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Intended Use/ Indications for Use:
Dental Dam is intended to be used intraorally to isolate one or more teeth and create a barrier
to the surrounding area during a dental procedure.

Contraindications:
Latex Dental Dam should not be used on patients with a latex allergy.

Intended Users:
- Dental Practitioners
- Dental Assistants

Patient Target Group(s):
Suitable for all patient groups.

Clinical Benefits:

The use of Dental Dam has the following clinical benefits:

- Increased visibility through tooth/teeth isolation

- Reduced risk of the patient aspirating or swallowing instruments, tooth debris, medicaments
or irrigation solutions

- Creation of a dry operating field

- Protection of soft tissue from contact with instruments

- Infection control barrier

Characteristics:

- Available in different colors and thicknesses

«Two sizes: 5"x 5"or 6"x 6" (127 mm x 127 mm or 152 mm x 152 mm)

- The lighter colors have the advantage of naturally illuminating the operating field whereas the
darker colors can help with visual contrast

Storage:
Store Dental Dam between 32° F - 80° F (0°C - 26°C).
Keep dry and keep away from heat.



Residual Risks, Warnings and Precautions:

Refer to the Warnings and Precautions section for disclosure of risk associated with the use of
the Dental Dam in line with its Intended Use.

Instructions

CAUTION! This Product Contains Natural Rubber Latex Which May Cause Allergic Reac-
tions.

Dental Dam is intended to be used with various other devices including clamps and frames.
Refer to the instructions for use for the other devices being used.

The following general steps are provided as guidance and can be tailored to fit the specific case:
Step 1: Determine the Operating Field.

Step 2: Dental Dam Preparation.

- Determine hole positions

« Mark hole positions

- Punch holes

Step 3: Clamp/Retainer Selection

Step 4: Clamp/Retainer Application

Step 5: Dental Dam Placement



Parts List

Note: Not all Catalog Numbers are available in all regions

Catalog # Description

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs

60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs

60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs

60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs

60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs

60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs

60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs

60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs

60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs

60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs

60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs

60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs

60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs

60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs

60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs

60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs

60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs




Catalog # Description

60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs




Warnings and Precautions

Warnings

Statement

WARNING!

Failure to properly follow the directions in this IFU may result in patient
injury or compromise the integrity of the dental dam. Use the product
only in accordance with its intended use, see Intended Use.

Do not reuse Dental Dam. Dental Dam is intended to be used only
once. Reuse of Dental Dam intraorally is a biological hazard and can
result in cross contamination.

Dental Dam should be inspected prior to use. Discard torn or brittle
Dental Dam. Use of Dental Dam that has lost its performance charac-
teristics can result in loss of functionality and compromise the integrity
of the procedure.

Precautions

Statement

CAUTION

This Product Contains Natural Rubber Latex Which May Cause Allergic
Reactions.

Do not expose Dental Dam to high temperatures. Store Dental Dam
away from heat sources.

Dental Dam has a specified shelf life. Do not use the device after the
Use-by Date because the device functionality and performance charac-
teristics may be compromised.

Caution: Federal (USA) law restricts this device to sale by or on the
order of a licensed healthcare practitioner

Do not store near non-latex products.




Additional Information

Note: Dispose of device in accordance with local, regional, national, and/or international regu-
lations. Devices used intraorally should be treated as a biohazard and disposed of properly per
local regulations.

Note: Upon request, a hardcopy of the IFU will be supplied free of charge.

For users located in the EU: Any serious incident that has occurred in relation to the use of
the device should be reported to Coltene/Whaledent, Inc. and the competent authority of the
member state in which the user and/or patient is established.

Symbol Glossary

Symbol Title and description of symbol

Consult electronic instructions for use - Indicates the need for the user
to consult the instructions for use

A Caution
(1]

www.coltene.com

Medical Device - Indicates the item is a medical device

Rx ONLY Sale Restrlcted:Th-e purchase of the device is restricted to licensed
healthcare practitioners only.

E Use-by Date - Indicates the date after which the medical device is not
to be used
Catalog Number - Indicates the manufacturer’s catalogue number so
that the medical device can be identified

® Do not re-use - Indicates a medical device that is intended for use on a
single patient during a single procedure




Symbol

Title and description of symbol

C€

CE mark

B

Importer - Indicates the entity importing the medical device into the
locale

il

Manufacturer - Indicates the medical device manufacturer

LOT

Batch code - Indicates the manufacturer’s batch code so that the batch
or lot can be identified

[EC[REP

Authorized representative in the European Community - Indicates the
authorized representative in the European Community

Contains natural rubber latex - Indicates the presence of dry natural
rubber latex as a material of construction within the medical device.

Storage

Store Dental Dam between 32° F — 80° F (0°C — 26°C).
Keep dry and keep away from heat.

Symbol Title and description of symbol
Keep dry - Indicates a medical device that needs to be protected from
f moisture
/\/\+'/\ Keep away from heat - Indicates a medical device that needs
/.\\ protection from heat

Temperature Limit - Indicates the temperature limits to which the medical
device can be safely exposed. The upper and lower limits of temperature
shall be indicated adjacent to the upper and lower horizontal lines.




HySolate
Latex Dental Dam

Gebrauchsanweisung
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Verwendungszweck/Indikationen:
Dental Dam ist zur intraoralen Trockenlegung eines oder mehrerer Zéhne und zur Schaffung
einer Barriere gegeniber der Umgebung wéhrend eines zahnmedizinischen Eingriffs indiziert.

Kontraindikationen:
Latex Dental Dam darf nicht bei Patienten mit Latexallergie verwendet werden.

Vorgesehene Anwender:
- Zahndrzte
« Zahnmedizinische Fachangestellte

Patientenzielgruppe(n):
Geeignet fUr alle Patientengruppen.

Klinischer Nutzen:

Die Verwendung von Dental Dam hat den folgenden klinischen Nutzen:

- Erhohte Sichtbarkeit durch Trockenlegung des Zahns/der Zdhne

- Geringeres Risiko, dass der Patient Instrumente, Zahnreste, Medikamente oder Spllésungen
aspiriert oder verschluckt

- Herstellung eines trockenen Behandlungsfelds

« Schutz des Weichgewebes vor Instrumentenkontakt

- Barriere zur Infektionskontrolle

Eigenschaften:

- Erhaltlich in verschiedenen Farben und Starken

< Zwei GroBBen: 127 mm x 127 mm (5"x 5") oder 152 mm x 152 mm (6" x 6")

- Die helleren Farben haben die Eigenschaft, das Operationsgebiet natdrlich zu beleuchten,
wahrend die dunkleren Farben fur einen sichtbaren Kontrast sorgen.

Lagerung:
Dental Dam zwischen 0 °C und 26 °C (32 °F und 80 °F) lagern.
Trocken aufbewahren und vor Hitze schiitzen.



Restrisiken, Warnhinweise und Vorsichtsma8nahmen:

Dem Abschnitt,Warnhinweise und VorsichtsmaflSnahmen” sind Angaben zu den Risiken zu en-
tnehmen, die mit der Verwendung von Dental Dam entsprechend seinem Verwendungszweck
verbunden sind.

Anweisungen
VORSICHT! Dieses Produkt enthalt Naturkautschuklatex, das allergische Reaktionen her-

vorrufen kann.

Dental Dam ist fur die Verwendung mit verschiedenen anderen Produkten einschlief3lich Klam-
mern und Rahmen vorgesehen.

Siehe Gebrauchsanweisungen der anderen verwendeten Produkte.

Die folgenden allgemeinen Schritte stellen einen Leitfaden dar und kénnen dem Einzelfall
entsprechend ausgelegt werden:

Schritt 1: Bestimmung des Operationsgebiets.
Schritt 2: Vorbereitung von Dental Dam.

« Lochpositionen bestimmen

« Lochpositionen markieren

- Locher ausstanzen

Schritt 3: Auswahl der Klammer/des Retainers

Schritt 4: Anlegen der Klammer/des Retainers

Schritt 5: Platzierung von Dental Dam



Teileliste

Hinweis: Nicht alle Katalognummern sind in allen Regionen verfligbar

Katalognr. | Beschreibung

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs




Katalognr. | Beschreibung

60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs




Warnhinweise und VorsichtsmaBnahmen

Warnhinweise

Aussage

WARNUNG!

Die Nichtbefolgung dieser Gebrauchsanweisung kann zur Verletzung
des Patienten fiihren oder die Integritdt des Dental Dam beeintrach-
tigen. Das Produkt nur entsprechend seinem Verwendungszweck
verwenden, siehe Verwendungszweck.

Dental Dam nicht wiederverwenden. Dental Dam ist zum Einmal-
gebrauch bestimmt. Die Wiederverwendung von Dental Dam stellt
eine biologische Gefahr dar und kann zu einer Kreuzkontamination
fuhren.

Dental Dam sollte vor dem Gebrauch Uberprift werden. Gerissenen
oder sproden Dental Dam entsorgen. Die Verwendung von Dental
Dam, der seine Leistungseigenschaften verloren hat, kann zu einem
Verlust der Funktionalitdt fihren und die Integritdt des Eingriffs
beeintrachtigen.




VorsichtsmaBBnahmen | Aussage

Dieses Produkt enthélt Naturkautschuklatex, das allergische
Reaktionen hervorrufen kann.

Dental Dam keinen hohen Temperaturen aussetzen. Dental
Dam von Wérmequellen entfernt lagern.

Dental Dam hat eine bestimmte Haltbarkeit. Das Produkt
nicht nach Ablauf des Verfallsdatums verwenden, da die
Funktionalitat und die Leistungseigenschaften des Produkts
VORSICHT beeintrdchtigt sein konnen.

Vorsicht: Laut Bundesgesetz (der USA) darf dieses Produkt nur
an zugelassenes medizinisches Fachpersonal oder auf dessen
Anordnung verkauft werden.

Nicht in der Nahe von latexfreien Produkten lagern.

Zusatzliche Informationen

Hinweis: In Ubereinstimmung mit den jeweiligen lokalen, regionalen, nationalen und/oder
internationalen Vorschriften entsorgen. Intraoral angewendete Produkte sind als Biogefdhrdung
zu behandeln und entsprechend den lokalen Vorschriften zu entsorgen.

Hinweis: Auf Anfrage wird kostenlos eine Papierversion dieser Gebrauchsanweisung zur Verfu-
gung gestellt.

Fiir Anwender in der EU: Alle schweren Vorfdlle, die sich im Zusammenhang mit diesem
Produkt ereignet haben, sollten Coltene/Whaledent, Inc. und der zusténdigen Behorde des
Mitgliedstaates, in dem der Anwender niedergelassen ist und/oder der Patient seinen Wohnsitz
hat, gemeldet werden.



Symbolglossar

Symbol

Symbolbezeichnung und -beschreibung

Vorsicht

|

www.coltene.com

Elektronische Gebrauchsanweisung beachten — weist darauf hin, dass
der Anwender die Gebrauchsanweisung beachten muss

Medizinprodukt — gibt an, dass der Artikel ein Medizinprodukt ist

Rx ONLY

Eingeschrankter Verkauf: Der Kauf des Produkts ist medizinischen
Fachkraften vorbehalten.

Verfallsdatum — gibt das Datum an, nach dem das Medizinprodukt
nicht mehr verwendet werden darf

Katalognummer — gibt die Katalognummer des Herstellers an, damit
das Medizinprodukt identifiziert werden kann

Nicht wiederverwenden — weist auf ein Medizinprodukt hin, das fur die
Verwendung an einem einzelnen Patienten wahrend eines einzelnen
Verfahrens bestimmt ist

CE-Kennzeichnung

Importeur — gibt das Unternehmen an, das das Medizinprodukt in das
Land importiert

L& oFw

Hersteller — gibt den Hersteller des Medizinprodukts an




Symbol

Symbolbezeichnung und -beschreibung

LOT

Chargenbezeichnung - gibt die Chargenbezeichnung des Herstellers
an, damit die Charge oder das Los identifiziert werden kann

EC[REP|

EU-Bevollmdchtigter — gibt den Bevollméchtigten in der Europdischen
Gemeinschaft an

Enthalt Naturkautschuklatex — weist auf das Vorhandensein von
trockenem Naturkautschuklatex als Werkstoff innerhalb des
Medizinprodukts hin.

Lagerung

Dental Dam zwischen 0 °C und 26 °C (32 °F und 80 °F) lagern.
Trocken aufbewahren und vor Hitze schitzen.

Symbol Symbolbezeichnung und -beschreibung
Trocken aufbewahren — weist auf ein Medizinprodukt hin, das vor
Feuchtigkeit geschitzt werden muss
/\/\+//\ Vor Hitze schitzen — weist auf ein Medizinprodukt hin, das vor Hitze
1\\ geschutzt werden muss

4

Temperaturbegrenzung — gibt die Temperaturen an, denen das
Medizinprodukt sicher ausgesetzt werden kann. Die Temperaturober-
und -untergrenzen werden jeweils neben der oberen bzw. unteren
horizontalen Linie angegeben.
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Utilisation prévue / Indications :
Dental Dam est congu pour un usage intraoral et indiqué pour l'isolation d'une ou de plusieurs
dents et la création d'une barriere avec la zone environnante pendant des soins dentaires.

Contre-indications :
Dental Dam en latex ne doit pas étre utilisé sur les patients avec une allergie au latex.

Utilisateurs ciblés :
- Praticiens dentaires
- Assistants dentaires

Groupe(s) de patients ciblés :
Conviennent a tous les groupes de patients.

Bénéfices cliniques :

Lutilisation de Dental Dam a les bénéfices cliniques suivants :

- Visibilité accrue via l'isolation de la dent/des dents

+ Réduction du risque que le patient n'aspire ou n'avale les instruments, les débris dentaires, les
médicaments ou les solutions d'irrigation

- Création d'un champ opératoire sec

« Protection du tissu mou contre tout contact avec les instruments

- Barriere contre les infections

Description :

- Existe en différentes couleurs et épaisseurs

« Deux tailles : 127 mm x 127 mm ou 152 mm x 152 mm

« Les couleurs claires ont I'avantage d'illuminer naturellement le champ opératoire pendant que
les couleurs foncées favorisent le contraste visuel.

Conservation :
Conserver Dental Dam a une température comprise entre 0 et 26 °C.
Tenir au sec et a |'écart de toute source de chaleur.

20



Risques résiduels, avertissements et précautions :

Se reporter a la rubrique Avertissements et précautions pour connaitre les risques associés a
I'utilisation de Dental Dam conformément a I'usage prévu.

Instructions

ATTENTION ! Ce produit contient du latex de caoutchouc naturel qui peut provoquer des
réactions allergiques.

Dental Dam est concu pour étre utilisé avec divers autres dispositifs, notamment des pinces et des
cadres.

Se reporter au mode d'emploi des autres dispositifs utilisés.

Les étapes générales suivantes sont données a titre indicatif et peuvent étre adaptées a un cas
spécifique :

Etape 1 : détermination du champ opératoire.
Etape 2 : préparation de Dental Dam.

- Détermination de I'emplacement des trous

« Marquer l'emplacement des trous

« Percer les trous

Etape 3 : choix des crampons/attaches

Etape 4 : application des crampons/attaches

Etape 5 : placement de Dental Dam

21



Liste des produits
Remarque : certaines références de catalogue peuvent ne pas étre disponibles dans toutes les
régions

Réf. catalogue | Description

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs




Réf. catalogue | Description

60034422 HySolate Latex Dental Dam Green medium 127 x 127,364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs

23



Avertissements et précautions

Avertissements

Mention

AVERTISSEMENT

Le non-respect strict des instructions contenues dans ce mode
d'emploi est susceptible d'occasionner la blessure du patient ou
de compromettre l'intégrité de Dental Dam. Utiliser le produit
conformément a son utilisation prévue - voir paragraphe Utilisa-
tion prévue.

Ne pas réutiliser Dental Dam. Dental Dam est congu pour étre
utilisé une seule fois. La réutilisation intra-orale de Dental Dam
comporte un danger biologique et peut entrainer une contami-
nation croisée.

Il convient d'inspecter Dental Dam avant utilisation. Jeter
Dental Dam s'il est déchiré ou poreux. L'utilisation d'une digue
Dental Dam ayant perdu ses caractéristiques peut occasionner
une perte de fonctionnalité et compromettre l'intégrité de la
procédure.

24



Précautions Mention

Ce produit contient du latex de caoutchouc naturel qui peut
provoquer des réactions allergiques.

Ne pas exposer Dental Dam a des températures élevées. Stocker
Dental Dam a |'écart des sources de chaleur.

Dental Dam a une durée de vie limitée. Ne pas utiliser le disposi-
tif apres la date limite d'utilisation car ses fonctionnalités et ses

performances pourraient étre compromises.
ATTENTION

Attention : la loi fédérale (Etats-Unis dAmérique) limite la vente
de ce dispositif par un professionnel de santé agréé ou sur sa
prescription

Ne pas ranger a proximité de produits sans latex.

Informations complémentaires

Remarque : éliminer le dispositif conformément aux réglementations locales, régionales, na-
tionales et/ou internationales. Les dispositifs utilisés en intra-oral doivent étre traités comme un
danger biologique et éliminés correctement conformément aux réglementations locales.

Remarque : un exemplaire papier du mode d'emploi sera expédié gratuitement, sur demande.
Pour les utilisateurs au sein de I’'UE : tout incident grave survenant en lien avec I'utilisation

du dispositif doit étre signalé a Colténe/Whaledent, Inc. et aux autorités compétentes de I'Etat
membre ou I'utilisateur et/ou le patient sont installés.

25



Signification des symboles

Symbole

Intitulé et description du symbole

Attention

|

www.coltene.com

Consulter le mode d'emploi électronique - Indique la nécessité pour
I'utilisateur de consulter le mode d'emploi

Dispositif médical — Indique que l'article est un dispositif médical

Rx ONLY

Vente limitée : I'achat du dispositif est strictement limité aux
professionnels de la santé autorisés.

A utiliser avant - Indique la date aprés laquelle le dispositif médical ne
doit pas étre utilisé

Référence catalogue - Indique la référence au catalogue du fabricant
permettant d'identifier le dispositif médical

=\ELS

Ne pas réutiliser - Indique que le dispositif médical est destiné a un
usage sur un seul patient au cours d'une seule procédure

N
m

Marque CE

Importateur - Indique l'entreprise qui importe le dispositif médical au
niveau local

E&

Fabricant - Indique I'entreprise qui fabrique le dispositif médical

26



Symbole

Intitulé et description du symbole

LOT

Numéro de lot - Indique le numéro de lot du fabricant permettant
d'identifier le lot

EC[REP|

Représentant autorisé au sein de la Communauté européenne
- Indique le représentant autorisé au sein de la Communauté
européenne

Contient du latex de caoutchouc naturel - Indique la présence de latex
de caoutchouc naturel sec dans le dispositif médical.

Conservation

Conserver Dental Dam a une température comprise entre 0 et 26 °C.
Tenir au sec et a I'écart de toute source de chaleur.

Symbole Intitulé et description du symbole
Tenir au sec - Indique que le dispositif médical doit étre protégé contre
f I'humidité
| N . . e
/\/\T//\ Tenir a Iécart de toute source de chaleur - Indique que le dispositif
’.\\ médical doit étre protégé contre la chaleur

Limite de température - Indique les limites de température a laquelle le
dispositif médical peut étre exposé sans danger. Les limites supérieure
et inférieure doivent étre indiquées a coté des lignes horizontales
supérieure et inférieure.




HySolate
Latex Dental Dam

Instrucciones de uso
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Uso previsto/indicaciones para el uso:
El Dental Dam esta previsto para su uso intrabucal para aislar una o varias piezas dentales y
crear una barrera frente al entorno durante el procedimiento dental.

Contraindicaciones:
El Latex Dental Dam no se debe usar en pacientes con alergia al latex.

Usuarios previstos:
« Dentistas
- Auxiliares dentales

Grupo(s) objetivo de pacientes:
Indicado para todos los grupos de pacientes.

Ventajas clinicas:

El uso del Dental Dam tiene las siguientes ventajas clinicas:

- Visibilidad aumentada a través del aislamiento del diente/los dientes

+ Menor riesgo de que el paciente aspire o se trague instrumentos, restos de dientes, medica-
mentos o soluciones irrigadoras

- Creacion de un area de trabajo seca

- Proteccion del tejido blando frente al contacto con los instrumentos

- Barrera para el control de las infecciones

Caracteristicas:

- Disponible en diferentes colores y grosores

« Dos tamanos: 127 mm x 127 mmo 152 mm x 152 mm (5"x 5"0 6"x 6")

« Los colores més claros tienen la ventaja de que iluminan de manera natural el campo operato-
rio, mientras que los oscuros ayudan a crear contraste visual

Almacenaje:
Guarde el Dental Dam entre 0 °C - 26 °C (32 °F - 80 °F).
Mantener seco y alejado del calor.
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Riesgos residuales, advertencias y precauciones:

Consulte los riesgos asociados al uso del Dental Dam cuando se usa de la manera prevista en el
apartado «Advertencias y precauciones».

Instrucciones

iPRECAUCION! Este producto contiene latex de goma natural que puede causar reacciones
alérgicas.

El Dental Dam esta previsto para su uso con otros dispositivos, como clamps y marcos.
Consulte las instrucciones de uso de los dispositivos que esté usando.

Los siguientes pasos generales sirven de orientacion y se pueden adaptar al caso especifico:
Paso 1: Determinar el campo operatorio.

Paso 2: Preparacion del Dental Dam.

- Determinar las posiciones de los orificios

- Marcar las posiciones de los orificios

- Perforar los orificios

Paso 3: Seleccion del clamp/retenedor

Paso 4: Colocacion del clamp/retenedor

Paso 5: Colocacion del Dental Dam
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Lista de componentes
Nota: No todos los nimeros de catdlogo estan disponibles en todas las regiones

N.cde Descripcion

catalogo

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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N.cde Descripcion

catalogo

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Advertencias y precauciones

Advertencias

Declaracion

jADVERTENCIA!

Si no se siguen adecuadamente las indicaciones de estas instruc-
ciones de uso, el paciente puede resultar lesionado o la integri-
dad del dental dam puede verse comprometida. Use el producto
exclusivamente conforme a su uso previsto, véase Uso previsto.

No reutilice el Dental Dam. El Dental Dam esta previsto para un
solo uso. La reutilizacion intrabucal del Dental Dam supone un
riesgo bioldgico y puede provocar una contaminacion cruzada.

Inspeccione el Dental Dam antes de su uso. Deseche el Dental
Dam si estd rasgado o quebradizo. El uso de un Dental Dam que
ha perdido sus propiedades puede suponer la pérdida de la fun-
cionalidad y comprometer la integridad del procedimiento.

Precauciones

Declaracion

PRECAUCION

Este producto contiene latex de goma natural que puede causar
reacciones alérgicas.

No exponga el Dental Dam a temperaturas altas. Guarde el
Dental Dam lejos de fuentes de calor.

El Dental Dam tiene una vida util especifica. No utilice el produc-
to después de la fecha de caducidad, porque su funcionalidad y
su rendimiento pueden estar comprometidos.

Atencién: La ley federal de los EE. UU. limita la venta de este
dispositivo a profesionales sanitarios autorizados o bajo prescrip-
cion facultativa de estos.

No se debe guardar cerca de productos sin latex.
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Informacién adicional

Nota: Deseche el producto siguiendo las normativas locales, regionales, nacionales y/o interna-
cionales. Los productos que se usan intraoralmente se deben tratar como un riesgo biolégico y
se tienen que desechar siguiendo las normas locales.

Nota: Se suministrard una copia gratuita impresa de las instrucciones de uso bajo previa solici-

tud.

Para los usuarios establecidos en la UE: Cualquier incidente grave que se produzca en
relacion con el uso del producto se debe notificar a Coltene/Whaledent, Inc. y a las autoridades
competentes del Estado miembro donde esté establecido el usuario o el paciente.

Glosario de simbolos

Simbolo

Nombre y descripcion del simbolo

Precaucién

= =

www.coltene.com

Consulte las instrucciones de uso electronicas - Indica que es necesario
que el usuario consulte las instrucciones de uso

Producto sanitario - Indica que el articulo es un producto sanitario

Rx ONLY

Venta restringida - La compra de este dispositivo estd restringida en
exclusiva a profesionales sanitarios autorizados.

“

Fecha de caducidad - Indica la fecha después de la que ya no se debe
usar el producto sanitario

Numero de catdlogo - Indica el nimero de catdlogo del fabricante
para que el producto sanitario se pueda identificar
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Simbolo

Nombre y descripcion del simbolo

®

No reutilizar - Indica un producto sanitario que esté previsto para el
uso en el mismo paciente durante un Unico procedimiento

C€

Marca CE

®

Importador - Indica la empresa que importa el producto sanitario en el
mercado local

e

Fabricante - Indica el fabricante del producto sanitario

LOT

Cadigo de lote - Indica el coddigo de lote del fabricante para que el lote
se pueda identificar

[EC[REP|

Representante autorizado en la Comunidad Europea - Indica el
representante autorizado en la Comunidad Europea

Contiene latex de goma natural - Indica la presencia de latex de goma
natural seco como material de construcciéon dentro del producto
sanitario.

Almacenaje

Guarde el Dental Dam entre 0 °C — 26 °C (32 °F — 80 °F).
Mantener seco y alejado del calor.
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Simbolo

Nombre y descripcion del simbolo

‘o
e
Py

Manténgase seco - Indica que el producto sanitario se debe proteger
de la humedad.

Protéjase de las fuentes de calor - Indica que el producto sanitario se
debe proteger del calor.

Az
=
2N

Limite de temperatura - Indica los limites de temperatura a los que

el producto sanitario se puede exponer con seguridad. Los limites
superior e inferior de temperatura deben aparecer indicados junto a las
Iineas horizontales superior e inferior.
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MNpepHa3HauyeHmne/lMokKa3aHuA 3a ynoTpeba
Dental Dam e npeaHa3HayeH 3a MHTpaopanHa ynotpeba ¢ Len n3onauma Ha eavH nnm
HAKOJKO 3bba 1 Cb3aaBaHe Ha bapviepa CNpaMo 3a00KKanALiaTa 30Ha Mo Bpeme Ha feHTanHa

npoueaypa.

MpoTnBONoOKasaHusA:
Latex Dental Dam He TpA6Ba Aa ce 13Mon38a NPy NaLMeHTU C aneprua Kbm naTekc.

LleneBu notpeburenn:
- CTomatonosu
- [leHTanHu acucTeHTn

LieneBu rpynu naymeHTu
Moaxoaswm 3a BCUYKM rpYM NaumeHTu.

KnuHnuyHu nonsum:

Ynotpebata Ha Dental Dam nma cneaHute KNVHWUYHK NON3K:

- MopobpeHa BUAVMOCT Upes 13onauma Ha 3bba/3boute

« HamaneH puck oT acnvpaums Uav NornbliaHe Ha MHCTPYMEHTH, YaCTULM OT 3b0u,
MeaVKaMeHTV U MPUTraLWMOoHHK pa3TBOPK OT NaLMeHTa

- Cb3gaBaHe Ha Cyxo onepaLnoHHO nosne

« 3aWMTa Ha MeKaTa TbKaH OT KOHTaKT C MHCTPYMEHTH

- bapuepa 3a KOHTPON Ha MHeKLNM

XapakTepucTuku:

+ Hanwunu ca pasnnunm UBeToBe v AebenuHum

« [1Ba pa3mepa: 127 mm x 127 mm unamn 152 mm x 152 mm (5"x 5" nnm 6"x 6")

- [o-cBeTnuTe LUBeToBE MMaT NPEAUMCTBOTO, Ue OCBETABAT OMepaLYOHHOTO Nose Mo ecTecTeH
HauMH, @ NO-TbMHUTE LBETOBE NPEAOCTaBAT BU3yaneH KOHTPACT

CbxpaHeHue:
CobxpaHnaganTte Dental Dam npw Temnepatypa mexay 0 °C — 26 °C (32° F - 80° F).
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[la ce nasn cyxo v faney oT TomMHa.
OcTaTb4HM PUCKOBe, NpeaynpexaeHnsa 1 npegnasHy MepKu:

HanpageTe cnpaska B pasgena C NpeaynpexaeHus v npeanasHin MepKin OTHOCHO PUCKOBETE,
CBbp3aHy ¢ ynortpebata Ha Dental Dam no npeaHasHayeHme,

MHcTpyKuun
BHUMAHMWE! To3n npoAyKT cbabpa ecTeCTBEH KayuyKOoB naTeKc, KOTo MoXe fa
NPUYNHN anepruyHn peakumm.

Dental Dam e npeaHasHaveH 3a ynotpeba C pasnuuHmn Apyrvi U3Aens, BKIUUTENHO KNammnu 1
PaMKU.

HanpaseTe cnpagKa B MHCTPYKLMMTE 3a ynoTpeba OTHOCHO APy ruTe 13LenviA, KOUTO Ce 13Mos3BeaT.

CnefiHuTe OOWWM CTHIAKM CIYKaT KaTo HaCoKa W MoraT Aa ce aganTvipaT cnopef cneumduyHma
cnyvan:

Crbnka 1: OnpegensaHe Ha onepauroHHOTO Nose.
CrbnKa 2: [NogroTtoska Ha Dental Dam.

- OnpenensaHe Ha NO3vUMKTE Ha LyrnKuTe

+ MapkvipaHe Ha no3uLm1Te Ha AynKuTe

« [pobviBaHe Ha aynkuTe

Crbnka 3: /1300p Ha knamna/peTaiHep

CrbnKa 4: [TpynaraHe Ha Knamna/petanHep

CrbnkKa 5: [ocTaeaHe Ha Dental Dam
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CnncobK Ha yacTute
3a6ene)KKa: He BCnYKM KaTanoxHm HOMepPa Ca HallM4yHW BbB BCUYKIK PETIOHN

KatanoxeH | OnucaHue

Ne

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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KaTanoxeH
Ne

OnucaHue

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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MpepynpexpeHns n npegnasHy MepKu

MpeaynpexpaeHus

MosAcHeHne

NPEAYNPEXAEHUE!

HecnassaHe Ha yka3aHWATa B HAaCTOALLMTE MHCTPYKLWM 3a
ynotpeba Moxe fa joBe/le A0 HapaHABaHe Ha NaLMeHTa

NV HapylwaBaHe Ha LenocTTa Ha Dental Dam. 13non3gaiite
NpofyKTa CaMo B CbOTBETCTBME C HEFrOBOTO MPeHa3HaueHve, BX.
[peaHa3HaveHwme.

He v3non3gaiite nosTopHo Dental Dam. Dental Dam e
npefHa3HaueH camo 3a eHOKpaTHa yrnoTpeba. MoBTopHa
MHTpaopanHa ynotpeba Ha Dental Dam npenctaenasa
61010rMYHa OMacHOCT U MOXe [1a OBefle A0 KPbCTOCAHO
3aMbpCABaHe.

Dental Dam TpsbBa fa ce npoBepu npeamn ynotpeba.
M3xBbpneTe pa3kbcaH Unu HanykaH Dental Dam. YnoTpebaTa
Ha Dental Dam ¢ HapyLeHn paboTHM XapaKTEPUCTUKIA MOXE fia
AoBefe [0 3aryba Ha GyHKLUMOHANHOCTTa 1 Aa HapyLLW LienocTTa
Ha npouepfypara.
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MpeanasHu mepkm

lMosicHeHne

BHUMAHUE

To3n NPOAYKT CbAbpKa eCTeCTBeH Kay4yKOB Jj1aTekc, KOWTO MOXKe
Ha NPpUYnNHN aneprmyHn peakynn.

He n3narawte Dental Dam Ha BUCOKYM TemnepaTypu.
CoxpaHsaite Dental Dam aaney oT U3TOYHULM Ha TOMAWHA.

Dental Dam vma onpefeneH CPoK Ha rofHOCT. He 13non3eaiite
n30enneTo Cnep 1n3TuaHe Ha CPoKa Ha rofHOCT, Thid KaTo
GYHKUVOHANHOCTTa 1 PabOTHUTE XapaKTePUCTVKI Ha U3enmeTo
MOXe [1a Ca HapyLeHW.

BHumaHwve: ®enepanHute 3akoHW Ha CALL orpaHmnyaBat
npopnaxbaTa Ha ToBa VM3Aenve camo OT UK MO NopbUKa Ha
NMLeH3VpaH MeauLMHCKL cneumanmct

He CbXpaHﬂBaIZTe B 61M130CT [0 HENAaTeKCoBM NPOAYKTH.

DonbnHuTtenHa nHoopmauma

3abenexka: /13xsbprete U3AenneTo B CbOTBETCTBYE C MECTHUTE, PErMOHANHNTE,
HaUVOHaNH1TE U/Unn MexayHapoaHWTe pa3nopeadu. 3non3saHn MHTpaopanHo 1u3nenus
TpsAbBa fa ce TpeTvpaT KaTo G1oNorMyHa OnacHoOCT 1 ia Ce U3XBBbPAAT NPABUIHO CbIAacHO

MeCTHWTe pa3nopeadu.

3abenexka: [10 3anBKa VHCTPYKUMNTE 34 yHOTpe6a MOraT fa cé JOCTaBAT 6e3nnatHo Ha

XapTneH HoCuTesl.

3a notpebutenn, Hamupawm ce B EC: Bciuky cepro3Hn MHUMAEHTY, Bb3HVKHaNM BbB
BPb3Ka C yrnoTpebata Ha n3aenveTo, Tpsabea fa ce goknaagat Ha Colténe/Whaledent, Inc.
1 KOMNETEHTHWA OPraH B ibKaBaTa UneHKa, B KOATO NpebriBaBaT NoTpedutenaT u/munm

MalyneHTbT.
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MNosAcHeHue Ha cumBoNnTE

CumBon

3arnaBue 1 onucaHvie Ha CMMBoJa

BHu1maHWe

|

www.coltene.com

HanpaseTe cnpaska B MHCTPYKLUMMTe 3a ynoTpeba Ha yed caiita:
MHAMKMPA, Ye NoTpebuTenaT TpAbBa Aa Ce KOHCYTUPA C MHCTPYKUMUTE
3a ynotpeba

MeaVUVHCKO M3aenue: HAKMKNPA, Ye apTUKYTBT NpeacTaBaga
MeOUNLVHCKO v3aenme

Rx ONLY

OI’paHI/MeHa rlpoua>|<6a: 3aKyrnyBaHeTO Ha 13e/IMeTo e OrpaHn4yeHo
CaMO A0 NNUEH3VPpaHn MmeaAnuUnHCK cneymanmncTi.

CpoK Ha roAHOCT: MHAMKMPa AaTaTa, CNef KOATO MeanLMHCKOTO
n3nenve noseye He TpA6Ba fla ce 13MNon3ga

KaTanoeH HOMep: MHAMKMPA KaTanoXHUA HOMEP Ha Npov3BOaANUTENs C
uen naeHTndULUMpanHe Ha MeauLMHCKOTO r3genve

=\ERS

He v3non3earite NoBTOPHO: MHAMKMPA MEANLMHCKO V3Aenve, KOeTo e
npefHasHaueHo 3a ynoTtpeba camo BEAHBXK ¥ 33 €AVH NaLMeHT

N
m

Mapknposka ,CE"

BHocuten: NHAVIKMPa BHOCUTENA Ha MeAMUMHCKOTO M3fenme Ha MACTO

E&

ﬂpOM3BO)J,I/IT€)'II MHAVKKVPa Npon3BoanTena Ha MeanynHCKOTO nsaenve
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Cumeon

3arnaBue 1 onucaHne Ha CMMBOJa

LOT

Kop Ha mapTuaaTa: MHAUKMPA KOAa Ha NMapTuaaTa Ha Npov3BoaUTens C
uen naeHTMduULMpaHe Ha napT1aata

[EC[REP|

YrbaHOMOLLEH NpefcTaBuTen B EBponenckaTa 0OLHOCT: MHANKMPA
yrMbJHOMOLUEHNA NpeAcTaBuTen B EBponeiickata obuHoOCT

\V

CbabprKa eCTeCTBEH KayuyKOB NlaTeKC: MHAWKMPA HANUMETO
Ha CyX eCTeCTBEH KayuyKOB JlaTeKC KaTo CbCTaBeH MaTepuas Ha
MeONLMHCKOTO n3genve.

CbxpaHeHune

CobxpaHnganTe Dental Dam npw Temnepatypa Mexay 0 °C — 26 °C (32° F — 80° F).
[la ce nasu cyxo 1 ganey oT TOM/MHa.

CumBon 3arnaBuve 1 onMcaHne Ha CMMBOJIa
o [la ce nasu cyxo: HAWKMPa MeAMLIMHCKO 13aenne, koeTo Tpabea Aa ce
npennasy Ot BNara
A/
/77/\ [la ce nasu oT TONNMHa: MHAUKMPA MeAULIMHCKO 13aenne, KoeTo Tpabea
’.\\ [la ce npennasw oT TonanHa

TemnepaTypHO OrpaHnUeHe: MHAMKMPA rpaHnLmMTE Ha TemnepaTtyparta,
Ha KOSTO MOXe fia Ce m3nara 6e30nacHoO MeAVLIMHCKOTO U3AEeNVe.
[OpHaTa v A0NHaTa rPaHKLa Ha TemnepaTtypaTa TpAbBa fa ce
MHAMKMPAT B ON130CT 10 FOpHaTa 1 A0/IHATa XOPW30HTaHa JIVHWA.




HySolate
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Navod k pouziti
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Urcené pouziti / indikace k pouziti:
Dental Dam je urcen k intraordInimu pouZiti k izolaci jednoho nebo vice zubl a vytvoren{
bariéry vici okoli béhem stomatologického zakroku.

Kontraindikace:
Latexovy kofferdam Dental Dam by se nemél pouzivat u pacientd s alergii na latex.

Zamysleni uzivatelé:
- Zubni lékafi
- Dentélni asistenti

Cilova skupina (skupiny) pacientu:
Vhodné pro vsechny vékové skupiny.

Klinické prinosy:

Pouzivani kofferdamu Dental Dam ma nésleduijici klinické vyhody:

- Lepsi viditelnost diky izolaci zubu/zubt

- Snizeni rizika, Ze pacient vdechne nebo spolkne nastroje, zbytky zub(, léky nebo irigacni
roztoky

- Vytvofeni suchého operacniho pole

+ Ochrana mékkych tkanf pred kontaktem s nastroji

- Bariéra pro zvladanf infekce

Charakteristické vlastnosti:

+ Dodéava se v rlznych barvach a tloustkach.

- Dvé velikosti: 127 mm X 127 mm nebo 152 mm x 152 mm (5" % 5" nebo 6" x 6")

- Svétlejsi barvy maji tu vyhodu, Ze pfirozené osvetluji operacnf pole, zatimco tmavsi barvy
mohou zvysovat vizudIni kontrast.

Skladovani:
Dental Dam uchovavejte pfi teploté 0 az 26 °C (32 az 80 °F).
Uchovavejte v suchu a mimo zdroje tepla.



Zbytkova rizika, varovani a bezpecnostni upozornéni

Informace o rizicich spojenych s pouzivanim kofferdamu Dental Dam v souladu s jeho uré¢enym
pouzitim najdete v ¢asti Varovani a bezpecnostni upozornéni.

Pokyny

UPOZORNENI! Tento vyrobek obsahuje pfirodni kau¢uk, ktery mize zpasobovat alergické
reakce.

Dental Dam je ur¢en k pouzivani s rdznymi dalsimi zdravotnickymi prostfedky, napf. svorkami
nebo rédmecky.

Prectéte si také ndvod k pouziti k dalSim zdravotnickym prostfedkdm, které budete pouzivat.
Nasleduijici obecné kroky slouzf jako voditko a Ize je pfizpsobit konkrétnimu pifpadu:

Krok 1: Ur¢eni operac¢niho pole

Krok 2: Priprava kofferdamu Dental Dam

« Urceni polohy otvor(

- Oznacenf polohy otvor(

« Prodéravéni otvord

Krok 3: Vybér spony/pfidrzovace

Krok 4: Nasazeni spony/pfidrzovace

Krok 5: Umisténi kofferdamu Dental Dam
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Seznam dilt

Poznamka: Ne vsechna katalogova cisla jsou dostupna ve viech regionech.

Katalogové | Popis

c.

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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Katalogové
c.

Popis

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Varovani a bezpecnostni upozornéni

Varovani

Instrukce

VAROVANI!

Nedodrzeni pokyn( uvedenych v tomto ndvodu k pouziti mizZe mit za
nasledek poranéni pacienta nebo naruseni kofferdamu Dental Dam.
Zdravotnicky prostfedek pouZivejte pouze v souladu s jeho ur¢enym
pouzitim, viz Ur¢ené pouziti.

Dental Dam nepouzivejte opakované. Dental Dam je urcen k jed-
nordzovému pouziti. Opakované pouziti kofferdamu Dental Dam v Us-
tech predstavuje biologické riziko a mize vést ke kfizové kontaminaci.

Dental Dam je tfeba pfed pouzitim zkontrolovat. Poskozeny nebo kfeh-
ky Dental Dam vyhodte. Pokud Dental Dam ztrati své funkéni viastnosti,
hrozi, ze nebude fungovat a mdze dojit i k porusenti integrity zakroku.

Bezpecnostni
upozornéni

Instrukce

UPOZORNENI

Tento vyrobek obsahuje pfirodni kaucuk, ktery mize zplsobovat
alergické reakce.

Chrante Dental Dam pred vysokymi teplotami. Uchovavejte Dental
Dam mimo zdroje tepla.

Dental Dam md stanovenou dobu pouzitelnosti. Zdravotnicky prostre-
dek nepouzivejte po uplynuti data pouzitelnosti, protoze mze dojit k
naruseni funk¢nosti a funkénich vilastnosti zdravotnického prostredku.

Upozornéni: FederdInf zakony USA omezuji prodej tohoto zdravot-
nického prostredku pouze licencovanym zubnim Iékaflim nebo na
zakladé jejich objednavky.

Neskladujte v blizkosti nelatexovych vyrobku.
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v

Dalsi informace

Pozn.: Zdravotnicky prostfedek likvidujte v souladu s mistnimi, regiondlnimi, ndrodnimi a/nebo
mezindrodnimi predpisy. Se zdravotnickymi prostfedky pouzitymi intraordlné je tfeba zachazet
jako s nebezpecnym biologickym materidlem a fadné je likvidovat podle mistnich predpis.

Pozn.: Na vyzadani vdm bude bezplatné poskytnuta tisténd verze navodu k pouZziti.

Pro uzivatele v EU: Pfipadné zdvazné nezadouci prihody, k nimz dojde v souvislosti s timto
zdravotnickym prostfedkem, hlaste spole¢nosti Coltene/Whaledent, Inc. a pfislusnému organu
¢lenského statu, ve kterém ma uzivatel a/nebo pacient bydlisté ¢i sidlo.

Slovnicek symbol

Symbol

Nazev a popis symbolu

Upozornéni

= =

www.coltene.com

Ctéte elektronicky ndvod k pouziti: Oznacuje, ze je nutné, aby se
uzivatel sezndmil s ndvodem k poufZiti.

Zdravotnicky prostfedek: Oznacuje, Ze se jedna o zdravotnicky
prostredek.

Rx ONLY

Omezeni prodeje: Tento zdravotnicky prostfedek sméji kupovat pouze
zdravotnicti pracovnici.

Datum pouzitelnosti: Oznacuje datum, po kterém se zdravotnicky
prostiedek nema pouzivat.

Em

Katalogové ¢islo: Oznacuje katalogové ¢islo vyrobku podle vyrobce
kvadli moznosti identifikace zdravotnického prostredku.




Symbol

Nazev a popis symbolu

Nepouzivat opakované: Oznacuje zdravotnicky prostiedek, ktery
je ur¢en pro jedno pouZiti nebo pro pouziti jednim pacientem pfi
jednom zékroku.

q

Znacka CE

Dovozce: Oznacuje dovozce zdravotnického prostiedku.

Vyrobce: Oznacuje vyrobce zdravotnického prostredku.

LOT

Kod dévky: Oznacuje kod davky vyrobce pro moznost identifikace
davky nebo 3arze.

EC[REP

Zplnomocnény zastupce v Evropském spolecenstvi: Oznacuje
zplnomocnéného zastupce v Evropském spolecenstvi.

Obsah nebo pfitomnost latexu z pfirodniho kaucuku: Oznacuje
pfitomnost kaucuku nebo suchého latexu z pfirodniho kaucuku jako
konstrukeniho materidlu zdravotnického prostredku.
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Skladovani

Dental Dam uchovavejte pfi teploté 0 az 26 °C (32 az 80 °F).
Uchovévejte v suchu a mimo zdroje tepla.

Symbol Nazev a popis symbolu
Uchovavejte v suchu: Oznacuje, Ze zdravotnicky prostfedek musf byt
? chranén pred vihkosti.
/\/\f/\ Chrante pred teplem: Oznacuje, Ze zdravotnicky prostfedek musi byt
1\\ chranén pred teplem.

A

Omezeni teploty: Oznacuje meze teplot, kterym mUze byt zdravotnicky
prostfedek bezpecné vystaven. Hornf a doIni meze teploty museji byt
uvedeny v blizkosti horni a dolnf vodorovné ¢ary.
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Brugsanvisning

@Y reony) # COLTENE



Tilsigtet brug/Indikationer for brug:
Dental Dam er beregnet til intraoral anvendelse med henblik pa at terleegge en eller flere
teender og skabe en barriere mod det tilstadende omrade i forbindelse med tandbehandling.

Kontraindikationer:
Latex Dental Dam ma ikke bruges pa patienter, der er allergiske over for latex.

Tilsigtede brugere:
- Tandlaeger
- Klinikassistenter

Patientmalgruppe(r):
Egnet til alle patientgrupper.

Kliniske fordele:

Anvendelsen af Dental Dam har falgende kliniske fordele:

- Bedre synlighed for tand/de taender, der er blevet terlagt

- Nedsat risiko for, at patienten indander eller sluger instrumentdele, tandrester, medikamenter
eller skylleopl@sninger

- Skaber et tort arbejdsfelt

- Beskytter det blede vaev mod kontakt med instrumenterne

- Infektionskontrolbarriere

Egenskaber:

- Fas i forskellige farver og tykkelser

-To starrelser: 127 mm x 127 mm eller 152 mm x 152 mm (5"x 5" or 6"x 6”)

- Fordelen ved de lysere farver er, at de oplyser operationsfeltet pa naturlig vis, hvorimod de
merkere farver giver en naturlig kontrast.

Opbevaring:
Opbevar Dental Dam mellem 0 °C - 26 °C (32 °F — 80 °F).
Opbevares tert og holdes vaek fra varme.
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Restrisici, advarsler og forholdsregler:
Se advarsler og forholdsregler med henblik pa afdaekning af risici forbundet med brugen af
Dental Dam til dens tilsigtede brug.

Anvisninger
FORSIGTIG! Dette produkt indeholder naturligt gummilatex, som kan forarsage allergiske
reaktioner.

Dental Dam er beregnet til at blive brugt med flere andre anordninger, herunder klemmer og stel.
Se brugsanvisningen til de andre anordninger, der anvendes.

Folgende generelle trin er beregnet som en vejledning og kan tilpasses til den individuelle patient:

Trin 1: Fastleeg operationsfeltet.
Trin 2: Klargering af Dental Dam.
- Fastsla hulpositionerne

« Marker hulpositionerne

- Udstans huller

Trin 3:Valg af klemme/bajle

Trin 4: Paseetning af klemme/bgjle

Trin 5: Placering af Dental Dam
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Stykliste

Bemaerk: Alle katalognumre er ikke tilgeengelige i alle regioner

Katalognr. | Beskrivelse

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
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Katalognr. | Beskrivelse

60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Advarsler og forholdsregler

Advarsler

Sikkerhedssaetning

ADVARSEL!

Manglende overholdelse af anvisningerne i denne brugsanvisning kan
resultere i patientskade eller kompromittere integriteten af den anvendte
dental dam. Brug kun produktet i overensstemmelse med dets tilsigtede
anvendelse, se Tilsigtet brug.

Dental Dam ma ikke genbruges. Dental Dam er kun beregnet til
engangsbrug. Genbrug af en Dental Dam intraoralt udger en biologisk
risiko og kan resultere i krydskontaminering.

Dental Dam bgr efterses grundigt inden brug. | tilfaelde af brud eller
skarhed skal Dental Dam bortskaffes. Brug af en Dental Dam, hvis
egenskaber er forringet, kan medfare tab af funktionalitet og kompromit-
tere indgrebets integritet.

Forholdsregler Sikkerhedsseetning

FORSIGTIG

Dette produkt indeholder naturligt gummilatex, som kan forar-
sage allergiske reaktioner.

Dental Dam ma ikke udsaettes for hgje temperaturer. Dental
Dam skal opbevares vaek fra varme.

Dental Dam har en specificeret holdbarhed. Enheden ma ikke
anvendes efter sidste anvendelsesdato, da enhedens funktion-
alitet og egenskaber kan blive kompromitteret.

Forsigtig: Ifelge amerikansk lov ma dette produkt kun saelges af
eller pa recept fra en tandlaege

M3 ikke opbevares i nzerheden af latexfri produkter.
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Yderligere oplysninger

Bemaerk: Apparatet bortskaffes i henhold til lokale, regionale, nationale og/eller internationale
bestemmelser. Instrumenter, der anvendes intraoralt, skal behandles som en biologisk risiko og
bortskaffes korrekt i henhold til lokale bestemmelser.

Bemaerk: P4 anmodning udleveres en gratis papirkopi af brugsanvisningen.

For brugere i EU: Enhver alvorlig haendelse, der er indtruffet i forbindelse med brugen af
udstyret, skal indberettes til Coltene/Whaledent, Inc. og den kompetente myndighed i den
medlemsstat, hvor brugeren og/eller patienten er bosiddende.

Symboloversigt

Symbol

Titel og symbolforklaring

Forsigtig

www.coltene.com

Se brugsanvisningen i elektronisk format — betyder at brugeren
henvises til brugsanvisningen

Medicinsk udstyr — angiver, at enheden er medicinsk udstyr

Salg begraenset: Kgb af enheden er begreenset til autoriserede
sundhedsfaglige personer.

Sidste anvendelsesdato — angiver den dato, hvorefter det medicinske
udstyr ikke md bruges

Katalognummer — angiver producentens katalognummer, sa det
medicinske udstyr kan identificeres

Ma ikke genbruges — angiver, at den medicinske enhed er beregnet til
brug pa en enkelt patient til et enkelt indgreb
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Symbol

Titel og symbolforklaring

C€

CE-meerke

®

Importer — angiver den enhed, der importerer det medicinske udstyr
til lokaliteten

e

Producent — angiver producenten af det medicinske udstyr

LOT

Batchkode - angiver producentens batchkode, sa batchen eller partiet
kan identificeres

Autoriseret repraesentant i Det Europeeiske Feellesskab — angiver den
EC[REP| p ; :

bemyndigede repreesentant i Det Europaeiske Faellesskab

Indeholder naturgummilatex — angiver, at tgr naturgummilatex er til
stede og indgar som fremstillingsmateriale i det medicinske udstyr.

Opbevaring
Opbevar Dental

Dam mellem 0 °C - 26 °C (32 °F - 80 °F).

Opbevares tert og holdes vaek fra varme.

Symbol Titel og symbolforklaring
Py Holdes tart — angiver medicinsk udstyr, der skal beskyttes mod fugt
e Opbevares vaek fra varme — angiver medicinsk udstyr, der skal beskyttes
AN
s mod varme

Temperaturgraense — angiver de temperaturgraenser, som det medicinske
udstyr sikkert kan udszettes for. De gvre og nedre temperaturgraenser skal
angives ved siden af de gvre og nedre vandrette linjer.
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Mpoopilopevn xprion / Evéeieig xpriong:

To Dental Dam mpoopiletal va xpnolpomoleital evOOOTOUATIKA Yla TNV amopdvwon evog 1
TIEPIOOOTEPWY OOVTIWV Kal TN SnpIoupyia paypol oTn yupw TEPLoXr Katd Tn SIAPKEL UIOG
odovtiatpikric Sladikaoiag.

Avtevdeifeig:
To Latex Dental Dam Oev mpETeL va XpNOILOTIOIETAL O A0BEVE(C e aMEPYia 0TO AATEE,

MNpoopi{opevol XpNOTEG:
- Odovtiatpol
+ BonBoi odovtidtpwv

Opada(eg)-otdx0G acOevwv:
KataAANAo yia ONeG TIC OpAOEG a0BeVV.

KAvikd o@éNn:

H xprion tou Dental Dam éxel Ta akdAouBa KAIVIKA OQENN:

+ Au€nuévn 0paTdTNTA PHECW ATTOHOVWONG TOU GOVTIOU/TWV SOVTIWV

« Melwpévog Kivéuvog el0pdPNONG 1 KATAMOONG EQYOAEIWY, CUYKPIUATWY SOVTIWV, PAPUAKWY
SloAupdTwy SlakAUGHOoU and Tov acBevn

- Anpiovpyia oteyvou gyxelpnTikol mediou

« [pooTaoia TwV HAAAKWY 1I0TWV amd TNV EMAQN HE Ta EPYOAEia

+ DPayuOg ENEYXOU NOIHWEEWY

Xapaktnpiotika:

« AlatiBetal og Slapopa xpwuaTa Kal mayn

+ AVO pEYEDN: 127 mm x 127 mm 1} 152 mm x 152 mm (5"x 5”11 6"x 6”)

+ Ta avoIXTOTEPA XPWHATA £XOUV TO TTAEOVEKTN A OTL GWTICOUV HE PUOIKO TPOTIO TO EYXELPNTIKO
nedio, eV Ta TTI0 OKOUPA XPWHATA UTopouy va BonBricouv atnv ortikr avtiBeon

AmoBrikevon:
Ouldooete To Dental Dam og Bepuokpacia petagy 0°C — 26°C (32°F — 80°F).
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AlaTNPE(TE OTEYVO Kal HaKPLA amd BepudtnTa.

YMoAEIUUATIKOI KivEUVOoL, TPOEISOTIOTEIG KAl TTPOPUAAEELG:
Avatpé€te otnv evotnTa “TIPoeIGOMOINOEIG KAl TTOOPUAAEEIS” VI TN YWWOTOTOINON TwV KIVOUVWY
mou oxetiovtal Pe T xprion Tou Dental Dam cUpgwva pe TNy mpoopllOpEVN XPHon Tou.

Odnyieg
NPOXOXH! Auto To TPOTIOV TIEPIEXEL PUGIKO EAACTIKO AATEE TTOU UTTOPE( VO TIPOKANEDEL
AaAAEPYIKEG AVTIOPAOELG.

To Dental Dam mpoopiletal yia xprion pe dicipopa dGAa mpoidvTa, Omwe apmayeg Kal miaiota.
AvaTpéCTe oTIC 0ONYIEC XProNG YIa T GANA TIPOIOVTA TIOU XPNOIOTIOI0UVTAL

Ta akdAouba yevikd Briuata mapéxovTal wg kabodrynon Kat Umopoly va TTPoCapHOCTOUV OTnV
eKAOTOTE TMeplmTwon:

Bripa 1: KaBoplopdg tou eyyxelpntikol mediou.
Brjpa 2: Mpostoipacia tou Dental Dam.

- KaBoplopdc twv Bécewy omniv

« Y Npeiwon Twv BEoewy omwv

« TpuTINHA TWV OTTWV

Brjpa 3: Emhoyr| apndyng/ocuykpatntripd
BApa 4: Epappoyr apmdyng/ocuykpat

Brjpa 5: ToroBétnon tou Dental Dam
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Kataloyog pepwv
Tnueiwon: Acv ival S1aBéaipor OAoL ot apIBHOl KATAAOYOU O ONEG TIC TIEPIOKES

Ap. Neptypaen

KataAdyou

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs

66



Ap. Neptypaen

KataAdyou

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Mposidonoinoelg Kat TPo@UAAgELG

Mpo&idomolncelg

ARAwon

MPOEIAOMOIHZH!

H un owot Tpnon Twv odnylwv Og AUTEG TIC 08NYIEC

XPrONG UMOPE( va €XEL WG ATTOTENECUA TOV TPAVLATIOUO TOU
aoBevoug 1y TN SlakLuPBeuon TN akepaldTnTag Tou Dental Dam.
XPNOIUOTIOLE(TE TO TTPOIOV UOVO CUHPWVA Pe TNV TTpoop{duevn
xprion tou, BA. Mpoopllduevn xpron.

Mnv emavaypnotuomnoleite To Dental Dam. To Dental

Dam mpoopiletal va xpnotpomolnBel povo pia eopd. H
emavaypnolpormnoinon Tou Dental Dam ev&0OTOUATIKA ATTOTEAEL
Brohoyikd kivouvo kal pmopei va odnynoel og SlacTaupouUuevn
uoAuvon.

To Dental Dam mpémel va emBewpeital mptv and tn xeron.
Anoppite éva oxlopévo i ebBpavaoTto Dental Dam. H xprion
Dental Dam mou €xel xAOEL Ta XAPAKTNPIOTIKA armdS00N
TOU UIMOpPEl va 0dNyROEL O AMWAELD AEITOUPYIKOTNTAG KAl
SlakVBeuoN TN akepaIdTNTAG TNE Sladikaaciag,
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Mpo@uldaeig ARAwon

AUTO TO TIPOTOV TIEPIEXEL PUOIKO ENAOTIKO AATEE, TTOU UImopEi va
TIPOKAAECEL OMEPYIKES AVTIOPATEIG,

Mnv ekBétete T0 Dental Dam o€ uPnAéc Bepuokpacied.
®uhdooete to Dental Dam pakptd amd mnyég BepudtnTac.

To Dental Dam éxel kaBoplopévn Sidpkela (wnG Mn
XPNOIUOTIOIEITE TO TIPOIOV LETA TNV NUEPOUNVIa ARENG, S1ETL
eVOEXETAL VA €XOLV ETTNPEACTEL N AEITOUPYIKOTNTA KAl T

NPOXOXH .
XOPAKTNPIOTIKE armdS0oang Tou POIdVTOC,

Mpoooxn: H opoomovdiakr vopoBeoia (H.M.A.) meplopilel tnv
TIWANON AUTAC TNG CUOKEUNC 0 adEIOUXO EMayYEALATIO LYEIAC

Mnv amoBnKeveTe KOVt O€ TTPOIOVTA XWPIC AATEE,

MNpo6cBeteg MAnpoopieg

Inueiwon: ATopEIPTE TO TPOTOV CUPPWVA LIE TOUG TOTTIKOUG, TIEPIPEPEIAKOUG, EBVIKOUG 1Y/
kat Slebveic kavoviopoUc. Ta poldvTa Tou XPNOILOTTOIOUVTAl EVOOCTOUATIKA TTRETTEL VAl
avtigetwiCovtal we BIOAOYIKOS KivEUVOC Kal va armoppinTovTal CWoTA CUPPWVA JE TOUG
TOTTIKOUG KQVOVIOHOUG,.

Tnueiwon: Katomy artrjuatog, Ba mapéxetal Swpedv EVTumo avtiypapo Twv odnylwv Xpronc.
Ma xprioteg mou givan eykateotnuévol otnv EE: Onolodrmote coapd neplotatikod oupBel oe

OXEon e TN xprion Tou TPoidvTog mpémel va avagepBei otnv Coltene/Whaledent, Inc. kat otnv
appéSIa apyr ToU KPATOUG-HEAOUG OTO OTTOI0 €XEL TNV €5pa TOU O XPHOTNG r/Kat 0 acBevG.
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Mwoocdpio cupoiwv

T0ppolo

TitAog kal mepypa@n Tou cupBolou

lNpoooxn

|

www.coltene.com

Y UUBOUAEUTEITE TIC NAEKTPOVIKEC 08NYieC xpriong — YTTOSEIKVUEL OTL O
XPNOTNG TTPETTEL VA CLULBOUAEUTEL TIC 08Nnyieg xpriong

laTPOTEXVONOYIKO TTPOIOV — YTTOSEIKVUEL OTI TO TTIPOIOV Eival
IATPOTEXVOAOYIKO TTPOIOV

Rx ONLY

[Meploplopévn mwAnon: H ayopd Tou mpoidvtoc meplopiletal os
AOEIOVXOUC EMAYYENUATIEC LYEIOC HOVO.

Huepounvia AEng — Ymodelkvuel TR NUEPOUNvia LETA TNV omoid To
IATPOTEXVONOYIKO TTPOIOV OeV TTIPETIEL VA XPNOIUOTTOINDE!

ApIBuOC Katahdyou — YTTOSEIKVUEL TOV apIBUO KATAAOYoU TOu
KATAOKELAOTH, WOTE VA UMOPE( Va avayVWPIOTE( TO IATPOTEXVOAOYIKO
jifelelleY

Mnv emavaypnoIUoToLElTe — YTTOSEIKVUEL £Va IATPOTEXVOAOYIKO TTPOIOV

110V MPOOoPICETAl YIa XPrion Ot évav povo aoBevr| katd tn SlapKela piag

uovo dadikaoiag

>fuavon CE

@ @ @

Eloaywyéag — YToSeIKVUEL TNV OVTOTNTA TTOU EICAYEL TO
lATPOTEXVONOYIKO TTPOIOV 0TV TomoBeaia
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Juupolo Tithog kat reptypa@r Tov cupBolou
KataokeuaoTrig — YTToSelkvUEL TOV KOTAOKEUAOTH TOU
lATPOTEXVONOYIKOU TTIPOIOVTOG

LOT Kwdikog mapTidag — Ymodeikvuel Tov Kwdikd mapTidag Tou
KATAOKEUAOTH, WOTE Va UMopEl va avayvwploTel n maptida

[EC[REP|

E€ouolodotnuévog avtimpoowmnog otnv Eupwmaikr Kowvédtnta —
YodelkvUel Tov €€0UCI000TNUEVO aVTITPOOWTO 0TNV Eupwmaikn
Kowotnta

[ePIEXEL PUOIKO ENAOTIKO AATEE — YTTOSEIKVUEL TNV TTAPOUGIaAl
€NPOoU GUOIKOU ENACTIKOU AATEE WG UAIKO KATAOKEUNC EVTOC TOU
lOTPOTEXVOAOYIKOU TTPOIOVTOC,

AmoOnkeuon

®uldooete To Dental Dam oe Beppokpaoia petagy 0°C — 26°C (32°F - 80°F).
AlaTnPE(TE OTEYVO Kal HaKpLd amd BepudtnTa.

Tuupolo TitAog Kal mepypa@n Tou cupBolou
Alatnpeite oTeyVS — YTTOOEIKVUEL VAl IATPOTEXVOAOYIKO TTOOIOV TTOU
TIPETTEL VA TTPOOTATEVETAL ATTO TNV LYPAOia
M7 P . . . P ;
/> - Alatnpeite pakpld amd BeppotnTa — YIOOEIKVUEL VA IATPOTEXVONOYIKO
A\ TIPOidV Tou Xpetdletal mpootacia and tn Bepudtnta

Op1o Beppokpaciac — Yodelkviel Ta dpla Bepuokpaciag otny omoia
TO lATPOTEXVONOYIKO TTPOIOV UMOPEl va eKTEBET ue aopdela. To vw Kat
TO K&TW Oplo Beppokpaciag mpémet va urmodeikvuovTal SimAa oTny avw
Kat TNV KATw optlovTia ypauu.
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HySolate
Latex Dental Dam

Kasutusjuhend

@Y reony) # COLTENE



Kasutusotstarve / ndidustused kasutamiseks
Dental Dam on ette ndhtud suusiseseks kasutuseks, et hambaraviprotseduuri ajal isoleerida tks
vOi mitu hammast ja luua Umbritseva ala eraldamiseks barjaar.

Vastundidustused
Lateksist Dental Dam ei sobi lateksiallergiaga patsientidele.

Kasutajad
« Hambaravispetsialistid
« Hambaravispetsialistide assistendid

Patsientide sihtrithm(ad)
Sobib kéigile patsiendirihmadele.

Kliiniline kasu

Kofferdami Dental Dam kasutusel on jargmine kliiniline kasu.

+ Néhtavuse parendamine l&bi hambaisolatsiooni

- Vaiksem oht, et patsient hingab sisse voi neelab alla instrumente, hambarabu, medikamente
voi loputuslahust

- Kuiva tdoala tekitamine

+ Pehmete kudede kaitsmine instrumentidega kokkupuute eest

- Infektsioonitdke

Omadused

- Saadaval eri vdrvitoonid ja jdmedused

- Kaks suurust: 127 mm x 127 mm voi 152 mm X 152 mm (5" X 5"vi 6" X 6")

- Heledamate vérvide eeliseks on todala loomulik valgustamine ning tumedad varvid aitavad
luua visuaalse kontrasti

Hoiustamine
Hoidke Dental Dam temperatuuril 0...26 °C (32...80 °F).
Hoida kuivas ja eemal kuumusallikatest.
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Jaédkriskid, hoiatused ja ettevaatusabinéud

Kofferdami Dental Dam kasutusotstarbele vastaval kasutamisel esinevate riskide kirjelduse leiate

jaotisest,Hoiatused ja ettevaatusabinéud”.

Juhised
ETTEVAATUST! See toode sisaldab looduslikku kummilateksit, mis véib pohjustada aller-
gilisi reaktsioone.

Dental Dam on ette ndhtud kasutamiseks koos mitmesuguste muude seadmetega, sealhulgas
klambrite ja raamidega.

Lugege muude kasutatavate seadmete kasutusjuhendit.

Jargmised Gldtoimingud on esitatud suunistena ja neid voib kohandada vastavalt kindlale kasu-
tusjuhule.

1. toiming: maarake kindlaks tooala.

2. toiming: valmistage Dental Dam ette.

- Madrake aukude asukohad.

- Markige aukude asukohad.

« Tehke augud.

3. toiming: klambri/fiksaatori valimine

4. toiming: klambri/fiksaatori rakendamine

5. toiming: kofferdami Dental Dam paigutamine
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Osade loend
Markus. Koik katalooginumbrid ei pruugi olla saadaval igas piirkonnas

Kataloogi- | Kirjeldus

number

60034424 HySolate Latex Dental Dam Light thin 127 x 127, 52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127, 52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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Kataloogi- | Kirjeldus

number

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Hoiatused ja ettevaatusabinéud

Hoiatused

Avaldus

HOIATUS!

Kdesolevas kasutusjuhendis toodud suuniste eiramine voi mittekorrek-
tne jargimine vaib pdhjustada patsiendi kehavigastuse voi ohustada
kofferdami Dental Dam terviklust. Kasutage toodet tksnes vastavalt selle
kasutusotstarbele, vt jaotist Kasutusotstarve.

Kofferdami Dental Dam ei tohi korduskasutada. Dental Dam on ette ndh-
tud ainult Ghekordseks kasutamiseks. Kofferdami Dental Dam suusisene
korduskasutamine on bioloogiline oht ja véib pdhjustada ristsaastumist.

Enne kasutamist vaadake Dental Dam Ule. Rebenenud véi murenenud
Dental Dam visake dra. Toimeomadused kaotanud kofferdami Dental
Dam kasutamine voib halvendada selle funktsionaalsust ja ohustada
protseduuri terviklust.
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Ettevaatus- | Avaldus

abinoéude
See toode sisaldab looduslikku kummilateksit, mis voib pdhjustada
allergilisi reaktsioone.
Valtige kofferdami Dental Dam kokkupuudet kérgete temperatuuridega.
Hoidke Dental Dam kuumusallikatest eemal.
Kofferdamil Dental Dam on kindel kasutusiga. Arge kasutage seadet
parast,Kolblik kuni” kuupdeva méddumist, kuna seadme toimivuse ja
moju nditajad ei pruugi olla enam endised.

ETTEVAATUST
Ettevaatust. Foderaalseadustega (USA) kehtestatud piirangute téttu
tohib selle toote muimine toimuda ainult litsentsiga tervishoiutdotaja
poolt voi tema korraldusel.
Mitte hoiustada mittelatekstoodete laheduses.

Lisateave

Markus. Korvaldage seade kasutuselt kooskélas kohalike, riiklike ja/vdi rahvusvaheliste eeskir-
jadega. Suusiseselt kasutatud seadmeid tuleb kohelda kui bioohtlikke jadtmeid ja need tuleb
korvaldada kasutuselt kooskolas asjakohaste kohalike eeskirjadega.

Markus. Vastava taotluse korral tarnitakse kasutajale tasuta kasutusjuhendi fudsiline eksemplar.

Euroopa Liidus asuvatele kasutajatele. Koigist selle seadme kasutamisega seoses toimuvatest
tosistest intsidentidest tuleb teatada ettevéttele Colténe/Whaledent, Inc. ning kasutaja ja/voi
patsiendi asukohaks oleva liikmesriigi padevale ametkonnale.
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Siimbolite selgitus

Siimbol

Stimboli nimetus ja kirjeldus

Ettevaatust

|

www.coltene.com

Vaadake elektroonilist kasutusjuhendit - nditab, et kasutajal tuleb
lugeda kasutusjuhendit

Meditsiiniseade — nditab, et toode on meditsiiniseade

Rx ONLY

Mudgipiirang: seadet tohivad osta Uksnes litsentsiga
tervishoiutdotajad.

Kolblik kuni - nditab kuupéeva, mille méddumisel ei tohi
meditsiiniseadet enam kasutada

Katalooginumber - nditab tootja katalooginumbrit, mille jérgi saab
meditsiiniseadme tuvastada

=\ELS

Mitte korduvkasutada - naitab, et see meditsiiniseade on moeldud
kasutamiseks Uhel patsiendil Ghe protseduuri kdigus

N
m

CE-mérk

Importija - nditab, kes on meditsiiniseadme kohalikule turule importija

E&

Tootja - nditab, kes on meditsiiniseadme tootja
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Stimbol

Stimboli nimetus ja kirjeldus

LOT

Partii kood - nditab tootja partii koodi, mille jargi saab tuvastada
tootmispartii

EC[REP|

Volitatud esindaja Euroopa Uhenduses - nditab, kes on volitatud
esindaja Euroopa Uhenduses

Sisaldab looduslikku kummilateksit - nditab, et meditsiiniseadme
valmistamiseks kasutatud materjalide hulgas on kuiv looduslik
kummilateks.

Hoiustamine

Hoidke Dental Dam temperatuuril 0..26 °C (32..80 °F).
Hoida kuivas ja eemal kuumusallikatest.

Siimbol Stimboli nimetus ja kirjeldus
? Hoida kuivas - nditab, et meditsiiniseadet tuleb kaitsta niiskuse eest
1
/\/\T//\ Hoida kuumusallikate eest - néitab, et meditsiiniseadet tuleb kaitsta
a kuuma eest

Temperatuuripiirang - nditab temperatuurivahemikku, milles viibimine
on meditsiiniseadmele ohutu. Temperatuuri Glem- ja alampiir on
toodud vastavalt Glemise ja alumise horisontaaljoone juures.
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HySolate
Latex Dental Dam

Upute za upotrebu
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Predvidena upotreba/Indikacije za upotrebu:
Plahtica Dental Dam namijenjena je za intraoralnu primjenu u svrhu izolacije jednog ili vise zubi
i stvaranja barijere prema okolnom podrucju tijekom stomatoloskog postupka.

Kontraindikacije:
Plahtica Latex Dental Dam se ne smije primijeniti na pacijentima s alergijom na lateks.

Predvideni korisnici:
« stomatolozi u ordinacijama
- stomatoloski tehnicari

Ciljne skupine pacijenata:
Prikladno za sve skupine pacijenata.

Klinicke koristi:

Plahtica Dental Dam upotrebljava se za postizanje sljedecih klinickih koristi:

- povecane vidljivosti kroz izolaciju zuba/zubi

« smanjenja rizika da pacijent udahne ili proguta instrumente, ostatke zuba, lijekove ili otopine
za ispiranje

- stvaranja suhog operacijskog polja

- zastite mekog tkiva od dodira s instrumentima

- barijere za kontrolu infekcije

Svojstva:

- Dostupna u razli¢itim bojama i debljinama

- Dvije velicine: 127 mm x 127 mmili 152 mm x 152 mm

- Svjetlije boje imaju prednost da prirodno osvjetljavaju radno polje dok tamnije boje mogu
poboljsati vizualni kontrast

Skladistenje:
Skladistite Dental Dam na temperaturi 0°C — 26°C.
Cuvajte na suhom mjestu i podalje od izvora topline.
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Preostali rizici, upozorenja i mjere opreza:

Pogledajte odjeljak Upozorenja i mjere opreza u kojem su navedeni rizici povezani s upotrebom

plahtice Dental Dam u skladu s njenom namjenom.

Upute

OPREZ! Ovaj proizvod sadrzi lateks prirodne gume koji moze prouzrociti alergijske
reakcije.

Dental Dam nije namijenjen za koristenje s drugim proizvodima ukljucujudi stezaljke i okvire.

Za koristenje drugih proizvoda pogledajte njihove upute za upotrebu.

Sliedeci koraci navedeni su kao opcenite smjernice i mogu se prilagoditi specificnostima pojedi-
nog slucaja:

1. korak: Odredivanje radnog polja.

2. korak: Priprema plahtice Dental Dam.
- odredite pozicije otvora

- oznacite pozicije otvora

- izbusite otvore

3. korak: Odabir stezaljki/kvacica.

4. korak: Stavljanje stezaljki/kvacica.

5. korak: Postavljanje plahtice Dental Dam.
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Popis dijelova
Napomena: Nisu svi kataloski brojevi dostupni u svim regijama.

Kataloski Opis

br.

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
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Kataloski
br.

Opis

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Upozorenja i mjere opreza

Upozorenja

I1zjava

UPOZORENJE!

Nepridrzavanje to¢nih naputaka iz ovih uputa za upotrebu moze

rezultirati ozljedom pacijenta ili narusiti cjelovitost plahtice Dental Dam.

Upotrebljavajte proizvod samo sukladno s njegovom predvidenom
upotrebom, vidjeti Predvidena upotreba.

Nemojte ponovno upotrebljavati plahticu Dental Dam. Plahtica Dental
Dam namijenjena je samo za jednokratnu upotrebu. Ponovna upotre-
ba plahtice Dental Dam intraoralno predstavlja biolosku opasnost i za

posljedicu moze imati kriznu kontaminaciju.

Plahticu Dental Dam treba pregledati prije upotrebe. Bacite pokidanu ili
krutu plahticu Dental Dam. Upotreba plahtice Dental Dam, koja je izgu-
bila svoja svojstva, moze rezultirati gubitkom funkcionalnosti i ugroziti
cijeli postupak.

Mjere opreza

Izjava

OPREZ

Ovaj proizvod sadrZi lateks prirodne gume koji moze prouzrociti alergi-
jske reakcije.

Nemojte izlagati plahticu Dental Dam visokim temperaturama. Skladis-
tite plahticu Dental Dam podalje od izvora topline.

Plahtica Dental Dam ima odredeni rok trajanja. Nemojte upotrebljavati
proizvod nakon isteka roka upotrebe jer funkcionalnost proizvoda i
svojstva ucinkovitosti mogu biti umanjeni.

Oprez: federalni zakon (u SAD-u) ogranic¢ava prodaju ovog uredaja od
strane ili po nalogu licenciranog zdravstvenog radnika.

Nemojte skladistiti u blizini proizvoda koji ne sadrze lateks.
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Dodatne informacije

Napomena: zbrinite proizvod sukladno s lokalnim, regionalnim, drzavnim i/ili medunarodnim
odredbama. S proizvodima koji se upotrebljavaju intraoralno treba postupati kao s bioloski
opasnim tvarima i oni se moraju propisno zbrinuti sukladno s lokalnim odredbama.

Napomena: na zahtjev ¢e besplatno biti dostavljena tvrda kopija ovih uputa za upotrebu.

Za korisnike koji se nalaze u EU: svaki ozbiljan incident koji se javi vezano uz primjenu ovog
proizvoda trebate prijaviti tvrtki Colténe/Whaledent, Inc. i nadleznom tijelu u drzavi ¢lanici u
kojoj korisnik i/ili pacijent imaju prebivaliste.

Pojmovnik simbola

Simbol

Naslov i opis simbola

A

Oprez

www.coltene.com

Pogledajte elektronicke upute za upotrebu — oznacava potrebu da
korisnik pogleda upute za upotrebu

Medicinski proizvod — oznacava da je taj predmet medicinski proizvod

Rx ONLY

Ogranicena prodaja: kupnja ovog uredaja je ograni¢ena samo na
licencirane zdravstvene radnike.

Rok upotrebe — oznacava datum nakon kojeg se ovaj medicinski
proizvod ne smije upotrebljavati

Kataloski broj — oznacava proizvodacev kataloski broj s pomocu kojeg
se medicinski proizvod moze identificirati

FELSEHE

Nemojte ponovno upotrebljavati — oznacava medicinski proizvod koji je
predviden samo za upotrebu na jednom pacijentu tijekom jednog postupka

n
m

Oznaka CE
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Simbol Naslov i opis simbola

Uvoznik — oznacava entitet koji uvozi medicinski proizvod na lokalno trZiste

Proizvodac — oznacava proizvodaca medicinskog proizvoda

LOT Broj serije — oznacava proizvodacev broj serije radi identifikacije serije ili lota

zastupnika u Europskoj zajednici

SadrZi prirodni gumeni lateks — oznacava prisutnost suhog prirodnog
gumenog lateksa kao konstrukcijskog materijala u medicinskom
proizvodu.

[EC]REP] Ovlasteni zastupnik u Europskoj zajednici — oznacava ovlastenog

Skladistenje
Skladistite Dental Dam na temperaturi 0°C — 26°C.
Cuvajte na suhom mjestu i podalje od izvora topline.

Simbol Naslov i opis simbola
Drzite na suhom mjestu — oznacava da je medicinski proizvod
? potrebno zastititi od vlage
I
/\/\T//\ Drzite podalje od topline — oznacava da je medicinski proizvod
/.\\ potrebno zastititi od topline

se ovaj medicinski proizvod sigurno moze izloZiti. Gornje i donje
ogranicenje temperature trebaju se nalaziti u blizini gornje i donje
vodoravne crte.

/ﬂf Ogranicenje temperature — oznacava ogranic¢enja temperature kojoj
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Rendeltetésszerl hasznalat/Alkalmazasi javallatok:
A Dental Dam intraordlis haszndlatra szolgal, egy vagy tobb fog izoldldsara és gat létrehozésara a
kornyez6 terllettel szemben egy fogészati eljaras soran.

Ellenjavallatok:
A latexbdl készilt Dental Dam latexallergidban szenvedd pacienseknél nem hasznélhato.

Rendeltetés szerinti felhasznalok:
- Fogorvosok
- Fogdszati asszisztensek

Betegcélcsoport(ok):
Minden betegcsoport szaméra alkalmas.

Klinikai el6nyok:

A Dental Dam hasznélata az aldbbi klinikai elényokkel jar:

- Jobb lathatésag a fog/fogak izolaldséaval

« A mUszerek, a fogtormelék, a gydgyszerek, illetve az irrigald oldatok beszivasanak vagy
lenyelésének csdkkent kockazata

- Széraz operacios terllet létrehozésa

« A lagyszovet védelme a mUszerekkel valé érintkezéstd|

- Fertézésmegel6zési gat

Jellemzoék:

- KUlonb oz szinekben és vastagsagokban kaphatd

«Két méret: 127 mm x 127 mm vagy 152 mm x 152 mm

« A vildgosabb szinek elénye, hogy természetes mdédon megvildgitjdk az operacios teriletet, mig
a sotétebb szinek a vizudlis kontrasztot segithetik

Tarolas:
A Dental Dam terméket 0 °C és 26 °C kozotti hémérsékleten tarolja.
Tartsa szarazon és héhatastol tavol.
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Fennmaradd kockazatok, figyelmeztetések és dvintézkedések:
A Dental Dam termék rendeltetésszer(i hasznalataval 6sszefliggé kockdzatok megismeréséhez
olvassa el a Figyelmeztetések és dvintézkedések cimd részt.

Utasitasok
FIGYELEM! Ez a termék természetes gumilatexet tartalmaz, amely allergias reakciokat
okozhat.

A Dental Dam termék kilonféle egyéb eszkdzokkel, példul szoritdkapcsokkal és vézakkal egyutt
torténd hasznalatra szolgal.

Lasd az egyéb hasznalt eszk6zok hasznélati utasitasat.

Az aldbbi dltaldnos lépések Utmutatasként szolgalnak, és testre szabhatok az adott esetnek meg-
feleléen:

1. 1épés: Az operdcios terlilet meghatdrozasa
2.1épés: A Dental Dam preparaldsa

- Hatdrozza meg a lyukak elhelyezkedését

- Jeldlje meg a lyukak elhelyezkedését

+Hozza létre a lyukakat

3. 1épés: A szoritokapcsok/rogzitéelemek kivalasztdsa

4. 1épés: A szoritokapcsok/rdgzitéelemek felhelyezése

5. 1épés: A Dental Dam elhelyezése
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Terméklista
Megjegyzés: Nem minden kataldgusszam all rendelkezésre minden régidban

Katalo- Leiras
gusszam

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs

60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs

60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs

60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs

60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs

60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs

60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs

60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs

60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs

60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs

60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs

60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs

60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs

60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs

60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs

60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs

60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs




Katalo- Leiras

gusszam

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Figyelmeztetések és dvintézkedések

Figyelmeztetések

Kijelentés

VIGYAZAT!

A jelen hasznalati Utmutatéban szerepld utasitdsok megfeleld
kovetésének elmulasztdsa a paciens sértlését okozhatja, vagy
veszélyeztetheti a dental dam termék integritdsat. A terméket
kizarélag a rendeltetésének megfeleléen hasznalja — lasd a Ren-
deltetésszer(i hasznalat c. részt.

Ne haszndlja fel Ujra a Dental Dam terméket. A Dental Dam

terméket kizarélag egyszeri hasznalatra tervezték. A Dental

Dam intraordlis Ujrafelhasznalasa bioldgiai veszélyt jelent, és
keresztszennyezddést eredményezhet.

Hasznalat el&tt a Dental Dam terméket meg kell vizsgalni. A
szakadt vagy morzsolodo Dental Dam terméket dobja ki. Az
olyan Dental Dam termék hasznalata, amely elvesztette a teljesit-
ményjellemzdit, a funkcionalitds elvesztését eredményezheti, és
veszélyeztetheti az eljards integritasat.
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Ovintézkedések

Kijelentés

FIGYELEM

Ez a termék természetes gumilatexet tartalmaz, amely allergias
reakciokat okozhat.

Ne tegye ki a Dental Dam terméket magas hdmérsékletnek. A
Dental Dam terméket héforrasoktol tavol tarolja.

A Dental Dam meghatarozott eltarthatosagi idével rendelkezik.
Ne haszndlja az eszkozt a lejérati idé utdn, mert az eszkoz funk-
cionalitdsa és teljesitményjellemzdi romolhattak.

Figyelem: a szdvetségi torvény (Amerikai Egyestilt Allamok)
értelmében ez az eszkdz csak egészségligyi szakember &ltal vagy
annak rendelvényére értékesithetd

Ne térolja latexmentes termékek mellett.

Kiegészit6 informacidk

Megjegyzés: Az eszkozt a helyi, regiondlis, orszagos és/vagy nemzetkozi eléirdsoknak megfe-
leléen drtalmatlanitsa. Az intraordlisan hasznalt eszkdzoket bioldgiai veszélyként kell kezelni, és
megfelel6 modon, a helyi eléirdsok szerint kell drtalmatlanitani.

Megjegyzés: Kérésre ingyenesen rendelkezésre bocsatjuk a haszndlati Utmutatd egy nyomta-

tott példanyat.

Az EU-ban él6 felhasznalok szamara: Minden, az eszkdz hasznélataval kapcsolatban
bekdvetkezett sulyos eseményt jelenteni kell a Coltene/Whaledent, Inc. vallalatnak, valamint a
felhaszndlo és/vagy a beteg letelepedési helye szerinti tagéllam illetékes hatésagénak.
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Szimbdlumjegyzék

Szimbolum

A szimbolum neve és leirasa

Figyelem

|

www.coltene.com

Olvassa el az elektronikus haszndlati itmutatot — Azt jelzi, hogy a
felhasznélénak el kell olvasnia a hasznalati Utmutatét

Orvostechnikai eszkdz — Azt jelzi, hogy a termék orvostechnikai eszk6z

Rx ONLY

Korlatozott értékesités: Az eszkdz megvasarldsanak joga kizarolag az
engedéllyel rendelkezé egészségligyi szakemberekre korldtozodik.

Lejarati id6 — Azt az id6pontot jeldli, amely utdn az orvostechnikai
eszkdz nem hasznalhato

Katalogusszam — A gyartoi kataldgusszamot jelzi, hogy az
orvostechnikai eszkdz azonosfthatd legyen

=\ELS

Ne hasznalja fel Ujra — Olyan orvostechnikai eszkozt jeldl, amely
egyetlen betegnél egyetlen eljaras soran torténd hasznalatra szolgal

N
m

CE-jelolés

Importdr — Az orvostechnikai eszkdzt az adott terlletre importald
szervezetet jelli

E&

Gyartd — Az orvostechnikai eszkdz gyartojat jeloli
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Szimbolum

A szimbolum neve és leirasa

LOT

Gyartasi tételkdd — A gyartd gyartasi tételkodjat jeldli a tétel
azonosftasdhoz

EC[REP|

Meghatalmazott képviseld az Eurdpai Kozdsségben — A
meghatalmazott képviseldt jeldli az Eurdpai Kdzdsségben

Természetes gumilatexet tartalmaz — A szdraz természetes gumilatex
szerkezeti anyagként valo jelenlétét jelzi az orvostechnikai eszkdzben.

Tarolas

A Dental Dam terméket 0 °C és 26 °C kozotti hémérsékleten tarolja.
Tartsa szarazon és héhatastél tavol.

Szimbdlum A szimbo6lum neve és leirasa
Szérazon tartandd — Olyan orvostechnikai eszkdzt jeldl, amelyet védeni
kell a nedvességtdl
/\/\T//\ Hoéhatéstdl tavol tartandd — Olyan orvostechnikai eszkdzt jeldl, amelyet
AN | védeni kell a hohatéstol

Hoémérsékleti hatdr - Azokat a hdmérsékleti hatarértékeket jelz,
amelyeknek az orvostechnikai eszkdz biztonsdgosan kitehetd. Az alsé
és felsé hémérsékleti hatarértékeket fel kell tintetni az also és a felsd
vizszintes vonalak mellett.
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Uso previsto/indicazioni d’uso:
La Dental Dam e destinata all'uso intraorale per isolare uno o piu denti e creare una barriera
verso l'area circostante durante una procedura odontoiatrica.

Controindicazioni:
La Dental Dam in lattice non deve essere utilizzata nei pazienti con allergia al lattice.

Utilizzatori previsti:
- Odontoiatri
- Assistenti dentali

Gruppo o gruppi target di pazienti:
Indicati per tutti i gruppi di pazienti.

Vantaggi clinici:

L'uso della Dental Dam ha i seguenti benefici clinici:

- Aumento della visibilita mediante isolamento del o dei denti

- Riduzione del rischio di aspirazione o deglutizione di parti di strumenti, frammenti di denti,
farmaci o soluzioni di irrigazione da parte del paziente

- Creazione di un campo operatorio asciutto

« Protezione del tessuto molle dal contatto con gli strumenti

- Barriera di controllo delle infezioni

Caratteristiche:

« Disponibile in diversi colori e spessori

« Due misure: 127 mmx 127 mm o 152 mm x 152 mm

« | colori piu chiari hanno il vantaggio di illuminare in modo naturale il campo operatorio men-
tre i colori piu scuri possono contribuire ad aumentare il contrasto

Conservazione:
Conservare la Dental Dam ad una temperatura compresa tra 0°C e 26°C.
Conservare in luogo asciutto e al riparo dal calore.
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Rischi residui, avvertenze e precauzioni:

Consultare la sezione Avvertenze e precauzioni per conoscere i rischi associati all'uso della
Dental Dam in conformita con I'Uso previsto.

Istruzioni

ATTENZIONE! Questo prodotto contiene lattice di gomma naturale che puo causare reazi-
oni allergiche.

La Dental Dam e destinata ad essere utilizzata con svariati dispositivi, tra cui uncini e telai.

Consultare le istruzioni per 'uso degli altri dispositivi utilizzati.

Le seguenti fasi generali vengono fornite a titolo indicativo e possono essere personalizzate per
adattarsi al caso specifico:

Fase 1: Definizione del campo operatorio.
Fase 2: Preparazione della Dental Dam.

« Definizione della posizione dei fori

- Contrassegno della posizione dei fori

- Esecuzione dei fori

Fase 3: Scelta degli uncini/dei fermi

Fase 4: Applicazione degli uncini/dei fermi

Fase 5: Posizionamento della Dental Dam
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Elenco dei componenti
Nota: Non tutti i Numeri di catalogo sono disponibili in tutte le regioni

N. catalogo | Descrizione

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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N. catalogo | Descrizione

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Avvertenze e precauzioni

Avvertenze

Dichiarazione

AVVERTENZA!

Il mancato rispetto di quanto indicato in queste istruzioni per 'uso
potrebbe causare lesioni al paziente o compromettere l'integrita della
Dental Dam. Utilizzare il prodotto esclusivamente in conformita con
I'uso previsto; vedere Uso previsto.

Non riutilizzare la Dental Dam. La Dental Dam é esclusivamente
monouso. Il riutilizzo intraorale della Dental Dam rappresenta un rischio
biologico e pud causare contaminazione crociata.

Ispezionare la Dental Dam prima dell'uso. Scartare la Dental Dam se
strappata o consumata. L'uso di una Dental Dam che ha perso le proprie
caratteristiche prestazionali pud comportare la perdita di funzionalita e
compromettere l'integrita della procedura.

Precauzioni

Dichiarazione

ATTENZIONE

Questo prodotto contiene lattice di gomma naturale che pud causare
reazioni allergiche.

Non esporre la Dental Dam a temperature elevate. Conservare la Dental
Dam lontana da fonti di calore.

La Dental Dam ha un periodo di validita specifico. Non usare il dispos-
itivo dopo la data di scadenza poiché le funzioni e le caratteristiche
prestazionali potrebbero essere compromesse.

Attenzione: le leggi federali (USA) limitano la vendita di questo dispositi-
vo ai medici abilitati o su loro prescrizione

Non conservare in prossimita di prodotti senza lattice.
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Informazioni aggiuntive
Nota: smaltire il dispositivo in conformita con le norme locali, regionali, nazionali e/o inter-

nazionali. | dispositivi destinati all'uso intraorale devono essere considerati a rischio biologico e

smaltiti correttamente in conformita con le norme locali.

Nota: su richiesta sara fornita gratuitamente una copia cartacea delle istruzioni per l'uso.

Per utilizzatori con sede nell’UE: qualsiasi grave incidente verificatosi in relazione all'uso del
dispositivo deve essere segnalato a Colténe/Whaledent, Inc. e all'autorita competente dello
Stato membro in cui 'utilizzatore e/o il paziente risiedono.

Glossario dei simboli

Simbolo

Titolo e descrizione del simbolo

Attenzione

www.coltene.com

Consultare le istruzioni per I'uso in formato elettronico - Indica la
necessita per |'utilizzatore di consultare le istruzioni per I'uso

Dispositivo medico — Indica che I'articolo € un dispositivo medico

Vendita limitata: I'acquisto del dispositivo & limitato esclusivamente a
medici abilitati.

Data di scadenza - Indica la data dopo la quale non si deve utilizzare il
dispositivo medico

Numero catalogo - Indica il numero di catalogo del fabbricante che
consente di identificare il dispositivo medico

Non riutilizzare - Indica un dispositivo medico destinato ad essere
utilizzato su un solo paziente durante una singola procedura
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Simbolo

Titolo e descrizione del simbolo

C€

Marchio CE

®

Importatore - Indica l'entita che ha importato il dispositivo medico nel
paese d'utilizzo

0]

Fabbricante - Indica il fabbricante del dispositivo medico

LOT

Codice lotto - Indica il codice di lotto del fabbricante che consente di
identificare il lotto

EC|REP|

Rappresentante autorizzato nella Comunita Europea - Indica il
rappresentante autorizzato nella Comunita Europea

\V

Contiene lattice di gomma naturale - Indica la presenza di lattice di gomma
essiccato come materiale strutturale allinterno del dispositivo medico.

Conservazione
Conservare la Dental Dam ad una temperatura compresa tra 0°C e 26°C.
Conservare in luogo asciutto e al riparo dal calore.

Simbolo Titolo e descrizione del simbolo
Conservare in luogo asciutto - Indica un dispositivo medico che deve
essere protetto dall'umidita
Az . . . e .
/77/\ Conservare al riparo dal calore - Indica un dispositivo medico che deve
/.\\ essere protetto dal calore

Limite di temperatura - Indica i limiti di temperatura a cui il dispositivo
medico puo essere esposto in sicurezza. | limiti superiore e inferiore

di temperatura devono essere indicati accanto alle linee orizzontali
superiore e inferiore.
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Paskirtis / naudojimo nurodymai
,Dental Dam" naudojamas norint intraoraliai izoliuoti vieng ar daugiau danty ir sukurti aplink-
inés srities barjerg odontologinés procedtros metu.

Kontraindikacijos
I$ latekso pagamintas,Dental Dam” neskirtas naudoti pacientams, kurie yra alergiski lateksui.

Numatyti naudotojai
- Odontologai

Pacienty tiksliné grupé (-s)
Tinkama visoms pacienty grupéms.

Klinikiné nauda

,Dental Dam" naudojamas siekiant $ios klinikinés naudos:

- didesnio matomumo izoliavus dantj (-is);

+ mazesnio pavojaus, kad pacientas jkveps arba nuris instrumentus, danty nuolauzas, medika-
mentus arba drékinimo tirpalus;

+ sausos darbo srities sukarimo;

- minkstyjy audiniy apsaugos nuo kontakto su instrumentais;

- infekcijy kontrolés barjero.

Charakteristikos

« Prieinamas jvairiy spalvy ir storiy

- Dviejy dydziy: 127 mm x 127 mm arba 152 mm x 152 mm (5 col. x 5 col. arba 6 col. x 6 col.)
- Sviesesnés spalvos natdraliai apsviecia darbo sritj, 0 tamsesnés spalvos gali padéti vizualiai
sukurti kontrastg

Saugojimas
Laikyti,Dental Dam” nuo 0 iki 26 °C (32-80 °F).
Laikyti sausai ir saugoti nuo kascio.
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Liekamasis pavojus, jspéjimai ir perspéjimai
Norédami susipaZinti su pavojais, susijusiais su,Dental Dam” naudojimu pa

Instrukcijos
PERSPEJIMAS! Siame gaminyje yra natiralios gumos latekso, kuris gali sukelti alergines
reakcijas.

,Dental Dam” skirtas naudoti su jvairiais kitais prietaisais, jskaitant spaustukus ir rémus.

Zr. kity naudojamy prietaisy naudojimo instrukcijas.

Toliau apradyti bendrieji veiksmai yra pateikti kaip pavyzdys ir gali bati pritaikyti konkreciam atvejui.

1 veiksmas: darbo srities nustatymas.

2 veiksmas:,Dental Dam” paruosimas.

- Skyliy padéciy nustatymas

« Skyliy padéciy zymejimas

« Skyliy pradarimas

3 veiksmas: spaustuko / laikiklio pasirinkimas

4 veiksmas: spaustuko / laikiklio uzdéjimas

5 veiksmas: ,Dental Dam” jdéjimas
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Daliy sarasas
Pastaba: tam tikri katalogo numeriai galimi ne visuose regionuose

Katalogo Aprasas

Nr.

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
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Katalogo
Nr.

Aprasas

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Ispéjimai ir perspéjimai

Ispéjimai Teiginys
Tinkamai nesilaikant $iy naudojimo instrukcijy nurodymuy, galima suZeis-
ti pacienta ar pakenkti,Dental Dam” vientisumui. Gaminj naudokite tik
pagal paskirtj, Zr. skyriy ,Paskirtis”.
Pakartotinai nenaudokite ,Dental Dam”.,Dental Dam” skirtas naudoti tik
karta. Pakartotinai naudojant,Dental Dam” kyla biologinis pavojus dél
kryZminio uztersimo.

jspesmAst | Pries naudojima, Dental Dam” reikia patikrinti. ISmeskite,, Dental Dam’, jei

jis sulauzytas ar trapus. Naudojant nasumo charakteristika praradusius
,Dental Dam” galima pakenkti funkcionalumui ir procedaros vientisu-
mui.

Perspéjimai | Teiginys

PERSPEJIMAS

Siame gaminyje yra natralios gumos latekso, kuris gali sukelti alergines
reakcijas.

Nelaikykite ,Dental Dam" aukstoje temperataroje. Laikykite ,Dental Dam”
atokiau nuo kas¢io saltiniy.

,Dental Dam” galiojimo laikas nurodytas. Nenaudokite priemonés
praéjus,Naudoti iki” datai, nes priemonés funkcijos ir nasumo charakter-
istikos gali bati nebetinkamos.

Atsargiai: pagal federaline (JAV) teise 3ia priemone prekiauti galima tik
licencijuotiems sveikatos prieZilros specialistams arba jy nurodymu.

Nelaikykite netoli nelateksiniy gaminiy.
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Papildoma informacija

Pastaba: priemone salinkite laikydamiesi vietiniy, regiono, nacionaliniy ir (arba) tarptautiniy
taisykliy. Burnoje naudojamos priemoneés turéty bati laikomos pavojingomis biologiskai ir salin-
amos tinkamai pagal vietines taisykles.

Pastaba: pateikus prasyma, spausdintiné naudojimo instrukcijy kopija gali bati pateikiama
nemokamai.

ES esantiems naudotojams: apie bet kokj rimta incidenta, susijusj su priemoneés naudojimu,
butina pranesti,Colténe/Whaledent, Inc” ir kompetentingai valstybés narés institucijai, kurioje
jsikares naudotojas ir (arba) pacientas.

Simboliy Zzodynas

Simbolis Titolo e descrizione del simbolo

Perspéjimas

EE:] Perzitrékite elektronikos naudojimo instrukcijas — nurodo, kad

www.coltene.com ﬂaUdOtOJaS turety perziureti ﬂaUdOJImO mstrukcuas

Medicinos priemoné — nurodo, kad elementas yra medicinos priemoné

Riboto pardavimo: priemone gali jsigyti tik licencijuoti sveikatos

prieziuros speC|aI|stal.

,Naudoti iki" data — nurodo data, kuriai praéjus medicinos priemoné
nebeturéty bati naudojama

Katalogo numeris — nurodo gamintojo katalogo numerj, pagal kurj
galima identifikuoti medicinos priemone

Nenaudoti pakartotinai — nurodo medicinos priemone, kuri skirta
naudoti vienam pacientui vienai procedurai

SIS
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Simbolis

Titolo e descrizione del simbolo

]

CE Zenklas

B

Importuotojas — nurodo jmone, importuojancig medicinos priemone
j lokale

el

Gamintojas — nurodo medicinos priemonés gamintoja

LOT

Partijos numeris — nurodo gamintojo partijos kodg, kad baty galima
identifikuoti partijg ar siuntg

EC|REP|

|galiotasis Europos bendruomenés atstovas — nurodo jgaliotajj Europos
bendruomenés atstova

Yra natdralaus gumos latekso — nurodo, kad sudétyje yra sauso natdralaus
gumos latekso, naudoto kaip medicinos priemonés konstrukciné medziaga.

Saugojimas

Laikyti,Dental Dam” nuo 0 iki 26 °C (32-80 °F).
Laikyti sausai ir saugoti nuo kascio.

Simbolis Simbolio pavadinimas ir aprasas
Laikyti sausai — nurodo medicinos priemone, kuria reikia saugoti nuo
drégmes
A/ . vy, .. . . s .
/>T/\ Saugoti nuo karscio — nurodo medicinos priemone, kurig reikia saugoti
".\\ nuo karscio

Temperatdros apribojimas — nurodo temperataros apribojimus, kuriy
nesiekiant medicinos priemone galima saugiai laikyti. Virsutine ir
apatine temperatdros ribas reikia nurodyti greta virsutines ir apatinés
horizontalios linijos.
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HySolate
Latex Dental Dam

LietoSanas instrukcija
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Paredzétais lietojums/Lietosanas noradijumi
Dental Dam ir paredzéts izmantot mutes dobuma, lai izolétu vienu vai vairakus zobus un izvei-
dotu barjeru apkartéjai zonai zobarstniecibas proceduras laika.

Kontrindikacijas.
Lateksa Dental Dam nedrikst izmantot pacientiem ar alergiju pret lateksu.

Paredzétie lietotaji.
« Zobarsti
- Zobarstu asistenti

Pacientu mérka grupa(-as).
Piemérots visam pacientu grupam.

Kliniskas prieksrocibas.

Dental Dam lietosanai ir sadas kliniskas prieksrocibas:

« Uzlabota redzamiba zoba/zobu izolacijas dé|

- Samazinats instrumentu, zoba sarnu, medikamentu vai skalosanas Skidumu norisanas vai
nok|Gsanas elpcelos risks pacientam

- Sausa operacijas lauka izveide

« Miksto audu aizsargasana pret saskari ar instrumentiem

- Infekcijas kontroles barjera

Raksturigas iezimes.

« Pieejams dazadas krasas un ar dazadu biezumu

« Diviizméri: 5" x 5" vai 6" x 6" (127 mm x 127 mm vai 152 mm x 152 mm)

« Gaisakas krasas var dabiski izgaismot operacijas lauku, savukart tumsakas krasas var palidzét
nodrosinat vizualu kontrastu

Uzglabasana.
Uzglabajiet izstradajumus Dental Dam temperatdras diapazona 32° F-80° F (0 °C-26 °C).
Turiet sausuma un sargajiet no karstuma iedarbibas.
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Atlikusie riski, bridinajumi un piesardzibas pasakumi.

Skatiet sadalu Bridinajumi un piesardzibas pasakumi, lai sanemtu informaciju par risku, kas
saistits ar Dental Dam lietosanu

Noradijumi

UZMANIBU! Sis izstradajums satur dabisko kauc¢uka lateksu, kas var izraisit alergiskas
reakcijas.

Dental Dam ir paredzéts izmantot ar dazadam citam iericém, tostarp spailém un ramjiem.

Skatiet paréjo izmantoto iericu lietosanas instrukcijas.

Talak noraditas visparigas darbibas ir sniegtas ka vadlinijas un tas var pielagot specifiskam gadiju-
mam:

1. darbiba. Darbibas lauka noteiksana.
2. darbiba. Dental Dam sagatavosana.
- Nosakiet atveru pozicijas

- Atziméjiet atveru pozicijas

- Izduriet atveres

3. darbiba. Spailu/stativa izvéle

4. darbiba. Spailu/stativa lietosana

5. darbiba. Dental Dam novietosana
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Dalu saraksts
Piezime. Ne visi kataloga numuri ir pieejami visos regionos

Kataloga Apraksts

Nr.

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
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Kataloga Apraksts

Nr.

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Bridinajumi un piesardzibas pasakumi

Bridinajumi

Skaidrojums

BRIDINAJUMS!

Precizi neievérojot lietosanas instrukcijas noradijumus, var rasties pa-
cienta traumas un var tikt apdraudéta Dental Dam integritate. Lietojiet
S0 izstradajumu tikai saskana ar ta paredzéto lietojumu; skat. Paredzétais
lietojums.

Nelietojiet atkartoti izstradajumu Dental Dam. Dental Dam ir paredzéts
izmantot tikai vienreiz. Dental Dam atkartota lietosana mutes dobuma ir
biologiski bistama darbiba, un var rasties Skérspiesarnojums.

Dental Dam pirms lietoSanas japarbauda. Izmetiet sapléstus vai trauslus
Dental Dam. Lietojot Dental Dam, kam zaudéti veiktspéjas raksturlielu-
mi, iespéjams zaudét funkcionalitati un ietekmét procedaras integritati.

Piesardzibas
pasakumi

Skaidrojums

UZMANIBU

Sis izstradajums satur dabisko kaucuka lateksu, kas var izraisit alergiskas
reakcijas.

Nepaklaujiet Dental Dam augstas temperatdras iedarbibai. Neglabajiet
Dental Dam siltuma avotu tuvuma.

Dental Dam ir noradits glabasanas laiks. Nelietojiet ierici péc lietosanas
deriguma termina beigam, jo var bt ietekméta ierices funkcionalitate
un veiktspéjas raksturlielumi.

Uzmanibul! Saskana ar ASV Federalo likumu $o ierici atlauts pardot tikai
licencétiem veselibas aprlpes specialistiem vai péc to pasttijuma.

Neuzglabat tadu izstradajumu tuvuma, kas nesatur lateksu.
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Papildinformacija

Piezime. Izniciniet ierici atbilstosi vietgjiem, regiona, valsts un/vai starptautiskiem noteikumiem.
lerices, kas tiek izmantotas mutes dobuma, jauzskata par biologisku apdraudé&jumu un jaiznicina
atbilstosi vietéjiem noteikumiem.

Piezime. Péc pieprasijuma tiek nodrosinats lietosanas instrukciju drukats eksemplars bez

maksas.

Lietotajiem ES: Par visiem nopietniem incidentiem, kas radusies saistiba ar ierices lietosanu,
jazino uznémumam Coltene/Whaledent, Inc. un kompetentajai valsts iestadei lietotaja un/vai
pacienta mitnes daltbvalsti.

Simbolu vardnica

Simbols

Simbola nosaukums un apraksts

Uzmanibu!

)=

www.coltene.com

Skatiet elektroniskas lietosanas instrukcijas: norada, ka lietotajam
jamekle informacija lietosanas instrukcijas.

Mediciniska ierice: norada, ka vienums ir mediciniska ierice.

Rx ONLY

Tirdznieciba ierobezota: ierici drikst iegadaties tikai licencéti veselibas
aprapes profesionali.

“

Lietosanas deriguma termins: norada datuma, péc kura medicinisko
jerici vairs nedrikst lietot.

Kataloga numurs: norada razotaja kataloga numuru, lai varétu
identificét medicinisko ierici.
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Simbols

Simbola nosaukums un apraksts

®

Nelietot atkartoti: norada, ka mediciniska ierice paredzéta lietosanai
vienam pacientam vienas proceduras laika.

C€

CE markéjums

®

Importétajs: norada juridisko personu, kas importé medicinisko ierici
attiecigaja lokalizacija.

e

Razotajs: norada mediciniskas ierices razotaju.

LOT

Partijas kods: norada razotaja partijas kodu, lai varétu identificét partiju
vai sériju.

[EC[REP|

Pilnvarotais parstavis Eiropas Kopiena: norada pilnvaroto parstavi
Eiropas Kopiena.

Satur dabiska kaucuka lateksu: norada, ka mediciniskas ierices
konstrukcija ka materials izmantots sauss dabiska kaucuka latekss.
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Uzglabasana

Uzglabajiet izstradajumus Dental Dam temperatiras diapazona 32° F-80° F (0 °C-26 °C).
Turiet sausuma un sargajiet no karstuma iedarbibas.

Simbols Simbola nosaukums un apraksts
Turiet sausuma: norada, ka mediciniska ierice jasarga no mitruma
iedarbibas.
N . . - - B P -
/77/\ Sargajiet no karstuma iedarbibas: norada, ka mediciniska ierice jasarga
A~

no karstuma iedarbibas.

Temperaturas ierobezojums: norada temperatUras ierobezojumus,
kam var drosi paklaut medicinisko ierici. TemperatQras augsé&jais un
apakséjais ierobezojums tiek noradits blakus augséjai un apakséjai

horizontalajai linijai.
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HySolate
Latex Dental Dam

struzzjonijiet ghall-Uzu

@Y reony) # COLTENE



Uzu Intenzjonat/ Indikazzjonijiet ghall-Uzu:
Dental Dam huwa mahsub biex jintuza gol-halg biex jizola sinna wahda jew aktar u johlog
barriera fiz-zona tal-madwar waqt pro¢edura dentali.

Kontraindikazzjonijiet:
lI-Latex Dental Dam m'ghandux jintuza f'pazjenti li joatu minn allergija ghal-lattici.

Utenti Intenzjonati:
« Dentisti
- Assistenti Dentali

Grupp(i) ta’ Pazjenti fil-Mira:
Adattati ghal kull grupp ta’ pazjenti.

Beneficgji Klinici:

L-uzu tad-Dental Dam ghandu I-beneficcji klinici li gejjin:

- Aktar vizibilita permezz tal-izolament tas-sinna/snien

- Tnaqgis fir-riskju li pazjent jaspira jew jibla' Fistrumenti, il-frak tas-snien, il-medicini jew is-solu-
zzjonijiet tal-irrigazzjoni

- Holgien ta'zona niexfa fejn issir il-procedura

- Protezzjoni tat-tessut artab milli jigi f'kuntatt mal-istrumenti

- Barriera li sservi ta'kontroll ghall-infezzjonijiet

Karatteristici:

« Disponibbli f'kuluri u hixuna differenti

- Zewg gisien: 5"x 5"jew 6"x 6" (127 mm x 127 mm jew 152 mm x 152 mm)

- Il-kuluri aktar cari ghandhom il-vantagg li jdawlu z-zona fejn issir il-pro¢edura b'mod naturali
filwaqt li I-kuluri aktar skuri jistghu jghinu ghaliex jipprovdu kuntrast viziv

Hazna:
Ahzen id-Dental Dam f'temperatura ta' bejn 32°F — 80°F (0°C - 26°C).
Zommu xott u zommu 'l boghod mis-shana.
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Riskji Residwi, Twissijiet u Prekawzjonijiet:
Irreferi ghas-sezzjoni tat-Twissijiet u I-Prekawzjonijiet biex tagra dwar

Istruzzjonijiet

ATTENZJONI! Dan il-Prodott Fih Latex tal-Gomma Naturali Li Jista’ Jikkawza Reazzjonijiet
Allergici.

|d-Dental Dam huwa mahsub biex jintuza ma’diversi strumenti ohra inkluzi klampi u ogfsa.

Irreferi ghall-istruzzjonijiet dwar |-uzu tal-istrumenti I-ofra li ged jintuzaw.

ll-passi generali li gejjin huma pprovduti bhala gwida u jistghu jitfasslu b'mod individwali skont
il-kaz specifiku:

Pass numru 1: Iddetermina z-Zona fejn se ssir il-Procedura.

Pass numru 2: Preparazzjoni ghad-Dental Dam.
- Iddetermina I-pozizzjonijiet tat-toqob

- Immarka I-pozizzjonijiet tat-toqob
- Taqgab it-toqob

Pass numru 3: Ghazla tal-Klamp/Taghmir taz-Zamma
Pass numru 4: Applikazzjoni tal-Klamp/Tagh

Pass numru 5: Tgeghid tad-Dental Dam
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Lista tal-Parts
Nota: Mhux in-Numri tal-Katalgu kollha huma disponibbli fir-regjuni kollha

Katalgu # | Deskrizzjoni

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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Katalgu # | Deskrizzjoni

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Twissijiet u Prekawzjonijiet

Twissijiet Dikjarazzjoni

Jekk ma ssegwix id-direzzjonijiet f'dan I-IFU kif suppost, dan jista'jirrizulta
f'korriment ghall-pazjent jew jikkomprometti l-integrita tad-dental dam.
Uza |-prodott skont |-uzu mahsub tieghu biss, ara I-Uzu Mahsub.

Tergax tuza d-Dental Dam. Id-Dental Dam huwa mahsub biex jintuza
darba biss. L-uzu mill-gdid tad-Dental Dam fil-halg huwa ta’periklu bijo-
logiku u jista'jirrizulta f'kontaminazzjoni inkrocjata.

TWISSIJA! Id-Dental Dam ghandu jigi spezzjonat gabel I-uzu. Armi d-Dental

Dam imqgatta’jew li jkun ged jitfarrak. L-uzu tad-Dental Dam i jkun tilef
il-karatteristici tal-prestazzjoni tieghu jista'jirrizulta f'telf ta’ funzjonalita u
jikkomprometti l-integrita tal-procedura.

Prekawzjonijiet | Dikjarazzjoni

Dan il-Prodott Fih Latex tal-Gomma Naturali Li Jista’ Jikkawza Reazz-
jonijiet Allergici.

Tesponix d-Dental Dam ghal temperaturi gholjin. Ahzen id-Dental
Dam il boghod mis-sorsi tas-shana.

Id-Dental Dam jibga'tajjeb ghal zmien specifiku. Tuzax |-apparat
wara d-Data tal-Iskadenza minhabba li I-funzjonalita u I-karatteris-

ti¢i tal-prestazzjoni tal-apparat jistghu jigu kompromessi.
ATTENZJONI P ) pparatJtgh )9 P

Attenzjoni: II-ligi Federali (tal-Istati Uniti tal-Amerka) tirrestringi dan
l-apparat ghal bejgh minn, jew fuq I-ordni ta; professjonist tal-kura
tas-sahha licenzjat

Tahzinx vicin prodotti li mhumiex maghmulin mil-latex.
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Informazzjoni Addizzjonali
Nota: Armi |-apparat skont ir-regolamenti lokali, regjonali, nazzjonali u/jew internazzjonali.

L-apparat uzat gewwa |-halg ghandu jigi ttrattat bhala periklu bijologiku u jintrema kif suppost
skont ir-regolamenti lokali.

Nota: Fuq talba ta’dak li jkun, tista'tigi pprovduta kopja stampata tal-IFU minghajr hlas.

Ghal utenti li jinsabu fl-UE: Kwalunkwe inc¢ident serju li sehh b'rabta mal-uzu tal-apparat
ghandu jigi rrappurtat lil Coltene/Whaledent, Inc. u lill-awtorita kompetenti tal-istat membru li
fih huwa stabbilit -utent u/jew il-pazjent.

Glossarju tas-Simboli

Simbolu

Titlu u Deskrizzjoni tas-Simbolu

Attenzjoni

www.coltene.com

Ikkonsulta l-istruzzjonijiet elettronici ghall-uzu - Jindika I-htiega i
l-utent jikkonsulta l-istruzzjonijiet ghall-uzu

Apparat Mediku - Jindika li I-oggett huwa apparat mediku

II-Bejgh Ristrett: Ix-xiri tal-apparat hu ristrett ghall-professjonisti tal-kura
tas-sahha licenzjati biss.

Data tal-Iskadenza - Tindika d-data li warajha dan I-apparat mediku
m'ghandux jintuza

Numru tal-Katalgu - Jindika n-numru tal-katalgu tal-manifattur sabiex
l-apparat mediku jkun jista'jigi identifikat

Tergax tuzah - Tindika apparat mediku li hu mahsub biex jintuza fuq
pazjent wiehed waqt pro¢edura wahda
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Simbolu

Titlu u Deskrizzjoni tas-Simbolu

3

Marka CE

®

Importatur - Jindika I-entita li timporta l-apparat mediku lokalment

o

Manifattur - Jindika I-manifattur tal-apparat mediku

LOT

Kodlici tal-lott - Jindika I-kodici tal-lott tal-manifattur sabiex il-lott ikun
jista'jigi identifikat

EC|REP|

Rapprezentant awtorizzat fil-Fkomunita Ewropea - Jindika
r-rapprezentant awtorizzat filFkomunita Ewropea

Fih latex tal-gomma naturali - Jindika I-prezenza ta'latex tal-gomma

naturali niexfa bhala materjal ta’ kostruzzjoni fl-apparat mediku.

Hazna

Ahzen id-Dental Dam f'temperatura ta'bejn 32°F — 80°F (0°C - 26°C).
Zommu xott u zommu 'l boghod mis-shana.

Simbolu Titlu u Deskrizzjoni tas-Simbolu
Zommu xott - Jindika apparat mediku li jehtieq Ii jigi protett mill-
‘? umdita
/\/\+//\ Zommu 'l boghod mis-shana - Jindika apparat mediku i jehtieg
1\\ protezzjoni mis-shana

e

Limitu tat-Temperatura - Jindika I-limiti tat-temperatura li l-apparat
mediku jista'jkun espost ghalihom b'mod sikur. II-limiti ta’fug u ta"isfel

tat-temperatura ghandhom jigu indikati hdejn il-linji orizzontali ta' fuq
u ta'isfel.
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Latex Dental Dam

Gebruiksaanwijzing
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Beoogd gebruik/gebruiksindicaties:

Dental Dam is bedoeld voor intraoraal gebruik voor de isolatie van een of meer gebitselement-
en en om een barriére te creéren ten opzichte van de omgeving tijdens een tandheelkundige
procedure.

Contra-indicaties:
Latex Dental Dam mag niet worden gebruikt bij patiénten die allergisch zijn voor latex.

Beoogde gebruikers:
- Tandartsen
- Tandartsassistenten

Patiéntendoelgroep(en):
Geschikt voor alle groepen patiénten.

Klinische voordelen:

Het gebruik van Dental Dam heeft de volgende klinische voordelen:

- Betere zichtbaarheid door het isoleren van een of meerdere gebitselementen

«Verminderd risico voor de patiént op aspireren of inslikken van instrumenten, resten van gebit-
selementen, geneesmiddelen of irrigatieoplossingen

- Creéren van een droog werkgebied

- Bescherming van de weke delen tegen contact met instrumenten

- Barriere ter bestrijding van infecties

Kenmerken:

- Beschikbaar in verschillende kleuren en diktes

- Twee maten: 127 mm x 127 mm of 152 mm x 152 mm

+ Het voordeel van de lichtere kleuren is de natuurlijke verlichting van het operatiegebied,
terwijl de donkere kleuren voor meer visueel contrast zorgen

Bewaren en opslaan:
Bewaar Dental Dam bij een temperatuur tussen 0 °C en 26 °C.
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Droog bewaren en uit de buurt houden van warmtebronnen.

Restrisico’s, waarschuwingen en voorzorgsmaatregelen:

Raadpleeg het gedeelte 'Waarschuwingen en voorzorgsmaatregelen'voor de mogelijke risico’s
van het gebruik van Dental Dam volgens het beoogde gebruik.

Instructies
LET OP! Dit product bevat natuurrubber latex, wat allergische reacties kan veroorzaken.

Dental Dam is bestemd voor gebruik met diverse andere hulpmiddelen waaronder klemmen en
beugels.

Raadpleeg de gebruiksaanwijzing van de andere gebruikte hulpmiddelen.

De volgende algemene stappen dienen als richtlijn en kunnen aan de specifieke situatie worden
aangepast:

Stap 1: Bepalen van het operatiegebied.
Step 2: Voorbereiden van Dental Dam.

+ Bepaal de positie van de gaten

« Markeer de posities van de gaten

- Maak de gaten

Stap 3: Selecteren van klemmen/retainers

Stap 4: Bevestigen van klemmen/retainers

Stap 5: Plaatsen van Dental Dam
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Lijst van onderdelen
Opmerking: niet alle catalogusnummers zijn verkrijgbaar in alle regio’s

Catalogus- | Omschrijving

nummer

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs

134



Catalogus- | Omschrijving

nummer

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Waarschuwingen en voorzorgsmaatregelen

Waarschuwingen

Veiligheidsaanbeveling

WAARSCHUWING!

Het niet opvolgen van de instructies in deze gebruiksaanwijzing
kan leiden tot letsel bij de patiént of kan de integriteit van Dental
Dam beperken. Gebruik het product alleen overeenkomstig het
beoogde gebruik, zie Beoogd gebruik.

Dental Dam mag niet opnieuw worden gebruikt. Dental Dam is
uitsluitend bedoeld voor eenmalig gebruik. Intraoraal hergebruik
van Dental Dam vormt een biologisch gevaar en kan tot kruis-
besmetting leiden.

Dental Dam moet véor gebruik worden gecontroleerd. Gooi
Dental Dam weg als deze versleten of bros is. Het gebruik van
Dental Dam die prestatiekenmerken heeft verloren, kan leiden
tot een minder goede werking en kan de integriteit van de
procedure aantasten.
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Voorzorgsmaatre- | Veiligheidsaanbeveling
gelen

Dit product bevat natuurrubber latex, wat allergische reacties
kan veroorzaken.

Stel Dental Dam niet bloot aan hoge temperaturen. Bewaar
Dental Dam niet in de buurt van warmtebronnen.

Dental Dam heeft een bepaalde uiterste gebruiksdatum. Gebruik
het hulpmiddel niet na de uiterste gebruiksdatum, aangezien dit
de werking van het hulpmiddel en de prestatiekenmerken kan
LET OP beinvioeden.

Let op: Volgens de federale wetgeving van de VS mag dit me-
dische hulpmiddel alleen worden verkocht door of in opdracht
van een gediplomeerde zorgverlener

Niet bewaren in de buurt van producten die niet van latex zijn.

Aanvullende informatie

Opmerking: Voer het hulpmiddel af in overeenstemming met de plaatselijke, regionale, natio-
nale en/of internationale voorschriften. Behandel hulpmiddelen die intraoraal worden gebruikt
als biologisch gevaarlijk materiaal en voer ze af volgens de geldende plaatselijke voorschriften.

Opmerking: Indien gewenst kan gratis een papieren versie van de gebruiksaanwijzing ter
beschikking worden gesteld.

Voor gebruikers in de EU: Stel Coltene/Whaledent, Inc. en de bevoegde instanties van de

lidstaat waarin de gebruiker en/of patiént is gevestigd op de hoogte van elk ernstig voorval dat
zich voordoet met betrekking tot het hulpmiddel.
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Verklaring van de symbolen

Symbool

Titel en omschrijving van het symbool

A\

Letop

(13

www.coltene.com

Raadpleeg de elektronische gebruiksaanwijzing — Geeft aan dat de
gebruiker de gebruiksaanwijzing moet raadplegen

Medisch hulpmiddel — Geeft aan dat het om een medisch hulpmiddel
gaat

Rx ONLY

Verkoopbeperking — De aanschaf van het medische hulpmiddel
is alleen toegestaan voor personen die werkzaam zijn in de
gezondheidszorg.

“

Uiterste gebruiksdatum — Geeft aan na welke datum het medische
hulpmiddel niet meer mag worden gebruikt

Artikelnummer — Geeft aan welk artikelnummer het medische
hulpmiddel heeft in de catalogus van de fabrikant, zodat het terug te
vinden is

®

Niet hergebruiken - Geeft aan dat een medisch hulpmiddel is bedoeld
voor eenmalig gebruik, of voor gebruik bij één patiént gedurende één
ingreep

q

CE-markering

B

Importeur — Geeft aan welke rechtspersoon het medische hulpmiddel
importeert
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Symbool Titel en omschrijving van het symbool
“ Fabrikant — Geeft aan wie het medische hulpmiddel produceert
Batchcode — Geeft de batchcode van de fabrikant aan, zodat de batch
LOT of partij terug te vinden is

[EC[REP|

Gevolmachtigde in de Europese Unie — Geeft aan wie de
gevolmachtigde in de Europese Unie is

Bevat natuurlijk rubber - Geeft de aanwezigheid van droog
natuurrubber aan als constructiemateriaal in het medische
hulpmiddel.

Bewaren en opslaan:
Bewaar Dental Dam bij een temperatuur tussen 0 °C en 26 °C.
Droog bewaren en uit de buurt houden van warmtebronnen.

Symbool Titel en omschrijving van het symbool
Droog bewaren — Geeft aan dat een medisch hulpmiddel moet
worden beschermd tegen vocht
/\/\f/\ Niet blootstellen aan warmte — Geeft aan dat een medisch hulpmiddel
/.\\ moet worden beschermd tegen warmte

4

Temperatuurbeperking — Geeft de temperatuurbeperkingen aan
waaraan het medische hulpmiddel veilig kan worden blootgesteld. De
bovenste en onderste temperatuurgrens moeten naast de bovenste
en onderste horizontale lijn worden vermeld.
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Przeznaczenie/wskazania do stosowania:

Koferdam Dental Dam jest przeznaczony do stosowania w jamie ustnej w celu wyizolowania
jednego lub wiekszej liczby zebodw i utworzenia bariery wzgledem okolicznego obszaru pod-
czas zabiegu stomatologicznego.

Przeciwwskazania:
Lateksowego koferdamu Dental Dam nie nalezy uzywac u pacjentdw z alergig na lateks.

Docelowi uzytkownicy:
- Lekarze dentysci
« Asystenci stomatologiczni

Grupy docelowe pacjentow:
Mozna stosowac we wszystkich grupach pacjentéw.

Korzysci kliniczne:

Stosowanie koferdamu Dental Dam wiaze sie z nastepujacymi korzysciami klinicznymi:

- Wieksza widocznos¢ dzieki zaizolowaniu zeba/zebdw

+ Mniejsze ryzyko aspiracji lub potkniecia przez pacjenta narzedzi, fragmentow zebow, lekdw lub
roztworéw ptuczacych

- Wytworzenie suchego pola roboczego

+ Ochrona tkanek miekkich przed stycznoscia z narzedziami

- Kontrola zakazen

Charakterystyka:

- Dostepne sa rozne kolory i grubosci.

« Dwa rozmiary: 127 mm x 127 mm lub 152 mm x 152 mm.

- Zaletq jasniejszych koloréw jest naturalne rozswietlenie pola zabiegowego, natomiast ciemnie-
jsze kolory moga poprawic¢ kontrast wizualny.

Przechowywanie:
Przechowywac koferdam Dental Dam w temperaturze 0°C-26°C.
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Przechowywac¢ w suchym miejscu z dala od Zrodet ciepta.

Ryzyko resztkowe, ostrzezenia i Srodki ostroznosci:

Informacje na temat ryzyka zwigzanego z uzytkowaniem koferdamu Dental Dam zgodnie z
jego przeznaczeniem mozna znalez¢ w punkcie Ostrzezenia i srodki ostroznosci.

Instrukcja

OSTRZEZENIE! Produkt zawiera lateks kauczuku naturalnego, ktéry moze wywotaé reakcje
alergiczne.

Koferdam Dental Dam jest przeznaczony do stosowania z réznymi wyrobami, w tym z klamrami i
ramkami.

Nalezy zapozna¢ sie z instrukcjg uzycia tych wyrobow.

Przedstawione ponizej etapy pracy majg charakter ogdlnych wytycznych. Mozna je odpowiednio
dostosowac do konkretnego przypadku.

Etap 1: Ustalenie pola zabiegowego

Etap 2: Przygotowanie koferdamu Dental Dam
« Ustalenie potozenia otwordw

- Zaznaczenie potozenia otworow

+ Wykonanie otwordw za pomocg przebijaka
Etap 3: Dobor klamry

Etap 4: Zatozenie klamry

Etap 5: Zatozenie koferdamu Dental Dam
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Lista czesci

Uwaga: Nie wszystkie numery katalogowe s dostepne w kazdym regionie.

Nr katalo- | Opis

gowy

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
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Nr katalo- | Opis

gowy

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Ostrzezenia i Srodki ostroznosci

Ostrzezenia

Tresc

ZAGROZENIE!

Nieprzestrzeganie wskazdéwek w niniejszej instrukcji uzycia moze
prowadzi¢ do obrazen ciata u pacjenta lub mie¢ niekorzystny wptyw na
integralnos¢ koferdamu Dental Dam. Produkt nalezy stosowac wytgcznie
zgodnie z jego przeznaczeniem — patrz Przeznaczenie.

Nie uzywac ponownie koferdamu Dental Dam. Koferdam Dental Dam
jest przeznaczony wytacznie do jednorazowego uzytku. Ponowne uzycie
koferdamu Dental Dam w jamie ustnej stwarza zagrozenie biologiczne i
moze prowadzi¢ do zakazenia krzyzowego.

Przed uzyciem nalezy skontrolowac koferdam Dental Dam. Jesli kofer-
dam Dental Dam jest rozdarty lub kruszy sie, nalezy go wyrzucic¢. Stoso-
wanie koferdamu Dental Dam, ktéry utracit swoje parametry wydajnosci,
moze prowadzi¢ do utraty funkcjonalnosci i niekorzystnie wptywac na
integralnos¢ podczas zabiegu.
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Srodki ostroznosci | Tresé

Produkt zawiera lateks kauczuku naturalnego, ktéry moze wy-
woftac reakcje alergiczne.

Nie wystawia¢ koferdamu Dental Dam na dziatanie wysokich
temperatur. Przechowywac koferdam Dental Dam z dala od
Zrodet ciepta.

Koferdam Dental Dam ma okreslony termin waznosci. Nie nalezy
uzywac wyrobu po uptywie terminu waznosci, poniewaz moze
to spowodowac pogorszenie jego dziatania i parametréw wyda-

TRZEZENIE T
0s jnosci wyrobu.

Ostrzezenie: Prawo federalne (USA) zezwala na sprzedaz tego
produktu tylko lekarzom lub na ich zamowienie.

Nie przechowywac¢ w poblizu produktéw niezawierajgcych
lateksu.

Dodatkowe informacje

Uwaga: Wyrdb nalezy usuwac zgodnie z przepisami lokalnymi, regionalnymi, krajowymi i/
lub miedzynarodowymi. Wyroby stosowane w jamie ustnej nalezy traktowac jako zagrozenie
biologiczne i utylizowac zgodnie z lokalnymi przepisami.

Uwaga: Na zyczenie wydruk instrukcji uzycia zostanie dostarczony bezpfatnie.
Dotyczy uzytkownikéw w UE: Kazde powazne zdarzenie, ktére wystgpito w zwigzku z uzyciem

wyrobu, nalezy zgtaszac firmie Coltene/Whaledent, Inc. i wiasciwemu organowi panstwa czton-
kowskiego, w ktérym znajduje sie siedziba uzytkownika i/lub miejsce zamieszkania pacjenta.
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Stownik symboli

Symbol

Nazwa i opis symbolu

Ostrzezenie

|

www.coltene.com

Zapoznac sie z elektroniczng instrukcjg uzycia — wskazuje koniecznos¢
zapoznania sie przez uzytkownika z instrukcjg uzycia.

Wyréb medyczny — wskazuje, ze produkt jest wyrobem medycznym.

Rx ONLY

Ograniczenie sprzedazy — zakup wyrobu jest zastrzezony wytacznie
dla lekarzy.

Termin waznosci — wskazuje date, po ktérej nie nalezy uzywac
wyrobu medycznego.

Numer katalogowy — wskazuje numer katalogowy producenta,
umozliwiajacy identyfikacje wyrobu medycznego.

Nie uzywac ponownie — wskazuje wyréb medyczny, ktory jest
przeznaczony do zastosowania u jednego pacjenta podczas jednego
zabiegu.

Znak CE

Importer — wskazuje podmiot importujacy wyrdb medyczny do danej
lokalizacji.

L& oFw

Producent — wskazuje producenta wyrobu medycznego.
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Symbol Nazwa i opis symbolu

Kod partii — wskazuje kod partii producenta, umozliwiajacy
LOT identyfikacje partii lub serii.

m Autoryzowany przedstawiciel we Wspdlnocie Europejskiej — wskazuje
autoryzowanego przedstawiciela we Wspolnocie Europejskie).

Zawiera lateks kauczuku naturalnego — Wskazuje obecno$¢ suchego
lateksu kauczuku naturalnego jako materiatu konstrukcyjnego w

wyrobie medycznym.

Przechowywanie
Przechowywac koferdam Dental Dam w temperaturze 0°C-26°C.
Przechowywac w suchym miejscu z dala od Zrodet ciepta.

Symbol Nazwa i opis symbolu
Przechowywac w suchym miejscu — wskazuje wyrdb medyczny, ktory
? nalezy chroni¢ przed wilgocia.
/\/\f/\ Chroni¢ przed wysoka temperaturg — wskazuje wyréb medyczny,
1\\ ktory nalezy chroni¢ przed wysoka temperatura.
Zakres temperatur — wskazuje zakresy temperatur, na ktorych
dziatanie wyréb medyczny moze byc bezpiecznie wystawiony. Gorna
i dolna granica temperatura jest wskazywana przy goérnej i dolnej linii
poziomej.
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Utilizacao prevista/Indicagdes de utilizagao:
Dental Dam destina-se a ser usado intraoralmente para isolar um ou mais dentes e criar uma
barreira na drea circundante durante um procedimento dentario.

Contraindicagoes:
Latex Dental Dam nédo deve ser usado em pacientes com alergia ao latex.

Utilizadores previstos:
- Profissionais dentéarios
- Assistentes dentéarios

Grupo(s)-alvo de pacientes:
Indicadas para todos os grupos de pacientes.

Vantagens clinicas:

A utilizacdo de Dental Dam tem as seguintes vantagens clinicas:

- Maior visibilidade através do dente/isolamento dos dentes

« Risco reduzido de o paciente aspirar ou deglutir instrumentos, residuos de dentes, medica-
mentos ou solucdes de irrigagao

- Criacdo de um campo operatorio seco

« Protecéo do tecido mole do contacto com os instrumentos

- Barreira de controlo contra infecoes

Caracteristicas:

- Disponivel em vérias cores e espessuras

- Dois tamanhos: 5"x 5"ou 6"x 6" (127 mm x 127 mmou 152 mm x 152 mm)

+ As cores mais claras tém a vantagem de iluminar naturalmente o campo operatério, ao passo
que as cores mais escuras podem ajudar a obter um contraste visual

Armazenamento:
Guardar o Dental Dam entre 0 °C — 26 °C (32 °F — 80 °F).
Guardar em local seco e ao abrigo do calor.
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Riscos residuais, avisos e precaugoes:

Consultar a seccao Avisos e precaucdes para conhecer o risco associado a utilizacdo do Dental
Dam de acordo com a respetiva utilizagdo prevista.

Instrucoes

CUIDADO! Este produto contém latex de borracha natural passivel de causar reacoes
alérgicas.

Dental Dam destina-se a ser usado com diversos dispositivos incluindo grampos e quadros.
Consultar as instrugdes de utilizacado dos outros dispositivos em uso.

Os passos gerais que se seguem servem de orientagcdo e podem ser personalizados:

1.° passo: determinacao do campo operatorio.

2.° passo: preparacao do Dental Dam.

- Determinacao das posi¢oes dos furos

+ Marcagao das posicoes dos furos

« Abertura dos furos

3.2 passo: selecao do grampo/retentor

4.° passo: aplicacdo do grampo/retentor

5.0 passo: colocacdo do Dental Dam
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Lista de pecas

Nota: nem todas das referéncias estao disponiveis em todas as regides

Referéncia | Descricao

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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Referéncia | Descricao

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Avisos e precaugoes

Avisos

Adverténcia

AVISO!

O incumprimento das instru¢des constantes destas instrugdes de uti-
lizacédo pode resultar em lesdo do paciente ou comprometer a integri-
dade do dental dam. Usar o produto apenas de acordo com a utilizacédo
prevista, ver Utilizagao prevista.

N&o reutilizar o Dental Dam. O Dental Dam destina-se a ser usado apenas
uma vez. A reutilizacdo do Dental Dam intraoralmente é um perigo
biolégico e pode resultar em contaminagao cruzada.

O Dental Dam deve ser inspecionado antes da utilizagao. Descartar o
Dental Dam se estiver rasgado ou quebradico. A utilizacdo de um Dental
Dam que tenha perdido as suas caracteristicas de desempenho pode
resultar em perda de funcionalidade e comprometer a integridade do
procedimento.

Precaucées

Adverténcia

CUIDADO

Este produto contém latex de borracha natural passivel de causar reagdes
alérgicas.

N&o expor o Dental Dam a temperaturas elevadas. Guardar o Dental Dam
ao abrigo de fontes de calor.

Dental Dam tem uma vida Util especificada. Nao usar o dispositivo depois
de expirado o prazo de validade, dado que isso pode comprometer a sua
funcionalidade e as suas caracteristicas de desempenho.

Cuidado: nos termos da lei federal (EUA), este produto sé pode ser vendido
diretamente por um profissional de satde licenciado ou por ordem deste.

N&o guardar perto de produtos sem latex.
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Outras informacgoes

Nota: eliminar o dispositivo de acordo com os regulamentos locais, regionais, nacionais e/ou
internacionais. Os dispositivos usados intraoralmente devem ser tratados como perigo biolégi-
co e devidamente eliminados de acordo com os regulamentos locais.

Nota: serd fornecida gratuitamente uma copia em papel das instru¢des de utilizagdo mediante

pedido.

Para os utilizadores localizados na UE: qualquer incidente grave ocorrido que esteja relacionado
com a utilizagao do dispositivo deve ser comunicado a Coltene/Whaledent, Inc. e as autoridades
competentes do Estado-Membro em que o utilizador e/ou o paciente se encontra estabelecido.

Glossario de simbolos

Simbolo

Titulo e descricao do simbolo

Cuidado

|

www.coltene.com

Consultar as instrucdes de utilizacdo eletrénicas — Indica que o
utilizador tem de consultar as instrugcdes de utilizacdo

Dispositivo médico — Indica que o produto é um dispositivo médico

Rx ONLY

Venda limitada: a aquisicdo do dispositivo € limitada a profissionais de
saude licenciados.

Prazo de validade - Indica a data depois da qual o dispositivo médico
nédo deve ser usado

B

Referéncia — Indica a referéncia do fabricante para permitir a
identificacdo do dispositivo médico
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Simbolo

Titulo e descricao do simbolo

®

Né&o reutilizar — Indica um dispositivo médico que se destina a
utilizagcdo num Unico paciente durante um Unico procedimento

C€

Marcacao CE

®

Importador — Indica a entidade que importa o dispositivo médico para
o local

e

Fabricante - Indica o fabricante do dispositivo médico

LOT

Cddigo do lote - Indica o cédigo do lote do fabricante para permitir a
sua identificacdo

[EC[REP|

Representante autorizado na Comunidade Europeia — Indica o
representante autorizado na Comunidade Europeia

Contém latex de borracha natural — Indica a presenca de latex de
borracha natural seco como material de construgao do dispositivo
médico.
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Armazenamento
Guardar o Dental Dam entre 0 °C — 26 °C (32 °F — 80 °F).
Guardar em local seco e ao abrigo do calor.

Simbolo Titulo e descricdao do simbolo
Guardar em local seco — Indica um dispositivo médico que tem de ser
? protegido da humidade
/\\+'/\ Guardar ao abrigo do calor — Indica um dispositivo médico que tem de
/.\\ ser protegido do calor

Limite de temperatura — Indica os limites de temperatura dentro

dos quais o dispositivo médico pode ficar exposto em seguranga. Os
limites superior e inferior de temperatura devem ser indicados junto as
linhas horizontais superior e inferior.
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Domeniu de utilizare/Indicatii de utilizare:
Dental Dam se utilizeaza intraoral pentru a izola unul sau mai multi dinti, cu scopul de a crea o
barierd fata de zona inconjurdtoare in timpul unei proceduri dentare.

Contraindicatii:
Latex Dental Dam nu este destinata utilizarii la pacienti cu alergie la latex.

Utilizatori vizati:
+ Medici stomatologi
« Asistenti de medicina dentara

Grup(uri) tinta de pacienti:
Adecvate pentru toate categoriile de pacienti.

Beneficii clinice:

Utilizarea Dental Dam ofera urmadtoarele beneficii clinice:

- Cresterea vizibilitatii prin izolarea dintelui/dintilor

+ Reducerea riscului ca pacientul sd aspire sau sa inghita instrumente, reziduuri dentare, medica-
mente sau solutii de irigare

- Crearea unui camp chirurgical uscat

- Protectia tesutului moale impotriva contactului cu instrumentele

- Barierd de control al infectiei

Caracteristici:

- Disponibila in diverse culori si grosimi

« Doua marimi: 5"x 5"sau 6"x 6" (127 mm x 127 mm sau 152 mm x 152 mm)

« Culorile mai deschise au avantajul de a ilumina natural campul operator, in timp ce culorile
mai inchise pot ajuta la crearea unui contrast vizual

Depozitare:
Depozitati Dental Dam la temperaturi intre 32° F 5i 80° F (0°C — 26°C).
A se pastra la loc uscat si ferit de cdldura.
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Riscuri reziduale, avertizari si precautii:
Consultati sectiunea Avertizdri si precautii pentru specificatia referitoare la riscul asociat cu
utilizarea Dental Dam in conformitate cu domeniul de utilizare.

Instructiuni
ATENTIE! Acest produs contine latex din cauciuc natural, care poate provoca reactii
alergice.

Dental Dam este destinata utilizdrii impreuna cu diverse alte dispozitive, ce includ cleme si cadre.

Consultati Instructiunile de utilizare ale celorlalte dispozitive utilizate.

Urmadtorii pasi generali au rol orientativ si pot fi adaptati pentru fiecare caz individual:
Pasul 1: Stabiliti campul operator.

Pasul 2: Pregdtirea Dental Dam.

- Stabiliti pozitiile orificiilor

« Marcati pozitiile orificiilor

- Efectuati perforatiile

Pasul 3: Selectarea clemei/opritorului

Pasul 4: Aplicarea clemei/opritorului

Pasul 5: Fixarea Dental Dam
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Lista pieselor
Nota: Unele numere de catalog nu sunt disponibile in anumite regiuni

Nr. de Descriere

catalog

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
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Nr. de Descriere

catalog

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs
60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Avertizari si precautii

Avertizari

Fraza

AVERTISMENT!

Nerespectarea exactd a indicatiilor din aceste instructiuni de utilizare
poate provoca vatdmarea pacientului sau compromiterea integritatii
dental dam. Utilizati produsul numai in conformitate cu domeniul de
utilizare; consultati Domeniu de utilizare.

Nu reutilizati Dental Dam. Dental Dam este destinata unei singure uti-
lizari. Reutilizarea intraorald a Dental Dam reprezintd un pericol biologic si
poate duce la contaminare incrucisata.

Dental Dam trebuie inspectatd inainte de utilizare. Aruncati Dental Dam
dacd este rupta sau friabild. Utilizarea unei Dental Dam care si-a pierdut
caracteristicile de performantd poate duce la scaderea functionalitatii si
poate compromite integritatea procedurii.

Precautii

Fraza

ATENTIE

Acest produs contine latex din cauciuc natural, care poate provoca
reactii alergice.

Nu expuneti Dental Dam la temperaturi ridicate. Depozitati Dental Dam
la distantd de sursele de cdldura.

Dental Dam are un termen de valabilitate specificat. Nu utilizati dis-
pozitivul dupd data expirdrii, deocarece functionalitatea dispozitivului si
caracteristicile de performantd pot fi compromise.

Atentie: Legea federald (SUA) limiteazd acest dispozitiv la vanzarea de un
specialist autorizat in asistenta medicald sau la comanda acestuia.

A nu se depozita in apropierea produselor fara latex.
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Informatii suplimentare

Nota: Eliminati dispozitivul in conformitate cu reglementarile locale, regionale, nationale si/
sau internationale. Dispozitivele utilizate intraoral trebuie tratate ca pericol biologic si eliminate
corespunzator, conform reglementarilor locale.

Nota: La cerere, puteti obtine in mod gratuit IDU pe suport de hartie.
Pentru utilizatorii aflati in UE: Raportati orice incident grav apdrut in legdturd cu utilizarea

acestui produs catre Coltene/Whaledent, Inc. si catre autoritatea competenta din Statul Memb-
ru in care se afld utilizatorul si/sau pacientul.

Glosar de simboluri
Simbol Titlul si descrierea simbolului
A Atentie
[:E:] Consultati instructiunile electronice de utilizare — Indicd necesitatea ca

wiwwcoltenecom | Utilizatorul s consulte instructiunile de utilizare

Dispozitiv medical — Indica faptul ca articolul este un dispozitiv medical

Restrictie de vanzare: acest produs poate fi achizitionat doar de
specialisti autorizati in asistentd medicala.

Data expirarii — Indica data dupa care dispozitivul medical nu mai
poate fi utilizat

Numadr de catalog — Indica numarul de catalog al producatorului, astfel
incat dispozitivul medical sé poata fi identificat

® A nu se reutiliza - Indica un dispozitiv medical destinat utilizarii la un
singur pacient, pentru o singura procedurd
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Simbol

Titlul si descrierea simbolului

q3

Marcaj CE

B

Importator — Indicd importatorul dispozitivului medical in tara
respectiva

il

Producator - Indica producatorul dispozitivului medical

LOT

Cod de serie — Indicd codul de serie al producdtorului, pentru a putea
identifica seria sau lotul

EC[REP|

Reprezentant autorizat in Comunitatea Europeand — Indicd
reprezentantul autorizat in Comunitatea Europeand

\V

Contine latex din cauciuc natural — Indicd prezenta latexului din
cauciuc natural ca materie prima in dispozitivul medical.

Depozitare

Depozitati Dental Dam la temperaturi intre 32° F 5i 80° F (0°C — 26°C).
A se pastra la loc uscat si ferit de caldura.

Simbol Titlul si descrierea simbolului
A se pastra la loc uscat — Indica faptul cd un dispozitiv medical trebuie
protejat impotriva umezelii

DM

//T\ A se feri de caldurd - Indica faptul ca un dispozitiv medical trebuie protejat
Z2AN impotriva cdldurii

Limita de temperatura — Indica limitele de temperatura la care dispozitivul
medical poate fi expus in sigurantd. Limitele de temperatura superioare si
inferioare vor fi indicate langa liniile orizontale de sus si de jos.
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Urcené pouzitie/Indikacie na pouzitie:

Dentélna priehradka Dental Dam je urc¢end na pouZitie v Ustnej dutine na izolovanie jedného
alebo viacerych zubov a vytvorenie bariéry voci okolitému prostrediu v priebehu dentalneho
zékroku.

Kontraindikacie:
Latexovd dentdlna priehradka Dental Dam sa nema pouzivat u pacientov s alergiou na latex.

Urceni pouzivatelia:
- Stomatoldgovia
- Dentdlni asistenti

Cielova skupina pacientov:
Vhodné pre véetky skupiny pacientov.

Klinické ucinky:

Pouzivanie dentdlnej priehradky Dental Dam ma tieto klinické Ucinky:

« zvy$ena viditelnost pomocou izoldcie zuba/zubov;

- znizené riziko vdychnutia alebo prehltnutia néstrojov, Ulomkov zuba, liekov alebo vyplacho-
vacich roztokov pacientom;

- vytvorenie suchého pola na zakrok;

- ochrana makkych tkaniv pred kontaktom s néstrojmi;

- bariéra na regulovanie infekcie.

Charakteristiky:

- k dispozicii v réznych farbach a hribkach;

- dve velkosti: 127 mm x 127 mm alebo 152 mm x 152 mm;

- svetlejsie farby maju vyhodu, Ze prirodzene osvetluju miesto zkroku, zatial ¢o tmavsie farby
mozu pomoct s vizudlnym kontrastom.

Skladovanie:
Dentélnu priehradku Dental Dam skladujte pri teplote od 0 °C do 26 °C.
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Uchovévajte v suchu a mimo tepla.

Zostatkové rizikd, varovania a preventivne opatrenia:

Co sa tyka vyhlasenia o rizikéch spojenych s pouzivanim dentélnej priehradky Dental Dam v
stlade s jej ur¢enym pouzitim, pozrite si ¢ast Varovania a preventivne opatrenia.

Pokyny

UPOZORNENIE! Tento produkt obsahuje prirodny kaucukovy latex, ktory méze vyvolat
alergické reakcie.

Dentdlna priehradka Dental Dam je ur¢end na pouzivanie s réznymi dalsimi pomaockami vratane
svoriek a ramov.

Pozrite si ndvod na pouzitie ostatnych pouzivanych pomaocok.

Tieto vseobecné kroky slizia ako ndvod a moézu sa prisposobit konkrétnemu pripadu:
Krok 1: Urcite miesto zakroku.

Krok 2: Pripravte dentdlnu priehradku Dental Dam:

- urcite polohu diery,

« vyznacte polohu diery,

- prerazte dieru.

Krok 3: Vyberte svorku/zardzku.

Krok 4: Zavedte svorku/zardzku.

Krok 5: Umiestnite dentélnu priehradku Dental Dam.
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Zoznam dielov

Poznamka: Nie vietky katalogové ¢isla musia byt k dispozicii vo vietkych oblastiach.

Katalégové | Opis

cH

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
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Katalégové
c.

Opis

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Varovania a preventivne opatrenia

Varovania

Vyhlasenie

VAROVANIE!

Nedodrzanie ndlezitych pokynov uvedenych v tomto navode na pouzitie
moze viest k zraneniu pacienta alebo ohrozit integritu dentélnej priehrad-
ky Dental Dam. Produkt pouzivajte iba v stlade s jeho ur¢enym pouzitim,
pozri ¢ast Ur¢ené pouritie.

Dentélnu priehradku Dental Dam opakovane nepouzivajte. Dentélna
priehradka Dental Dam je urc¢end len na jedno pouzitie. Opakované
pouzitie dentdlnej priehradky Dental Dam v Ustnej dutine predstavuje
biologické riziko a méZze zapricinit krizovi kontaminaciu.

Dentélna priehradka Dental Dam sa ma pred pouzitim skontrolovat.
Dentalnu priehradku Dental Dam, ktord je roztrhnutd alebo rozstrapkana,
vyhodte. Pouzivanie dentalnych priehradok Dental Dam, ktoré stratili
svoje vykonové vlastnosti, moze viest k strate ich funkénosti a ohrozit
integritu zékroku.
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Preventivne | Vyhlasenie
opatrenia

Tento produkt obsahuje prirodny kaucukovy latex, ktory méze vyvolat
alergické reakcie.

Dentélnu priehradku Dental Dam nevystavujte vysokym teplotdm.
Dentélnu priehradku Dental Dam uchovévajte mimo zdrojov tepla.

Dentdlna priehradka Dental Dam ma stanovenu zivotnost. Pomocku
nepouzivajte po ddtume spotreby, pretoze sa modze zhorsit jej funkenost
UPOZORNENIE | @ Vykonové vlastnosti.

Upozornenie: Federdlne zakony (USA) obmedzuju predaj alebo objed-
navku tejto pomocky len zdravotnickym pracovnikom s licenciou.

Neskladujte v blizkosti nelatexovych produktov.

Dodato¢né informacie

Poznamka: Pomocku likvidujte v sulade s miestnymi, regiondlnymi, vnutrostatnymi a/alebo
medzindrodnymi nariadeniami. S pomo&ckami pouzivanymi v Ustnej dutine by sa malo nakladat
ako s biologicky nebezpecnymi a mali by sa likvidovat podla miestnych nariadent.

Poznamka: na poziadanie sa poskytne bezplatna kdpia ndvodu na pouZzitie v tlacenej verzii.
Pre pouzivatelov z EU: vietky zavazné incidenty, ktoré sa objavili v sivislosti s pouzivanim

pomocky by sa mali nahlasit spolo¢nosti Coltene/Whaledent, Inc. a prislusnému organu
¢lenského $tatu, v ktorom mad pouzivatel a/alebo pacient sidlo.
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Slovnik symbolov

Symbol

Nazov a opis symbolu

Upozornenie

|

www.coltene.com

Pozrite si elektronicky ndvod na pouZitie — Uvadza, Ze je potrebné, aby
si pouzivatel pozrel ndvod na pouzitie

Zdravotnicka pomdcka — Uvadza, Ze polozka je zdravotnicka pomocka

Rx ONLY

Predaj je obmedzeny: obstaranie pomocky sa obmedzuje len na
zdravotnickych pracovnikov s osvedcenim.

Déatum spotreby — Uvadza datum, po ktorom sa nema zdravotnicka
pomocka pouzivat

Katalogové cislo — Uvadza kataldgové ¢islo vyrobcu, aby bolo mozné
zdravotnicku pomocku identifikovat

=\ELS

Nepouzivajte opakovane — Oznacuje zdravotnicku pomocky, ktora je
uréend na pouzitie u jedného pacienta pocas jedného zakroku

N
m

Znacka CE

Dovozca — Oznacuje subjekt, ktory zdravotnicku pomécku dovaza na
miesto

E&

Vyrobca — Uvéddza vyrobcu zdravotnickej pomdcky
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Symbol Nazov a opis symbolu
Cislo davky — Uvédza ¢islo dévky vyrobcu, aby bolo mozné
LOT identifikovat davku alebo Sarzu

EC[REP|

Opravneny zastupca v Europskom spolocenstve — Uvadza
opravneného zastupcu v Eurdpskom spolocenstve

Obsahuje prirodnt latexovi gumu — Oznacuje pritomnost prirodnej
latexovej gumy ako konstruké¢ného materidlu zdravotnickej pomocky

Skladovanie

Dentalnu priehradku Dental Dam skladujte pri teplote od 0 °C do 26 °C.
Uchovévajte v suchu a mimo tepla.

Symbol Nazov a opis symbolu
Uchovévajte v suchu — Oznacuje zdravotnicku pomaocku, ktort je
? potrebné chranit pred vihkostou
/\/\f/\ Uchovavajte mimo tepla — Oznacuje zdravotnicku pomaocku, ktord je
’.\\ potrebné chranit pred teplom

L

Teplotny limit — Oznacuje teplotné limity, ktorym moze byt
zdravotnicka pomdcka bezpecne vystavend Vrchné a spodné limity
teploty by mali byt uvedené vedla vrchnej a spodnej horizontélnej
Iinie.
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Predvidena uporaba/indikacije za uporabo:
Dental Dam je namenjen za interoralno uporabo z namenom izolacije enega ali vec zob ter
oblikovanje ovire za okolisko obmocje med dentalnim postopkom.

Kontraindikacije:
Izdelka Dental Dam iz lateksa ne uporabljajte pri pacientih z alergijo na lateks.

Predvideni uporabniki:
- Zobozdravniki
- Zobozdravstveni asistenti

Cijna/-e skupina/-e pacientov:
Primerno za vse skupine pacientov.

Klini¢ne koristi:

Uporaba Dental Dam ima naslednje klini¢ne koristi:

- Boljsa vidljivost z izolacijo zoba/zob

- Manjse tveganje, da bi pacient vdihnil ali pogoltnil pripomocke, ostanke zoba, zdravila ali
raztopine za omocitev

- Oblikovanje suhega operacijskega polja

« Zasc¢ita mehkega tkiva pred stikom s pripomocki

- Bariera za nadzor okuzb

Lastnosti:

+Na voljo v razli¢nih barvah in debelinah

- Dve velikosti: 5"x 5"ali 6"x 6" (127 mm x 127 mm ali 152 mm x 152 mm)

« Prednost svetlejsih barv je, da naravno osvetlijo operativno polje, medtem ko temnejse barve
lahko pomagajo ustvariti vizualni kontrast.

Shranjevanje:
Izdelek Dental Dam shranjujte pri temperaturi med 32 °F in 80 °F (od 0 °C do 26 °C).
Izdelek hranite na suhem in stran od virov vrocine.

176



Preostala tveganja, opozorila in previdnostni ukrepi:

Glejte razdelek z opozorili in previdnostnimi ukrepi za seznam tveganj, povezanih z uporabo
izdelka Dental Dam v skladu s predvideno uporabo.

Navodila

POZOR! Ta izdelek vsebuje lateks iz naravnega kavcuka, ki lahko povzroc¢i alergijske reak-
cije.

Dental Dam je namenjen za uporabo skupaj s stevilnimi drugimi pripomocki, vklju¢no s sponkami
in okvirji.

Glejte navodila za uporabo drugih pripomockov, ki jih uporabljate.

Naslednji splosni koraki so navedeni kot smernice in jih je mogoce prilagoditi po meri, da ustrezajo
specificnemu primeru.

1. korak: Dolocite operativno polje.
2. korak: Pripravite Dental Dam.

- Dolocite polozaje luken.

- Oznacite polozaje luken;.

« Naredite luknje.

3. korak: Izberite sponko/retainer.

4. korak: Namestite sponko/retainer.

5. korak: Namestite Dental Dam.
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Seznam delov
Opomba: Vse kataloske stevilke niso na voljo v vseh regijah.

Kataloska | Opis

st.

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
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Kataloska
st.

Opis

60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Opozorila in previdnostni ukrepi

Opozorila | Izjava
Neupostevanje navodil v teh navodilih za uporabo lahko povzroci poskod-
be pacienta ali ogrozi celovitost pripomocka Dental Dam. Izdelek upora-
bljajte samo v skladu s predvideno uporabo, glejte razdelek Predvidena
uporaba.
Pripomocka Dental Dam ne uporabljajte ponovno. Dental Dam je namen-
jen samo za enkratno uporabo. Ponovna interoralna uporaba pripomocka
Dental Dam predstavlja biolosko nevarnost in lahko povzroci navzkrizno
0POZORILO! | kontaminacijo.

Dental Dam pred uporabo preglejte. Izrabljen ali lomljiv Dental Dam
zavrzite. Uporaba izdelka Dental Dam, ki je izgubil prvotne lastnosti, lahko
povzroci izgubo funkcionalnosti ter ogrozi integriteto postopka.

Previdnostni | Izjava

ukrepi

POZOR

Pripomocka Dental Dam to ne izpostavljajte visokim temperaturam.
Dental Dam hranite stran od virov toplote.

Dental Dam ima omejen rok uporabe. Pripomocka ne uporabljajte po
preteku roka uporabe, saj sta lahko njegova funkcionalnost in zmoglji-
vost okrnjeni.

Pozor: Zvezna zakonodaja (ZDA) omejuje prodajo tega pripomocka le
stomatologom z licenco oziroma po njihovem narocilu.

Ne hranite v blizini izdelkov brez lateksa.

Neskladujte v blizkosti nelatexovych produktov.
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Dodatne informacije

Opomba: Pripomocek odstranite v skladu z lokalnimi, regionalnimi, nacionalnimi in/ali medn-
arodnimi predpisi. S pripomocki, ki se uporabljajo intraoralno, je treba ravnati kot z biolosko
nevarnimi pripomocki in jih je treba odstraniti v skladu z lokalnimi predpisi.

Opomba: Na zahtevo se brezpla¢no dostavi navodila za uporabo v papirni obliki.

Za uporabnike v EU: O kakrsnem koli resnem incidentu, povezanem z uporabo pripomocka,
je treba porocati druzbi Coltene/Whaledent, Inc. in pristojnemu organu v drzavi ¢lanici, v kateri
prebiva uporabnik in/ali pacient.

Glosar simbolov

Simbol

Ime in opis simbola

Pozor

Glejte elektronska navodila za uporabo — oznacuje, da mora uporabnik
prebrati navodila za uporabo

Medicinski pripomocek — pomeni, da je izdelek medicinski pripomocek

Omejena prodaja: pripomocek lahko kupijo samo stomatologi z
licenco.

Rok uporabe — oznacuje datum, po katerem se medicinskega
pripomocka ne sme vec uporabljati

Kataloska stevilka — oznacuje katalosko Stevilko proizvajalca, s pomocjo
katere se lahko medicinski pripomocek identificira

Ne uporabljajte ponovno — oznacuje medicinski pripomocek,
predviden za uporabo pri enem pacientu med enim postopkom
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Simbol

Ime in opis simbola

Ce

Oznaka CE

B

Uvoznik — oznacuje subjekt, ki uvaza medicinski pripomocek na lokalni trg

e

Proizvajalec — oznacuje proizvajalca medicinskega pripomocka

LOT

Koda serije — oznacuje kodo serije proizvajalca, ki omogoca
identifikacijo serije ali lota

m Pooblasc¢eni predstavnik v Evropski skupnosti — oznacuje

pooblas¢enega predstavnika v Evropski skupnosti

Visebuje lateks iz naravnega kavcuka — oznacuje prisotnost lateksa
iz suhega naravnega kavcuka kot konstrukcijskega materiala v

medicinskem pripomocku.

Shranjevanje
Izdelek Dental Dam shranjujte pri temperaturi med 32 °F in 80 °F (od 0 °C do 26 °C).

Izdelek hranite na suhem in stran od virov vrocine.
Simbol Ime in opis simbola
Hraniti na suhem - oznacuje medicinski pripomocek, ki ga je treba zascititi
pred vlago
/\/\+'/\ Hraniti lo¢eno od vrocine — oznacuje medicinski pripomocek, ki ga je treba
/.\\ zascititi pred vrocino

Omejitev temperature — oznacuje omejitve temperature, ki ji je lahko
medicinski pripomocek varno izpostavljen Zgornja in spodnja omejitev
temperature morata biti navedeni poleg zgornje in spodnje vodoravne Crte.
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Avsedd anvandning/anvandningsomrade:
Dental Dam ar avsedd att anvandas intraoralt for att isolera en eller flera ténder och skapa en
barridr mot omgivningen under behandlingen.

Kontraindikationer:
Dental Dam med latex ska ej anvéndas pa patienter som ar allergiska mot latex.

Avsedd anvandare:
- Legitimerade tandldkare och tandhygienister
« Tandskoterskor

Patientgrupp(er):
Lamplig for alla patientgrupper.

Kliniska fordelar:

Att anvanda Dental Dam ger foljande kliniska fordelar:

- Okad 6verskadlighet genom isolering av tanden/tanderna

- Minskad risk for att patienten ska aspirera eller svélja instrument, tandrester, Idkemedel eller
skoljvatskor

- Skapar ett torrt arbetsomrade

+ Mjukvéavnaden skyddas fran kontakt med instrument

- Barridr for infektionsskydd

Egenskaper:

- Finns i olika farger och tjocklekar

- Tva storlekar: 127 mm x 127 mm eller 152 mm x 152 mm (5"x 5" eller 6"x 6")

- De ljusare fargerna ger fordelar genom att lysa upp operationsomradet pa ett naturligt satt
medan de morkare fargerna kan forbattra den visuella kontrasten

Forvaring:
Forvara Dental Dam mellan 0-26 °C (32-80 °F).
Forvaras torrt och atskilt fran varme.
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Kvarstaende risker, varningar och forsiktighetsatgarder:

Se avsnittet Varningar och forsiktighetsatgarder for riskbeddmning vid anvéandning av Dental
Dam enligt Avsedd anvéndning.

Bruksanvisning

FORSIKTIGHET! Denna produkt innehéller naturgummilatex, vilket kan orsaka allergiska
reaktioner.

Dental Dam &r avsett att anvandas tillsammans med flera andra produkter inklusive klamrar och
kofferdamhallare.

Se bruksanvisningarna for 6vriga produkter som anvands.

Foljande allmdnna metod ges som vagledning och kan anpassas till det specifika fallet:
Steg 1: Faststdll operationsomradet.

Steg 2: Forbered Dental Dam.

« Bestdm halens placering

- Markera halens placering

+ GOr hdl med haltdngen

Steg 3: Valj klammer/férankring

Steg 4: Satt fast klammern/férankringen

Steg 5: Placera Dental Dam
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Stycklista

Obs: Alla katalognummer ar inte tillgangliga i alla regioner

Katalognr | Beskrivning

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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Katalognr | Beskrivning

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Varningar & forsiktighetsatgarder

Varningar | Uttalande

Om instruktionerna i denna bruksanvisning inte foljs korrekt kan det leda
till att patienten skadas eller till defekter i Dental Dam. Anvand endast
produkten enligt avsedd anvandning, se Avsedd anvandning.

Ateranvénd inte Dental Dam. Dental Dam &r endast avsedd for eng&ngs-
bruk. Ateranvandning av Dental Dam intraoralt utgér en biologisk risk och
kan orsaka korskontamination.

VARNING!

Dental Dam ska inspekteras fére anvandning. Kassera trasiga eller sproda
Dental Dam. Anvéndning av Dental Dam som forlorat sina egenskaper
kan ge férsémrad funktion och omojliggora aseptiskt arbete.

Forsiktighetsat-
garder

Uttalande

FORSIKTIGHET

Denna produkt innehdller naturgummilatex, vilket kan orsaka
allergiska reaktioner.

Utsatt inte Dental Dam for héga temperaturer. Forvara Dental
Dam avskilt fran varmekallor.

Dental Dam har en specifik hallbarhetstid. Anvand inte produk-
ten efter sista anvandningsdatum eftersom produktens funktion
och prestanda inte kan garanteras.

Varning: Amerikansk federal lagstiftning begrénsar forsaljningen
av den har produkten till eller pd bestéllining av legitimerad
tandl3kare.

Forvara inte produkten néra latexfria produkter.
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Ovrig information

Anmaérkning: Hantera avfall enligt lokal, nationell och/eller internationell lagstiftning. Produkter
som anvants intraoralt ska behandlas som riskavfall och kasseras korrekt enligt lokal lagstiftning.

Anmarkning: Vi tillhandahaller gratis en inbunden kopia av bruksanvisningen pa forfragan.

For anvandare inom EU: Rapportera alla allvarliga hédndelser som &gt rum vid anvandning av
denna produkt till Colténe/Whaledent, Inc. och till behérig myndighet i det medlemsland dar
anvandaren och/eller patienten ar etablerad.

Symbolférklaring

Symbol

Titel och beskrivning av symbol

Forsiktighet

www.coltene.com

Las den elektroniska bruksanvisningen — anger att anvandaren maste
|dsa bruksanvisningen

Medicinteknisk produkt — anger att varan &r en medicinteknisk produkt

Begransad forsaljning: inkdp av denna produkt ar begrénsad till
legitimerad hélso- och sjukvardspersonal.

Sista anvéndningsdatum — anger datumet efter vilket den
medicintekniska produkten inte ska anvandas

Katalognummer — anger tillverkarens katalognummer sa att den
medicintekniska produkten kan identifieras

Far inte dteranvandas — anger en medicinteknisk produkt dmnad for
bruk fér en enda patient vid ett enda behandlingstillfélle
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Symbol

Titel och beskrivning av symbol

C€

CE-mérkning

®

Importor — anger foretaget som importerar den medicintekniska
produkten till det lokala omradet

el

Tillverkare — anger tillverkaren av den medicintekniska produkten

LOT

Satsnummer — anger tillverkarens satsnummer sd att satsen kan
identifieras

[EC[REP|

Auktoriserad representant inom EU — anger den auktoriserade
representanten inom Europeiska Unionen

Innehaller latex — anger att torrt naturlatex ingar som material i den
medicintekniska produkten.

Forvaring

Forvara Dental Dam mellan 0-26 °C (32-80 °F).
Forvaras torrt och atskilt fran varme.

Symbol Titel och beskrivning av symbol
Forvaras torrt — anger en medicinteknisk produkt som ska skyddas mot
fukt
/\/\+//\ Skyddas mot hog varme — anger en medicinteknisk produkt som ska
".\\ skyddas mot hég varme

Temperaturgrénser — anger inom vilka temperaturgranser den
medicintekniska produkten sakert kan exponeras. De évre och
undre temperaturgrénserna ska anges bredvid de 6vre och undre
horisontella linjerna.
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HySolate
Latex Dental Dam

Kullanma Talimatlar
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Kullanim Amaci / Endikasyonlar:
Dental Dam, bir dental prosedur sirasinda bir veya daha fazla disi izole etmek ve ¢evredeki alana
kars! bir bariyer olusturmak igin intraoral olarak kullaniimak Gzere tasarlanmistir.

Kontrendikasyonlar:
Lateks Dental Dam, lateks alerjisi olan hastalar Gzerinde kullaniimamalidir.

Amaclanan Kullanicilar:
« Dis Hekimleri
« Dis Hekimi Asistanlari

Hedef Hasta Gruplari:
TUm hasta gruplart igin uygundur.

Klinik Faydalar:

Dental Dam kullanimi asagidaki klinik faydalari saglar:

- Disin/dislerin izolasyonu sayesinde artan gorindrlik

- Hastanin aletleri, dis debrisini, ilaclari veya irrigasyon ¢ozeltilerini aspire etme veya yutma
riskinin azalmasi

« Kuru bir ¢alisma alaninin olusturulmasi

- Yumusak dokunun aletlerle temasa karsi korunmasi

- Enfeksiyon kontrold bariyeri

Karakteristikler:

- Farkli renklerde ve kalinliklarda mevcuttur

- Iki farkli ebatta sunulur: 127 mm x 127 mm veya 152 mm x 152 mm

« Acik renkler operasyon alanini dogal olarak aydinlatma avantajini sunarken, koyu renkler gorsel
bir kontrast olusturmaya yardimci olabilir

Saklama:
Dental Dam 0°C — 26°C arasi sicakliklarda saklanmalidir.
Kuru halde ve isidan uzak bir yerde tutun.
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Kalinti Riskler, Uyarilar ve Onlemler:
Dental Dam'in Kullanim Amacina uygun kullanilmasiyla ilgili risklerin agiklamasi icin Uyarilar ve
Onlemler bélimiine basvurun.

Talimatlar
DIKKAT! Bu iiriin, alerjik reaksiyonlara yol acabilecek dogal kaucuk lateks icerir.

Dental Dam, klempler ve cerceveler dahil olmak tzere diger cesitli araglarla birlikte kullanilmak icin
tasarlanmistir.

Kullanilan diger cihazlar igin kendi kullanma talimatlarina basvurun.

Asagidaki genel adimlar yol gostermek amaciyla verilmistir ve 6zel duruma goére uyarlanabilir:
Adim 1: Operasyon Alanini belirleyin.

Adim 2: Dental Dam't hazirlayin.

« Delik pozisyonlarini belirleyin

« Delik pozisyonlarini isaretleyin

- Delikleri acin

Adim 3: Klempi/Sabitleyiciyi secin

Adim 4: Klempi/Sabitleyiciyi uygulayin

Adim 5: Dental Dam'i yerlestirin
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Parca Listesi

Not: Tim Katalog Numaralari tim boélgelerde mevcut degildir

Katalog no. | Aciklama

60034424 HySolate Latex Dental Dam Light thin 127 x 127,52 pcs
60034425 HySolate Latex Dental Dam Light medium 127 x 127, 52 pcs
60034426 HySolate Latex Dental Dam Light heavy 127 x 127,52 pcs
60034427 HySolate Latex Dental Dam Light thin 152 x 152, 36 pcs
60034428 HySolate Latex Dental Dam Light medium 152 x 152, 36 pcs
60034429 HySolate Latex Dental Dam Light heavy 152 x 152, 36 pcs
60034430 HySolate Latex Dental Dam Light x-heavy 152 x 152, 36 pcs
60034414 HySolate Latex Dental Dam Green thin 127 x 127, 52 pcs
60034415 HySolate Latex Dental Dam Green medium 127 x 127,52 pcs
60034416 HySolate Latex Dental Dam Green heavy 127 x 127,52 pcs
60034417 HySolate Latex Dental Dam Green x-heavy 127 x 127, 52 pcs
60034418 HySolate Latex Dental Dam Green thin 152 x 152, 36 pcs
60034419 HySolate Latex Dental Dam Green medium 152 x 152, 36 pcs
60034420 HySolate Latex Dental Dam Green heavy 152 x 152, 36 pcs
60034421 HySolate Latex Dental Dam Green x-heavy 152 x 152, 36 pcs
60034441 HySolate Latex Dental Dam Blue medium Child 127 x 127, 52 pcs
60034442 HySolate Latex Dental Dam Blue medium 152 x 152, 36 pcs
60034432 HySolate Latex Dental Dam Light medium 127 x 127, 364 pcs
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Katalog no. | Aciklama

60034422 HySolate Latex Dental Dam Green medium 127 x 127, 364 pcs
60034431 HySolate Latex Dental Dam Light medium 152 x 152, 360 pcs
60034423 HySolate Latex Dental Dam Green medium 152 x 152, 360 pcs
60034433 HySolate Fiesta Latex Dental Dam assorted thin 152 x 152, 36 pcs
60034434 HySolate Fiesta Latex Dental Dam assorted thin 127 x 127,52 pcs
60034435 HySolate Fiesta Latex Dental Dam assorted medium 127 x 127, 52 pcs
60034436 HySolate Fiesta Latex Dental Dam assorted medium 152 x 152, 36 pcs
60034437 HySolate Fiesta Latex Dental Dam assorted heavy 127 x 127,52 pcs
60034438 HySolate Fiesta Latex Dental Dam assorted heavy 152 x 152, 36 pcs
60034443 HySolate Latex Dental Dam Blue heavy 152 x 152, 36 pcs

60034439 HySolate Latex Dental Dam assorted medium 127 x 127, 364 pcs
60034440 HySolate Latex Dental Dam assorted medium 152 x 152, 360 pcs
60031355 HySolate Black Printed medium 152 x 152, 360 pcs

60031354 HySolate Black Printed x-heavy 152 x 152, 36 pcs

60031353 HySolate Black Printed heavy 152 x 152, 36 pcs

60031352 HySolate Black Printed medium 152 x 152, 36 pcs

60031351 HySolate Black Printed thin 152 x 152, 36 pcs

60033844 HySolate Black Printed thin 152 x 152, 2 pcs

60033845 HySolate Latex Dental Dam Green medium 152 x 152, 2 pcs
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Uyarilar ve Onlemler

Uyarilar

Beyan

UYARI!

Bu Kullanma Talimatlarindaki talimatlara gerektigi gibi uyulmamasi,
hastanin yaralanmasina veya dental dam btdnlugindn tehlikeye girme-
sine neden olabilir. Uriint sadece kullanim amaci dogrultusunda kullanin,
bkz. Kullanim Amaci.

Dental Dam'i tekrar kullanmayin. Dental Dam sadece tek seferlik kullanim
icin tasarlanmustir. Dental Dam'in agiz icinde tekrar kullaniimasi biyolojik
bir tehlikedir ve capraz kontaminasyona neden olabilir.

Dental Dam kullanimdan énce gdzden gecirilmelidir. Yirtik veya kirilgan-
lasmis Dental Dam'lari atin. Performans ozelliklerini kaybetmis bir Dental
Dam'in kullaniimasi, islevsellik kaybina yol agabilir ve prosedirtn batdn-
10gUnU tehlikeye atabilir.

Onlemler

Beyan

DIKKAT

Bu Urln, alerjik reaksiyonlara yol acabilecek dogal kaucuk lateks icerir.

Dental Dam ytiksek sicakliklara maruz birakilmamalidir. Dental Dam isi
kaynaklarindan uzak bir yerde saklanmalidir.

Dental Dam belirli bir raf dmriine sahiptir. Son Kullanma Tarihi ge¢mis olan
cihazlar kullanmayin; aksi takdirde cihazin islevselligi ve performans 6zel-
likleri tehlikeye girebilir.

Dikkat: ABD federal kanunlarina gére, bu cihaz yalnizca lisansh bir saglik
calisani tarafindan veya lisansli bir saglik calisaninin siparisi Gzerine satilabilir

Latekssiz Grdnlerin yakininda saklamayin.
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Ek Bilgiler

Not: Cihazi yerel, bolgesel, ulusal ve/veya uluslararasi dizenlemelere uygun olarak atin. intraoral
kullanilan cihazlar biyolojik tehlike olarak ele alinmali ve yerel yonetmeliklere gére uygun sekilde

atilmalidir,

Not: Talep Uzerine, Kullanma Talimatlarinin basili bir kopyasi Gcretsiz olarak saglanacaktir.

AB'de yerlesik kullanicilar icin: Cihazin kullanimiyla ilgili olarak meydana gelen her turlt ciddi

olay, Coltene/Whaledent Inc. sirketine ve kullanicinin ve/veya hastanin yerlesik oldugu Uye
devletin yetkili makamina bildirilmelidir.

Simgeler Sozliigu

Simge

Simgenin Basligi ve Tanimi

Dikkat

www.coltene.com

Elektronik kullanma talimatlarina bagvurun - Kullanicinin kullanma
talimatlarina basvurmasi gerektigini belirtir

Tibbi Cihaz - Urtintn bir tibbi cihaz oldugunu belirtir

Satis Kisitlamast: Cihazin satin alimi sadece lisansh saglik uzmanlari ile
kisithdr.

Son Kullanma Tarihi - Tibbi cihazin hangi tarihten sonra kullanilmamasi
gerektigini belirtir

Katalog Numarasi - Tibbi cihazin tanimlanabilmesi icin Greticinin
katalog numarasini belirtir

Tekrar kullanmayin - Tek hasta Uzerinde, tek bir islem icin kullaniimak
Uzere tasarlanmis bir tibbi cihazi belirtir
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Simge Simgenin Basligi ve Tanimi

C € CE isareti

@ ithalatcl - Tibbi cihazi yerel pazara ithal etmis olan kurulusu belirtir
M Uretici - Tibbi cihazin Gretici firmasini belirtir

Parti kodu - Parti veya lotun tanimlanabilmesi icin Ureticinin parti
LOT kodunu belirtir

Avrupa Toplulugu yetkili temsilcisi - Avrupa Toplulugu'ndaki yetkili
m temsilciyi belirtir

W Dogal kaucuk lateks icerir - Tibbi Grintin icinde bir yapi malzemesi
olarak kuru dogal kauguk lateks bulundugunu belirtir.

Saklama
Dental Dam 0°C - 26°C arasi sicakliklarda saklanmalidir.
Kuru halde ve isidan uzak bir yerde tutun.

Simge Simgenin Bashgi ve Tanimi

‘.
“let

? Kuru tutun - Nemden korunmasi gereken bir tibbi cihaz belirtir

-

j/{t Isidan uzak tutun - Istya karsi korunmasi gereken bir tibbi cihazi belirtir

sinirlarini belirtir. Sicaklik st ve alt sinirlar, Gst ve alt yatay ¢izgilere bitisik olarak
gOsterilecektir.

/ﬂf Sicaklik Sinirt - Tibbi cihazin glvenli bir sekilde maruz kalabilecedi sicaklik
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