.) (formacién del usuario,
trabajar a velocidad reducida y con refrigeracién suficiente).

¢ Con la utilizacién intra-oral atender a que los productos estan asegurados contra la aspiracién o caida.

Fuerzas de compresion

¢ Es indispensable evitar las fuerzas de compresién demasiado elevadas a la hora de emplear los
instrumentos. Pueden provocar la fractura del filo de componentes clave de los instrumentos. Ademas
de que generan calor.

En el caso de los instrumentos abrasivos, las fuerzas de compresién demasiado elevadas pueden provocar
el resquebrajamiento de los granos abrasivos, el ensuciamiento de los instrumentos y la generacién de
calor.

Las elevadas fuerzas de compresién durante el pulido pueden generar calor.

Las fuerzas de compresion demasiado elevadas pueden danar también la pulpa dental o, debido al
resquebrajamiento de los filos de los instrumentos, generar las tan poco deseadas superficies asperas.
Tampoco se puede descartar que se fracturen los instrumentos.

.

Refrigeracion

¢ Mientras esté utilizando los instrumentos y para evitar que se genere demasiado calor durante la
preparacién, procure que la refrigeracién (con solucién acuosa / de cloruro de sodio estéril) sea
suficiente, a través de una alimentacién permanente externa.

¢ En el caso de instrumentos de alta velocidad (Friction Grip) con una longitud total de 22 mm o un
diametro del cabezal de 2 mm, se requiere una refrigeracién externa adicional.

* Una refrigeracién escasa puede dafar irreversiblemente el hueso y/o los tejidos adyacentes.



