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2, Intended Use

These products are surgical instruments designed for
the surgical placement of dental implants or
prosthesis. It typically contain various dental drills,
drill extensions, depth gauges, wrenches, drivers,
osteotomes, path finders, and direction indicators
designed in various types and sizes for use.

# Surgical insertion instruments for temporary use(like
Drill etc.)

— Al surgically
transient use
Surgically invasive devices that perform for creating
hard tissue/ soft tissue shapes suitable for implant
surgery, like to drilling holes on the bone cutting
tissue.

invasive devices intended for

Product lines are as follows:
- Lance drill
- Tissue Punch
— Marking Drill
— Shaping Drill
- Stopper Drill
etc.

# The Instruments that is not inserted surgically(like
Connector, Driver etc.

— only to assist in the procedure

Surgical non-invasive devices that perform to help for
implant surgery and don't modify hard tissue/ soft
tissue.

Product lines are as follows:
- Handpiece Connector
- Ratchet Connector
- Implant Carrier
- Hand Driver
— Octa Driver
- Torque Oriver
— Torque Wrench
etc.

3. Pre—-operative planning

Author ised representative in the european community
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Caution: Federal law(USA) restricts this device to
sale by or on the order of a licensed dentist
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English

1. Product Summary

To recover a patient’'s masticatory function, it is
necessary to have a dental implant which is implanted
into a patient’s alveolar bone as a root of a tooth
and abutment which is protruded through the gum in
the oral cavity. These products include various
Instruments to support implant surgery.

For a successful treatment, the following confirmation
procedures should be performed carefully to confirm
the treatment plan and evaluation, and also the
product with medical and dentistry’s point of view.

(1) Should check out the patient’s oral status through
the clinical, radiography photo, and model analysis.
(2) Should ask the patient’s decision in case of
various treatment methods, after providing the
sufficient explanation of the merit and demerit of
each method and treatment schedule.

(3) Should check a patient’'s medical history to
evaluate the status of patient’s health condition. If
there is any doubt about a patient’s health condition,
the various clinical tests should be performed to
determine the absence of abnormal conditions before
preparing for the surgery.

(4) The product is supplied as non-sterile devices. All
product used for surgery must be sterilized before

use.

(5)Choose the surgical instrument after considering
right dimension at surgical site.

(6)Depth Gauge is needed to confirm that the product
is the same as shown in the catalog. In particular, it
is recommended to use after checking if laser
marking is in the same location.

* Marking can easily be erased when the product is
left for a long time after the procedure, so caution is
required.

(7) Should not use the product if the package is not
completely sealed or that is torn, and also should
certainly check the abnormalities such as foreign
body, stain, minute dust, expired date, and etc. after
opening the package.

(8) Check the product information such as reference
code, size, manufacturing date and expiration date
before starting the surgery.

(9) Check for compatibility —with
component before surgery.

(10) Check if there is any problem in the shape of
the instrument

the opponent

4. Instruction for Use & Procedure
For a detailed procedure and the features of our dental
implant system components used with the products,
please refer to the catalog of relevant Implant System
issued by MegaGen Implant Co., Ltd.

5. Adverse Effects

(1) It could result in implantation failure, like bone
loss, low initial stability, fixation failure, irritation and
nerve damage, degradation of masticatory function by
careless surgical practice. Also there is a risk of
death due to severe infection in severe cases.

(2) Complications such as malaise, pain, edema,
bleeding, Inflammation, fever, infection, soft tissue
ulcer, feeling of irritation, malocclusion, and an open
suture site may result from inattentive surgical
practice or poor patient overall health.

(3) Numbness from nerve damage in the facial area
is usually a temporary symptom, but some cases are
permanent.

6. Contraindications

Contraindications should be observed when selecting
patients. These include, but are not limited to:

(1) Low bone quality and inadequate bone quantity
(2) Bad oral hygiene and pathological infection at the
alveolar bone.

(3) Internal diseases such as hematodyscrasia and
diabetes, or mal— nutrition
4) Alcoholic, drug abuse,
mental patient.

(5) Other periodontal and surgical operation prohibited
patient

heavy smoking and a

7. Preservation & Handling

(1) The surgeon should check each product being
used during surgery is in right position and whether if
the product is contaminated or not.

(2) The surgical instrument should be UPémmanaMiisPoc

dental implant surgery following procedure as guided.
(3) The edge of surgical instrument for making the
bone cavity should be checked before use.

(4) The surgical instrument for making the bone cavity
should be wused with saline solution to prevent
necrosis.

(5) The surgeon should use the surgical instrument
with  suitable  RPM(revolutions per minute) by
considering bone condition such as bone density.

(6) It should be used surgical instruments of relevant
Implant System.

(7) A small devices such as gauges with measuring
function can be entered through throat during surgery.
Fixation with thread or wire should be needed.

(8) The surgical instruments are reusable and dental
drills should be replaced after being used 50 times in
condition of TiN coating and non-coating or 50 times
in condition of AITIN coating or when the cutting
efficiency declines. The lifetime of dental drill can be
changed by handling method.

(9)The frequency of use could be changed depending
on the handling.

(10)It can not be used when the cutting force of Dril
is reduced.

(11) Unpacked or damaged product should be not
used and it cannot be returned to the manufacturer
or distributor.

(12) When disposing of such devices, safely dispose
of them in accordance with the relevant authorities'
regulations regarding the disposal of medical devices.
(13) If serious incident occurs in relation to the
device should be reported to the manufacturer and
the competent authority of the Member State in which
the user and/or patient is established.

(14) If the package that is not opened by dentist is
defective, request a replacement from manufacture.
(15) This Product should be stored at 15C~30C
condition.

8. Reusable method and Storage
The used surgical instruments should be store after
cleaning and sterilization.

8.1. Cleaning

QClean surgical instruments separately and go
through a special cleaning procedure before
sterilization as mentioned below.

1) Remove all remaining pollutants (tissues, blood,
bone residuals, etc.) on the surface by immersing
used surgical instruments in water. Keep surgical
instruments in wet environment until the next step

indicated below is initiated.

2-1) Wash surgical instruments manually (conventional
method).

a. Immerse surgical instruments in the water mixed
with enzyme detergent (e.g. enzyme detergent with a
pH level between 6 and 9) or its similar detergents
(available to use commercial products).

b. Scrub the surface of surgical instruments until all
visible pollutants will be removed with a suitable soft
bristled__nylon brush (more than 4minutes). Clean
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minute parts of surgical instruments with cleansing
needle.
c. Rinse the surface of surgical instruments with tap

water to remove all cleaning solution.

2-2) Automatic washing using ultrasonic cleaner
(recommendation method)
a. After putting surgical instruments in a washing

container (e.g. plastic basket) inside of an ultrasonic
cleaner, fill water completely. [You'll get better effects
when using enzyme detergent (e.g. enzyme detergent
with a pH level between 6 and 9) or its similar
detergents (available to use commercial products.)]

b. Clean them for 5~15 minutes and drain the water.
c. Rinse the surface of the surgical instruments with
tap water to remove all cleaning solution.

QRepeat step a, b, c until surgical instruments are
completely clean and perform a visual inspection.
QDry the surface of surgical instruments by natural
drying or according to a drying cycle of cleaner. If
needed, manual drying using nonabrasive tower with
no lint is possible.

QFor more information about available enzyme
detergents and cleaner, refer to instructions from the
manufacturer and have to be followed.

OWash surgical devices separately and go through a

special washing procedure as below before
sterilization.

8.2, Sterilization

QSurgical  Instruments  should be sterilized at

temperature of 132°C(270°F) for 15 minutes by high
pressure steam sterilization and dry for 30 minutes.
Qln case of more than 149C(300.2°F), a kit box may
be deformed so it should be careful.

9. Caution A

= Product should not be used if packaging is opened
or damaged.

= Do not use the contaminated product by mistake of
surgeon during the surgery.

= The product should not be
between patients without sterilization.
= |f the instrument is contaminated, even a single
patient should not use it in another part.

= Immediate action should be taken in the event of
an accident.

= Quality and accuracy cannot be guaranteed if the
customer  (user) uses similar  products  not
manufactured or sold by us.

= |f the direction of fixation between the fixture and
the connector is not correct, it may be deformed.

= |f the recommended number of uses is exceeded,
product deformation or fractures may be indicated.

= User shall state that the product should not be
used if the packaging is not completely sealed or
torn.

= Patients aged 18 and over who have completed the
growth of the jaw bone (Partial or complete edentate
patient)

mManufacturer is not responsible for any damages to
the product from sterilization or improper handling

reused products

other than the high pressure steam sterilization
method suggested by.
* Problems can occur if not used in the

recommended way by manufacture.

* Guide should be used when using Removal Tool, if
don't use guide, tool could be fracture.

* Changing the instrument's path during use may
cause deformation of the product.

10. Warning

The following is strongly to be recommended for safe
and effective use of MegaGen Implant System.

(1) The surgeon should be a medical specialist who
practiced high technique for implant surgery.

(2)The surgeon should be fully aware of the operating
method and cautions for the product before the use.
(3) The surgeon should wear an aseptic operating
gown, and perform surgery in the operating room
remained the aseptic condition during surgery.

(4) Inappropriate selection of patient and technique
can cause a failure of the implant surgery and loss
of supportive bone.

(5) Patients poor oral hygiene management can lead
to side effects.

(6) Careless animal rearing in the dentist can
contaminate the instrument.
(7)The Dental Implant has not been evaluated for

safety and compatibility in the MR environment. It has
not been tested for heating, migration, or image
artifact in the MR environment. The safety of Dental
Implant in the MR environment is unknown. Scanning
a patient who has this device may result in
patient injury.

(8) The product must be used in clean and pleasant
environment area.

Deutsch
1. Hinweise zur Anwendung
Die Zubehorkomponenten der PerioType — Systeme
umfassen eine Auswahl an Formen und GroBen, die
der Indikation und Art der prothetischen Versorgung
und_des inserierten Implantates zugeordnet sind:
2. Gebrauchsanweisung
Bitte lesen Sie das System - Handbuch/ System -
Guide zum  chirurgischen  Vorgehen und den
Prozessabfolgen.
3. Hinweise vor dem Gebrauch
Sprafen Sie, ob die Probleme in fremde Substanz,
Beize, endliche Staub vor dem Gebrauch.
QDas Produkt wird unsteril geliefert. Alle Produkt fur
Chirurgie verwendet werden, mussen vor Gebrauch
sterilisiert werden.
QWahlen Sie das Produkt unter Berlicksichtigung
richtige Dimension an Operationsstelle.
QEin  Rontgenbild sollte fur die Beurteilung der
anatomischen Beschaffenheit von Knochenangebot,
sowie der Lage benachbarter Strukturen vorliegen.
QEine klinische Inspektion sollte die
Okklusionsverhaltnisse, den parodontalen Zustand und
den zu versorgenden Kieferbereich berticksichtigen.
QGeoffnete Verpackungen sollten sorgféltig behandelt
und Kontaminationen vermieden werden.

QEin Tiefenmesser ist notwendig, um zu priifen, dass
das Produkt die gleiche Abmasse enthalt wie im
Katalog oder Handbuch vorgestellt ist. Insbesondere
empfiehlt es sich zu Uberprufen, ob die
Laser-Kennzeichnung ist an der gleichen Stelle
markiert ist. Die Laserbeschriftung kann einfach
geloscht werden, wenn das Produkt fur l&ngere Zeit

nach dem Eingriff nicht benutzt wird. Daher ist
Vorsicht geboten.

4. Handhabung

QDer Betreiber sollte prifen jedes Produkt wird

wahrend der Operation eingesetzt wird in der richtigen
Position, und ob, wenn das Produkt kontaminiert ist

oder nicht.
QODas Produkt sollte nur fur die zahnérztliche
Implantologie eingesetzt werden folgende Verfahren
als gefuhrt.
ODer Rand des chirurgischen Instruments durfen

getragen als Betreiber nutzen werden. Der Betreiber

sollte Zustand der Kante vor dem Einsatz zu
Uberprufen.
QDas Produkt ist mit Kochsalzlésung verwendet

werden, um Nekrosen zu verhindern.

QDer Betreiber sollte das Produkt mit
Richtgeschwindigkeit Revolution durch die
Berticksichtigung der Knochendichte und der Zustand
des Patienten zu verwenden.

ODas Produkt kann fur die Messung durch Kehle

wéahrend der Operation eingesetzt werden. Fixierung
mit Faden oder Draht sind nicht erforderlich.
QDie chirurgischen Instrumente sind

wiederverwendbar. Obgleich der Bohrer bis zu 50 Mal
verwendet werden kann, wird jedoch empfohlen den
Bohrer bis zu 5 Mal wieder zu verwenden.

5. Wiederverwendbar methode und Lagerung

Nach dem Gebrauch sollte das Produkt nach
folgender Empfehlung kontrolliert und gelagert werden.
5.1. Reinigen

ODie Instrumente sollten gesondert gereinigt werden
und sollten vor der Desinfizierung gut gereinigt
werden.

1)Legen Sie die Instrumente in ein Wasserbad, um
Verschmutzungen (Gewebe, Blut, Knochensplitter etc.)

auf der Oberflache zu entfernen. Lagern Sie die
Instrumente im feuchten Zustand bis zum nachsten
Schritt.

2-1)Instrumente  mit  Wasser spulen (allgemeine
Methode)

a.legen Sie die Instrumente in ein Wasserbad, das

mit  Enzym-Reinigungsmittel  (der
zwischen 6-9 liegen) oder dergleichem
erhaltlichem Reinigungsmittel) vermischt ist.
b.Bursten Sie mit einer kurzhaarigen weichen
Nylonburste optisch erkennbare Verschmutzungen auf
dem Instrument weg (feine Rillen sollten mit einer
Spezialbiirste ges&dubert werden.)

c.Spulen Sie die Instrumente gut durch,
Reinigungsmittel vollstéandig zu entfernen.
2-2)Automatisches Reinigenmit Ultraschall-Waschgeré&t
(wird empfohlen).

a.Legen Sie die Instrumente in das Waschbecken und
fullen Sie es mit Wasser voll. (Wenn Sie gleichzeitig

pH-Wert  sollte
(im  Markt

um das



ein Enzym-Reinigungsmittel (pH-Wert zw. 6-9) oder
dergleichen (im Markt erhaltlichem Reinigungsmittel)

verwenden, kénnen Sie ein besseres Ergebnis
erzielen.
b.Leeren Sie das Waschbecken nach 5 bis 15

Minuten Waschen.

c.Spulen Sie die Instrumente gut mit Wasser durch
und trocken Sie die Instrumente gut aus.

QOlassen Sie die Instrumente in der Luft trocknen
bzw. betatigen Sie den Trockungsmodus auf ihrem
Reinigungsgerat.

ODie Instrumente mit einem weichen
Lappen abwischen und danach gut lagern.
OWiederholen Sie den Reinigungsvorgang bis die

fusellosen

Instrumente  sauber sind und prifen Sie den
Sauberkeitsgrad.

QGenaueres Uber Reinigungsmittel und
Reinigungsgerate  beim  entsprechenden  Hersteller
einholen.

5.2. Sterilisierung

ODie Desinfizierung wird mit einem Hochdruck-Dampf
bei 1327C(269.6°F) fur ca. 15Minuten lang mit einer
Trocknungszeit von 30 Minuten durchgefihrt.

QBitte beachten Sie, dass die Kassette bei tber 14
9C(300.2°F) verformen kann.

QDie sterilisierten Instrumente sollten bei 15T-30T
(59°F-86°F) in einer sauberen Umgebung gelagert
werden.

6. Indikationen — Kontraindikationen

Um ein sicheres Behandlungsergebnis zu erhalten,
missen einige klinischen Aspekte Beriicksichtigung
finden:

Geringes Knochenangebot, schlechte Knochenqgualitat,

schlechte Mundhygiene, starkes Rauchen,
Bluterkrankungen und Diabetes kénnen die
Osseointegration  negativ  beeinflussen und  zum

operativen Misserfolg fuihren.

7. Warnung

Wir empfehlen strengstens, den unten aufgefthrten
Punkte far eine sichere und erfolgreiche Anwendung
von PerioType Folge zu leisten.
QChirurg sollte  Spezialist auf
zahnarztlichen Implantologie sein.
QODer Chirurg sollte die Hinweise zum Umgang mit
dem Produkt sowie die Sicherheitshinweise kennen.

dem Gebiet der

8. Vorsicht
OBitte verwenden Sie ebenfalls keine kontaminierten
Produkte.
Italiano
1. Indicazioni d’uso
Il Sistema di Componenti Implantari Megagen sono

prodotti di estrema precisione nelle diverse forme e
dimensioni, e possono essere scelti secondo I'uso e
lo scopo per ottenere una protesi che risulti adatta
all'impianto inserito nell'osso alveolare del paziente:
2. Istruzioni d’'uso e procedure

Per ottenere dettagliate informazioni
chirurgica prendere come riferimento
Sistema Implantare Megagen.

3. Precauzioni

sulla tecnica
la  Guida al

OControllare che i problemi in sostanza estranea,
macchia, polvere finita prima dell'uso.

Qll prodotto viene fornito non sterile. Tutti i prodotti
utilizzati per la chirurgia deve essere sterilizzato prima
dell'uso.

DOScegli il prodotto dopo aver considerato a giusta
dimensione del sito chirurgico.

ONel caso del Depth gauge, verificare che la sua
immagine sia uguale a quella del catalogo o del
libretto delle istruzioni. Verificare in particolare che il
laser marking sia nello stesso punto. Nel caso sia
stato trascurato per lungo tempo dopo l'uso, il laser
marking puo faciimente essere cancellato, quindi fare
attenzione.

4. Procedure

QOL'operatore deve controllare ogni prodotto che viene
utilizzato durante I'intervento chirurgico & in posizione
giusta e se se il prodotto & contaminato o no.

Qll prodotto deve essere usato solo per la chirurgia
implantare dentale seguente procedura guidata.

all bordo dello strumento chirurgico pud essere
indossato come |'operatore lo uso. L'operatore deve
verificare le condizioni di bordo prima dell'uso.

Qll prodotto deve essere usato con soluzione
fisiologica per evitare la necrosi.

Ol'operatore deve utilizzare il prodotto con velocita
consigliata di rivoluzione, considerando la densita
ossea e la condizione del paziente.

all prodotto per la misurazione possono essere
inserite attraverso la gola durante un intervento
chirurgico. Fissaggio con filo o filo dovrebbe essere
necessario.

Ql nostri strumenti  sono riutilizzabili. Quando  si
utilizza per la prima volta il drill, esso pud essere
utilizzato fino a 50 volte, ma nel caso di riutilizzo si
consiglia di usare fino a 5 volte.

5. Istruzioni per riutilizzabili e Conservazione

Dopo I'utilizzo, bisogna seguire | seguenti metodi di
conservazione e cura.

5.1. lavaggio

QGli strumenti vanno puliti separatamente e prima
della sterilizzazione devono seguire delle particolari
procedure di lavaggio.

1)Eliminare le sostanze contaminate rimaste (tessuti,
sangue, frammenti di osso, ecc.) immergendo gli
strumenti utilizzati in acqua. Lasciarli in ambiente
umido fino all'esecuzione della procedura sottostante.
2-1)Pulizia manuale (procedura generalmente
esequita)

a.lmmergere gli strumenti in una soluzione di acqua e
detergente a ase di enzimi (per esempio, un
detergente con PH 6~9) o altri detergenti simili (e'
possibile usare prodotti in vendita).

b.Pulire con uno spazzolino a setole morbide e corte
la superficie dello strumento fino a rimuovere tutto lo
sporco visibile. (Pulire le parti troppo piccole con una
siringa.)

c.Sciacquare le superfici con
tutta la soluzione.

2-2)Pulizia automatizzata con il sonicatore (procedura
consigliata)

a.Mettere gli strumenti in un cestello (per esempio
una vaschetta di plastica) del sonicatore e riempirco

l'acqua per rimuovere

completamente di acqua. (Si puo' ottenere un
migliore effetto se si utilizza un detergente a base di
enzimi (per esempio, un detergente con PH 6~9) o
altri detergenti simili (e' possibile usare prodotti in
vendita).)

b.Sonicare per 5~15 minuti, quindi vuotare il cestello.

c.Sciacquare di nuovo gli strumenti nell'acqua, e
vuotare il cestello. -
QOlasciar asciugare la superficie dello strumento

oppure seguire le modalita' del sistema di lavaggio.
QFino al momento della sterilizzazione conservare gli
strumenti dopo averli puliti con un panno non
abrasivo e privo di lanugine.

QRipetere le fasi di lavaggio fino alla completa pulizia
dello strumento; controllare se sono ancora visibili
elementi contaminati.

QPer il detergente da usare e altri dettagli, attenersi
scrupolosamente alle istruzioni e consigli del
produttore corrispondente.

5.2. Sterilizzare

D Sterilizzare in autoclave a 1327C(269.6°F)
minuti e asciugare per 30 minuti.

OSe si superano | 1497C(300.2°F) possono verificarsi
delle deformazioni al kit box.

QDopo la sterilizzazione gli strumenti devono essere
conservati a 15C-30C(59°F-86°F) in un ambiente
pulito e senza polvere.

6. Controindicazioni

per 15

Per ottenere un impianto stabile e duraturo,
I'intervento deve rispettare certe condizioni standard
perché  possono  verificarsi casi  di  scarsa
osteointegrazione e continui fallimenti se si hanno:
osso inadeguato, bassa qualita dell'osso, cattiva
igiene orale, fumo eccessivo, malattie del sangue,

complicazioni da diabete.

7. Avvertenze

Per un buon utilizzo del Sistema Impiantare Megagen
si raccomanda di osservare i seguenti punti:
Qil dentista deve avere un alto livello di
implantologica.

Qll dentista deve conoscere molto bene i
operativi e i rischi del prodotto prima dell’'uso.

tecnica

metodi

8. Attenzione

QNon utilizzare prodotti contaminati per errori del
dentista durante |'operazione.
Espafiol
1. Indicaciones para su uso.
Los componentes del los sistemas de implantes

Megagen han sido bien disefiados en varios modelos
y tamanos, Lineas de producto.

2. Instrucciones para Uso y Procedimiento

Para un procedimiento detallado, por favor consultar
la Guia de uso de los sistemas de implantes hecha
por MegaGen Corp. (Implant System catalog)

3. Precauciones antes de usar

QCompruebe que los problemas en la sustancia
extrafia, el polvo mancha, finita antes de su uso.

QEl producto se entrega sin esterilizar. Todos los
productos  utilizados para la cirugia debe ser
esterilizado antes de su uso.

QElija el producto después de

NI il

dimension a la derecha en lugar de la cirugia.

OPara el indicador de profundidad(Depth gauge),
compruebe si la imagen es lo mismo que la del
producto del catélogo o del manual de uso. Sobre
todo, para usar debe verificar que la marcacion de
laser esté situada en el mismo lugar. La marcacion
de laser puede ser borrada cuando esté expuesta a
lo largo tiempo después de la operacion.

4. Manejo

QEl operador debe comprobar cada producto que se
utiliza durante la cirugia estd en la posicion correcta
y si si el producto estd contaminado o no.

QEl producto sélo debe utilizarse para la cirugia de
implante dental siguiente procedimiento guiado.

QEl borde del instrumento quirGrgico puede ser
usado como el creador de usarlo. El operador debera
comprobar el estado del borde antes de su uso.

QEl producto debe utilizarse con solucién salina para
evitar la necrosis.

QEl operador debe utilizar el producto con velocidad
recomendada de la revolucion, considerando la
densidad 6sea y la condicion del paciente.

QEl producto para la medicion se pueden introducir
a través de la garganta durante la cirugia. La fijacion
con hilo o alambre debe ser necesario.

Qla herramienta de nuestra empresa es reutilizable.
El taladro se puede usar hasta 50 veces en su primer
uso, pero le recomendamos que use 5 veces en la
reutilizacion.

5. Reutllizables metodo, y almacenamiento

Después del uso, se debe conservar y mantener de
la siguiente manera.

5.1. Limpieza

QEl instrumento debe ser limpiado aparte y debe
seguir los siguientes procedimientos especiales de
limpieza antes de la estrilizacion.

1)Elimine las contaminaciones(tejido cutaneo, sangre,

piezas de hueso, etc.) que han quedado en la
superficie después de wusar los instrumentos de
operacion  pondiéndolo en aguas. Conserve los

instrumentos en el ambito humedo hasta realizar las
siguientes instrucciones.

2-1)Limpieza manualde instrumentos(Manera tipica)
a.Deje el instrumento en remojo en el agua mezclado
con el liquido de enzima(Ej:PH 6~9) o otro liquido
similar al mismo(se puede usar los productos que se
venden en el mercado).

b.Frote las superficies del instrumeto con un cepillo
suave y corto de nilon hasta que se quiten todas las
substancias sucias (La parte delicada del instrumento
debe ser limpiada con la aguja de limpieza).
c.Enjuague las superficies del instrumento con agua
para quitar todo el liquido de limpieza.

2-2)Limpieza automatica con lavadora de ultrasonido
(Recomendado).

a. Cologue el instrumento en el recipiente(Ej.:cesto
plastico) de la lavadora y rellene agua
completamente. Es mas efectivo el lavado con liquido
de enzima(Ej:;PH entre 6 y 9) o otro similar al
mismo(se puede usar los productos que se venden
en el mercado).

ey escurrir durante 5 a 15 minutos.
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c.Lave de nuevo el instrumento con agua y vacie el
agua.

QSeque la parte exterior del instrumento segun el
modo de secar de la lavadora o dejarlo en el aire
para secar de manera natural.

QDespués del lavado del instrumento seque con la
tela no abrasiva sin pelusa para guardar antes de ser
esterilizado.

QORepite las limpiezas hasta que quede
instrumento y lo verifique a sus propios 0jos.
OPara mas detalles acerca del liquido de limpieza
para usar y del equipo debe tomar en cuenta de la
manera de uso y las recomendaciones del respectivo
fabricante.

5.2, Esterilizacion

0Se debe esterilizar con vapor en grado de 132C
(269.6°F) durante 15 minutos y sercar 30 minutos.
QSi supera mas del grado 149°7C(300.2°F), se
provoca la deformacion en kit box(caja de kit), por lo
que debe tener cuidado.

QEl instrumento completado de limpieza debe ser
guardado en el lugar limpio donde no hay polvos a la
temperatura de entre 15C y 30C(59°F-86°F).

6. Contraindicaciones

Para que el tratamiento sea llevado a cabo con éxito,
es necesario cumplir con una condicion estandar.
Baja calidad del hueso, hueso inapropiado, pobres
condiciones de higiene oral, enfermedades
sanguineas, excesivo consumo de cigarrillos,
diabetes, etc, pueden causar el fracaso del
tratamiento (como por ejemplo, falla en la adhesion
al hueso).

7. Advertencia

Para un wuso seguro y efectivo del Sistema de
Implante Megagen, se recomienda firmemente que.
QEl operador sea un médico especialista con
requerida habilidad técnica.

limpio el

la

QEl  operador debe encontrarse completamente
enterado del procedimiento del tratamiento y las
instrucciones para el uso del producto.

8. PrecaucionA
QSi durante el tratamiento, por error del operador el
producto es contaminado, este no debe ser usado.

Romaéana

1. Indicatii de utilizare

Aceste produse sunt instrumente chirurgicale destinate
inserdrii chirurgicale a implantelor sau a protezelor dentare.
Acestea contin de obicei freze dentare variate, prelungiri
de freze, instrumente de masurare a adancimii, cheite de
mana, chei dinamometrice, osteotoame, sonde, si indicatori
de directie proiectate in diferite tipuri si marimi pentru
utilizare.

2. Instructiuni de utilizare & Procedura

Pentru procedura detaliata, va rugdm sa consultati
catalogul MegaGen Implant Co., Ltd.

3. Precautii

OVerificati produsul Inainte de utilizare, s& nu existe
corpi straini si anomalii.

OProdusul este liviat ca un dispozitiv nesteril. Toate

produsele utilizate pentru  chirurgie trebuie — sterilizate

Tnainte de folosire.

OAlegeti  instrumentul  chirurgical dupad examinarea
dimensiunii corecte a zonei chirurgicale.
Olnstrumentul de adancime este necesar pentru a

confirma faptul c& produsul este acelasi ca cel prezentat
in catalog. In special, se recomanda utilizarea dupa ce
se verificd daca marcajul cu laser este In acelasi loc.
Marcajul cu laser poate fi sters usor atunci cand
produsul este ldsat in solutia de dezinfectare pentru mai
multa vreme Este necesarad precautia.

4. Manipularea

QcChirurgul trebuie s& verifice daca fiecare produs care
este utilizat in timpul operatiei este in pozitia corecta si
daca produsul este contaminat sau nu.

Qlnstrumentul chirurgical ar trebui s& fie folosit doar
pentru chirurgia implantului dentar, urmand instructiunile
de _utilizare.

QTaisul  instrumentului  chirurgical pentru  realizarea
cavitatii osoase trebuie verificat inainte de utilizare.
Qlnstrumentul  chirurgical pentru  realizarea neoalveolei
osoase ar trebui sa fie utilizat cu solutie salind pentru a
preveni necroza.

QChirurgul  ar  trebui sa& foloseasca instrumentul
chirurgical cu RPM potrivite (rotatii pe minut) luand in
considerare starea osului/densitatea osoasa.
Qlnstrumentele chirurgicale utilizate
corespunda cu tipul de implant utilizat.
QAnumite dispozitive de mici dimensiuni, pot fi Inghitite
sau aspirate accidental de catre pacient in timpul

trebuie sa

interventiei  chirurgicale. Este posibil sa fie necesard
fixarea acestora cu fire sau sarma.

Qlnstrumentele  chirurgicale sunt reutilizabile.  Frezele
dentare ar trebui s& fie fnlocuite: dupd ce au fost

folosite de 30 de ori, In conditi de acoperire cu nitrura
de titan sau fara acoperire, de 80 de ori In conditi de
acoperire cu titan si aluminiu, sau atunci cand scade
eficienta  taierii.

5. Metoda de reutilizare $i depozitarea
Instrumentele  chirurgicale folosite
depozitate dupa curatare si sterilizare.
5.1. Curatarea

QCuratati instrumentele chirurgicale separat si efectuati o
procedurd speciala de curétare inainte de sterilizare, asa
cum este mentionat mai jos.

1) Indepartati de pe suprafatad orice urma de poluanti
(tesuturi, sange, reziduuri de os etc.) prin scufundarea
instrumentelor chirurgicale T apa. Tineti instrumentele
chirurgicale intr-un mediu umed pand cand se va initia
urmatoarea etapa indicatd mai jos.
2-1) Spalati manual instrumentele
metoda conventionala)

a. Cufundati instrumentele chirurgical in ap& amestecatd
cu detergent enzimatic (de ex. detergent enzimatic cu
nivel de pH Intre 6 si 9) sau detergenti asemanatori
(disponibili pentru a utiliza produse comerciale)

b. Indepartati impuritatile suprafetei  instrumentelor
chirurgicale pana cand toti poluantii vizibili vor fi
Indepartati, cu o perie de nailon moale cu fibre uscate
(mai mult de 4 minute). Curatati péartile mici ale
instrumentelor chirurgicale cu un ac de curatare.

c. Clatiti suprafata instrumentelor chirurgicale cu apa de
la robinet pentru a indepérta toate solutile de curatat.

ar trebui sa fie

chirurgicale ~ (prin

2-2) Spalare automata folosind un dispozitiv de curatare
cu ultrasunete (metoda recomandata).

a. Depozitali instrumentele intr—un recipient de spélare
(de ex. un vas de plastic) Intr-un curatator cu
ultrasunete, si adiugati ap&. [Veti obtine efecte mai
bune daca folositi detergent enzimatic (de ex. un
detergent enzimatic cu nivel de pH intre 6 si 9) sau
detergenti asemanatori  (disponibili  pentru a utiliza
produse comerciale)].

b. Curatati 5-15 de minute si lasati apa s& curga.

c. Clatiti suprafata instrumentelor chirurgicale cu apa de
la robinet pentru a indeparta toatad solutia de curéatare.

QRepetati pasii a, b si ¢ pand cand instrumentele
chirurgicale sunt curate Tn totalitate si efectuali o
inspectie vizuala.

QCuratati  suprafata instrumentelor  chirurgicale  prin

uscare naturald sau in functie de ciclul de uscare al
dispozitivului de curatare. Dac& este necesar, este
posibild uscarea manuald folosind un prosop neabraziv
fara scame.

QPentru mai multe informatii despre detergenti enzimatici
si dispozitive de curdtare disponibile, consultati
instructiunile producatorului si urmati-le.

5.2. Sterilizare

Qlnstrumentele  chirurgicale ar trebui  sterilizate la
temperatura de 132°C(269.6°F) timp de 15 minute prin
sterilizare la abur la Tnaltd presiune si uscate timp de 30
de minute.

QOla temperatura mai mare de 149°C(300.2°F), se poate
deforma cutia de plastic a truselor, deci trebuie acordata
o atentie sporita.

Qlnstrumentele chirurgicale sterilizate trebuie péastrate
intr-un mediu uscat, curat si fara praf la temperatura de
15C-30C(59°F la 86°F).

6. Contraindicatii

Pentru a avea o interventie chirurgicald de succes, este
necesar sa indepliniti o serie de conditii standard. Osul
cu densitate scazutd, sau necorespunzator aplicarii
implanturilor , igiena orala deficitarda , fumatul fn exces
sau bolile interne cum ar fi bolile de s&nge sau diabet
etc. pot cauza esecul integrdrii tesutului osos sau a
interventiei chirurgicale.

7. Avertizare

Urmétoarele aspecte sunt recomandate pentru utilizarea
in siguranta si eficientd a Sistemului de implant MegaGen
OMedicul chirurg ar trebui sd& cunoascd modul de
intrebuintare a implanturilor - dentare.

QMedicul chirurg ar trebui sa fie pe deplin constient de
protocolul chirurgical si caracteristicile produsului fnainte
de utilizare.

8. Atentie

QONu utilizati produsul contaminat din greseald in timpul
interventiei chirurgicale.

QProducatorul nu este responsabil pentru eventualele
deteriordri ale produsului datorate sterilizarii sau a
manipularii necorespunzatoare, altele decat metoda de
sterilizare prin abur la Tnaltd presiune sugeratd de
producator.
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Rx ° Buaumanue! @enepanproe 3akoHonarenscTBo CLIA paspemiaer nponaxy 3Toi
Only NPOAYKIHYH TOJbKO JIMIICH3UPOBAHHBIM CTOMATOJIOTAM MJIM 10 UX 3aKasy.
IFU-11-P10/ 20-08-28
Pycckuid

1. O0uue cBeeHUs 0 MPOAYKTE

Jlns BOCCTaHOBIEHUS >KeBaTelNbHOW (YHKIUHM y MalMeHTa HEOOXOAMMO YCTAaHOBHUTH 3yOHOU
UMILUIAHTAT, KOTOPBIM BXXUBJISIETCS B alIbBEOJISIPHBIA OTPOCTOK Yy MALMEHTa B BHIE KOPHS 3y0a, U
abaTMEHT, BBICTYMAIONINI Yepe3 JIECHy B MOJOCTH pTa. OTH MPOAYKTHI BKIIOYAIOT B cels
pa?,J'II/I‘-IHI)IC I/IHCTp}IMeHTLI JJIS HpOBCI[eHI/UI onepaupm 110 UMILJIAHTAIIUH.

2. lIpenmnosiaraemoe Mcnoab30BaHue
OTU TPOAYKTHI MPEACTABIAIOT COO0M XUPYypruyecKue HHCTPYMEHTHI, MpelHa3HauyeHHbIE IS
XUPYPru4ecKo YCTaHOBKM 3yOHBIX HMIUIAHTAaTOB WM MpOoTe30B. OOBIYHO OHHM BKJIIOYAIOT
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PAa3IMIHBIC CTOMATOJIOTHUYCCKUC CBCPJId, YAJIIMHUTCIIA CBCPII, I‘JIYGI/IHOMepBI, raC4HbIC KIIIOYH,
OTBCPTKHU, OCTCOTOMBI, IMMUHBI MAPAJIJICIBHOCTU JI1 YCTAHOBJICHHOI'O MMIIJIAHTATA U YKa3aTCJInu
HaIltpaBJICHUA, pa3pa60TaHHI)I€ AJI UCITOJIB30BAHUA B PA3JIMYHBIX THUIIAX U pasMEpax.

% Xupypraueckue HHCTPYMEHTHI U1l BPDEMEHHOIO MCIIOJIL30BaHMs (HAIIPUMED, CBEPJIO M T. I1.)
— Bce  XupypruuecKkhe€ WHBA3UBHBIE H3JEIUS  MPEIHA3HAYEHbl JUISI  BPEMEHHOTO
HCITOJI30BaHUS.
XUpyprudeckre HHBA3UBHBIC M3CIHsI, KOTOPBIC MPEIHA3HAYCHBI I CO3MaHus ()OPM TBEPIbIX /
MATKMX TKaHEW, MOIXOIAIIMX [JIs MMIUIAHTALMM, HAlpuMep, Ui CBEpJIEHUs OTBEPCTUN B
KOCTHOM TKaHH.

[IpencraBieHsl caeayromye JINHEUKU IPOLYKTOB:
— CBepio KOMbEBUIHOE
— Tlepdoparop cnuszucToir 060J09KH
— CBepo MapKUPOBOYHOE
— Csepno popmupytoriee
— CgepIo co cronmnepom
U T.]I.

% VIHCTpYyMEHTBI, KOTOPBIE HE BBOJATCS XMUPYPIHIECKUM ITyTeM (HAIIPHUMED, COCAUHHUTEND,
OTBEPTKA U T. [I.)

— TOJIBKO JJIA OKa3aHH! IIOMOIIX B BBIIIOJTHCHHUH IIPOLCAYPHI. XI/IpprI/I‘IeCKI/IG HEUMHBA3HNBHBIC
H3ACJINA, KOTOPBIC ITIOMOT'AlOT IIPU OIICpalH 110 UMILIAHTAIWW U HEC U3MCHAIOT TBep[[LIG/MHFKI/Ie
TKaHH.

[IpencraBieHsl ClienyONIME JUHEUKU TPOTYKTOB:
— HmnnaHTOBOI 11 HAKOHEYHHKA
— Y IMHATENb U1 XPanoBOro Kioda
— HmnuianToBox
— OrtBepTka pyuHas
— OrTBepTKa UIst BUHTOBOTO abaTMEeHTa
— OtBéEpTKa A MAPUKOBOTO abaTMEHTa
— JIMHaMOMETPUYECKHUMN KITIOY
U T.A.

3. IIpenonepanuoHHOe MIAHHPOBAHHE

I[J'DI YCIICHIHOTO JICUCHU A HGOGXOI[I/IMO THIATCIIBHO BBIMNOJIHUTH CICAYIOIIHUC NPOUCAYPHhI, I-ITO6IJI
MNOATBCPAUTL IIJIAH JICHCHHA M OLCHKY, a TAKKC IMPOAYKT C TOYKHU 3PCHUA MCOAULUHLBI H
CTOMATOJIOTHH:

(1) Cnemyer mnpoBepuTH COCTOSHME IIOJIOCTH pPTa IMAlHUEHTa C IMOMOIIBI0 KIHHHYECKOTO,
PEHTTEHOJIOTHYECKOTO CHAUMKA U aHaJIM3a MOICIIH.

(2) HeoOxomumo mpenocTaBUTh MAMEHTY BHIOOP B MPHHSATHU PEIICHUS MPH HCIIOIb30BaHHH
PAa3IMIHBIX MCTOHNOB JICUCHUSA, MPCAOCTABUB JOCTATOYHOC OG’bSICHeHI/Ie AJOCTOUHCTB WU
HEJIOCTATKOB KaXKI0r0 METO/Ia M TpadyuKa JICUCHHS.

(3) Cnenyer mpoBepuTh MCTOPHUIO OOJE3HU TMAIMEHTA, YTOOBI OLEHHUTH COCTOSHHE 370POBBS
nanenTa. Ecin ecth Kakue-mnb0 COMHEHHS OTHOCHTEIBHO COCTOSHHS 370POBbs IMAIMCHTA,
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HEOOXOMMO TIPOBECTH pa3MYHble KIMHUYECKHE TECThl, 4TOOBI ONpPEIEeNUTh OTCYTCTBHE
AHOMAJIBHBIX COCTOSIHUM MEPE] MOATOTOBKOM K ONIEpPALlUH.

(4) TIpoaykr moctaBiseTcst B BUJIC HECTEPHIbHBIX M3Menuil. Bee u3menusi, ucmoib3yemMbie JUist
XUPYPrudecKkoi onepanuu, T0JKHbI ObITh CTEPUIN30BAHbI IEPE]] UCIIOIb30BAHUEM.

(5) BeiOepure XUPYyprHUUYSCKHiI HWHCTPYMEHT, YUYWTHIBas MPaBHIbHBIA pa3Mep oOiactu
XUPYPru4ecKoro BMEIaTeIbCTBA.

(6) I'myGuHOMEp HEOOXOAMM I MOATBEPIKICHHS TOTO, YTO MPOAYKT TAKOW e, Kakoh u
IIPECTABIIEH B KaTayiore. B yacTHOCTH, €ro peKkOMEeHyeTCsl HCIIOIb30BATh MTOCIIE TPOBEPKHU TOTO,
YTO JIa3epHAasi MAPKUPOBKA HAXOJUTCS B TOM K€ MECTE.

* MapKkupoBKa JIETKO CTHUpaeTcs MpH UIUTEIHHOM OCTaBICHUM W3JEIHS TOCIe MPOIEAYpHI,
M03TOMY TPeOyeTCst OCTOPOIKHOCTb.

(7) He cnemyer ncrnosib30BaTh MPOAYKT, €CIM YIIAKOBKA HE 3alevyaTaHa WM MOpBaHa, a TaKKe,
1oCJie BCKPBITUSl YIAKOBKM, O€3YyCJIOBHO, CJEAYyEeT MPOBEPUTH MPOIYKT HA HAIUYUE TaKHUX
OTKJIOHEHMI, KaK HHOPOJIHOE TEJO, MATHA, MEJIKAsl IblIb, UCTEKIINH CPOK F'OJHOCTH U T.II. TIOCIIE
BCKPBITHUSI YIIAKOBKH.

(8) Ilepen HauamoM XUPYpPruveCcKo onepanuy NpoBepbTe HHPOPMAIUIO O TPOAYKTE, TAKYIO KaK
apTUKYJ, pa3Mep, 1aTy U3TOTOBJIEHUS U CPOK FOJHOCTH.

(9) Tlepen mnpoBeneHHEM XUPYPrUYECKOW ONMEpallid POBEPUTH COBMECTHMOCTh BCEX
KOMITOHEHTOB.

(10) TIIposepswTe, HET U PobIIEM ¢ (HOPMOIT HHCTPYMEHTA.

4. UHCTpyKUMS N0 NPUMEHEHUIO U TPpoLeaypa

[MoxpoOuyto mH(DOPMALIMIO O TPOIEAYpPe W XapaKTEPUCTUKAX KOMIIOHEHTOB HAIEH CHUCTEMBI
3yOHBIX UMIUIAHTATOB, UCIIOJIb3YEMBIX C MPOAYKTaMH, CM. B KaTajore COOTBETCTBYIOIIUX CUCTEM
VMMILIAHTATOB, BhINTyIIEHHOM KoMmanuen «Mera/l)xen Ummunant Ko., JIta.»

5. HexenareabHblie 3(pPeKTbI

(1) DTO MOXeT MPHUBECTH K HEyAa4ye UMIUIAHTAIMH, TAKOW KaK MOTEePst KOCTHOM MacChl, HU3Kasl
MCXO/Hass CTaOMIIbHOCTh, HapylleHHe (QHUKCAIMH, Pa3ApaKCHUE W TIOBPEKACHHE HEPBOB,
YXYIIICHHE JKEBATEIbHOW (PYHKIMH B pe3yjIbTaTe HEOPEKHO BBITOJHEHHON XHPYPTrHYECKOMN
oreparuu. Takke CyImecTBYeT PHCK CMEPTEILHOTO HCX0/1a U3-3a Pa3BUTHS TSDKEIIOW HHPEKIMY B
TSDKEJIBIX CIIyJasx.

(2) Taxwe ocnmoxHEHHUS, KaK HEJOMOTaHue, 060JIb, OTEK, KPOBOTCUCHHUE, BOCTIAIICHHE, JINXOPA/IKa,
UH(DEKINSA, I3Ba MATKUX TKaHEH, OIyIIEHHEe Pa3ApaXkeHusl, HENPABUIBHBIN MPUKYC U OTKPBITHIH
IIOB MOTYT OBITh PE3YJILTATOM HEBHHMATEJILHO BBITOJHEHHON XHPYPrUYECKON TPOIEAYPhI HIIH
IUTOXOT'O OOIIEr0 COCTOSIHUS 370POBbsI MAIIUEHTA.

(3) OnemeHue BCIEACTBHE MOBPEXKICHUS HEPBA B 00JACTH JIMIIA OOBIYHO SIBJIICTCS BPEMEHHBIM
CHMIITOMOM, HO B HEKOTOPBIX CITydasiX SBJISACTCS HEOOPATUMBIM.

6. IlporuBOoMOKa3aHUSA

I[Tpu oTOOpE MALMEHTOB ClIeYeT yYUTHIBATH MPOTHBOMOKa3aHus. K TAKUM TpeGOBaHHUSIM, TIOMHUMO
POYETO, OTHOCATCS:

(1) HemocraToyHOE KOMMYECTBO KOCTH, €€ IJI0Xasi CTPYKTypa

(2) HeynomneTBopuTeNbHAS THTHEHA TIOJIOCTH PTa U MATOJIOTHYECKAst HH(EKIHUS B aTbBEOISIPHON
KOCTH
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(3) BuyTpennwue 3aboeBaHNs, TAKUE KaK T€MAaTOIUCKPa3Hs U qHa0eT WU HeIoe aHue, U (UJIH)
paccTpOMCTBO MUIIEBAPECHUS

(4) Anxoronusm, HApKOMaHHUs, KypEeHHE U ICHXUUECKHE 3a00JIeBaHUs/PacCTPOCTBA

(5) TMamueHThl, KOTOPHIM 3alpEIICHO MPOBEACHHE IMAPOJIOHTAIBHBIX W XHPYPrHYECKUX
BMEIIATEILCTB/OMEepannuit

7. XpaHnenue u 00padoTka

(1) Xupypr nomKeH NpOBEpUTb, HAXOAUTCS JIM KaXKJO€ H3JEIHe, UCIOJIb3yeMOe BO BpeMs
olepanuy, B IPaBUIbHOM IIOJIOKEHUU U HE 3aIrPSI3HEHO JIU OHO.

(2) Xupyprudeckuid MHCTPYMEHT CIIETyeT UCTIOIb30BaTh TOIBKO IS

OTepalyy 10 UMILIAHTAI[MH 3yOOB B COOTBETCTBUM C HHCTPYKLIUEH.

(3) Kpail xupypruyeckoro HWHCTPYMEHTa Uil CO3/aHUSl KOCTHOH TIOJOCTH  Iepen
MCIIOJIb30BAaHUEM CIIEYET IPOBEPUTb.

(4) Xupypruueckuil MHCTPYMEHT IJIi CO3JaHUs KOCTHOW IOJIOCTH CIIEAyeT HCIOJIb30BaTh C
(GU3MOIOrMYECKUM PACTBOPOM IS IPEIOTBPALIEHHS HEKPO3a.

(5) Xupypr nOJKEH HCHONb30BaThb XUPYPrUUYECKUl MHCTPYMEHT C MOAXOAAILIEH 4YacTOTON
BpaleHHs (000POTOB B MUHYTY) C yUE€TOM COCTOSIHUSL KOCTH, HAlIPUMED, INIOTHOCTU KOCTH.

(6) Cnenyer MCHONIB30BATh XUPYPrMUECKHE HHCTPYMEHTBI JUIsl COOTBETCTBYIOLICH CHCTEMBI
MMIUIAHTATOB. ;

(7) Hebonbmue ycTpoiicTBa, Takue Kak JaTYUKHU ¢ PYHKLIUEH H3MEpEHNUs, MOKHO BBOJUTH Yepe3
TOpJIO BO BpeMs Xupypruueckoii onepaunu. HeoOxoanma ¢pukcarys HUTKOW WIN TPOBOJIOKOA.
(8) Xwupypruueckue HHCTPYMEHTHI SIBJISIIOTCSI MHOTOPa30BbIMU U3enusMu. CTOMaTOIOTHUECKUE
CBepiia cieayeT 3aMeHATh Mocie S50-KpaTHOro HCHOJIb30BaHUS NPU HAJIUYUM OJOBSIHHOTO
HOKPBITUS U 06€3 Hero win 50-KpaTHOro MUCIOJIb30BAHMS MPU HAIUYUHU OJIOBSIHHOTO MOKPBITHS,
WIN Koraa 3(pQeKTUBHOCTb CBepiieHHs cHIKaeTcs. Cpok Ciry»k0bl CTOMATOIOIMYECKOIO CBEpIIa
MOKET OBITh U3MEHEH M3-3a METO/1a OOpAaIICHHUS.

(9) UYacrora ucnonb30BaHMs MOXKET OBITh H3MEHEHA B 3aBHCUMOCTH OT 00pPabOTKH.

(10) Ee Henb3s ucmonb30BaTh, KOTJa CUJIa PE3aHUs CBEpila yMEHbLICHA.

(11) PacmakoBaHHBIM WM MOBPEXKIAECHHBIN MPOIYKT UCHOIB30BATH 3aMPELICHO, OJHAKO €ro He
BO3BPALIAIOT MMPOU3BOAUTEINIO WIH AUCTPUOBIOTOPY.

(12) VYrtunusauuss WHCTPYMEHTOB TNPOBOAMTCS B COOTBETCTBHM C HOPMATHUBHBIMU aKTaMU
COOTBETCTBYIOIINX OPTaHOB MO yTHJIN3ALNUN MEAUIIMHCKUX U3EIUM.

(13) B cinyyae BO3HHUKHOBEHHUS CEPbE3HOIO HMHIMJEHTA, CBA3AHHOIO C HM3JEIHEM, CIEHYeT
coOOUIUTh 00 STOM IPOU3BOAUTENI0 U KOMIIETEHTHOMY OpraHy TIOCyJapcTBa, B KOTOPOM
3aperuCTPUPOBAH IMOJIH30BATEb U (MJIN) TTAIIUEHT.

(14) B cnyuyae oOHapyXeHHs CTOMATOJIOIOM MOBPEXKACHUS YIAKOBKU /10 €€ BCKPBITUS MOXHO
3alPOCHUTH y MPOU3BOAUTEINS 3aMEHY U3JEIHS.

(15) IIpomykT moimkeH XpaHUThCA Tpu Temieparype ot 15 mo 30 °C.

8. MHoropa3oBblii MeTO/I M XpaHEeHHe
Hcnonp30BaHHBIE XUPYPIUYECKHE WHCTPYMEHTHI MOJUIEKAT XPAHEHHWIO TIIOCIE OYUCTKH |
CTEpUIIN3aLIUY.

8.1. Ouncrtka
0O OuunctuTe KaXKIblii XUPYpPru4eCcKUil MHCTPYMEHT M BBIIOJHUTE CIELHAIBHYIO NPOLELYPY
OYHCTKH MEPE]l CTEPUIN3ALUEH, ONIMCAHHY IO HUXKE.
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1) VYpanmure octaBuIuecs Ha MOBEPXHOCTHU 3arpsi3HEHUsI (KOXKY, KPOBb, KOCTHYIO CTPYXKKY H T.
1.), IOTPy31B UCIOJIb30BaHHBIE XUPYPIUUECKNE HHCTPYMEHTHI B BOAy. JlepKuTe XUpypruueckue
U3JIENNS BO BIAKHOM cpesie 10 epexo/1a Ha CJIEAYIOIIUNA ATall OYUCTKH.

2-1) Ywucrka XUpypruyeckoro HHCTpyMEHTa Bpy4HY!o (00IIMii MeTon).

a. llorpysure Xupyprudeckue HWHCTPYMEHTHI B BOJy, CMEIIaHHYIO C (epMeHTaTHBHBIM
MOIOIIMM PACTBOPOM (Harpumep, (hepMEHTATUBHBIM AETEPreHTOM ¢ ypoBHeM pH oT 6 10 9) nnu
AQHAJIOTMYHBIMU MOIOIIMMHU CPEACTBAMHU (AOCTYIHBIMH HA PBIHKE).

b. Tpure MOBEPXHOCTh XHPYPTrHUECKHMX HMHCTPYMEHTOB 1O TEX IOp, MOKA BCE BHIMMBIC
3arpsi3HEHHS HEe OYIyT yJaJIeHBI MOIXOAIICH HEHIOHOBOW MIETKON ¢ MATKOW MIeTHHOM (Oonee 4
MUHYT). OYUCTUTE MeNbyallbe JAeTadd XUPYPrUYeCKUX HHCTPYMEHTOB C  IOMOIIBIO
OUMILAOIIEH UTJIBL.

c. [IIpomoiiTe MOBEPXHOCTh XHUPYPTUUYECKUX HHCTPYMEHTOB BOJONPOBOJHOM BOIOH, UTOOBI
MOJIHOCTBIO CMBITh YHCTALIUM pacTBOp.

2-2) ABTOMaTHuY€ecKas MOMKa yJIbTPa3ByKOBBIM OUUCTUTENEM (PEKOMEHYEMbIN METO/)

a. IlomecTuB XUpypruueckue MHCTPYMEHTHI B €MKOCTb JJISl MBIThSl (HalIpUMep, MIaCTUKOBYIO
KOP3UHY) BHYTPH YJIbTPAa3BYKOBOI'O OUHMCTHUTENISA, TOJHOCTBIO €€ 3aieiiTe Bogoi. Bel momyunre
ayummii  9pQexT mnpu HCMONb30BaHMM (PEPMEHTHOTO MOIOIIET0 CpelIcTBa (Hampumep,
(hepMEHTHOTO MOIOIIETO CpelICTBA ¢ ypoBHEM pH 0T 6 10 9) MM aHATOTHYHBIX MOIOIIIUX CPEJICTB
(TOCTYTHBIX /17151 UCTIONB30BAHUS B KOMMEPUECKUX MPOAYKTaX).

b. Ouaucture ux B TeYCHHUE 5—15 MUHYT U CIICHTE BOIY.

c. IlpomoiiTe MOBEPXHOCTh XUPYPIHMUYECKUX HWHCTPYMEHTOB BOJIOIMPOBOJHOW BOJOH, YTOOBI
MOJIHOCTBIO CMBITh YUCTALIUN pacTBOP.

O [ToBTOpsiiTe maru a, b, ¢, IOKa XUPypruuecKue HHCTPYMEHTHI He Oy 1y T MOJTHOCTHIO YHCTHIMH,
Y BBIIIOJIHUTE BU3YaJIbHBINA OCMOTP.

0 BpicymuTe NOBEPXHOCTh XUPYPIMUECKHX HMHCTPYMEHTOB €CTECTBEHHBIM OOpa3oM WIH B
COOTBETCTBUU C LIUKJIOM CYHIKH OoyuCTUTENS. [Ipn HEOOXOAMMOCTH BO3MOKHA pydHas CyIlKa C
WCITOJIh30BaHUEM HeaOpa3uBHOTO MOJOTEeHIIa O6€3 Bopca.

O Jlns mojydyeHus JOIMOJIHUTENbHOM HWHGOPMalMU O JOCTYMHBIX (DEPMEHTHBIX MOIOIIUX
CPEICTBAaX W YUCTALIMX CPEICTBAX CM. MHCTPYKIIMH IMPOU3BOIUTENS, KOTOPHIM HEOOXOIMMO
CJI€10BaTh.

O BeIMOUTE XHUpPYprU4eCKHE€ HHCTPYMEHTBI OTAEIBHO W Iepel] CTEPUIN3ALUEH BBIIIOJIHUTE
CHEHUAJIBHYIO IPOLIEAYPY IPOMBIBKH, KaK TOKa3aHO HUXKE.

8.2. Crepunuszauus

0 Xupypruueckre HHCTPYMEHTHI HE0OOX0JUMO CTepuiIn30BaTh npu temieparype 132 °C (270 °F)
B TEUEHHE 15 MUHYT METOJIOM CTEPUIIM3ALIMHU TAPOM BBICOKOTO JJABJICHUS U CYIIUTh B TeueHue 30
MUHYT.

O ITpu remneparype 6osee 149 °C (300,2 °F) kopoOka ¢ KOMIIJIEKTOM MOXKET 1e(hOpMUPOBATHCH,
MO3TOMY CJEIyeT MPOSBIATH OCTOPOKHOCTb.

9. Bunmanne! /N

m [Ipoxykr He ciienyer uCnoOab30BaTh, €CIU YIIAKOBKA OTKPBITA WK ITOBPEKICHA.

m He ucnone3yiiTe 3arps3HEHHBIN IO OMIMOKE XUPYPTOM MPOAYKT BO BPEMsI OTICPAIIHH.
m [IpoayKT He 10/KEeH ObITh MOBTOPHO UCIOJIB30BaH Pa3HBIMU NallUeHTaMu 0e3
CTEPUIIN3ALUN.

m Eciu MHCTpYMEHT 3arpsi3HeH, JaXe OJUH MAalUEHT He JOJKEH UCIOJIb30BAaTh.
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m B ciydae aBapuu cinenyer NpUHATh HEMEIJIEHHBIE MEPHI.

m KadecTBO U TOYHOCTH HE MOTYT OBITh TAPAaHTUPOBAHBI, €CJIN KJIUEHT (II0JIb30BaTENb)
UCTIONIB3YET aHAJIOTUYHBIE MPOTyKThI, KOTOPBIE MMPOU3BOISATCS MIIA MIPOJAIOTCS HE HAMHU.

m Ecnu HanpaBnenue Gpukcanuy MeXay UMIDIAHTATOM M KOHHEKTOPOM HETIPaBHILHOE, OH
MOXeET Je(OpPMHUPOBATHCSL.

m Eciu pekomeHayeMoe KOJMYeCTBO UCIIOJIb30BAHUM MTPEBBIIICHO, MOYXKET MPOU30UTH
nedopManust LIk MOTYT BOSHUKHYTH TPEIIUHBI HA U3/IEJIUU.

m Ilonb3oBarens JOJIKCH YKa3aTb, YTO MPOAYKT HE CIICAYCT UCIIOJIb30BATh, €CJIU YIIAKOBKA HC
IMMOJTHOCTBIO 3ali¢yaTaHa W IIOpBaHa.

m [lammenTsl B Bo3pacte 18 sieT u crapiiie, y KOTOPBIX 3aBEPIIMIICS POCT KOCTH YEIIIOCTH
(TarMeHThl ¢ YaCTUYHOW WJIU TIOJTHOM aICHTHEH )

m [IpousBoauTeNnb HE HECET OTBETCTBEHHOCTH 3a KaKHe-ITH0O0 MOBPEKCHHUS IPOIYKTA B
PE3YJIBbTATC CTCPUIIU3AINN UIIK HCTIPABHUIILHOT O 06paLueH1/1;1, KpoMC MCTOAA CTCpHUIIN3allun
napom 1oJ BLICOKUM JaBJICHHUCM, ITPCATIOKCHHOI'O KOMIIaHHUEH.

* IIpoOneMbl MOTYT BO3HHKHYTh, €CIH METOJ HE HCIONB3YIOTCS PEKOMEHIYEMbIM
IPOM3BOTUTENIEM 00pa30M.

* Ilpu ucioNb30BaHUK UHCTPYMEHTA JJIS YAAJICHUS CIIEAYyEeT UCII0JIb30BaTh HAaBUTALIMOHHBIN MHH,
B IIPOTUBHOM CITy4ae MOXET MPOU30UTH MOJIOMKA HHCTPYMEHTA.

* 3MeHeHue HampaBiIeHUs IBIXKEHUSI HHCTPYMEHTA BO BPEMS UCTIOJIb30BAaHUS MOKET PUBECTU
K nedopMaiuu u3aenus.

10. IIpenynpexnenue

Hns  OezomacHoro u 3((EKTUBHOrO UCMONB30BaHUS CHUCTEMBbl HMIUIaHTaToB MegaGen
HACTOSITETILHO PEKOMEHYETCSl CIIeTyToIIee.

(1) Xupypr momkeH OBITh MEIUIMHCKAM CHEHUATHCTOM, BIIaJACIOIINM TEXHUKOW NUMILTaHTAIHN
Ha BBICOKOM YPOBHE.

(2) Xupypr HOmKeH OBITh TOJHOCTHEO OCBEIOMIICH O METOJE XUPYPTUYECKOW Omepaiud H
NPEOCTEPEKEHUSIX OTHOCUTEIBHO MPOYKTa Mepe/l NCTIOIb30BAHUEM.

(3) Xupypr nomKeH HOCHTh acelTHYCCKUH ONEPALMOHHBIA XajaT W MPOBOAUTH OIEPALHIO B
OIEPALIMOHHOM, COOIII01ast YCIIOBUS ACENTHKH BO BPEMS OIEpaLlUy.

(4) HenpaBwibHbIi BHIOOp MalMEHTa W TEXHHKH MOJXKET MPHUBECTH K HEyJaue OIepalyy Mo
UMIUTAHTALUHU U TOTEPEe MOAEPKUBAIOLICH KOCTH.

(5) Henamnexamasi TurueHa MoJjOCTH pTa y MAlIEHTOB MOXKET MPHUBECTH K BO3HUKHOBEHHIO
mo00YHBIX (D (PEKTOB.

(6) HeOpexxHOe HCIOIB30BAHHE HMHCTPYMEHTA B JKMBOTHOBOJCTBE MOXKET IMPHBECTH K €ro
3arps3HEHUIO.

(7) 3yOHO#M MMIUTAaHTAT HE MPOXOJMJ UCIBITAHHE HAa 0E30MacHOCTh M COBMECTUMOCTh B MP-
cpene. M3nenue He MPOXOANIIO UCIIBITAHHS HA HATPEBAaHUE, MUTPAINIO WK apTe(haKkThl HA CHUMKE
B MP-cpene. besonacHocth wucnonp3oBaHus wusnenuss B MP-cpeae He  ycTaHOBIICHA.
CkaHupoBaHHE MAIEHTa C TAKUM U3/I€JIMEM MOXKET IPUBECTH K TPABMUPOBAHUIO NAIIUEHTA.

(8) U3znenue HE0OXOAMMO HCIIOIB30BATH B YUCTON 30HE.
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Instrument Kits

1. Product Summary

Care and maintenance of reusable instruments are crucial for a successful
treatment. Well-maintained instruments are not only safeguard your
patients and staff against infection, but also essential for the outcome of
the total treatment.

@ Please follow the legal regulations in your country as well as hygienic
guidelines, to prevent from contaminations and infections by handling the
used surgical kits.

@ Please remember that you are responsible for the maintenance and
sterility of your medical / dental products and device. It is essential to
follow proper cleaning, disinfection and sterilization procedures all the time
strictly.

@ It is also important to follow the manufacturer's recommendation on the
usage of instruments. Please keep a log of how many times the instruments
have been used.

@ Dirill's life time is determined by various factors of the surgical cases, not
the numbers of usage only. It's highly depending on the bone density and
usage practice.

@ Replacement of drills should be considered usually after 50 times of
usage, or when the cutting efficiency declines. Check the conditions of drill
in every time of usage.

The reusable drills must be sterilized before use and require specific
cleaning procedures prior to sterilization.

2. Intended Use
These products are surgical instrument kit designed for the surgical
placement of dental implants or prosthesis.

3. Pre-operative planning

For a successful treatment, the following confirmation procedures should
be performed carefully to confirm the treatment plan and evaluation, and
also the product with medical and dentistry’s point of view.

(1) Should check out the patient’s oral status through the clinical,
radiography photo, and model analysis.

(2) Should ask the patient’s decision in case of various treatment methods,
after providing the sufficient explanation of the merit and demerit of each
method and treatment schedule.

(3) Should check a patient’s medical history to evaluate the status of
patient’s health condition. If there is any doubt about a patient’s health
condition, the various clinical tests should be performed to determine the
absence of abnormal conditions before preparing for the surgery.

(4) The product is supplied as non-sterile devices. All product used for
surgery must be sterilized before use.

(5)Choose the surgical instrument after considering right dimension at
surgical site.

(6)Depth Gauge is needed to confirm that the product is the same as
shown in the catalog. In particular, it is recommended to use after checking
if laser marking is in the same location.

* Marking can easily be erased when the product is left for a long time
after the procedure, so caution is required.

(7) Should not use the product if the package is not completely sealed or
that is torn, and also should certainly check the abnormalities such as
foreign body, stain, minute dust, expired date, and etc. after opening the
package.

(8) Check the product information such as reference code, size,
manufacturing date and expiration date before starting the surgery.

(9) Check for compatibility with the opponent component before surgery.
(10) Check if there is any problem in the shape of the instrument.

4. Instruction for Use & Procedure

For a detailed procedure and the features of our dental implant system
components used with the products, please refer to the catalog of relevant
Implant System issued by MegaGen Implant Co., Ltd.

5 Adverse Effects

(1) It could result in implantation failure, like bone loss, low initial stability,
fixation failure, irritation and nerve damage, degradation of masticatory
function by careless surgical practice. Also there is a risk of death due to
severe infection in severe cases.

(2) Complications such as malaise, pain, edema, bleeding, Inflammation,
fever, infection, soft tissue ulcer, feeling of irritation, malocclusion, and an
open suture site may result from inattentive surgical practice or poor
patient overall health.

(3) Numbness from nerve damage in the facial area is usually a temporary
symptom, but some cases are permanent.

6. Contraindications

Contraindications should be observed when selecting patients. These
include, but are not limited to:

(1) Low bone quality and inadequate bone quantity

(2) Bad oral hygiene and pathological infection at the alveolar bone.
(3) Internal diseases such as hematodyscrasia and diabetes, or mal-
nutrition

(4) Alcoholic, drug abuse, heavy smoking and a mental patient.

(5) Other periodontal and surgical operation prohibited patient

7. Preservation & Handling

(1) The surgeon should check each product being used during surgery is in
right position and whether if the product is contaminated or not.

(2) The surgical instrument should be used only for dental implant surgery

following procedure as guided.

(3) The edge of surgical instrument for making the bone cavity should be
checked before use.

(4) The surgical instrument for making the bone cavity should be used with
saline solution to prevent necrosis.

(5) The surgeon should use the surgical instrument with suitable
RPM(revolutions per minute) by considering bone condition such as bone
density.

(6) It should be used surgical instruments of relevant Implant System.

(7) A small devices such as gauges with measuring function can be entered
through throat during surgery. Fixation with thread or wire should be
needed.

(8) The surgical instruments are reusable and dental drills should be
replaced after being used 50 times or when the cutting efficiency declines.
The lifetime of dental drill can be changed by handling method.

(9)The frequency of use could be changed depending on the handling.
(L0)It can not be used when the cutting force of Drill is reduced.

(11) Unpacked or damaged product should be not used and it cannot be
returned to the manufacturer or distributor.

(12) When disposing of such devices, safely dispose of them in accordance
with the relevant authorities' regulations regarding the disposal of medical
devices.

(13) If serious incident occurs in relation to the device should be reported
to the manufacturer and the competent authority of the Member State in
which the user and/or patient is established.

(14) If the package that is not opened by dentist is defective, request a
replacement from manufacture.

(15) This Product should be stored at 15°C~30°C condition.

8. Reusable method and Storage
The used surgical instruments should be store after cleaning and
sterilization.

8.1. Cleaning

L Clean surgical instruments separately and go through a special cleaning

procedure before sterilization as mentioned below.

1) Remove all remaining pollutants (tissues, blood, bone residuals, etc.) on
the surface by immersing used surgical instruments in water. Keep
surgical instruments in wet environment until the next step indicated
below is initiated.

2-1) Wash surgical instruments manually (conventional method).

a. Immerse surgical instruments in the water mixed with enzyme detergent

(e.g. enzyme detergent with a pH level between 6 and 9) or its similar

detergents (available to use commercial products).
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b. Scrub the surface of surgical instruments until all visible pollutants will
be removed with a suitable soft bristled nylon brush (more than
4minutes).

Clean minute parts of surgical instruments with cleansing needle.

c. Rinse the surface of surgical instruments with tap water to remove all
2-2) Automatic washing using ultrasonic cleaner (recommendation
method)

a. After putting surgical instruments in a washing container (e.g. plastic
basket) inside of an ultrasonic cleaner, fill water completely. [You'll get
better effects when using enzyme detergent (e.g. enzyme detergent with
a pH level between 6 and 9) or its similar detergents (available to use
commercial products.)]

b. Clean them for 5~15 minutes and drain the water.

c. Rinse the surface of the surgical instruments with tap water to remove
all cleaning solution.

L Repeat step a, b, c until surgical instruments are completely clean and
perform a visual inspection.

L Dry the surface of surgical instruments by natural drying or according
to a drying cycle of cleaner. If needed, manual drying using nonabrasive
tower with no lint is possible.

L For more information about available enzyme detergents and cleaner,
refer to instructions from the manufacturer and have to be followed.
dWash surgical devices separately and go through a special washing
procedure as below before sterilization.

8.2. Sterilization

QSurgical Instruments should be sterilized at temperature of 132°C
(270°F) for 15 minutes by high pressure steam sterilization and dry for
30 minutes.

QIn case of more than 149°C(300.2°F), a kit box may be deformed so it
should be careful.

9. Caution A

= Product should not be used if packaging is opened or damaged.

= Do not use the contaminated product by mistake of surgeon during
the surgery.

= The product should not be reused products between patients without
sterilization.

= If the instrument is contaminated, even a single patient should not use
it in another part.

= Immediate action should be taken in the event of an accident.

= Quality and accuracy cannot be guaranteed if the customer (user) uses
similar products not manufactured or sold by us.

= If the direction of fixation between the fixture and the connector is not
correct, it may be deformed.

= If the recommended number of uses is exceeded, product deformation
or fractures may be indicated.

= User shall state that the product should not be used if the packaging
is not completely sealed or torn.

= Patients aged 18 and over who have completed the growth of the jaw
bone (Partial or complete edentate patient)

=Manufacturer is not responsible for any damages to the product from
sterilization or improper handling other than the high pressure steam
sterilization method suggested by.

* Problems can occur if not used in the recommended way by
manufacture.

* Guide should be used when using Removal Tool, if don't use guide,
tool could be fracture.

* Changing the instrument's path during use may cause deformation of
the product.

10. Warning

The following is strongly to be recommended for safe and effective use
of MegaGen Implant System.

(1) The surgeon should be a medical specialist who practiced high
technique for implant surgery.

(2) The surgeon should be fully aware of the operating method and
cautions for the product before the use.

(3) The surgeon should wear an aseptic operating gown, and perform
surgery in the operating room remained the aseptic condition during
surgery.

(4) Inappropriate selection of patient and technique can cause a failure of
the implant surgery and loss of supportive bone.

(5) Patients poor oral hygiene management can lead to side effects.

(6) Careless animal rearing in the dentist can contaminate the instrument.
(7) The Dental Implant has not been evaluated for safety and
compatibility in the MR environment. It has not been tested for heating,
migration, or image artifact in the MR environment. The safety of Dental
Implant in the MR environment is unknown. Scanning a patient who has
this device may result in patient injury.

(8) The product must be used in clean and pleasant environment area.
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Ouncrka ¥ crepuin3anus HA0opoB
XMPYPIrudecKux u

DOTE3HBIX UHCTPYMEHTOB




1.001mue cBeIeHUsI 0 MPOAYKTE

VX0 ¥ TeEXHUYECKOe 00CITyKMBaHUE MHOTOPA30BbIX HHCTPYMEHTOB UMEIOT PEIIaolee
3HAYEHUE JJIs YCHEIIHOTro JeueHuss. MTHCTpyMeHThI, Haxoas1Iiecs: B XOpoueM
TEXHUYECKOM COCTOSIHUU, HE TOJBKO 3alUINAIOT BAIlIUX MAlMEHTOB U EPCOHAT OT
3apaxxeHust THPEKIMEeH, HO U UMEIOT Ba)KHOE 3HAYEHUE B JIOCTUKEHHUH Pe3yibTaTa BCEro
JICUCHHUS.

® CoOmonaiite TpeOOBaHUS HOPMATHUBHO-IIPABOBOTO PETYJIUPOBAHUS Ballle CTpaHbI, a
TaKK€ THUTMEHUYECKHEe PEKOMEHJAlMM, YTOOBbl MPEeNOTBPaTUTh 3arpsA3HEHHE U
uH(pULIHpOBaHUE MPU 00pAIICHUH C UCTIOJIb30BAHHBIMU XUPYPru4ecKUMU Habopamu.

@ IloMHuUTE, UTO BBl HECETE OTBETCTBEHHOCTh 32 TEXHHUUECKOE 00CTYKUBAHUE U
CTEpUIILHOCTD BAlllUX MEJAMIIMHCKUX/CTOMATOJIOTMYECKUX U3JENHUIA U yCTpoilcTB. BaxHo
MOCTOSIHHO CTPOT'O COOIOAATh HaJJIeKalue IPOLEeAypbl OUUCTKH, Ne3UH(PEKINU U
CTEpUITU3ALIUH.

@ Taxke BaXHO CIEAOBaThb PEKOMEHAAIMSAM MPOU3BOJAUTENS IO HCIOJIb30BAHUIO
MHCTPYMEHTOB. BeauTe KypHal yyeTra Toro, CKOJIbKO pa3 UCIOJIb30BAIUCH HHCTPYMEHTHI.
@ Cpok ciry>Obl CBEpJ OMpeesieTcs] pa3iuuHbIMU (haKTOpaMu B XUPYPIrUH, a HE TOJIBKO
KOJIMYECTBOM MCIOIb30BaHUN. B OoJblIeil cTeneHn OH 3aBUCHUT OT MJIOTHOCTH KOCTHOM
TKaHU U MPAKTUKH UCTIONb30BAHUSI.

® Bompoc o 3aMeHe cBepJI CleayeT paccMaTpuBaTh 00bIYHO mociie 50-KpaTHOTro
MCIIOJIb30BaHMs, UK Korna 3¢(HeKTUBHOCTH CBepiieHUs cHIbkaeTcs. [Iposepsiite
COCTOSIHUE CBEpJIa MPH KaXI0M UCIIOJIb30BAHUH.

MHoropas3oBbie cBepJia JOJKHBI ObITh MPOCTEPUIIM30BAHbBI MIEPE] UCIIOIb30BAHUEM U
TpeOyIOT CreUaNbHBIX MPOIEAYP OUUCTKHU Mepe]] CTepUIn3alrei.

2.TIpeanmonaraemMoe UCNOJIb30BaHHUE
OTU NPOIYKTHI MPEACTABIAIOT COO0N HAOOP XUPYPrUUE€CKUX HHCTPYMEHTOB,
MpeHa3HAuYEeHHbIN IJIs1 XUPYPTrUYECKON YCTaHOBKU 3yOHBIX UMIUIAHTATOB WJIA MTPOTE30B.

3. IIpexonepanuonHoe NJIAHHPOBAHHE

JI7st yCTIEITHOTO JICYCHUST HEOOXOJMMO TINATEIBHO BBITOIHUTH CIEAYIOIIHE MPOLEYPHI,
9TOOBI TOATBEPIUTH [TaH JICIEHHUSI M OIICHKY, & TAKXKE MMPOIAYKT C TOUKH 3PCHHUS METUIINHBI
U CTOMATOJIOTHH:

(1) Caemyet mpoBepHUTH COCTOSTHUE MOJIOCTH PTA MAI[MEHTA C IIOMOIIBI0 KIHMHHYECKOTO,
PEHTTEHOIOTHYECKOTO CHIMKA M aHaIM3a MOJICIIH.

(2) HeoOxomuMo MpemoCTaBUTh IMALMEHTY BBIOOP B MPUHATHH PEIICHUS IPH
UCIIOJIb30BAHMH PA3IMYHBIX METOOB JICUCHHs, MPEJOCTaBUB JOCTATOYHOE OOBSICHEHHE
JOCTOMHCTB U HEJOCTATKOB KaXKJI0TO METO/1a U rpaduKa JeUeHUS..

(3) Caenyer mpoBepHUTh HCTOPHIO OOJIE3HH MAI[UEHTA, YTOOBI OLICHUTh COCTOSIHHE
370pOBbsI ManueHTa. Eciau ecTh Kakue-Tu00 COMHEHHUST OTHOCUTEIBHO COCTOSHHUS
37I0pPOBbsI MAIMEHTA, HEOOXOAUMO TPOBECTH PA3IUYHBIC KIHHUIECKUE TECThI, YTOOBI

OTIPENIeTIUTh OTCYTCTBHME aHOMAJILHBIX COCTOSIHUM Mepe]] TOATOTOBKON K ONEpaIliH.




(4) IpoxykT mocTaBiseTCs B BUAE HECTEPUIIBHBIX U3ACnil. Bee u3menus, HCroab3yeMbie

JUTSL XUPYPIUUYECKOM Olepaluu, T0JKHbBI ObITh CTEPUIIN30BAHBI MIEPE/] UCIIOIb30BAHUEM.




(5) BoiOepuTe XupyprudecKiii HHCTPYMEHT, YYUThIBasI IPABUIIbHBINA pa3Mep 001acTH
XHPYPTrU4eCKOro BMEIIATENILCTBA. [ TyOMHOMEp HE0OX0AUM ISl TOITBEPKICHHS TOTO,
YTO MPOAYKT TaKOH K€, KaKOM Y MPEJICTABJIEH B KaTtajiore. B yacTHOCTH, €ro
PEKOMEH/TyETCS KCIIOB30BATh TIOCIIE IIPOBEPKHU TOTO, UTO Ja3epHas MapKHPOBKa
HAXOJUTCS B TOM JKE MECTE.

* MapKUpOBKa JICTKO CTUPACTCS MPHU JTUTEIIBHOM OCTABJICHUH U3/ICIUS ITOCIIE
HPOIIEYPbI, TOITOMY TPEOYETCSI OCTOPOIKHOCTD.

(6) He caemyet ncmonp30BaTh MPOIYKT, €CIIHM yIIAKOBKA HE 3aleyaTaHa WM IOpBaHa, a
TaKXe, MOCJIC BCKPBITUS YIIAKOBKH, 0€3YCIIOBHO, CJICIYeT MPOBEPHUTH MPOIYKT HA HATUIHE
TaKUX OTKJIOHCHHH, KAaK HHOPOIHOE TEJIO, MATHA, MEJIKasl MbLUIb, HCTEKIIUNA CPOK FOJHOCTH
U T.I1. TIOCJIC BCKPBITHS YITaKOBKH.

(7) Tepen HayamoM XUPYypruyYecKoi onepariy NpoBephTe HHPOPMAIUIO O MPOIYKTE,
TaKyI0 KaK apTUKYJI, pa3Mep, 1aTy U3TOTOBJICHUS U CPOK FOTHOCTH.

(8) Ilepen mpoBeacHHEM XHPYPrHUECKOM OMEPAIlMH POBEPUTH COBMECTHMOCTh BCEX
KOMITOHCHTOB.

(9) Ilposepwre, HeT u IPOOIIEM ¢ HOPMOIT HHCTPYMEHTA.

4. UncTpyKIus 0 NPUMEHEHHIO U TpoLeaypa

[TogpoGuyto wWHpOpMaMIO O TPOLEAYpPe M XapaKTEPUCTHKAX KOMIIOHCHTOB HaIlIei
CHUCTEeMbl 3yOHBIX MMIUIAHTATOB, HWCMOJIB3YEMBIX C TMPOAYKTaMH, CM. B Karajore
COOTBETCTBYIOIIIMX CHUCTEM HMILJIAHTATOB, BBINYIIEHHOM KommaHued «MerallxeH
Nmmnnant Ko., JIta.»

5. HexenarteabHbie 3¢ eKThI

(1) D10 MOXET MPUBECTH K HEYy1aue UMILIAHTAIIMH, TAKOH KaK MOTepsi KOCTHOM Macchl,
HU3Kas UCXOJHAsl CTA0OMIILHOCTh, HApYIICHHE (DUKCALINH, Pa3IpaKeHUE U MOBPEKICHHUE
HEPBOB, YXY/IIIICHHE KEBATSIILHOW (DYHKIIUHU B PE3yJIbTaTe HEOPESIKHO BBIMOIHCHHOM
XHPYPrU4ecKoi onepanuu. Takke CyecTBYeT pUCK CMEPTEIBHOTO UCX0/1a H3-32
Pa3BUTHS TSDKEJION HHPEKIMH B TSDKENBIX CITydasX.

(2) Takue ocmokHEHHS, KaK HEIOMOTaHKe, 00JIb, OTEK, KPOBOTCUEHHUE, BOCIIAICHHUE,
JIMXOopaKa, HHQEKIH, 13Ba MATKHX TKaHEH, ONYIICHUE pa3pakeHus], HeMPaBUIbHBIN
NPUKYC U OTKPBITHIHN OB MOTYT OBITh PE3yJIbTATOM HEBHHUMATEIILHO BBIMOJIHCHHOM
XHPYPTrUYECKOH MPOLIEYPhI HITH IIOXOT0 OOIIETr0 COCTOSIHUS 3/I0POBbsI MAI[MCHTA.

(3) OHemeHue BClieICTBUE MOBPEKICHUS HEPBA B 001aCTH JIUIA OOBIYHO SIBJIICTCS
BPEMEHHBIM CUMIITOMOM, HO B HEKOTOPBIX CIyYasX sIBIACTCS HEOOPATHMBIM.

6. [IpoTuBONIOKA3aAHUS

ITpu 0T6OpE MAIMEHTOB CAEAYET YUUTHIBATH MPOTHBOMOKa3aHus. K mpoTHBOMOKA3aHUAM,
HOMHMO MPOYETO, OTHOCSTCSL:

(1) HemocraTtouHoe KOJTMUYECTBO KOCTH, €€ II0Xask CTPYKTypa

(2) HeymoBneTBopuTeIbHAs IMTHEHA MTOJOCTH PTA U MATOJOTHYCCKAss HHA)EKIHS B

aJIbBEOJISIPHON KOCTH




(3) BuyTpeHnnue 3a00sieBaHusI, TAKKE KaK TeMaTOAMCKPa3us, TMa0eT, HeOCAaHNE HITH

paccTpoOMCTBO NUIIEBAPEHUS
(4) Anxoronusm, HAPKOMAaHUs, KYpEHHUE U TICUXMYECKHE 3a00JIeBaHus/pacCTPONCTBA
(5) IMarueHTsl, KOTOPBIM 3aIPEIICHO MPOBEICHHE MAPOIOHTAIBHBIX U XUPYPTrHUSCKUX

BMeEIIATENbCTB/Onepanui

7. Xpanenue u 00padoTkKa

(1)Xupypr 10/KeH MPOBEPUTH, HAXOAUTCS JIM KAXKI0€ U3/ICITUE, UCTIONB3YEMOE BO BpEeMs
OTepaIiy, B MPABUILHOM TOJIOKEHUH U HE 3arPsA3HEHO JIM OHO.

(2) Xupypruveckuit HHCTpYMEHT CJICIyeT HCIIOJIb30BaTh TOJIBKO JIJIsl UMIUIAHTALUHU 3y00B

B COOTBETCTBUU C HHCTPYKIUAMMU.




(3) Kpaii xupypruueckoro HHCTPYMEHTA JUIs CO3aHUsl KOCTHOM MOJIOCTH Mepe.T
UCIIOJIb30BaHUEM CIICYET IPOBEPHUTh.

(4) Xupypruueckuiit ”HCTPYMEHT 151 CO3[JaHUsI KOCTHOM TOJIOCTHU CJIYET UCTIOIb30BaTh
¢ (pU3HOIIOTHYECKUM PACTBOPOM JJIs TIPEIOTBPAILCHHS HEKPO3a.

(5) Xupypr a0mKEeH HCIOIB30BaTh XUPYPrUUeCKUil HHCTPYMEHT C IMOAXOIAIICH YaCTOTOM
BpaleHus (000pOTOB B MUHYTY) C YUETOM COCTOSIHUSI KOCTH, HAIIPUMED, TNIOTHOCTH
KOCTH.

(6) Cnenmyet ucmosb30BaTh XUPYPru4eCKUe HHCTPYMEHTHI JIJISl COOTBETCTBYFOIICH
CHCTEMbI HMILJIAHTATOB.

(7) HeGonpbiue ycTponCTBa, TAKKE KK JATYUKH C PYHKIIUCH U3MEPEHHSI, MOYKHO BBOJIUTh
gyepes3 Topsio BO BpeMs XUpyprudeckoit onepanuu. Heo6xoauma gukcamuss HUTKOW WA
MIPOBOJIOKOM.

(8)Xupyprudeckre HHCTPYMEHTBI MOYXKHO HCITOJIb30BATh TIOBTOPHO, & CTOMATOJIOTHYCCKHUEC
OOpMaIlIMHBI ClIeayeT 3aMeHATh mocie 50 UCIOIb30BaHUI WM NMPU CHIKCHUH PEXYIICH
criocoOHocTU. CpoK CITy OBl CTOMATOJIOTHYECKOTO CBEpJia MOXKET OBITh U3MEHEH H3-3a
MeTojia oOpaIeHus.

(9)Yacrora ucoap30BaHMsI MOKET OBITh H3MCHEHA B 3aBUCUMOCTH OT 00pabOTKH.

(10) Ee Henb3s KCIIONIb30BaTh, KOT/IA CHJIA PE3aHMsI CBEPJIa YMEHBIIICHA.

(11) PacmakoBaHHBIH WM MOBPEXKACHHBIH MPOAYKT UCIOIH30BaTh 3aMPEIIEHO, OJHAKO
€ro He BO3BPAIAOT MPOU3BOIUTEIIO HIIH TUCTPUOBIOTOPY.

(12) YTunuszaiust ”HCTPYMEHTOB MPOBOJUTCS B COOTBETCTBHH ¢ HOPMATHBHBIMH aKTaMH
COOTBETCTBYIOIIUX OPTaHOB MO YTHIM3AINUN MEIUIIMHCKUX U3ACIIHIA.

(13) B cryuae BO3HMKHOBEHHSI CEPhE3HOTO MHIIMACHTA, CBA3aHHOTO C U3/ICIIUEM, CIICAYET
COOOIIUTH 00 ATOM MPOU3BOAUTEIIO U KOMIICTEHTHOMY OpraHy rocyaapcTBa, B KOTOPOM
3apeTrUCTPUPOBAH MOJIb30BATEb U (MJIN) TTAIUCHT.

(14) B cnyuae oOHapy>KeHHsT CTOMATOJIOIOM IOBPEKICHHUS YIIAKOBKHU 10 €€ BCKPHITHS
MOYKHO 3aIPOCUTh Y MIPOU3BOIUTEIIS 3aMECHY U3/ICITHUSI.

(15) Jlannoe usmenue ciueayeT XpaHuth npu temmneparype 15~30 °C.

8. MHoropa3oBblii METO H XpaHeHHE
Hcnonb3oBaHHbIE XUPYPTrUYECKUE HHCTPYMEHTHI MOAJIEKAT XPAHEHHUIO TIOCTIE OYUCTKU U
CTepUITU3ALIUH.

8.1. Oumncrka

O OuncrHTe KaXXIpIii XUPYPrHYECKH HHCTPYMEHT M BBIIIOJIHUTE CIIENUAIBHY O

NPOLIEAYPY OYHCTKH MEPE]] CTEPUIM3ALINEH, ONMMCAHHYIO HIKE.

1) Vnmanure ocTaBIIMECS HA TOBEPXHOCTH 3arps3HEHUS (KOKY, KPOBb, KOCTHYIO CTPYXKKY
U T. J1.), IOIPY3HUB HCIOJIb30BaHHBIE XUPYPrHYECKHE HHCTPYMEHTHI B BoIy. Jlepkure
XHPYPrU4eCcKue U3IENINs BO BIAXKHOMN cpejie 10 Mepexoia Ha CIIEAYIOLIHIA 3Tall
OUYHUCTKH.

2-1. YucTka XUpypruueckoro HHCTPYMEHTA BPYUHYIO (OOIIHiT METO).




a. [Ilorpy3ure xupypruyeckue HHCTPYMEHTHI B BOJY, CMEUIaHHYIO ¢ (pepMEHTAaTUBHBIM
MOIOIIUM PacTBOPOM (Hampumep, GepMEeHTaTUBHBIM JETepreHToM ¢ ypoBHeM pH oT 6 1o

9) niK aHaTOTMYHBIMUA MOIOUIMMH CPEJCTBAMU (IOCTYTIHBIMU Ha PHIHKE).
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b.  Tpure NoBepXHOCTb XUPYPTUUECKUX MHCTPYMEHTOB JI0 T€X MOP, MOKa BCE BUAUMBIC
3arpsi3HEHUS He OyAyT yAaJIeHbI TOAXOAIIEH HEHTOHOBOM IIETKOM ¢ MSITKOM IIETHHOM
(6omnee 4 MUHYT).

Ouncture Menpyaiive JeTald XUPYPrudecKux MHCTPYMEHTOB C MOMOIIbIO OYMIIAOUIei

WTJIBL.
c.  IIpomoiiTe MOBEpXHOCTh XUPYPIUUECKUX HHCTPYMEHTOB BOJOIIPOBOAHOM BOJOM,
YTOOBI yAAJIUTh BCE 3arpsI3HEHUS.

2-2) ABrtoMaruueckas MOWKa YJbTPa3BYKOBBIM OYHMCTUTEIIEM (PEKOMEHIYEMbIH
METO[)

a. [lomecTuB Xupyprudyeckue HMHCTPYMEHTBI B €MKOCTb [UJISI MbITbS (Hampumep,
TJIACTUKOBYIO KOP3MHY) BHYTPHU YJBTPa3BYKOBOTO OYUCTHUTENS, OJHOCTBIO €€ 3aJIeiTe
BOJI0M. BbI monyuute myuruii 3¢PexT npu Mcmnoab30BaHUU (HEPMEHTHOTO MOFOIIETO
cpeactBa (Hampumep, GepMEHTHOTO MOIOIIIETO cpeacTBa ¢ ypoBHeM pH ot 6 10 9) unu
AQHAJIOTMYHBIX MOIOIIUX CPEACTB (JIOCTYMHBIX [IJIS MCHOJb30BaHUS B KOMMEPUYECKHX
MPOAYKTaXx).

b.Ouuctute ux B TeueHne 5—15 MUHYT U CIICUTE BOAY.

c.IIpoMoiiTe TOBEPXHOCTh XUPYPrUYECKUX HHCTPYMEHTOB BOJOMPOBOJHOM BOJOM,
YTOOBI MOJTHOCTHIO CMBITh YUCTAILIUN PACTBOP.

U TIloBropsiiTe maru a, b, ¢, MOKa XUPyPruuyecKhue HHCTPYMEHTBI He Oy Iy T HOJTHOCTBIO
YUCTBHIMU, U BBITIOJTHUTE BU3yaJIbHBII OCMOTP.

U BeicymuTe MOBEPXHOCTh XHUPYPrUYECKUX HHCTPYMEHTOB €CTECTBEHHBIM 00pa3zoM
WIM B COOTBETCTBUU C IIMKJIOM CyHIKH ouuctutens. [Ipm HeoOXoauMOCTH BO3MOKHA
pyuHas CylliKa ¢ UCIOJIb30BaHUEM Heabpa3uBHOIO MOJIOTEHIa 6e3 Bopca.

U s mosmydeHusl JOMOJHHUTEIBHOW WHPOPMAIMK O JOCTYMHBIX (HEepMEHTHBIX
MOIOUIUX CPEACTBAX U YUCTSIIMX CPEJICTBAX CM. HHCTPYKLUHU MTPOU3BOAUTENS, KOTOPHIM
HE0OXO0IUMO CIIeIOBATh.

U BriMoiiTe XHpypruueckue HHCTPYMEHThI OTAEIBHO W TEpe] CTepUIIM3anuei
BBITIOJIHUTE CHEIHAIbHYIO MPOLIETypy NPOMBIBKH, KaK MOKAa3aHO HUXKE.

8.2. Crepuausanus

U Xupypruueckue HHCTPYMEHTHI HEOOXO0AUMO CTEPUIIN30BaTh pu Temneparype 132 °C
(270 °F) B TeueHue 15 MHUHYT METOAOM CTEPUIM3AIMHM IAPOM BBICOKOTO IABICHUS W
CylmuTh B TeueHue 30 MUHYT.

Ullpu temmeparype 6Gomee 149 °C (300,2 °F) xopoOka ¢ KOMIUIEKTOM MOKET

I[e(l)OpMI/IpOBaTBCﬂ, MO3TOMY CJICAYCT IPOABIATH OCTOPOKHOCTD.

9. Buumanue! &.
m [IpoayKT He clieayeT HCIOIb30BaTh, €CIIH YIIAKOBKA OTKPHITA MU IIOBPEXK ICHA.
m He ucronp3yiite 3arpsi3HEHHBIN 110 OMIMOKE XUPYPIroM MPOAYKT BO BPEMSI OICPAIIHH.

mllponykT He 1OMKEeH OBITh MOBTOPHO HMCIIOJIB30BAaH PA3HBIMH MAaIleHTaMu 0e3

CTEPHIIN3AIIHY.




mEciii UHCTPYMEHT 3arps3HeH, JaXkKe OJIMH MalUeHT HE JI0JKEH UCIO0JIb30BaTh.

mB ciydae aBapuu ciie1yeT NpUHATh HEMEIJICHHbBIE MEPBI.

mKadecTBO ¥ TOYHOCTH HE MOTYT OBITh TAPAHTUPOBAHBI, €CJIM KIUEHT (TI0JIb30BATEb)
WCIIOJIb3YET aHAJOTUYHBIE IPOIYKThI, KOTOPBIE MPOU3BOAATCS I MPOAAIOTCS HE HAMM.
mEcnu HanpaBienue pukcanuu Mexay UMIUIAHTATOM M KOHHEKTOPOM HEMpPaBHIIBHOE,
OH MOXeET J1Ie(hOPMHUPOBATHCHA.

mEciu pekomeHayemMoe KOJIMYECTBO HCIOIB30BAaHUN MPEBBIIMIEHO, MOXET MPOU30NTH
nedopMalus Uil MOTYT BOSHUKHYTh TPEIIMHBI HA U3JCIIUU.

m [lonb30BaTenp OJKEH yKazaTh, YTO MPOAYKT HE CJIEAYyeT HCIOJIb30BaTh, €CIU
yIIAaKOBKa HE MOJHOCTBIO 3aieyaTaHa Wi OPBaHa.

m [lanuenTsl B Bo3pacte 18 €T u cTapiie, y KOTOPhIX 3aBEPIIMIICS POCT KOCTU YETIOCTH
(marMeHThl C YaCTUYHOW WJIHM TOJTHOU aJieHTHEH )

m[IpousBoauTeNh HE HECET OTBETCTBEHHOCTH 32 KaKHE-TMOO MOBPEXKICHUS MPOAYKTA B
pesyibTaTe CTEPWIM3alUMU WIA HEMPaBWIBHOTO OOpalleHus, KpoOMe€ MEeToja
CTEPWIM3ALIUU [TAPOM TIO/I BBICOKUM JaBJICHUEM, MTPEJIOKEHHOTO KOMITaHUEH.

* [IpoOaemMbl MOTYT BO3HUKHYTb, €CJIM METOJI HE UCIIOJIBb3YIOTCSI PEKOMEHYy EMbIM
MIPOU3BOIUTETIEM 00pa3oM.

*[Ipy WCMNONB30BAaHMM HMHCTPYMEHTa JUIA YJAJI€HUs CJIEAYeT HCIOJIb30BaTh
HaBUTALIMOHHBIN MMHUH, B IPOTUBHOM CITy4ae MOKET MPOU30UTH MOJIOMKA HHCTPYMEHTA.
* MI3MeHeHre HanmpaBJeHUs JIBHXKEHUSI MHCTPYMEHTA BO BPEMS MCIIOIb30BAHUS MOXKET

MPHUBECTH K AepopManuy U3aeusl.

10. IIpeaynpexaenue

s 6e3omacHoro U 3¢(HEKTUBHOTO MCIOJIB30BaHMS CUCTEMbl MMILIaHTaTOB MegaGen
HACTOSITEJIbHO PEKOMEHIyETCsI CIEAYIOILEE.

(2) Xwupypr H0KEH OBITh METUIIMHCKUM CIICIIMATTUCTOM, BIIACIOIIIM TEXHUKON
VMMITTAaHTAIMA Ha BBICOKOM YPOBHE.

(3) Xwupypr H0KEH OBITH MMOJTHOCTHIO OCBEOMIICH O METO/C XUPYPTHUSCKOMN OIepaIuu
U TIPEIOCTEPEKEHUAX OTHOCUTENLHO MPOAYKTa MEpe/1 UCII0Ib30BAaHUEM.

(4) Xwupypr HOKEH HOCHUTh AacCENTUYECKH OMNEepalMOHHBIM XajdaT U TPOBOJUTH
OTiepalvio B ONEPAIMOHHOM, COOII0/1ast yCIIOBUS ACENITUKUA BO BPEMSI OTIepaIiu.

(5) HenpaBunbHbIN BEIOOp MAIIMEHTA M TEXHUKH MOXKET PUBECTH K HEyaue Orepanun
10 UMIUIAHTALMU U MOTEPE MOAECPKUBAIOIIEN KOCTH.

(6)Henanyiexxaiiias rurueHa MoJIOCTH PTa y MAIMEHTOB MOXKET MPUBECTH K BOSHUKHOBEHUIO
MOOOYHBIX 3P HEKTOB.

(7) HeOpexxHOE UCTIONB30BaHNE HHCTPYMEHTA B )KUBOTHOBOJICTBE MOYKET IMTPUBECTH K €TO
3arpsI3HEHUIO.

(8) 3yOHOI UMIUTAHTAT HE TIPOXOIUIT UCTIBITAHNE HA 0€30MACHOCTh U COBMECTUMOCTH B

MP-cpene. M3nenne He NpOXOAUIIO UCTIBITAHUS HA HATPEBAHUE, MUTPALIMIO WU

apredakTel Ha cHUMKE B MP-cpene. bezomacnocts ncnons3oBanus uznenus B MP-cpene




HC YCTaHOBJICHA. CKaHI/IPOBaHI/Ie ManmueHTa ¢ TAKUM U3ACIINEM MOKCT IIPUBCCTHU K

TPaBMUPOBAHUIO TAITUCHTA.
(9) Wzpenue HEOOXOIUMO HCIIOIB30BATH B YHUCTON 30HE.

/nororun: MEGAGEN/ www.imegagen.com

«Mera/lxen Ummant Ko., JItn.» (MegaGen Implant Co., Ltd.)

45, Ceueon-po-7-run, laca-eym, lanceonr-ryn, Tory, 42921, Peciy6nuka Kopest (45, Secheon-ro 7-gil, Dasa-eup,
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To whom it may concern

We, MEGAGEN IMPLANT CO.,
LTD (45 Secheon-ro 7-gil, Dasa-eup,
Dalseong-gun, Daegu 42921, Republic of
Korea) as a manufacturer of
BLUEDIAMOND Implant System, ask to
follow the instructions for use in accordance
with the table:

MegaGen Implant Co., Ltd.
45, Secheon-ro 7-gil, Dasa-eup, Dalseong-gun,
Daegu 42921, Republic of Korea

T: +82 (0)2 1544 2285 F: +82 (0)2 6499 2840

Hns  mOpenbsBIeHHS 1O MECTY
TpeboBaHus

Ms, MEGAGEN IMPLANT CO.,,
LTD (45 Secheon-ro 7-gil, Dasa-eup,

Dalseong-gun, Daegu 42921, PecnyOmuka
Kopest) xak IpOHM3BOAMTENb  CHCTEMBI
HMMIIJIaHTALlMOHHOH CTOMAaTOJIOTHYECKOH
BLUEDIAMOND Implant System, npocum
PYKOBOJICTBOBATLCS ~ HWHCTPYKLIHAMH IO
NPUMEHEHHIO B COOTBETCTBHH C TabJHMIEH:

HueTpykuus no

Product name HanmeHoBaHHe Instruction for use
NMpHMeHeHHI0
BLUEDIAMOND .
IMPLANT HWmnnanrar BLUEDIAMOND Fixture WUmnnanTar
TiGEN Abutment Abarment npemun TiGEN TiGEN Abutment AbarmeHT npemun TiIGEN
ZrGEN Abutment TutaHoBoe ocHoBaHue ZrGen ZrGEN Abutment TuranoBoe ocHoBaHue ZrGen

Meg-Ball Abutment

AQaTMEHT LIAPOBUAHBII

Cucrema CbeMHOT0

KoMniekT wapoBHIHbIX MegaGen Overdenture NpOTE3HPOBAHHSA
Meg-Ball P
A abaTMEHTOB System MegaGen Overdenture
Meg-Loc Abutment Jlok-aBaTMeHT System
EZ Post Abutment AbarmenT EZ Post
Angled Abutment ABaTMeHT yrioBoi
Milling Abutment ADaTMeHT 00TauMBaeMBblii
Octa Abutment Abdarment Octa
Multi-unit Abutment Abarment Multi-unit
Multi-unit Angled A "
Abiitat Abarment Multi-unit yrioeoi
Multl—unge/t\butment Habop abarmentor Multi-unit
CCM Abutment Abarment CCM
Temporary Abutment ABaTMeHT BpeMeHHBIH
Cover Screw BuHT-3arnymka
S.H.A Screw Buut S.H.A
1-Gen Screw Bunr [-gen Prosthesis Mpores

Healing Abutment

@opMHpOBaTENE AECHBI

Scan Healing
Abutment

CkaHupyeMblii abaTMeHT

S.H.A Screw

3aKMBIAIOIIMI BUHT (PHKCALMH
a0aTMEHTA CO CKaH MapKepoM

Fuse Abutment

[1penoxpaHsromunii abaTMEHT

Multi-unit Abutment
Screw

BuHT drkcawuu abarmenta Multi-
unit

Abutment Screw

BuHT uKkcaunu abaTMeHTa

Cylinder Screw

LunuHApHYecKHil BUHT

Flat Healing dopmupoBaTenb JecHbI AN
Abutment MJIOCKOr0 abaTMeHTa
Gold Cylinder 3onoToi uMIHHAP
CCM Cylinder Humuuap CCM

Perncrpamusa MU B Pocanpasramsope
www.nevacert.ru | info@nevacert.ru




Lab Analog

Amnanor nabopaTopHslii

Bumn-out Cylinder

Lunuuap BeDKUTraeMbli

Plastic Cylinder

LIMNHHAP MIACTHKOBLIH

Temporary Cylinder

LInmHAp BpEMEHHLIH

EZ Post Cylinder

Lnnunap EZ Post

Multi-unit Healing
Cap Set

Habop npenoxpanarommx
KoJinaykoB Multi-unit

Retentive Cap

PeTeHUHOHHBIH KONNayok

Retentive Ring

¥ IepKHBaAKOILHE KOJIBLLO

Stainless Steel
Housing

Marpuua U3 HepkaBeroLleil cTanu

Metal Cap

MeTannnyeckuii Konmayok

Metal Housing

MeTtannnyeckas MaTpuua

Retentive Caps set

Habop peTeHUMOHHBIX KONNAYKOB

Fuse Cap

Kpbilika npeaoxpaHuTens

Comfort Cap

3alUMTHBIA KONMauyo0K

1-Gen

1-Gen Cover Screw

BuHT-3armywka I-gen MeBpana i-Gen

Membpana I-gen

i-Gen membrane
Impression Coping

Konnayok cnenovHslii

Snap Impression

Konmayok nnacTUKOBbIH

Coping CJICTIOYHBII
Stainless Impression Konnayok merannuyeckuii
Coping CJIENOYHBbIH
Guide Pin HaeHrauuoHHbIiH nuH
Lab Analog AHanor nabopaTopHbIi

Burn-out Cylinder

LlunuHap BbEKHUTaeMbIid

Scan Abutment

CKaHHpyeMBlii adaTMeHT

Try-in Abutment

[MpoOHeIit abaTMeHT

Surgical Guide

Xupypruueckuii wabnox

Direction Indicator

IMun napajalebHOCTH JJ1d JIOXKa nona
HMILJIaHTaT

Path Finder

[Tun MapajyieIbHOCTH A4
YCTAHOBJIEHHOTO UMIJIAHTATa

Abutment Removal
Driver

OTBepTKa A8 H3BIeYEHHS
adaTMeHTa

Anchor Pin

AHKepHbI# WITHGT

Bone Profiler

[Mpodune KoCTHEIA

Bottom Drill

Cgepno ¢ Topueroii pabouei
YacThIO

Carrier Extension

Y INMMHUTENbs UMIIJIAHTOROA i
Surgical Instrument

Carrier Handpiece
Adapter

ﬂepexonHHK HMIIJIAHTOBO -
HAKOHEYHHK

Cortical Bone Dirill

Ceepno ang KOpTHKANBHOH KOCTH

Drill Extension

VY anuHutens A7A CBeplia

CrnaxuBatoliee CBepio

Flattening Drill
Hand Driver OTBepTKa pyuHas
Hand Tap Crepso py4Hoe

Handpiece Connector

HMMrnaHToROa 4511 HAKOHEYHHKA

Implant Carrier

Umnnanroson

OTBepTKa 114 CHATHA CIIEMKOB

Impression Driver
Initial Drill CeepJio neproHayansHoe
Insert Driver HMMMaHTOBO A1 BCTABKM CJIENKOB
Lance Drill CBepi10 KONbEBUAHOE
Lindermann Dirill Ceepno JInngepMaHHa
Multi Tool My nBTUMHCTPYMEHT
Narrow Crest Drill V3Kkoe cBeprnio i anbBeoIIPHOTO
OTpOCTKA
Octa Driver OtBepTKa 111 BHHTOBOTO
abarmeHTa

Ratchet Connector

VY anuuurens A1 XparnoBoro Kirva

Ratchet Extension

HWmMmnaHTOBOA U1 XparoBoro

XUpypruueckuii HHCTpYMeHT
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Knro4ya

Ratchet Wrench XpanoBblii KITHOY
Reamer Drill Caepro-pa3eepTka
Reamer Driver Center LleHTpanbHbli WTHGT npUBOAA
Pin pa3BepTKH

. . OTBepTKa [N1g YII0BOTO
Right Angle Driver G

HAaKOHEYHHKa
Second Drill Caepuo BTOpOE
Shaping Drill Ceepro gopmupylowee
Solid Driver OTBEPTKA AN MOHOJIUTHOTO
abaTmeHTa

Stent Anchor AHkep wabnoHa
Stopper Drill Caepiio co cronmnepom

Tap Drill Meruuk

Tip Driver Pyuka nns oTBepTKH
Tissue Punch [Mepdoparop cnuzucToit 0b0N0UKH

i OTBEpTKa A1 WapHKoBOTro
Torque Driver P P

abaTMeHTa
Torque Wrench JMHaMoMeTpHuecKHrii KoY
Torque Wrench Apjanrtep AMHAMOMETPHYECKOTO
Adapter KI104a
Torx Tip Topieroii HaKOHEYHHK
Trephine Bur TpenaH ANMHHBIH

Habop HHCTPYMEHTOB 1A
npodHIHPOBAHHA KOCTH
BLUEDIAMOND Bone Profiler Kit

BLUEDIAMOND

Bone Profiler Kit Surgical Instrument/

Dleanigand XHPYPru4ecKHi HHCTpYMEHT/

BLUEDIAMOND Xupypruueckuii Habop Sterilization of Surgical DrHeTia B CRepHIBA AT
Surgical Kit BLUEDIAMOND and Prosthetic ﬁai(;‘;g:b’g'i{i‘z‘;““;c:::o:

BLUEDIAMOND Xupypruyeckuin Habop Instrument Kits P Py
Surgical Kit BLUEDIAMOND

(signature, stamp) (noanuce, nevars)

Head of the R&D center/ PykoBOAMTENb HAY4YHO-UCCNEA0BATENLCKOTO LEeHTpa /
MEGAGEN IMPLANT C

(title) (AonkHOCTB)
Hyun-Wook An /. X8H-Byk AH
(full name) ; / (®.1.0.)
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