Gebrauchsanweisung

AMBARINO® High-Class Disc / C-Block

USA: RX only

Sofern Sie den Inhalt dieser Gebrauchsanweisung nicht vollsténdig ver-
stehen, wenden Sie sich bitte vor der Anwendung des Produktes an unse-

AMBARINO High Class Meso Black.

nforderungen; G gilt:
Bitte Hinweise des Implantat Herstellers in Bezug auf die max. Hhe der
Meso-Struktur inkl. Krone unbedingt beachten. Die Meso-Struktur solite

ren Kundenservice. Als Hersteller dieses informieren wir
unsere Anwender und Patienten dariber, dass alle im Zusammenhan
mit der Vorfalle uns als

Hersteller und der sustandigen Behorde des Mitgliedstaats, in dem der
Anwender und/oder der Patient niedergelassen ist, zu melden sind.
AMBARINO® High-Class ist ein rontgenslchtbarer, ultraharter Verbund-
werkstoff mit einer auf Fll-
stofftechnologie. AMBARINO® High-Class |st als Disc und als C-Block fur die

in der CAD/CAM-Ta Farben erhalt-
lich und kann sowohl zur Herstellung von mays/omays, Veneers, Teilkro-
nen als auch Kronen und Briicken (max. ein Briickenglied) eingesetzt wer-
den.

Aligemeine Hinwei
Die Informationen der vorliegenden Gebrauchsanweisung miissen an alle
Personen, die mit den darin genannten Produkten arbeiten, weitergegeben
werden. Die Produkte dirfen nur von entsprechend geschultem Fachper-
sonal verwendet werden. Der Anwender ist verpflichtet, die Produkte nach
der vorliegenden Gebrauchsanwelsung unter Einhaltung entsprechender

nden und tiich zu priifen, ob
e Produkte fir die ndividualle patientensituation geeignet sind. Der An-
wender tragt die alleinige Verantwortung fiir die sachgerechte und korrekte
Verwendung der Produkte. Bei fehlerhaften Ergebnissen in Form von direk-
ten oder mittelbaren Schaden oder sonstigen Schden, die sich aus der
Verwendung und / oder Verarbeitung der Produkte ergeben, ibernimmt
der Hersteller keine Haftung. Ein eventuelldennoch nachgewesener Schi-

einer Prap eines Zahnes gestaltet werden.
Generell sind scharfe Kanten und Ecken zu vermeiden. Keramikgerechte
Gestaltung! Zirkulare Stufe mit abgerundeten Innenkanten bzw.
Hohlkehle. Wandstarke Meso-Struktur um den Schraubenkanal:
mind 0,8 mm. Okklusale Wandstirke: mind. 1,0 mm Marginale
Stufenbreite: mind. 0,4 mm.
Fir eine selbstadhésive Befestigung der Krone auf die Meso-Struktur
miissen retentive Flachen und eine ausreichende ,Stumpfhdhe® realisiert
wemen Es sind die Anweisungen des Herstellers zu beachten.

tark asymmetrisch uktionen mit
Extens\onen sind aus statischen Griinden kontraindiziert.
Die Kronenbreite ist deshalb in Bezug auf den Schraubenkanal der Meso-
Struktur zirkulér auf 6,0 mm beschréinkt. Die Offnung des Schraubenkanals
darf nicht im Bereich von und nicht auf
Flachen liegen, andernfalls muss eine 2-teilige Abutment-Krone mit einer
Meso-Struktur hergestellt werden. VerschiuB des Schraubenkanals mit
Wattepfropf und Composite.

3 (2.B. Bruxismus)
Wichtig:
Das Bearbeiten der AMBARINO® High-Class Disc / des C-Blocks sollte im-
mer mit den vorgeschriebenen Maschinentemplates durchgefiihrt werden
um eine Uberhitzung des Materials zu vermeiden. Andernfalls kann eine
Schadigung des Materials eintreten, die zu einer Verschlechterung der Phy-
sikalischen Eigenschaften fiihrt.
Préparation
- Axial ist eine Reduktion um mindestens 1.0 mm mit

denersatzanspruch (inklusive Strafen ) ist
auf die Hohe des Warenwertes der Produkte begrenzt. Davon unabhangig
ist der Anwender verpflichtet, alle schwerwiegenden Vorfalle, die in Zusam-
menhang mit den Produkten auftreten, der zustandigen Behérde und dem
Hersteller zu melden

LiefergréBen Dis
Hohe:

10 mm, 15 mm, 20 mm

Durchmesser: 98,5 m

Llelergrnﬂe C-Block B40: LiefergroBe C-Block AHC14:
15,5 mm Hohe: 18 mm

Lange, 38,8 mm Lange: 14,7 mm

Breite: 18,9 mm Breite: 14,7 mm

LiefergroBe C-Block AHC16:

Lange: 16 mm

Breite: 18 mm

Zusammensetzung:

Der Hauptbestandtevl der Verbundmatrix basiert auf hochvemetzlen Poly-

merblends (U ylat und ylat) in die zu

3,5 Grad Konvergenz erforderlich, incisal/occlusal eine Reduktion um min-
destens 1,5 mm in zentrischer Okklusion und allen Exkursionen.
Schultern miissen bis 1,0 mm lingual der approximalen Kontaktflache aus-
gedehnt werden. Alle Ubergange soliten abgerundet sein und keine Ab-
schragungen aufweisen.

Inlays/Onlays - Eine konventionelle Inlay/Onlay -Préparation ohne Unter-
schnitte ist zu empfehlen‘ Die Kavitatenwénde sollten gegenuher der
Langsachse der um 3-5 Grad

und Ubergange sollten abgerundet werden. Eine okklusa\e Reduktion um
mindestens 1,5 mm in zentrischer Okklusion und allen Exkursionen ist er-
forderlich.

Laminate Veneers ~ Eine Reduktion der Labi um
ca. 0,4-0,6 mm ist zu empfehlen. Am incisalen Ubergang von der Labial-
zur Lingualfiéche sollte um 0,5 - 1,5 mm reduziert werden. Die Praparati-
onsrénder sollten oberhalb der Gingiva liegen. Es sollte stets eine abgerun-
dete Schulter oder Hohlkehle ohne Unterschnitte prapariert werden.

Vor der Weiterbearbeitung der AMBARINO® High-Class Restauration, wie
2. B. Bemalen oder Verblenden, muss die betreffende Oberfléche wie eine

71.56 Gew. % (Richtwert)
fullstoffe mit einem mittleren Teilchendurchmesser von 0.80 m und einer
Variationsbreite von 0.20 um bis 3.0 um eingebettet sind. Zuséitzlich sind
satoren, Lichtschutzmittel und Pigmente enthalten.
Indikationen:
Herstellung von Inlays, Onlays, Veneers, Kronen und Briicken (max. ein
Briickenglied) und Teilkronen in der CAD/CAM Technologie.
Kontraindikation:
Die Anwendung der AMBARINO® High-Class Disc / des C-Blocks ist kontra-
indiziert, wenn:
- eine erwiesene Allergie gegen Bestandteile von AMBARINO®
High-Class vorliegt
- die vorgeschriebene Anwendungstechnik nicht méglich ist
- die fir die Frasung der Discs / des C-Blocks vorgeschriebenen
Templates der Maschine nicht eingehalten werden kénnen.
Art der Anwendun
D\e AMBARINO® Hrgh Class Disc / der C-Block wird gem48 den Angaben

behandelt werden, die repariert oder korrigiert wird.
Dazu empfehlen wir zunachst die Oberfléche zu sandstrahlen oder mit ei-
nem Fréser leicht aufzurauen. AnschlieBend sollte mit lfreier Druckluft der
locker anhaftende Staub entfernt werden. Es ist auf eine absolut wasser-
freie Arbeitsweise zu achten. Die Oberfliche muss vor der Weiterverarbei-
tung sauber, trocken und fettfrei sein. AnschlieBend wird ein Komposit-
Bonding, aufgetragen und lichtgehértet. Dabei sind die jeweiligen Ge-
brauchsanweisungen der entsprechenden Produkthersteller zu beachten.
Die Restauration zur Fertigstellung bzw. Nachbearbeitung NICHT brennen.
Verblendung:

Die unter ,0 " akti-
vierte Oberfiache kann mit konventionellen lichthartenden K-+ Komposi-
ten verblendet werden. Dabei sind die jeweiligen Gebrauchsanweisungen
der entsprechenden Produkthersteller zu beachten.

Befestigung:

Reinigung - Die polierte Restauration mittels Ultraschallgerét oder Dampf-
reiniger séubern und vorsichtig mit dem Luftblaser trocknen.

und zuvor Halterung
ﬁxlert Dabel et auf den. Tichtigen Sitz zu achten. AMBARINO® High-Class
ist kompatlbel mit den Frasmaschmen von imes-icore, VHF N4, S1 & S2
und andere Der und die
Maschmentemplates sind beim Jewelllgen Maschinenhersteler 21 erfragen.
Es ist vor jeder Arbeit sicherzustellen, dass die Schnittschérfe der verwen-
deten Fraser fur die geplante Frasarbeit ausreichend ist. Bei Kronen und
Briicken dirfen folgende MaBe nicht unterschritten werden:
Wandstarke cervical: mindestens 0,6 mm
Wandstarke occlusal: mindestens 1,2 mm
er q im mm2
rbinderquerschnitte im 16 mm2
Um die Stabilitt der Konstruktion zu erhhen, muss die Hohe der Verbin-
der so groB, wie Kiinisch realisierbar, gewahlt werden. Allgemeine Statik
und ichtlinien des sind zu beachten.
Die gefrasten/geschliffenen Arbeiten werden unter Vermeidung von Be-
. Zur thermischer Schéden, auf
geringe U minimale und ausreichende Kiih-
lung achten. Die gefrasten/geschliffenen Arbeiten miissen auf der Oberfla-
che wie ein konventionelles Komposit ausgearbeitet und auf Hochglanz po-
liert werden.

Hinweise:

Bei der Bearbeitung werden Staube freigesetzt, die zur Schadigung der
Atemwege, sowie zur Reizung der Augen und der Haut fiihren kénnen. Eine
Bearbeitung darf daher nur bei ordnungsgemaBem Funktionieren der Ab-
sauganlage durchgefiihrt werden. Handschuhe, Schutzbrille und Mund-
schutz tragen, Schleifstéube nicht einatmen.

Nebenwirkungen:

Unerwiinschte Nebenwirkungen dieses sind bei sachge-
maBer Verarbeitung und Anwendung auBerst selten zu erwarten, Immun-
reaktionen (2.B. Allergie) oder Grtliche Missempfindungen kénnen prinzipi-
ell jedoch nicht vollstandig ausgeschlossen werden. Sollten Ihnen uner-
wiinschte Nebenwirkungen - auch in Zweifelsfallen - bekannt werden, bit-
ten wir um Mitteilung.

Alle im Zusammenhang mit der Verwendung dieses Produkts auftretenden
schwerwiegenden Vorfalle sind dem unten angegebenen Hersteller und der
jeweils zustandigen Behorde zu melden.

/
Bei Uberempfindlichkeit des Patienten gegen einen der Bestandteile darf
dieses Produkt nicht oder nur unter strenger Aufsicht des behandelnden
Arztes/Zahnarztes verwendet werden. In diesen Fallen ist die Zusammen-
setzung des von uns gelieferten Medizinproduktes auf Anfrage erha\thch
Bekannte kungen des
mit anderen bereits im Mund befindlichen Werkstoffen missen vom Zahn-
arzt bei Verwendung beriicksichtigt werden.
Troubleshooting-Liste:

Fehler Ursache Abhilfe

turieren - Den korrekten Sitz der Restauration zur Préparation mit
leichtem Fingerdruck prifen. Kontakte und Okklusion durch Konturieren
mit geeigneten rotierenden Instrumenten anpassen.
Vor der Befestigung der AMBARINO® High-Class Restauration muss die zu
verklebende Oberfldche in der gleichen Weise vorbehandelt werden wie
unter Ol " beschrieben. Zur Befesti-
gung missen adhasive licht- oder chemisch hértende Befestigungskompo-
site verwendet werden. Eine Lichthartung wird empfohlen. Dabei sind die
jeweiligen Gebrauchsanweisungen der entsprechenden Befestigungskom-
posnte 2u beachten.

r Lagerung:
Lagenmg e co 10 o bis 30 °C.
Haltbarkeit:
Die maximale Haltbarkeit ist auf dem Etikett der jeweiligen Verkaufseinheit
aufgedruckt und glll fir die vorgeschriebene Lagertemperatur.
Gewahrleistu
Unsere anwendungstechmschen Hinweise, ganz gleich ob sie mindlich,
schriftlich oder durch praktische Anleitung erteilt wurden, beruhen auf
unseren eigenen Erfahrungen und kénnen daher nur als Richtwerte gese-
hen werden. Unsere Produkte unterliegen einer kontinuierlichen Weiter-
entwicklung. Wir behalten uns deshalb mégliche Anderungen vor.

General information The information provided in this instruction manual
must be passed on to any person using the products mentioned therein.
The products must only be used by qualified personnel. The user is obliged
to use the products in accordance with the present instruction manual and
with appropriate hygiene measures and to verify on his / her own respon-
sibility whether the products are suitable for the individual patient situa-
tion. The user will be held fully responsible for the appropriate and correct
use of the products. The manufacturer assumes no liability for incorrect
results in form of direct or indirect damages or any other damages that
occur from the use and / or the processing of the products. Any claim for
damages (including punitive damages), is limited to the commercial value
of the products. Independently of this, the user is obliged to report all se-
rious incidents that occur in connection with the products to the competent
authority and to the manufacturer

Delivery size Disc:
ht:

Heig 10 mm, 15 mm, 20 mm

Diameter: 98.5 mm

Delivery size C-Block B40: Delivery size C- BIo:k AHC14'

Height: 15.5 mm Height

Length: 38.8 mm Length: 14,7 m

Width: 18.9 mm Width: 14,7 mm
ivery size C- Block AHC16:

Height: 8 mm

Length: 16 mm

Width 18 mm

c .

Frés/Schieifvorgang lefert Geelgnete Werkzeuge (spez.
unsaubere Ergebnisse/ hergestellte Werkzeuge fur

Verwendung des falschen Werk-
Oberflachen 2euges Hybrid-Materialien)

The main component of the composite is based on highly cross-linked pol-
ymer blends (urethane dimethacrylate and butanedioldi-methacrylate)

Frés/Schieifvorgang liefert
unsaubere Ergebnisse/ Falsche Auswahi der Templates
Oberflachen

Templates kontrollieren und
gegebenenfalls neu einstellen

Disc/C-Block In der Halterung Verunrelnigungen entfernen,
nicht plan fixert. Verunreinigun- | Disc/C-Block in der Halte-
gen in der Halterung, Abnutzung | rung plan fixieren, Werk-
der Werkzeuge zeuge emevern

Frés/Schieifvorgang liefert
ungenaue Oberflachen und
‘Geometrien (Passung)

Entstehung von Hitze am | Zu groe/nohe Umdrehungszah

Werkstick des Werkzeugs Templates beachten

with like inorganic silicate glass filling material with an average
particle size of 0.80 pm and a variation range of 0.20 um to 3.0 um em-
bedded to 71.56 % by weight (guideline). Stabilisers, light stabilisers and
pigments are also included.

Indications:

Production of inlays, onlays, veneers, crowns and bridges (max. one pon-
tic) and partial crowns in CAD/CAM technology.

Fréser/Schleifer bricht ab__| 2u hoher/groBer Vorschub Templates beachten

The of AMBARINO® High-Class Discs / C-Blocks is contraindi-

AMBARINO® High-Class ist ausschlieBlich von zahntechnischem oder zahn-
arztlichem Fachpersonal zu verwenden

Geben Sie bitte alle o, g. Informationen an den behandelnden Zahnarzt
welter, falls Sie dieses fur eine tigung verar-
bei

Entsnr ul

Kleinere Mengen kénnen gemeinsam mit Hausmilll deponiert werden.
Beachten Sie bei der Verarbeitung die fiir das Produkt existierenden Si-
cherheitsdatenblatter.

Symbolerklsrungen:
Hersteller: - creamed GmbH & Co. KG, Marburg u
Temperaturgrenzwerte, Lagertemperatur X
Artikelnummer REF
UDI Code (eindeutige Produktidentifizierung) ol
Gebrauchsanweisung beachten [mET]
Verwendbar bis w
Lot-Nummer, Chargenbezeichnung Lot
Medizinprodukt [mD|
Nur fr USA: AusschlieBlich von zahntech:rl‘slchem oder Re oy
CE-Zeichen mit Kennnummer der benannten Stelle, DQS 0557
Medizinprodukte GmbH, Frankfurt

Instruction for use

AMBARINO® High-Class Disc / C-Block

USA: RX only

If there is anything in this instruction for use that you do not understand,
please contact our customer service department before using the pro-
duct. As the manufacturer of this medical device, we inform our users
and patients that all serious events occurring in connection with it must
be reported to us (the manufacturers) as well as the relevant authorities
in the Member State where the user and/or patient is resident.

ultra-hard composite material
with a ceramic-based uptlmlsed high-density filling technology. AMBA-
RINO® High-Class is available as Disc and C-Block in different colours for
use in CAD/CAM-technology, and can be used for the production of inlays
/ onlays, veneers, partial crowns, as well as crowns and bridges (max. one
pontic).

cated,

Sihere 1 2 known allergy to components of AMBARINO® High-Class

- the required application technique is not possible

- the required machine template for the milling of the Disc / C-Block
could not be adhered to.

Type of application:
The AMBARINO® High-Class Disc / C-Block is fixed in previously cleaned
clamp in accordance with the instructions of the machine manufacturer. In
doing so, attention must be paid to the correct positioning. AMBARINO®
High-Class is compatible with imes-icore, VHF N4, S1 & S2 mills and other
mills. The milling / grinding procedure and the associated machine tem-
plates can be requested at the respective machine manufacturer.

Make sure during any work that the average sharpness of the cutter used
is adequate for the planned milling work.

For crowns and bridges, the following values must not be undercut:

Wall thickness cervica at least 0,6 mm

Wall thickness occlusal: at least 1,2 mm
Connecting bar profiles in the anterior teeth are; 10 mm2
Connecting bar profiles in the posterior teeth area: 16 mm?

To increase the stability of the construction, the height of the connector
must be selected as large as clinically feasible.

Observe general statics and design guides provided by the machine man-
ufacturer.

The milled / ground pieces have to be removed carefully without damag-
ing Use a low number of revolutions and a minimum of pressure to avoid
thermal damage. Ensure sufficient cooling.

The surface of the milled / ground pieces must be further processed and
given a high polish like conventional composites.

AMBARINO High Class Meso Block:
Geometric requirements, basically:

Please be sure to follow the mplant manufacturer's instructions regarding
the maximum height of the meso structure including the crown

The mesostructure should be designed comparable to a preparation of a
natural tooth. In general, sharp edges and corners should be avoided. Ce-
ramic-friendly design! Circular step with rounded inner edges or groove.
Wall thickness of the meso structure around the screw channel: at least

Occlusal wall thickness: at least 1.0 mm
Marginal step width: at least 0.4 mm

If-adhe of the crown to the , retentive
surfaces and sufficient “stump height” must be created. The manufactur-
er's instructions must be followed. Strongly asymmetrical superstructures
with extensive extensions are contraindicated for static reasons.

The crown width is therefore circularly limited to 6.0 mm in relation to the
screw channel of the meso structure.

The opening of the screw channel must not be in the area of contact points
or on surfaces that are functional for chewing, otherwise a 2-part abutment
crown with a meso structure must be manufactured.

Closure of the screw channel with cotton wool and composite.
free-end fitting, (e.g. bruxism).

Important:

Working AMBARINO® High-Class Discs / C-Blocks should always be per-
formed with the intended machine templates in order to prevent over-heat-
ing of the material. Failing this, damage to the material can occur, which
in turn can lead to deterioration of the physical properties.

Tooth preparation:
Full Restorations - A minimum axial reduction of 1.0 mm with a 3-5
degree taper and an incisal/occlusal reduction of at least 1.5 mm in the
centric occlusion and all excursions is required. Shoulders must be exten-
ded to 1.0 mm lingual to the proximal contact area. All line angles should
be rounded with no bevel lines

Inlays/Onlays - A traditional inlay/onlay preparation design with no un-
dercuts is recommended. Taper the cavity walls 3-5 degrees to the long
axis of the preparation. Al internal edges and angles should

be round. A minimum occlusal reduction of 1.5 mm in the centric occlusion
and all excursions is required

Laminate Veneers - A standard reduction of the labial surface with ap-
proximately 0.4 to 0.6 mm is recommended. The reduction of the incisal
labial-lingual angle should be 0.5-1.5 mm. Keep the preparation of the
margins above the gingival tissues. Rounded shoulder or chamfer prepara-
tion with no undercuts should be used for all preparations.

Surface treatment/- me
Before further processing uf the. AMBARINO‘!‘ High-Class uch

Troubleshooting list:

Error Cause Remedy

Suitable tool (specially
Use of the incorrect tool produced tools for hybrid
materials)

Milling / grinding procedure de-
fivers unclean results / surfaces.

Milling / grinding procedure de-
Iivers unclean results / surfaces

Checks the templates and

Incorrect choice of template e e emplate

Hiing/ grining procedure de- | Dlsc/C-lock ot fted planar n | Remve the impurties,f
irs Imprecise surfaces and the camp. Ipurites nthe Disc/C-Block planar in
dimensions (fit) clamp, wear to the tool e clrep, repace tods

Work plece becomes hot Tool rotation too great / fast Observe the templates.

Milling tool / grinder breaks off | Advance is too high /too great. | Observe the templates.

AMBARINO® High-Class is exclusively for use by dental technicians or den-
tists.

Please supply the dentist with the above information, if this medical device
is used to produce a special model.

Waste treatment methods:
Smaller quantities can be disposed of with household waste.
Observe any existing safety data sheets for the product during processing.

Explanation of symbols:

as colouring or veneering, the surface involved must be treated as a com
posite surface, which is to be repaired or corrected.

For this, we recommend initial powder-blasting of the surface or light abra-
sion with a milling tool.

Then, oil-free pressurised air should be used to remove the lightly adhering
dust. An absolut anhydrous processing is important. Before further pro-
cessing, it must be ensured that the surface is clean, dry and free of grease.
Then a composite bonding should be applied and light cured. Please consult
the manufacturer’s recommendations.

Do NOT fire for finishing or additional build up.

Veneering:

The surface, activated as described under “Surface treatment/
-modification”, can be veneered with conventional light-cured K+B compo-
site. Please consult the manufacturer’s recommendations.

Attachment:

Cleaning - Clean the polished restoration in an ultrasonic cleaner or with a
steam cleaner. Dry gently with an air syringe.

Contouring - Try the fit of the restoration to the preparation with light
finger pressure. Adjust contacts and occlusion, contouring with the appro-
priate rotary instruments;

Before attachment the AMBARINO® High-Class restoration, the surface to
be bonded must also be pretreated in the same manner as described under
“Surface treatment/- modification:

Adhesive light- or chemically-cured attaching material must be used when
securing the restoration. Light curing is recommended.

When doing so, be sure to adhere to the User Information of the appropri-
ate product manufacturer.

Notes about storag:
Store at around 10 °C to 30 °C.
Storage life:
The maximum storage life is printed on the label of each packaging unit
and is valid for storage at the prescribed storage temperature.

Warrant,

Our technical advice, whether given verbally, in written form or through
practical guidance relate to our own experiences and therefore, can only
be taken as guidance. Our products are subject to continuous further de-
velopment. Therefore, we reserve the right to make possible modifications.
Note:

During processing dusts are released, which can damage the respiratory
tract and irritate the skin and the eyes. Therefore, please only process the
material while running an adequate extractor system.

Wear gloves, protective goggles and a face mask. Do not inhale the dust.

Adverse effects:

Undesirable side effects of this medical device are extremely rare when
properly processed and applied. Immunoreactions (e.g. allergies) or local-
ised discomfort can, however, not be fully excluded as a matter of principle.
Should you observe any undesired side effects - even in cases of doubt -
please inform us. Any serious incidents arising in connection with the use
of this product must be reported to the manufacturer indicated below and
to the relevant competent authority.

Contraindications / Interactions:
This product must not be used if the patient is hypersensitive to one of the
components, or should only be used under the strict supervision of the
attending doctor / dentist.

In such cases, the composition of the medical device supplied by us can be
obtained on request.

Known cross-reactions or interactions of the medical device with other ma-
terials already present in the mouth must be taken into consideration by
the dentist during use.

Instrucciones de uso

AMBARINO® High-Class Disco / Bloque en C

EE. UU.: Solo con prescripcion facultativa

Si no comprende en su totalidad el contenido de estas instrucciones de
uso, pongase en contacto con nuestro servicio de atencion al cliente
antes de utilizar el producto. Como fabricantes de este producto sanitario,
informamos a nuestros usuarios y pacientes de que todos los incidentes
graves que se produzcan en relacion con dicho producto deben
notificArsenos a nosotros como fabricantes y a la autoridad competente
del Estado miembro en el que esté establecido el usuario o el paciente.
AMBARINO® High-Class es un material compuesto ultraduro, visible a
o rayos X, con una tecnologia de relleno a base de ceramica, optimizada
y de alta densidad. AMBARINO® High-Class esta disponible en forma de
disco y de bloque en C para su uso en tecnologia CAD/CAM en varios
colores y puede utilizarse para la elaboracion de inlays y onlays, carillas,
coronas parciales, asi como coronas y puentes (max. un pontico).
Indicaciones generale:
La informacion contenida en estas instrucciones de uso debe transmitirse
a todas las personas que trabajen con los productos mencionados en ellas.
Los productos solo pueden emplearse por personal especializado con la
formacion adecuada. El usuario esté obligado a utilizar los productos de
acuerdo con estas instrucciones de uso, observando las medidas de higiene
adecuadas, y a comprobar bajo su propia responsabilidad si los productos
son adecuados para la situacion particular de cada paciente. El usuario es
el tnico responsable de utilizar los productos de una manera adecuada y
correcta. El fabricante no acepta ninguna responsabilidad por resultados
incorrectos en forma de dafios directos o indirectos u otros daios derivados
del uso o el procesamiento de los productos. No obstante, cualquier
reclamacion demostrable por dafios y perjuicios (incluidas las sanciones)
se limitara al valor de los productos. de ello, el

Almacenamiento a aprox. 10 °C a 30 °C.

Caducidad:

La vida Gtil maxima esté impresa en la euqueta de la unidad de venta
c y se aplica a la prescrita.
Garantia:

Nuestro asesoramiento técnico de aplicacion, ya sea verbal, escrito o
mediante instrucciones précticas, se basa en

nuestra propia experiencia y, por tanto, solo pueden considerarse como
orientaciones. Nuestros productos estan sujetos a un continuo desarrollo.
En consecuencia, nos reservamos el derecho a introducir posibles cambios.

Nota:
Durante el mecanizado se libera polvo que puede dafiar las vias
respiratorias e irritar los ojos y la piel. Por ello, el mecanizado solo podra
llevarse a cabo si el sistema de extraccion funciona correctamente. Utilice
guantes, gafas de seguridad y mascarilla, no inhale el polvo resultante del
rectificado.

Efectos secundarios:

Los efectos secundarios indeseables de este producto sanitario son
extremadamente raros si se procesa y utiliza correctamente. Sin embargo,
no pueden descartarse por completo reacciones inmunolégicas (por
ejemplo, alergias) o molestias localizadas. Si tiene conocimiento de algin
efecto secundario indeseable —incluso en caso de duda—, le rogamos nos

Manufacturer: - creamed GmbH & Co. KG, Marburg ul o comunique. )
Todos los incidentes graves que se produzcan en relacién con el uso de
Temperature limits, storage It este producto deben comunicarse al fabricante abajo indicado y a la
autoridad competente pertinente.
Article Number REF Contraindicaciones & i .
UDI Code (uniue product identification) [ Siel paciente es a alguno de los , este producto,
= no deberd utilizarse o Unicamente hacerse bajo la estricta supervision del
Observe the Instructions for Use [mE] médico o dentista responsable. En este tipo de casos, podemos facilitarle,
Date of expiration = previa solicitud, la composicién del producto sanitario suministrado.
Las reacciones cruzadas o interacciones conocidas del producto sanitario
Lot-Number, Batch description ot con otros materiales que ya se encuentren en la boca deben ser tenidas en
Medical device cuenta por el dentista a la hora de utiizarlo
Lista de resolucién de problemas
For USA only: To be used exclusively by dental technicians | oo
or dental professionals Y Error causa Solucion
CE mark with identifying number of the notified body, DQS i proceso de Uiice heramietas
GmbH, Frankfurt €€0297 resadorecicado produce | s e i heramienta squivocada | 20ec0%s Ceromentes

fresado/rectificado debe terminarse en la superficie como si se tratara de
un compuesto convencional y pulirse hasta obtener un brillo intenso.

AMBARINO High Class blogue meso:
Requisitos geométricos; como norma general, se aplica lo siguiente:
Consulte las instrucciones del fabricante del implante en relacién con la
dosis méaxima. Es esencial observar la altura de la mesoestructura, incluida
la corona. La mesoestructura debe crearse de forma similar a la confeccion
de un diente natural,

En general, deben evitarse los bordes y esquinas afilados. iEstructuracion
compatible con ceramical Escalon circular con bordes interiores
redondeados o molduras. Espesor de la pared de la mesoestructura
alrededor del canal del tornillo

al menos 0,8 mm. Grosor de la pared oclusal: al menos 1,0 mm. Anchura
del escalon marginal: al menos. 0,4 m

Para Ia cementadion autoadhesiva de 1a corona a Ia mesoestructura, deben
disponerse superficies retentivas y una <altura de mufién» suficiente.
Deben respetarse las instrucciones del fabricante.

Las supraestructuras muy asimétricas con grandes extensiones estan
contraindicadas por razones de estética.

Por tanto, la anchura de la corona se limita circularmente a 6,0 mm en
relacion con el canal del tornillo de la mesoestructura. La abertura del canal
del tornillo no debe estar situada en la zona de los puntos de contacto ni
en las superficies masticatorias; de lo contrario, debera fabricarse una
corona pilar de dos piezas con una mesoestructura. Cierre del canal del
tornillo con un tapén de algoddn y resina compuesta.

Contraindicaciones: Tratamiento del desgaste fisiolégico, parafuncion (por
ejemplo, bruxismo)

usuario esta obligado a informar a la autoridad competente y al fabricante

todos los incidentes graves que se produzcan en relacién con los
productos
Tamaiios de sumi
Altura:

tro del dlsc :
mm, 15 mm, 20 mm

Diametro: 98,5 mm
Tamafio de suministro del blogue en C B40: Tamafio de
istro del bloque en C AHC14:
,5 mm Altura: 18 mm
38,8 mm Longitud:
4,7 mm
18,9 mm Anchura: 14,7 mm
stro del blogue en C AHC1

18 mm
16 mm
18 mm

P :

El componente principal de la matriz del compuesto se basa en mezclas de

polimeros altamente reticulados (dimetacrilato de uretano y dimetacrilato

de butanodiol) a los que se incorpora un 71,56 % en peso (valor de

referencia) de rellenos de vidrio de silicato inorgénico de tipo cerdmico con

un diametro medio de particula de 0,80 um y un margen de variacion de

0,20 ym a 3,0 pm. También contiene estabilizadores, fotoprotectores y

pigmentos.

Indicaciones:

Fabricacion de m/ays, onlays, carillas, coronas y puentes (max. un péntico)

y coronas parc\a\es mediante tecnologia CAD/CAM.

Contraindicaci

La aplicacion del d\sco o del b\oque en C de AMBARINO® High-Class esta

contraindicada en el caso de que

- exista una alergia demostrada a los componentes del AMBARINO®
High-Class,

- Ia técnica de aplicacion prescrita no sea posible,

portante:
El disco o el bloque en C de AMBARINO® High-Class deben trabajarse
siempre con las plantilas de maquina prescritas para evitar el
sobrecalentamiento del material. De lo contrario, el material podria
danarse, o que provocaria un deterioro de las propiedades fisicas.
Preparacion

Restauraciones completas: se requiere una reduccién axial de al menos
1,0 mm con 3,5 grados de convergencia, una reduccién incisal/oclusal de
al menos 1,5 mm en oclusion céntrica y todas las excursiones.

Los hombros deben extenderse hasta 1,0 mm lingual a la superficie de
contacto proximal. Todas las transiciones deben ser redondeadas y no
tener bordes biselados,

se na 6 de los
inlays/onlays sin socavaduras. Las paredes de la cavidad deben divergir
entre 3y 5 grados con respecto al eje longitudinal de la preparacion. Todos
los bordes interiores y las transiciones deben ser redondeados. Se requiere
una reduccion oclusal de al menos 1,5 mm en oclusion céntrica y en todas
las excursiones.
Carillas de laminado: se recomienda una reduccion estindar de la
superficie labial de aprox. 0,4-0,6 mm. La transicién incisal de la superficie
labial a la lingual debe reducirse entre 0,5 y 1,5 mm. Los margenes de la
preparacion deben quedar por encima de la encia. Debe prepararse
siempre un hombro redondeado o un bisel sin rebajes.

dela
Antes de proceder al tratamiento posterior de una restauracién con
AMBARINO® High-Class,
como el pintado o el recubrimiento, la superficie en cuestion debe tratarse
como una superficie
de resina compuesta que se va a reparar o corregir.
Para ello, recomendamos primero tratar con chorro de arena la superficie
o desbastarla ligeramente con una fresa. A continuacién, elimine el polvo
suelto adherido con aire comprimido sin aceite. Se debe tener cuidado para
garantizar un método de trabajo absolutamente libre de agua. La superficie
debe estar limpia, seca y libre de grasa antes de seguir procesandola.
e aphca un agente adhesivo de resina compuesta y se

- no se puedan respetar las plantillas de maquina
para el fresado de los discos o del bloque C.

Tipo de aplicacion:

El disco o bloque en C de AMBARINO® High-Class debe fijarse en el soporte
previsto y previamente higienizado de acuerdo con las instrucciones del
fabricante del aparato. Debe prestarse atencion para garantizar un ajuste
correcto. AMBARINO® High-Class es compatible con fresadoras de imes-
icore, VHF N4, S1 y S2 y otras fresadoras. la secuencia de

las respectivas instrucciones de uso del
fabricante del pmductu correspondiente.

NO se debe exponer la restauracion al calor para su finalizacion o
posprocesado.

Revestimiento:

La superficie activada descrita en «Pretratamiento/modificacién de la
superficie» puede recubrirse con resinas compuestas

fresado/rectificado y las plantillas de méaquina cor pueden
obtenerse del fabricante de la maquina en cuestién. Antes de iniciar
cualquier trabajo, asegurese de que las fresas que va a utilizar tienen el
filo suficiente para el trabajo de fresado previsto. Las coronas y puentes no
deben ser inferiores a las siguientes dimensiones:

Espesor de la pared cervical: al menos 0,6 mm

Espesor de la pared oclusal: al menos 1,2 mm
Secciones  transversales del conector en la region anterior:
10 mm2

Secciones transversales del conector en la region posterior:
16 mm2

Para aumentar la estabilidad de la estructura, la altura de los conectores
debe ser tan elevada como sea clinicamente posible. Deben respetarse las
directrices generales de estatica y disefio del fabricante de la maquina. Las
piezas a fresar/rectificar deben mecanizarse evitando dafiarlas. Para evitar
dafios térmicos, asegirese de que la velocidad de rotacion sea baja, la
presion de contacto minima y la refrigeracion suficiente. El trabajo

izables c Deben las
instrucciones de uso del fabricante del producto correspondiente.
Fijacion:
Limpieza: limpie la restauracién ya pulida con un aparato de ultrasonidos
o un limpiador de vapor y séquela cuidadosamente con un soplador de aire.
Contorneado: compruebe el ajuste correcto de la restauracion para la
preparacion con una ligera presion de los dedos. Ajuste los contactos y la
oclusion mediante contorneado con los instrumentos rotatorios adecuados.
Antes de fijar el material de restauracion AMBARINO® High-Class, la
superficie a pegar debe pretratarse tal y como se describe en el apartado
«Pretratamiento/modificacion de la superficie». Para la fijacion deben
utilizarse resinas de adhesivas
o de polimerizacién quimica. Se recomienda un curado con luz. Deben
observarse las respectivas instrucciones de uso de las resinas compuestas
de cementacion correspondientes.
Indicaciones de almacenamiento:

limpias para materiales hibridos)

Instruction for use

AMBARINO® High-Class Disc / C-Block

USA: RX only

If there is anything in this instruction for use that you do not understand,
please contact our customer service department before using the
product. As the manufacturer of this medical device, we inform our users
and patients that all serious events occurring in connection with it must
be reported to us (the manufacturers) as well as the relevant authorities
in the Member State where the user and/or patient is resident.

AMBARINO® High-Class is a radiopaque, ultra-hard composite material
with a ceramic-based optimised, high-density ~filling technology.
AMBARINO® High-Class is available as Disc and C-Block in different colours
for use in CAD/CAM-technology, and can be used for the production of
inlays / onlays, veneers, partial crowns, as well as crowns and bridges
(max. one pontic).

General information The information provided in this instruction manual
must be passed on to any person using the products mentioned therein.
The products must only be used by qualified personnel. The user is obliged
to use the products in accordance with the present instruction manual and
with appropriate hygiene measures and to verify on his / her own
responsibility whether the products are suitable for the individual patient
situation. The user will be held fully responsible for the appropriate and
correct use of the products. The manufacturer assumes no liability for
incorrect results in form of direct or indirect damages or any other damages
that occur from the use and / or the processing of the products. Any claim
for damages (including punitive damages), is limited to the commercial
value of the products. Independently of this, the user is obliged to report
all serious incidents that occur in connection with the products to the

fresado/rectificado produce
resultados/superficies poco

Compruebe las plantillas y

Eleccion incorrecta de las plantilas | STPRUCOe 129 Plondles

fimpias
€l proceso de €l disco 0 bloque o estd filado de | Elimine las impurezas, fije el
fresado/rectificado produce | forma plana sabre el soporte. disco o blogue en pi

superficies y geometrias.
imprecisas (ajuste

Contaminacion en el soporte, sobre el soporte, sustituya,
desgaste de las herramientas las herramientas

Velocidad de rotacién de la

Se forma calor en la pieza | 191001920 de fotacldn e o Observe las plantillas

Observe las plantillas

[ Py Velocidad de
rompe. répida

AMBARINO® High-Class debe emplearse exclusivamente por protésicos
dentales especializados o dentistas.

Transmita toda la informacion anterior al dentista responsable si va a llevar
a cabo una restauracion especial con este producto sanitario.
Eliminacién:

Las cantidades pequefias pueden eliminarse junto con los residuos
domeésticos.

Observe las fichas de datos de seguridad existentes para el producto
durante su procesamiento.

Explicacién de los simbolos:

authority and to the manufacturer

Delivery size Dis:

Height: 10 mm, 15 mm, 20 mm
Diameter: 98.5 mm
Delivery size C-Blnck 34 Delivery size C-Blnck AHC14:
Height: mm Height
Length: 35.3 mm Length: 14,7 mm
Width: 18.9 mm Width: 14,7 mm
Delivery size C-Block AHC16:

18 mm

16 mm

18 mm

Compo H
The main component of the composite is based on highly cross-linked
polymer blends (urethane dimethacrylate and butanedioldi-methacrylate)
with ceramic-like inorganic silicate glass filling material with an average
particle size of 0.80 pm and a variation range of 0.20 pm to 3.0 ym
embedded to 71.56 % by weight (guideline). Stabilisers, light stabilisers
and pigments are also included.

Indication:

Production of inlays, onlays, veneers, crowns and bridges (max. one
Fabricante: - creamed GmbH & Co. KG, Marburg -l pontic) and partial crowns in CAD/CAM technology.
Limites de temperatura de b ¢ ations:
of AMBARINO® High-Class Discs / C-Blocks is
Namero de articulo REF when:
. i °
Cédigo UDI (identificacion dnica del dispositivo) ol B t:z’fe'qs u?,;gz’;;‘;!‘;’gr‘( :;’cf‘f"l'c‘lzzr‘;":zt"; D’;’:Bb“ekwo High-Class
Observar el manual de instrucciones [)] - the required machine template for the milling of the Disc / C-Block
: could not be adhered to.
Utilizable hasta el w Type
Namero de lote, designacion del lote Tor T AMEARNGS High-Class Disc / C-Block is fixed in previously cleaned
clamp in accordance with the instructions of the machine manufacturer. In
Producto sanitario [mp| doing so, attention must be paid to the correct positioning. AMBARINO®
Solocon | High-Class is compatible with imes-icore, VHF N4, S1 & S2 mills and other
Solo para EE. UU: Para uso exclusivo de protésicos dentales | prescripcio | Mills: The milling / grinding procedure and the associated machine
espedializados o dentistas, o templates can be requested at the respective machine manufacturer.
facultstiva | Meke sure during any work that the average sharpress of the cutter used
Marca CE con el nimero de identificacion del organismo is adequate for the planned milling w :
Rotificado, DQS ccopg7 | Forcrowns and bridges, the Tollowing Vaiues must not be undercut:
GmbH, Frankfurt Wall thickness cervical: at least 0,6 mm
Wall thickness occlusal: Stleast 1.2 mm
Connecting bar profiles in the anterior teeth area: 10 mm?2
Connecting bar profiles in the posterior teeth area: 16 mm2

To increase the stability of the construction, the height of the connector
must be selected as large as clinically feasible
Observe general statics and design guides provided by the machine
manufacturer.

The milled / ground pieces have to be removed carefully without
damaging Use a low number of revolutions and a minimum of pressure to
avoid thermal damage. Ensure sufficient cooling.

The surface of the milled / ground pieces must be further processed and
given a high polish like conventional composites.

AMBARINO High Class Meso Block:
Geometric requirements, basicall;
Please be sure to follow the implant manufacturer's instructons regarding
the maximum height of the meso structure including the

The mesostructure should be designed comparable to a preparatlon of a
natural tooth. In general, sharp edges and corners should be avoided.
Ceramic-friendly design! Circular step with rounded inner edges or groove.
Wall thickness of the meso structure around the screw channel: at least

m
Occlusal wall thickness: at least 1.0 mm
Marginal step width: at least 0.4 mm

For self-adhesive attachment of the crown to the meso-structure, retentive
surfaces and sufficient “stump height” must be created. The manufacturer's
instructions must be followed. Strongly asymmetrical superstructures with
extensive extensions are contraindicated for static reasons

The crown width is therefore circularly limited to 6.0 mm in relation to the
screw channel of the meso structure.

The opening of the screw channel must not be in the area of contact points
or on surfaces that are functional for chewing, otherwise a 2-part abutment
crown with a meso structure must be manufactured.

Closure of the screw channel with cotton wool and composite.
Contraindications: free-end fitting, parafunction (e.g. bruxism).

Important:

Working AMBARINO® High-Class Discs / C-Blocks should always be
performed with the intended machine templates in order to prevent over-
heating of the material. Failing this, damage to the material can occur,
which in turn can lead to deterioration of the physical properties.

Tooth preparation:

Full Restorat s - A minimum axial reduction of 1.0 mm with a 3-5
degree taper and an incisal/occlusal reduction of at least 1.5 mm in the
centric occlusion and all excursions is required. Shoulders must be
extended to 1.0 mm lingual to the proximal contact area. All line angles
should be rounded with no bevel lines.

- A traditional i preparation design with no
undercuts is recommended. Taper the cavity walls 3-5 degrees to the long
axis of the preparation. Al internal edges and angles should
be round. A minimum occlusal reduction of 1.5 mm in the centric occlusion
and all excursions is required.

Laminate Veneers - A standard reduction of the labial surface with
00.6 mm is The reduction of the incisal
labial-lingual ar\gle should be 0.5-1.5 mm. Keep the preparation of the
margins above the gingival tissues. Rounded shoulder or chamfer
preparation with no undercuts should be used for all preparations.

Surface treatment/- modification:

Before further processing of the AMBARINO® High-Class restoration, such
as colouring or veneering, the surface involved must be treated as a com-
posite surface, which is to be repaired or corrected.

For this, we recommend initial powder-blasting of the surface or light
abrasion with a milling tool.

Then, oil-free pressurised air should be used to remove the lightly adhering
dust. An absolut anhydrous processing is important. Before further
processing, it must be ensured that the surface is clean, dry and free of
grease. Then a composite bonding should be applied and light cured. Please
consult the manufacturer’s recommendations.

Do NOT fire for finishing or additional build up.

Veneering:
The surface, activated as described under “Surface treatment/
-modification”, can be veneered with conventional light-cured K+B
composite. Please consult the manufacturer’s recommendations.
Attachmen
Cleaning ~ Clean the polished restoration in an ultrasonic cleaner or with a
steam cleaner. Dry gently with an air syringe.

Contouring - Try the fit of the restoration to the preparation with light
finger pressure. Adjust contacts and occlusion, contouring with the
appropriate rotary instruments.

Before attachment the AMBARINO® High-Class restoration, the surface to
be bonded must also be pretreated in the same manner as described under
“Surface treatment/- modification:

Adhesive light- or chemically-cured attaching material must be used when
securing the Light curing is

When doing so, be sure to adhere to the User Information of the
appropriate product manufacturer.

Notes about storage:

Store at around 10 °C to 30 °C.

Storage life:

The maximum storage life is printed on the label of each packaging unit
and is valid for storage at the prescribed storage temperature.

Warranty.
Our technical advice, whether given verbally, in written form or through
practical guidance relate to our own experiences and therefore, can only
be taken as guidance. Our products are subject to continuous further
development. Therefore, we reserve the right to make possible
modifications.

Note:
During processing dusts are released, which can damage the respiratory
tract and irritate the skin and the eyes. Therefore, please only process the
material while running an adequate extractor system.

Wear gloves, protective goggles and a face mask. Do not inhale the dust.
Adverse effects:

Undesirable side effects of this medical device are extremely rare when
properly processed and applied. Immunoreactions (e.g. allergies) or
localised discomfort can, however, not be fully excluded as a matter of
principle. Should you observe any undesired side effects - even in cases of
doubt - please inform us. Any serious incidents arising in connection with
the use of this product must be reported to the manufacturer indicated
below and to the relevant competent authority.

Contraindications / Interactions:

This product must not be used if the patient is hypersensitive to one of the
components, or should only be used under the strict supervision of the
attending doctor / dentist.

In such cases, the composition of the medical device supplied by us can be
obtained on request.

Known cross-reactions or interactions of the medical device with other
materials already present in the mouth must be taken into consideration
by the dentist during use.

Troubleshooting

Error Cause Remedy

Milling / grinding procedure
delivers unclean results /

Suitable tool (specially
Use of the Incorrect tool produced toals for hybrid
materials)

Milling / grinding procedure

delivers unclean results / Checks the templates and

Incorrect choice of template: it e

grinding procedu
vers imprecise surfaces and | the diamp, Impuries it
Gimensons ) clamp, wear to the tool

Disc/C-Block not fitted planar in | Remove the impurities, fit
the Disg/C-Block planar in
the clamp, replace tools

Work piece becomes hot Tool rotation too great / fast Observe the templates

Milling tool / grinder breaks off | Advance is too high /too great. | Observe the templates

AMBARINO® High-Class is exclusively for use by dental technicians or
dentists.

Please supply the dentist with the above information, if this medical device
is used to produce a special model.

Waste treatment methods:

Smaller quantities can be disposed of with household waste.
Observe any existing safety data sheets for the product during processing

Explanation of symbols:

Mode d’emploi

AMBARINO® High-Class Disc / C-Block

ETATS-UNIS : RX only

Si vous ne comprenez pas le contenu de ce mode d’emploi dans son inté-
gralité, veuillez-vous adresser a notre service a la clientéle avant d'utili-
ser le produit. En tant que fabricant de ce produit médical, nous infor-
mons nos utilisateurs et patients que tous les incidents graves liés a ce
produit médical doivent nous étre signalés en tant que
I'autorité compétente de I'Etat membre dans lequel I'utilisateur et/ou le
patient est domicilié.

AMBARINO® High-Class est un matériau composite radio-opaque et
haute résistance avec une technologie de matiére de remplissage a base
de céramique optimisée et densifiée. AMBARINO® High-Class est disponible
sous forme de disques et de blocs (C-Block) pour une utilisation avec la
technologie CAD/CAM dans différentes teintes, et indiqué dans la fabrica-
tion aussi bien des inlays/onlays, que des facettes, des couronnes partielles
et entiéres, et des bridges (max. un chainon).

Remarques générales :

Les informations figurant dans le présent mode d'emploi doivent étre di-
vulguées & toutes les personnes qui travaillent avec les produits qui y sont
énoncés. Les produits ne peuvent &tre utilisés que par des professionnels
dament formés. L'utilisateur est tenu d'utiliser les produits en suivant le
présent mode d'emploi dans le respect des mesures d'hygiéne correspon-
dantes et assume la responsabilité de vérifier 'adéquation entre les pro-
duits et la situation de chaque patient. L'utilisateur assume I'entiére res-
ponsabilité de I'utilisation conforme et correcte des produits. Le fabricant
décline toute responsabilité en cas de mauvais résultats qui se traduisent
par des dommages directs ou indirects imputables a I'utilisation et/ou au
traitement des produits. Toute é demande d ats

dommages thermiques, utilisez une faible vitesse de rotation, une force de
serrage minimale et un refroidissement suffisant. Les pieces fraisées/usi-
nées doivent étre travaillées sur la surface puis polies, comme un compo-
site conventionnel.

AMBARINO High Class Meso Block :

Voici les principes d’exigences géométriques

Tenir impérativement compte des indications du fabricant de prothéses
quant a la hauteur max de la mésostructure avec la couronne. La concep-
tion de la mésostructure doit &tre comparable a celle d’une préparation
d'une dent naturelle.

En régle générale, les bords et coins tranchants doivent étre évités. Con-
ception conforme 4 la céramique | Epaulement circulaire avec bords inté-
rieurs arrondis ou congé. Epaisseur de paroi mésostructure autour du canal
de vis :

au moins 0,8 mm. Paroi occlusale : au moins 1,0 mm largeur dépaulement
marginale : au moins 0,4 mm

Pour un scellement autoadhésif de la couronne sur la mésostructure, des
pans rétentifs et une « hauteur de moignon» suffisante doivent étre réali-
sés. 1I faut suivre les instructions du fabricant.

Une superstructure trés asymétrique avec des extensions est fortement
déconseillée pour des raisons statiques.

Clest pourquoi Ia largeur de la couronne autour du canal de vis de la mé-
sostructure est limitée a 6,0 mm. L'ouverture du canal de vis ne doit repo-
ser ni sur les zones de contact, ni sur les surfaces masticatoires, sinon il
faut fabriquer une couronne pilier 2 piéces avec une mésostructure. Obtu-
ration du canal de vis avec coton et composite.

c

justifiée (ainsi que les sanctions et réparations) est limitée a hauteur de la
valeur marchande des produits. En revanche, I'utilisateur est tenu de si-
gnaler tous les incidents graves liés aux produits & 'autorité compétente
et au fabricant

Dimensions de
Hauteur :
Diamétre :

raison des disques :
0 mm, 15 mm, 20 mm

98,5 mm
Dimensions de livraison C-Block B40 : Dimensions
de llvralson C-Block AHC14 :

15,5 mm Hauteur : 18 mm

38,8 mm Longueur

18,9 mm Largeur : 14,7 mm

raisons C-Block AHC16 :

18 mm
Longueur : 16 mm
Largeur : 18 mm

Compo:
Le composant principal de la matrice composite est & base de polyméres
réticulés (diméthacrylate d'uréthane et diméthacrylate de butanediol ) aux-
quels est intégrée une charge anorganique en verre de silicate qui repré-
sente 71,56 % du poids total (valeur indicative) et d'un diamétre moyen
des particules de 0,80 um, dans une plage étendue de 0,20 pm & 3,0 um.
I contient également des stabilisateurs, des agents de protection contre la
lumigre ainsi que des pigments.
Indications :
Adapté a la fabrication d'inlays, d'onlays, de facettes, de couronnes et de
bridges (max. un chainon) et de couronnes partielles avec la technologie
CAD/CAM.
Contre-indic
Lutilisation des dlsques / blocs C-Block AMBARINO® High-Class est contre-
indiquée lorsque :
- une allergie a certains composants de AMBARINO®

High Class est attestée

- la technique d'application décrite ci-dessus n'est pas possible
- les modéles de machine prescrits pour le fraisage des disques /blocs C-

Blocks

ne peuvent pas étre respectés.
Type d"application :
Les disques / blocs C-Block AMBARINO® High-Class sont fixés conformé-
ment aux instructions du fabricant sur le support prévu et préalablement
nettoyé. Faites attention au positionnement. AMBARINO® High-Class est
compatible avec les fraiseuses imes-icore, VHF N4, S1 & S2 parmi dautres
fraiseuses. Le fraisage/I'usinage et les modéles de machines correspon-
dants doivent étre demandés au fabricant de machines respectif. Avant
chaque opération, assurez-vous que la précision de coupe de la fraise uti-
lisée est suffisante pour le travail de fraisage prévu. Pour les couronnes et
les bridges, veillez a ne pas dépasser les mesures suivantes :
Epaisseur de paroi cervical : au moins 0,6 mm
Epaisseur de paroi occlusal moins 1,2 mm
Eléments de liaison dans la zone des dents antérieures : 10

Eléments de liaison dans la zone des dents postérieures : 16

Pour augmenter la stabilité de la construction, la hauteur de I'élément de
liaison doit étre aussi grande qu'il est cliniquement réalisable. Les directives
générales de statique et de construction du fabricant de la machine doivent
étre respectées. Les piéces fraisées/usinées doivent étre retirées avec pré-
caution pour éviter qulelles solent endommagées. Afin d'éviter les

Pour ce\a veuillez-vous référer aux modes d'emploi des composites de
scellem

;nstrucnons de conservation :

A conserver entre env. 10°C et 30°C.

Durée de conservation :

La durabilité maximale est inscrite sur I'étiquette de chaque unité achetée
et est valable dans des conditions de conservation aux températures pres-
crites.

Garantie :
Nos conseils techniques, par oral, par écrit ou par accompagnement pra-
tique, reposent sur

notre propre expérience et n‘ont qu'une valeur indicative. Nos produits sont
soumis & un développement constant. De ce fait, nous nous réservons le
droit d'effectuer des modifications.

Remarques :

Lors de I'usinage, des poussiéres sont libérées qui peuvent endommager
les voies respiratoires et irriter les yeux et la peau. Pour cette raison, veillez
a utiliser une unité d‘aspiration réglementaire lorsque vous usinez des
piéces. Portez des gants, des lunettes de protection et un masque, ne res-
pirez pas la poussiére.

Effets secondaires

Si ce produit médical est préparé et appliqué de maniére adéquate, les
effets secondaires indésirables sont extrémement rares. Des réactions im-
munitaires (par ex. des allergies) ou des sensations désagréables locale-
ment ne peuvent cependant pas &tre totalement exclues par principe. En
cas de doute, si vous deviez ressentir des effets secondaires indésirables,
veuillez nous les communiquer.

Tous les incidents graves qui surviennent lors de I'utilisation de ce produit
doivent étre signalés au fabricant cité ci-dessous ou a l'autorité compé-
tente.

Contre-indications / Interactions :

Si le patient est hypersensible a 'un des composants, ce produit ne doit
pas étre utilisé ou le patient doit étre étroitement surveillé par son dentiste
ou son médecin traitant. Dans de tels cas, la composition du produit médi-
cal fourni par nous est disponible sur simple demande.

Les contre-réactions ou interactions connues du produit médical avec
d'autres matériaux se trouvant dans la bouche doivent étre surveillées par
le dentiste pendant I'utilisation.

Liste des problémes possibles :

Erreur Cause Solution

Le fraisage/L'usinage e Outils adaptés (spécialement
donne pas une surface/un | Utilsation du mauvais outl congus pour les matériaux
résultat propre hybrides)

Le fraisage/L'usinage ne
donne pas une surface/un
résultat propre

Contlr es modeles et réa

Mauvals choix de modéie Juster s nécessai

Le fraisage/L'usinage donne | Les disques / blocs C-Block ne
les surfaces et des géomé- | s'adaptent pas correctement au
tries imprecises (ajuste-

Retirer les impuretés, fixer le
isque / bloc C-Block sur le
support, remplacer les outils

ent) port, usure des outils
Une piéce & usiner sur- La vitesse de rotation de Ioutil .
chauffe trop élevéerapide. Respecter les madéles

Le fraiseur/lapidaire est

Lavance est trop grande/rapide Respecter les madéles.

L'utilisation de AMBARINO® High-Class est exclusivement réservée aux
dentistes et aux prothésistes dentaires.

Veuillez fournir les informations ci-dessus 4 votre dentiste si le produit mé-
dical est utilisé pour produire un modéle spécial.

Eliminatios

De petites quantités peuvent étre éliminées avec les ordures ménagéres.
Veuillez observer les fiches de sécurité existantes pour le traitement du
produit.

: Combler les écarts, parafonction (par ex. bruxisme)
Important :

L'usinage des disques / blocs C-Block AMBARINO® High-Class doit toujours
étre réalisé avec les modéles de machines prescrits afin d’éviter la sur-
chauffe des matériaux. Dans le cas contraire, vous risquez d'endommager
les matériaux ce qui pourrait causer une détérioration de leurs propriétés.
physiques.

Préparation

Restaurations complétes - C6té axial, une réduction d‘au moins 1,0 mm
est nécessaire avec une convergence de 3,5 degrés, coté incisal/occlusal,
une réduction d’au moins 1,5 mm dans l'occlusion centrée et toutes les
excursions.

Les épaulements doivent étre étendus jusqua 1,0 mm du coté lingual de
la surface de contact proximale. Toutes les zones de transition doivent étre
arrondies et exemptes de biseaux.

Inlays/Onlays ~ Une préparation Inlay/Onlay -sans contre-dépouilles est
recommandée. Les parois des cavités doivent diverger de 3-5 degrés par
rapport a I'axe longitudinal de la préparation. Tous les bords intérieurs et
zones de transition doivent étre arrondis. Une réduction occlusale d'au
moins 1,5 mm est requise dans 'occlusion centrée et dans toutes les ex-
cursions.

Facettes en laminé - Une réduction de la surface labiale d’env. 0,4-0,6 mm
est habituellement recommandée. Une réduction de 0,5 - 1,5 mm doit étre
prévue dans la zone de transition incisale de la surface labiale & linguale.
Les bords de la préparation doivent se trouver au-dessus de la gencive. Ii
faut toujours préparer un épaulement arrondi ou un congé sans contre-
dépouilles.

Prétraitement / Modification de la surface

Avant le traitement ultériour e la restauration AMBARINO® High-Class
Restauration, comme

par exemple la caractérisation ou la cosmétique, la surface en question doit
étre traitée

comme une surface composite qui doit &tre réparée ou corrigée.

Pour ce faire, nous recommandons de réaliser une légére abrasion ou une
projection de poudre initiale sur la surface avec un outil de fraisage. En-
suite, retirez la poussiére ayant légérement adhéré avec de I'air comprimé
exempt d'huile. Veillez & ce que le processus soit réalisé de fagon totale-
ment anhydre. Avant tout autre traitement, assurez-vous que la surface
est propre, séche et exempte d'huile. Ensuite, un adhésif pour composite
doit étre appliqué et référer aux
modes d'emploi fournis par les fabricants de ces produits.

NE pas cuire la restauration pour la finition ou le traitement ultérieur.
Revétement :

La surface, activée comme décrit sous « Prétraitement / Modification de

Ia surface »peut étre revétue avec des composites conventionnels photo-
polymérisables K+B. Pour cela, éférer aux modes d’emploi
fournis parles fabricants de ces produits.

ation

Nettnyage Nettoyer la restauration polie & I'aide d'un appareil & ultrasons
ou d'un nettoyeur vapeur, puis sécher délicatement avec le ventilate
Contourage - Vérifier le bon positionnement de la restauration pour Ia pré-
paration en appuyant légérement avec les doigts. Adapter les contacts et
F'occlusion par contourage & l'aide d'instruments rotatifs appropriés.
Avant de fixer une restauration AMBARINO® High-Class, la surface & coller
doit étre préparée de la méme maniére quindiqué sous « Prétraitement /
Modification de la surface ». Utilisez des composites de scellement durcis-
sant  la lumizre (photopolymérisation) ou par procédé chimique pour fixer
les . Nous Ia fixation par isation.
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Instruction for use

AMBARINO® High-Class Disc / C-Block

USA: RX only

If there is anything in this instruction for use that you do not understand,
please contact our customer service department before using the pro-
duct. As the manufacturer of this medical device, we inform our users
and patients that all serious events occurring in connection with it must
be reported to us (the manufacturers) as well as the relevant authorities
in the Member State where the user and/or patient is resident.

High-Class is a ultra-hard composite material
with a ceramic-based optimised, high-density filling technology. AMBA-
RINO® High-Class is available as Disc and C-Block in different colours for
use in CAD/CAM-technology, and can be used for the production of inlays
/ onlays, veneers, partial crowns, as well as crowns and bridges (max. one
pontic).

General information The information provided in this instruction manual
must be passed on to any person using the products mentioned therein.
The products must only be used by qualified personnel. The user is obliged
to use the products in accordance with the present instruction manual and
with appropriate hygiene measures and to verify on his / her own respon-
sibility whether the products are suitable for the individual patient situa-
tion. The user will be held fully responsible for the appropriate and correct
use of the products. The manufacturer assumes no liability for incorrect
results in form of direct or indirect damages or any other damages that
occur from the use and / or the processing of the products. Any claim for
damages (including punitive damages), is limited to the commercial value
of the products. Independently of this, the user is obliged to report all se-
rious incidents that occur in connection with the products to the competent
authority and to the manufacturer

Delivery size Disc:

Height: 10 mm, 15 mm, 20 mm
Diameter: 98.5 mm

Delivery size C-Block B40: Delivery size C- Block AHC14'
Height: 15.5 mm Height :

Length: 38.8 mm Length: 14,7 mm
Width: 18.9 mm Width: 14,7 mm
Delivery size C-Block AHC16

Heigh

Length 16 mm

Width: 18 mm

Composition:
The main component of the composite is based on highly cross-linked pol-
ymer blends (urethane dimethacrylate and butanedioldi-methacrylate)
with ceramic-like inorganic silicate glass filling material with an average
particle size of 0.80 ym and a variation range of 0.20 pm to 3.0 um em-
bedded to 71.56 % by weight (guideline). Stabilisers, light stabilisers and
pigments are also included.

Indications:

Production of inlays, onlays, veneers, crowns and bridges (max. one pon-
tic) and partial crowns in CAD/CAM technology.

of AMBARINO® High-Class Discs / C-Blocks is contraindi-

- there is a known allergy to components of AMBARINO® High-Class

- the required application technique is not possible

- the required machine template for the milling of the Disc / C-Block
could not be adhered to.

ation:

The AMBARINO® High-Class Disc / C-Block is fixed in previously cleaned
clamp in accordance with the instructions of the machine manufacturer. In
doing so, attention must be paid to the correct positioning. AMBARINO®
High-Class is compatible with imes-icore, VHF N4, S1 & S2 mills and other
mills. The milling / grinding procedure and the associated machine tem-
plates can be requested at the respective machine manufacturer.

Make sure during any work that the average sharpness of the cutter used
is adequate for the planned milling work.

des :
Manufacturer: - creamed GmbH & Co. KG, Marburg ol
— Fabricant : - creamed GmbH & Co. KG, Marburg ol

Temperature limits, storage temperature x — - - 5 c‘mtramdlcam"s_

Limites de 3 de conservation X
Article Number REF t applic

o q cated, when:

UDI Code (unique product identification) up! Numéro d'article REF
Observe the Instructions for Use &5 Code UDI (identification univoque du produit) ot
Date of expiration ¥ Respecter le mode d’emploi 3
Lot-Number, Batch description [ioT] Utilisable jusqu‘au 5 Type of apj
Medical device MD] Numéro de lot / désignation du lot [
For USA only: To be used exclusively by dental technicians | o Produit médical MD
or dental professionals - —

L pour les Etats-Unis : Usage réservé aux den-
CE mark with identifying number of the notified body, DGS | ¢ ¢gng7 tistes ou Rx only
Medizinprodukte GmbH, Frankfurt prothésistes dentaires.

Sigle CE avec numéro d'identification de 'organisme notifié,

bQs €€0297

GmbH, Frankfurt Wall thickness cervical:

For crowns and bridges, the following values must not be undercut:

at least 0,6 mm
Wall thickness occlusal: at least 1,2 mm
Connecting bar profiles in the anterior teeth area: 10 mm2



Connecting bar profiles in the posterior teeth area: 16 mm2

To increase the stability of the construction, the height of the connector
must be selected as large as clinically feasible.

Observe genera\ statics and design guides provided by the machine man-
ufacture;

The milled / ground pieces have to be removed carefully without damag-
ing Use a low number of revolutions and a minimum of pressure to avoid
thermal damage. Ensure sufficient cooling.

The surface of the milled / ground pieces must be further processed and
given a high polish like conventional composites.

AMBARINO High Class Meso Block:

Geometric requirements, basically:

Please be sure to follow the implant manufacturer's instructions regarding
the maximum height of the meso structure including the crown.

The mesostructure should be designed comparable to a preparation of a
natural tooth. In general, sharp edges and corners should be avoided. Ce-
ramic-friendly design! Circular step with rounded inner edges or groove.
Wall thickness of the meso structure around the screw channel: at least
0.8 mm.

Occlusal wall thickness: at least 1.0 mm

Marginal step width: at least 0.4 mm

For self-adhesive attachment of the crown to the meso-structure, retentive

surfaces and sufficient “stump height” must be created. The manufactur-

er's instructions must be followed. Strongly asymmetrical superstructures

with extensive extensions are contraindicated for static reasons.

The crown width is therefore circularly limited to 6.0 mm in relation to the

screw channel of the meso structure.

The opening of the screw channel must not be in the area of contact points

or on surfaces that are functional for chewing, otherwise a 2-part abutment

crown with a meso structure must be manufactured.

Closure of the screw channel with cotton wool and composite.

Contraindications: free-end fitting, parafunction (e.g. bruxism).

Important:

Working AMBARINO® High-Class Discs / C-Blocks should always be per-

formed with the intended machine templates in order to prevent over-heat-

ing of the material. Failing this, damage to the material can occur, which

in turn can lead to deterioration of the physical properties.

Tooth preparation:

Full Restorations - A minimum axial reduction of 1.0 mm with a 3-5 de-

gree taper and an incisal/occlusal reduction of at least 1.5 mm in the centric

occlusion and all excursions is required. Shoulders must be extended to

1.0 mm lingual to the proximal contact area. Al line angles should be

rounded with no bevel lines.

Inlays/Onlays - A traditional inlay/onlay preparation design with no un-

dercuts is recommended. Taper the cavity walls 3-5 degrees to the long

axis of the preparation. All internal edges and angles should

be round. A minimum occlusal reduction of 1.5 mm in the centric occlusion

and all excursions is required.

Laminate Veneers - A standard reduction of the labial surface with ap-
0 0.6 mm is The reduction of the incisal

labial-lingual ang\e should be 0.5-1.5 mm. Keep the preparation of the

margins above the gingival tissues. Rounded shoulder or chamfer prepara-

tion with no undercuts should be used for all preparations.

Surface treatment/- modification:
Before further processing of the AMBARINO® High-Class restoration, such
as colouring or veneering, the surface involved must be treated as a com-
posite surface, which is to be repaired or corrected.

For this, we recommend initial powder-blasting of the surface or light abra-
sion with a milling tool.

Then, oil-free pressurised air should be used to remove the lightly adhering
dust. An absolut anhydrous processing is important. Before further pro-
cessing, it must be ensured that the surface is clean, dry and free of grease.
Then a composite bonding should be applied and light cured. Please consult
the manufacturer’s recommendations.

Do NOT fire for finishing or additional build up.

Veneering:
The surface, activated as described under “Surface treatment/
-modification”, can be veneered with conventional light-cured K+8 compo-
site. Please consult the manufacturer’s recommendations.

Attachment:

Cleaning - Clean the polished restoration in an ultrasonic cleaner or with a
steam cleaner. Dry gently with an air syringe.

Contouring - Try the fit of the restoration to the preparation with light
finger pressure. Adjust contacts and occlusion, contouring with the appro-
priate rotary instruments.

Before attachment the AMBARINO® High-Class restoration, the surface to
be bonded must also be pretreated in the same manner as described under
“Surface treatment/- modification:

Adhesive light- or chemically-cured attaching material must be used when
securing the restoration. Light curing is recommended.

Istruzioni d'uso

AMBARINO® High-Class
Stati Uniti: RX only

Qualora non capisca pienamente il contenuto delle presenti istruzioni
d'uso, si rivolga al nostro servizio clienti prima di utilizzare il prodotto. In
qualita di fabbricanti di questo prodotto per uso medico, informiamo gli
utilizzatori e i pazienti che tutti gli episodi gravi verificatisi in relazione al
prodotto per uso medico devono essere comunicati a noi come fabbri-
cante e all'autorita competente dello Stato membro in cui ha sede l'utiliz-
zatore e/o il paziente.

AMBARINO® High-Class & un materiale composito radiopaco, ultra duro,
con una tecnologia ottimizzata del materiale riempitivo ad alta densita e a
base ceramica. AMBARINO® High-Class & disponibile in diversi colori nelle
versioni Blanc e C-Block per I'utilizzo nella tecnologia CAD/CAM e pud es-
sere impiegato sia per la creazione di inlay/onlay, faccette, corone parziali
sia anche per corone e ponti (massimo un elemento di ponte).
Indicazioni generali
Le informazioni delle presenti istruzioni d'uso devono essere trasmesse a
tutti coloro che lavorano con i prodotti in esse citati. 1 prodotti possono
essere utilizzati solo da personale adeguatamente istruito. L'utilizzatore &
tenuto a utilizzare i prodotti secondo le presenti istruzioni d'uso nel rispetto
delle relative misure igieniche e a verificare, sotto la propria responsabilita,
se i prodotti sono adatti alla situazione individuale del paziente. L'utilizza-
tore & I'unico responsabile dell'utiizzo appropriato e corretto dei prodotti.
i py declina qualsiasi in caso di risultati errati sotto
forma di danni diretti o indiretti o di altro tipo derivanti dallutilizzo e/o dalla
lavorazione dei prodotti. Un‘eventuale richiesta di risarcimento danni (in-
clusi i risarcimenti danni che comprendono penali) che sia comunque com-
provata & limitata al valore dei prodotti. A prescindere da cid, I'utilizzatore

c / C-Block

&tenuto a alle autorita episodi gravi
verificatisi in relazione ai prodotti
Dimensione di consegna Disc

10 mm, 15 mm, 20 mm

98,5 mm
Dimensione di consegna C-Block B40:
Dimensione di consegna C-Block AHC14:
Altezza: 15,5 mm Altezza: 18 mm
Lunghezza: 38,8 mm Lunghezza: 14,7 mm
Larghezza: 18,9 mm Larghezza: 14,7 mm

Dimensione di consegna C- Block AHC1/

15 mm
18 mm

P ne:
1 componente principale della matrice composita & a base di miscele DDH—

When doing so, be sure to adhere to the User Information of the appropri-
ate product manufacturer.

Notes about storage:

Store at around 10 °C to 30 °C.

Storage life:

The maximum storage life is printed on the label of each packaging unit
and is valid for storage at the prescribed storage temperature.

Warran

Our technical advice, whether given verbally, in written form or through
practical guidance relate to our own experiences and therefore, can only
be taken as guidance. Our products are subject to continuous further de-
velopment. Therefore, we reserve the right to make possible modifications.

Note:
During processing dusts are released, which can damage the respiratory
tract and irritate the skin and the eyes. Therefore, please only process the
material while running an adequate extractor system.

Wear gloves, protective goggles and a face mask. Do not inhale the dust.
Adverse effects:

Undesirable side effects of this medical device are extremely rare when
properly processed and applied. Immunoreactions (e.g. allergies) or local-
ised discomfort can, however, not be fully excluded as a matter of principle.
Should you observe any undesired side effects - even in cases of doubt -
please inform us. Any serious incidents arising in connection with the use
of this product must be reported to the manufacturer indicated below and
to the relevant competent authority.

Contraindications / Interactions:
This product must not be used if the patient is hypersensitive to one of the
components, or should only be used under the strict supervision of the
attending doctor / dentist.

In such cases, the composmon of the medical device supplied by us can be
obtained on reque:

Known cross.réactions or interactions of the medical device with other ma-
terials already present in the mouth must be taken into consideration by
the dentist during use.

Troubleshooting list

Error Cause Remedy

. Suitable tool (specially
Miting / grinding procedure de- | se of the incorrect tool produced tools for hybrid
livers unclean results / surfaces produced:

Garanzi
Le nostre \ndlcazlom tecniche d’uso, siano essere fornite in forma orale,
scritta o tramite istruzioni pratiche, si basano

sulle nostre esperienze e, pertanto, devono essere considerate solo a titolo
indicativo. I nostri prodotti vengono continuamente perfezionati. Pertanto,
i riserviamo il diritto di apportare eventuali modifiche.

Avvertenze:

Durante la lavorazione, vengono rilasciate polveri che possono danneggiare
le vie aeree e irritare gli occhi e la pelle. La \avoraz\one pub essere, per-
tanto, eseguita solo se le in
modo corretto. Indossare guanti, occhiali protemw e mascherina. Non re-
spirare le polveri generate dalla levigatura.

Effetti collaterall

Se la lavorazione e I'applicazione avvengono come previsto, gli effetti col-

Instruction for use

AMBARINO® High-Class Disc / C-Block

USA: RX only

If there is anything in this instruction for use that you do not understand,
please contact our customer service department before using the pro-
duct. As the manufacturer of this medical device, we inform our users
and patients that all serious events occurring in connection with it must
be reported to us (the manufacturers) as well as the relevant authorities
in the Member State where the user and/or patient is resident.

laterali indesiderati di questo prodotto medico sono rari.
Tuttavia, in linea di principio, non si escludono completamente risposte im-
munitarie (per es. allergie) o sensazioni di fastidio a livello locale. Qualora
si venga a conoscenza di effetti collaterali indesiderati, si prega di darne
comunicazione, anche se si tratta di casi dubbi

Tutti gli episodi gravi verificatisi in relazione all'utilizzo di questo prodotto
devono essere comunicati al produttore sotto indicato e alle rispettive au-
torita competenti.
Controindicazioni / intera:
Questo prodotto non pud essere utilizzato in caso di ipersensibilita del pa-
ziente a uno dei componenti, o & possibile utilizzarlo solo sotto stretta sor-
veglianza del medico/dentista curante. In tali casi, la composizione del pro-
dotto medico da noi fornito & disponibile su richiesta.

Per I'utilizzo, il medico deve tenere in considerazione reazioni incrociate o
interazioni note del prodotto medico con altri materiali gia presenti nella
bocca.

Lista delle risoluzioni dei problem

ultra-hard composite material
with a ceramic-based uptvmlsed high-density filling technology. AMBA-
RINO® High-Class is available as Disc and C-Block in different colours for
use in CAD/CAM-technology, and can be used for the production of inlays
/ onlays, veneers, partial crowns, as well as crowns and bridges (max. one
pontic).

General information The information provided i this instruction manual
must be passed on to any person using the products mentioned therein.
The products must only be used by qualified personnel. The user is obliged
to use the products in accordance with the present instruction manual and
with appropriate hygiene measures and to verify on his / her own respon-
sibility whether the products are suitable for the individual patient situa-
tion. The user will be held fully responsible for the appropriate and correct
use of the products. The manufacturer assumes no liability for incorrect
results in form of direct or indirect damages or any other damages that
occur from the use and / or the processing of the products. Any claim for
damages (including punitive damages), is limited to the commercial value
of the products. s, the user is obliged to report all se-

Errore causa Rimedio

La procedura l frea-. Utensili adatti (utensil realiz-
tura/levigatura porta a ri- | Utilizzo dellutensile sbagliato 2ati appositamente per ma-
Sikatsupertainon niide terali fbridi)

La procedura di fresa-
tura/levigatura porta a -
sultati/superfici non nitide

Controllare | template ed

Scelta errata del template Controllare |, temalate

La procedura di fresa- Rimuovere le impurit3, fis-
sare Disc/C-Block in piano.

nel supporto, rinnovare gli

Disc/C-Block non fissato in plano.
sul supporto. Impurita nel sup-

Formi (agoiustamento) porto, usura degii utensili

Milling / grinding procedure de-
livers unclean results / surfaces

Checks the templates and

Incorrect choice of template: Tt emplate

Milling / grinding procedure de- | Disc/C-Block not fitted planar in | Remve the impuriies, it
livers imprecise surfaces and the clamp. Impurities in the the Disg/C-Block planar in

dimensions (fit) clamp, wear to the tool the clamp, replace tools

Work piece becomes hot Tool rotation too great / fast Observe the templates

Milling tool / grinder breaks off | Advance is too high /too great. | Observe the templates

AMBARINO® High-Class is exclusively for use by dental technicians or den-
tists.

Please supply the dentist with the above information, if this medical device
is used to produce a special model.

Waste treatment methods:

Smaller quantities can be dlsposed of with household waste.
Observe any existing safety data sheets for the product during processing.

Explanation of symbols:

Generazione di calore sul
pezzo In lavorazione.

Numero di gir dello strumento

troppo grande/elevato Osservare I template

Avanaamento roppo le-

i Osservare il template.

Rottura della fresatrice/le-
igatrice

AMBARINO® High-Class deve essere utilizzato esclusivamente da odonto-
tecnici od odontoiatri specializzati.

Fornire tutte le suddette informazioni al dentista curante, qualora si utilizzi
questo prodotto medico per un trattamento particolare.

Small
quantita ridotte possono essere smaltite tra i rifiuti domestici.

Durante la lavorazione, osservare le schede tecniche di sicurezza vigenti
per il prodotto.

Legenda simbol

rious incidents that occur in cunnecnon with the products to the competent
authority and to the manufacturer

Delivery size Disc:
Height: 10 mm, 15 mm, 20 mm
98.5 mm
Dellverv size C-Block 540

Diameter:
nelwery size C-Block AMC14.

35 a mm 14 7mm
18.9 mm 14,7 mm

Delivery size C-| Block AHC16:

Height:

Length 15 mm

Width: 18 mm

Compo:
The main component of the composite is based on highly cross-linked pol-
ymer blends (urethane dimethacrylate and butanedioldi-methacrylate)
with ceramic-like inorganic silicate glass filling material with an average
particle size of 0.80 pm and a variation range of 0.20 pm to 3.0 um em-
bedded to 71.56 % by weight (guideline). Stabilisers, light stabilisers and
pigments are also included.

Indications:
Production of inlays, onlays, veneers, crowns and bridges (max. one pon-
tic) and partial crowns in CAD/CAM technology.

Manufacturer: - creamed GmbH & Co. KG, Marburg

Temperature limits, storage temperature

Article Number

UDI Code (unique product identification)

Observe the Instructions for Use

Lot-Number, Batch description O

wl
x
REF
upt
mEy]
Date of expiration w
[to1]
[MD]

Medical device

For USA only: To be used exclusively by dental technicians

or dental professionals Rx only

Produttore: - creamed GmbH & Co. KG, Marburgo "
Valori limite della temperatura, temperatura di conserva- X The application of AMBARINO® High-Class Discs / C-Blocks is contraindi-
Zlone, cated, when:
Codice articolo REF ~there is a known allergy to components of AMBARINO® High-Class
- the required chnique is not possible
UDI Code (identificativo univoco del prodotto) up! - the required machine lemp\ate for the milling of the Disc / C-Block
Rispettare le istruzioni d'uso & could not be adhered to.
- Type of applicati
Data di scadenza = The AMBARINO® High-Class Disc / C-Block is fixed in previously cleaned
clamp in accordance with the of the machine er. In
o1
Numero di lotto, designazione del lotto doing so, attention must be paid to the correct positioning. AMBARINO®
Prodotto medicale WD| High-Class is compatible with imes-icore, VHF N4, S1 & S2 mills and other
- - mills. The milling / grinding procedure and the associated machine tem-
Solo per gli Stati Uniti: deve essere utilizzato esclusiva- plates can be requested at the respective machine manufacturer.
mente da odontotecnici o RX only Make sure during any work that the average sharpness of the cutter used
od odontoiatri _ . _ is adequate for the planned milling we
Marchio CE con numero di identificazione dell’organismo no- For crowns and bridges, the foHowmg values must not be undercut:
tificato, DQS C€0297 | wall thickness cervical: at least 0,6 mm

GmbH, Francoforte

CE mark with identifying number of the notified body, DQS
Medizinprodukte GmbH, Frankfurt €€0297

AMBARINO High Class Meso Block:
Requisiti geometrici; in genere si applica quanto segue:

Osservare le indicazioni del produttore dellimpianto per quanto riguarda
I'altezza massima della meso-struttura, corona inclusa. La meso-struttura
dovrebbe essere configurata in modo simile a una preparazione di un dente
naturale.

In generale, vanno evitati bordi e spigoli affilati. Configurazione compatibile
con la ceramica! Scalino circolare con bordi interni arrotondati o smusso.
Spessore di parete meso-struttura attorno al canale per la vite:

almeno 0,8 mm. Spessore di parete in posizione occlusale: almeno 1,0 mm
Larghezza dello scalino in posizione marginale: almeno 0,4 mm.

Per un fissaggio della corona sulla ura, & neces-
sario realizzare superfici di ritegno e un"altezza di smusso” sufficiente. Os-
servare le istruzioni del produttore.

Le sovrastrutture fortemente asimmetriche con estensioni ampie sono con-
troindicate per motivi statici.

Pertanto, La larghezza della corona & limitata a 6,0 mm in senso circolare
rispetto al canale per la vite della meso-struttura. L'apertura del canale per
la vite non deve trovarsi nell'area dei punti di contatto o sulle superfici
masticatorie, altrimenti & necessario realizzare una corona in due parti su
abutment con una meso-struttura. Chiusura del canale per la vite con tam-
poni di ovatta e composito.

Controindicazioni: Copertura di arcate incomplete in posizione terminale,
parafunzione (ad es. bruxismo)

Importante:

Le lavorazioni del’AMBARINO® High-Class Disc / del C-Block dovrebbero
essere sempre eseguite con i template della macchina previsti per evitare
il surriscaldamento del materiale, altrimenti & possibile che il materiale si
danneggi e di conseguenza peggiorino le proprieta fisiche.

Preparazione

Restauro completo: & necessaria una riduzione assiale di almeno 1,0 mm
con 3,5 gradi di convergenza, una riduzione incisale/occlusale di almeno
1,5 mm in occlusione centrica e in tutte le escursioni

Gli spallamenti devono essere estesi fino a 1,0 mm a livello linguale rispetto
alla superficie di contatto prossimale. Tutti i punti di passaggio dovrebbero
essere arromnaam e non presentare smussalur&

senza sottuquadn Le pareu el cavits devono divergere s gradi ri-
spetto all'asse longitudinale della preparazione. Tutti i bordi interni e i punti
di passaggio devono essere arrotondati. E necessaria una riduzione occlu-
sale di almeno 1,5 mm in occlusione centrica e in tutte le escursioni.

Faccette in laminato: & consigliabile una riduzione standard della superficie
labiale di circa 0,4-0,6 mm. E opportuno eseguire una riduzione di 0,5-1,5
mm in corrispondenza del punto di passaggio tra superficie labiale  lin
quale. I margini della preparazione dovrebbero trovarsi al di sopra della
gengiva. E sempre opportuno preparare uno spallamento o uno smusso

sel

meriche altamente reticolate ( ilato e

nza

lato), in cui sono incorporate cariche di vetro silicato iche simill &
ceramica al 71,56% in peso (valore indicativo) aventi una granulometria
media di 0,80 pm e un intervallo di variazione compreso tra 0,20 um e 3,0
um. Inoltre, contiene stabilizzanti, agenti per la protezione dalla luce e pig-
menti.

Indicazion
Creazione di inlay, onlay, faccette, corone e ponti (massimo un elemento
di ponte) e di corone parziali nella tecnologia CAD/CAM.
Controindicazioni:
L'applicazione di AMBARINO® High-Class Disc / del C-Block & controindicato
nei seguenti casi:
- presenza di una comprovata allergia ai componenti di AMBARINO®
High-Class
- impossibilita di ricorrere alla tecnologia d'applicazione prevista
- impossibilita di utilizzare i template della macchina previsti
per la fresatura dei Disc / del C-Block.
Tipo di applicazione:
L'AMBARINO® High-Class Disc / il C-Block viene fissato nel supporto previ-
sto, precedentemente pulito, secondo le indicazioni del produttore dell’ap-
parecchio. Assicurarsi che venga inserito correttamente in sede. AMBA-
RINO® High-Class & compatibile con le frese di imes-icore, VHF N4, S1 e
S2 nonché con altre frese. Il processo di fresatura/levigatura e i relativi
template della macchina sono da richiedere al produttore della rispettiva
macchina. Prima di ogni lavoro, assicurarsi che la fresatrice utilizzata sia
sufficientemente affilata per la fresatura pianificata. In caso di corone e
ponti, & necessario non scendere al di sotto delle seguenti misure:
Spessore di parete in posizione cervicale: almeno 0,6 mm
Spessore di parete in posizione occlusale: almeno 1,2 mm
Sezione trasversale del connettore nell'area anteriore del
dente:10 mm2
Sezione trasversale del connettore nellarea laterale del dente:16 mm?2
Per aumentare la stabilita della costruzione, & necessario scegliere un‘al-
tezza del connettore clinicamente realizzabile. Rispettare I'analisi struttu-
rale e le linee guida costruttive del produttore della macchina. L'asporta-
zione mediante fresatura/levigatura va eseguita evitando danneggiamenti.
Per evitare danni termici, assicurarsi di applicare numeri di giri ridotti, una
forza di pressione minima e un raffreddamento sufficiente. T lavori con fre-
satura/levigatura devono essere rifiniti in superficie, come un composito
convenzionale, e lucidati bene.

modifica del
Prima di procedere allulteriore lavorazione di restauro con AMBARING®
High-Class, come

ad esempio, la oil la superficie dev
essere trattata come una superficie di composito da riparare o ccrreggere
A tale scopo, consigliamo innanzitutto di sabbiare la superficie o di irruvi-
dirla leggermente con una fresatrice. Successivamente, & opportuno ri-
muovere la polvere rimasta attaccata utilizzando aria compressa priva di

io.
assenza di acqua. Prima della lavorazione successiva, la superficie deve
essere pulita, asciutta e priva di grasso. Successivamente, si applica un
bonding in composito e lo si fotopolimerizza. Per questa lavorazione, de-
vono essere seguite le istruzioni d'uso del corrispondente fabbricante del
prodotto.

NON bruciare il restauro per la finitura o la lavorazione successiva.
Rivestimento:

La superficie attivata descritta al punto “Pretrattamento/modifica della
superficie” puo essere rivestita con convenzionali compositi K+8 fotopoli-
merizzabili. Per questa lavorazione, devono essere seguite le istruzioni
d'uso del corrispondente fabbricante del prodotto.

Fissaggi
Pulizia: pulire il restauro lucidato mediante apparecchio ultrasonico o di-
spositivo per la pulizia a vapore e asciugare con il soffiatore facendo atten-
zione.

Contornatura: verificare il corretto posizionamento del restauro per la pre-
parazione esercitando una leggera pressione con le dita. Regolare i punti
di contatto e l'occlusione mediante contornatura con strumenti rotanti ade-
quati.

Prima del fissaggio del restauro con AMBARINO® High-Class, la superficie
da incollare deve essere pretrattata nello stesso modo descritto alla voce
“Pretrattamento/modifica della superficie”. Per il fissaggio devono essere
utilizzati compositi di fissaggio adesivi fotopolimerizzabili o induribili chimi-
camente. Si consiglia la izzazione. Per de-
vono essere seguite le istruzioni d'uso dei corrispondenti compositi di fis-
saggio.

Indicazioni per la conservazione:

Conservare a una temperatura compresa tra 10 °C e 30 °C.

Durata massima di conservazione:

La durata massima di conservazione ¢ riportata sull‘etichetta della rispet-
tiva unita di vendita ed & valida alla temperatura di conservazione pre-
scritta.

The surface of the milled / ground pieces must be further processed and
given a high polish like conventional composites.

AMBARINO High Class Meso Block:

Geometric requirements, basically:

Please be sure to follow the implant manufacturer's instructions regarding
the maximum height of the meso structure including the crown

The mesostructure should be designed comparable to a preparation of a
natural tooth. In general, sharp edges and corners should be avoided. Ce-
ramic-friendly design! Circular step with rounded inner edges or groove.
Wall thickness of the meso structure around the screw channel: at least

.8 mm.
Occlusal wall thickness: at least 1.0 mm
Marginal step width: at least 0.4 mm

For self-adhesive attachment of the crown to the meso-structure, retentive
surfaces and sufficient “stump height” must be created. The manufactur-
er's instructions must be followed. Strongly asymmetrical superstructures
with extensive extensions are contraindicated for static reasons.
The crown width is therefore circularly limited to 6.0 mm in relation to the
screw channel of the meso structure.
The opening of the screw channel must not be in the area of contact points
or on surfaces that are functional for chewing, otherwise a 2-part abutment
crown with a meso structure must be manufactured.
Closure of the screw channel with cotton wool and composite.

free-end fitting, e.g. bruxism).

Important:
Working AMBARINO® High-Class Discs / C-Blocks should always be per-
formed with the intended machine templates in order to prevent over-heat-
ing of the material. Failing this, damage to the material can occur, which
in turn can lead to deterioration of the physical properties.

Tooth preparation:

Full Restorations - A minimum axial reduction of 1.0 mm with a 3-5 de-
gree taper and an incisal/occlusal reduction of at least 1.5 mm in the centric
occlusion and all excursions is required. Shoulders must be extended to
1.0 mm lingual to the proximal contact area. All line angles should be roun-
ded with no bevel lines.

Inlays/Onlays - A traditional inlay/onlay preparation design with no un-
dercuts is recommended. Taper the cavity walls 3-5 degrees to the long
axis of the preparation. All internal edges and angles should

be round. A minimum occlusal reduction of 1.5 mm in the centric occlusion
and all excursions is required.

Laminate Veneers - A standard reduction of the labial surface with ap-
proximately 0.4 to 0.6 mm is recommended. The reduction of the incisal
labial-lingual angle should be 0.5-1.5 mm. Keep the preparation of the
margins above the gingival tissues. Rounded shoulder or chamfer prepara-
tion with no undercuts should be used for all preparations.

Surface treatment/- modificatio
Before further processing Fof the AMBARING® High-Class restoration, such
as colouring or veneering, the surface involved must be treated as a com-

posite surface, which is to be repaired or corrected.

For this, we recommend initial powder-blasting of the surface or light abra-
sion with a milling to

Then, oil-free pressunsed air should be used to remove the lightly adhering
dust.’ An absolut anhydrous processing is important. Before further pro-
cessing, it must be ensured that the surface is clean, dry and free of grease.
Then a composite bonding should be applied and light cured. Please consult
the manufacturer’s recommendati

Do NOT fire for finishing or additions! build up.

Veneering:
The surface, activated as described under “Surface treatmen
-modification”, can be veneered with conventional light-cured K+B compo-
site. Please consult the manufacturer’s recommendations.

Attachment:

Cleaning - Clean the polished restoration in an ultrasonic cleaner or with a
steam cleaner. Dry gently with an air syringe.

Contouring - Try the fit of the restoration to the preparation with light
finger pressure. Adjust contacts and occlusion, contouring with the appro-
priate rotary instruments.

Before attachment the AMBARINO® High-Class restoration, the surface to
be bonded must also be pretreated in the same manner as described under
“Surface treatment/- modification:

Adhesive light- or chemically-cured attaching material must be used when
securing the Light curing is

When doing so, be sure to adhere to the User Information of the appropri-
ate product manufacturer.

Notes about storage:

Store at around 10 °C to 30 °C.

Storage life:

The maximum storage life is printed on the label of each packaging unit
and is valid for storage at the prescribed storage temperature.

Wall thickness occlusal: at least 1,2 mm
Connecting bar profiles in the anterior teeth area: 10 mm2
Connecting bar profiles in the posterior teeth area: 16 mm2

To increase the stability of the construction, the height of the connector
must be selected as large as clinically feasible.

Observe general statics and design guides provided by the machine man-
ufacturer.

The milled / ground pieces have to be removed carefully without damag-
ing Use a low number of revolutions and a minimum of pressure to avoid
thermal damage. Ensure sufficient cooling.

Our technical advice, whether given verbally, in written form or through
practical guidance relate to our own experiences and therefore, can only
be taken as guidance. Our products are subject to continuous further de-
velopment. Therefore, we reserve the right to make possible modifications.

Note:
During processing dusts are released, which can damage the respiratory
tract and irritate the skin and the eyes. Therefore, please only process the
material while running an adequate extractor system.

Wear gloves, protective goggles and a face mask. Do not inhale the dust.
Adverse effects:

Undesirable side effects of this medical device are extremely rare when
properly processed and applied. Immunoreactions (e.g. allergies) or local-
ised discomfort can, however, not be fully excluded as a matter of principle.
Should you observe any undesired side effects - even in cases of doubt -
please inform us. Any serious incidents arising in connection with the use
of this product must be reported to the manufacturer indicated below and
to the relevant competent authority.

Contraindications / Interactions:
This product must not be used if the patient is hypersensitive to one of the
components, or should only be used under the strict supervision of the
attending doctor / dentist.

In such cases, the composition of the medical device supplied by us can be
obtained on request.

Known cross-reactions or interactions of the medical device with other ma-
terials already present in the mouth must be taken into consideration by
the dentist during use.

Troubleshooting

Error Cause Remedy

Suitable tool (specially
produced tools for hybrid
materials)

Milling / grinding procedure de-

Iivers Unclean results / surfaces | U5® ©f the incorrect tool

Milling / grinding procedure de-
livers unclean results / surfaces

Checks the templates and

Incorrect choice of template e e wemplate

Milling / grinding procedure de- | Disc/C-Block not fitted planar in | Remove the impurites, fit
Iivers Imprecise surfaces and the clamp. Impurities In the. the Disc/C-Block planar in
dimensions (ft) clamp, wear to the tool the clamp, replace tools.

Work piece becomes hot Tool rotation too great / fast Observe the templates

Névod k pouziti

Disk/blok C AMBARINO® High-Class

USA: RX only

Pokud obsahu tohoto navodu k pouZiti zcela neporozumite, pied pouZitim
produktu se obratte na nas zékaznicky servis. Jako vyrobce tohoto
zdravotnického prostfedku upozorfiujeme nase uzivatele a pacienty na to,
Ze jakakoliv zavazna nezadouci pfihoda, ke které doslo v souvislosti

s dotéenym zdravotnickym prostredkem, musi byt hiagena nam jako
vyrobci a prislugnému organu Elenského statu, v ndms je uzivatel a/nebo
pacient usazen.

High-Class je & viditelny ultratvrdy kompozitni
material s technologii plniva s vysokou hustotou, ktera je optimalizovana
na bazi keramiky. AMBARINO® High-Class je k dispozici ve formé disku
nebo bloku C pro pouZiti v technologii CAD/CAM v riznych barvach a Ize
jej pouzit pro vyrobu inleji/onleji, fazet, éastecnych korunek, korunek i
mastkd (s max. jednim clenem).

V3eobecné pokyny:

Informace v predlozeném navodu k pouziti museji byt predany viem
osobam, které s uvedenymi produkty pracuji. Produkty smi pouzivat pouze
odborny personal s odpovidajici kvalifikaci. Uzivatel je povinen produkty
pouzivat v souladu s predioenym navodem k pouziti za dodrzeni
prislusnych hygienickych opatfeni a na vlastni odpovédnost ovéfit, zda jsou
produkty vhodné pro individualni situaci pacienta. Uivatel sam odpovida
za odborné a spravné pouZiti produktd. Vyrobce nenese odpovédnost za
vadné vysledky v podobé pfimych nebo nepfimych & jinych 3kod
zplisobenych pouzitim a/nebo zpracovanim produktll. Pfipadné Ghrada
prokazaného naroku na nahradu $kody (véetné nahrady $kody zahrnujici
pokuty) je omezena vy3i zbozni hodnoty produktd. Bez ohledu na to je
uzivatel povinen jakoukoliv nezédouci zévaznou pfihodu, ke které doslo
v souvislosti s dotéenymi produkty, nahlasit prislugnému organu a vyrobci.
Dodavané velikosti di

3ka:

isku:

\/y 10 mm, 15 mm, 20 mm

Priimér: 98,5 mm

Dodavana velikost bloku C B40:Dodavana velikost bloku C AHC14:
ka: Vyka:

14,7 mm
14,7 mm

Sloze
Hlavni slozkou kompozitni matrice jsou smési vysokohustotnich polymerd
(urethan dimethakrylat a butandiol dimethakrylét), do nich? je pridano
71,56 hm. % (orientaéni hodnota) keramice podobnych anorganickych
piniv ze silikstového skla se strednim primérem castic 0,80 um a
proménlivou &itkou od 0,20 pm do 3,0 um. Kromé toho obsahuje
stabilizétory, prostfedky na ochranu proti wwetly'a pigmenty.
Indikace:
Vyroba inleji, onleji, fazet, korunek a méstk (s max. jednim &lenem) a
&astecnych korunek v technologii CAD/CAM.
Kontraindikact
Poutiti disku/bloku C AMBARINO® High-Class je kontraindikovano, pokud
- je prokazana alergie na jakoukoliv slozku produktu AMBARINO®
High-Class
- neni mozna predepsana aplikaéni technika
- nemohou byt dodrzeny predepsané sablony stroje
pro frézovani disk/blokd C.
Zpisob poutZil
Disk/blok C AMBARINO® High-Class se upevni do piisluného a predem
vycidténého drzaku podle Gdaji vyrobce pfistroje. Je tieba dbat na spravné
usazeni. AMBARINO® High-Class je kompatibilni s frézkami imes-icore, VHF
N4, S1 & S2 a jinymi frézkami. Ohledné frézovaciho/brusného procesu a
odpovidajicich Sablon stroje se obratte na vyrobce prislusného stroje. Pred
zahdjenim jakékoliv prace je nutné zajistit dostatecnou feznou ostrost
pouzité frézky pro_planovanou frézovaci Einnost. U korunek a miistkd
nesméji byt podkroceny nasledujici rozméry:
Tloustka cervikalni stény: minimalng 0,6 mm
Tioustka okluzni stény minimaing 1,2 mm
Prifezy spojek v oblasti prednich zubli: 10 mm?2
Priifezy spojek v oblasti postrannich zub{: 16 mm?2
Pro zvyseni stability konstrukce musi byt zvolena takova vyska spojek,
kterou Ize Kiinicky realizovat. Je nutné dodrzovat obecné zasady statiky a
konstrukéni smérnice vyrobce stroje. Frézované/brusné prace se vycleni,
aby nedoslo k pogkozeni. Pro zabranéni tepelnému poskozeni je tfeba dbat

Obecné je tfeba se vyvarovat ostrych hran a rohd. Konstrukce odpovidajici
keramice! Cirkularni schidek se zaoblenymi vnitfnimi hranami, resp.
s vnitfnim zaoblenim. Tloustka mezostrukturalni stény kolem &roubovaciho
kanalku: min. 0,8 mm. Tloustka okluzni stény: min. 1,0 mm. Sitka
marginélniho schiidku: min. 0,4 mm

Pro samoadhezivni upevnéni korunky na mezostrukturu je nutné vytvofit
retencni plosky a dostatenou ,vysku pahylu". Je nutné dodrzovat pokyny
vyrobce.

Silné asymetncke suprakonstrukce s rozsahlymi extenzemi jsou ze
statickych divod{i kontraindikovany.

&ifka korunky je proto vzhledem ke Sroubovacimu kanalku cirkulérni
mezostruktury omezena na 6,0 mm. Otvor Sroubovaciho kanalku se nesmi
nachazet v prostoru kontaktnich bod{ a na 2vykacich ploskach; v opaéném
pfipadé je nutné vyrobit dvoudilnou abutmentovou korunku
s mezostrukturou UzavFeni $roubovaciho kanalku pomoci tamponu a
kompozi

Knntramdlkace Zkraceny zubni oblouk, parafunkce (napf. bruxismus).
Dalezit
Disk/blok C AMBARINO® High-Class by se vzdy mél opracovavat pomoci
predepsanych 3ablon stroje, aby se zabranilo prehfati materialu.
V opaéném pripadé mize dojit k poskozeni materidlu, které vede ke
zhorsenym fyzikalnim vlastnostem.

Preparace

Kompletni restaurace - Axidlné je nutna redukce o nejméné 1,0 mm s 3,5
stupné konvergence, incizalné/okluzné redukce o nejméné 1,5 mm
v centrické okluzi a ve viech exkurzich.

Raminka je tfeba rozsifit do 1,0 mm lingvélng vii&i aproximalni kontaktni
ploice. Veskeré prechody by mély byt zaoblené a nevykazovat dna
zkosen
Inleje/onleje - Doporucuje se_konvenéni preparace na inlej/onlej bez
podsekiivin. Stény kavity by viii podéiné ose preparace mély divergovat
0 3-5 stupid. Viechny vnitfni hrany a prechody by mély byt zaoblené. Je
nutna okluzni redukce o nejméné 1,5 mm v centrické okluzi a ve viech
exkurzich.

Laminétoveé fazety - Doporucuje se standardni redukce labialni plosky o cca
0,4-0,6 mm. V prechodu na incizi z labialni k lingvalni plosce by redukce
méla Cinit 0,5-1,5 mm. Okraje preparace by mély byt situovany nad
gingivou. Preparovéno by mélo byt vidy jedno zaoblené raminko nebo
Vnitni zaobleni bez podsekfivin.

PFedb&2né piprava/modifikace povrchu:

PFed dalsim opracovénim zubni nahrady AMBARINO® High-Class, napF.
barvenim nebo fazetovanim, musi byt pfislusny povrch odetfen jako
kompozitni povrch uréeny k opravé nebo Gpravé.

Za timto Gcelem doporuéujeme povrch nejprve opiskovat nebo mirné
zdrsnit frézkou. Poté by se volné ulp&lé Castecky prachu mély odstranit
pomoci stlaceného vzduchu bez oleje. Je nutné dbét na to, aby veskeré
ukony byly provedeny absolutné bez pouZiti vody. Povrch musi byt pred
dal$im opracovanim isty, suchy a bez mastnoty. Nasledné se nanese
kompozitni bonding a vytvrdi se svétlem. Je pitom nezbytné dodrzovat
odpovidajici pokyny k poutiti od vyrobc prisludnych produktd.

Zubni ndhradu urenou  k dokonéeni, resp. dodatecné Upravé
NEVYPALUJTE.

Fazetovéni:

Pipraveny povrch popsany pod bodem ,Predbéna pfiprava/modifikace
povrchu® je mozné fazetovat béznymi, svétlem vytvrzovanymi
kompozitnimi materialy C+B. Je pfitom nezbytné dodrzovat odpovidajici
pokyny k pouZiti od vyrobcil pFislusnych produktd.

Upevnéni:

Cisténi - Vylesténou zubni nahradu vyistéte pomoci ultrazvukového
pristroje nebo parniho ¢isti¢e a opatrné osuste ofukovadem.

Konturovani - Lehkym tlakem prstu zkontrolujte spravné usazeni zubni
nahrady uréené K preparaci. Upravte kontakty a okluzi konturovanim
pomoci vhodnych rotaénich nastrojti.

Pfed upevnénim zubni nahrady AMBARINO® High-Class musi byt lepeny
povrch predbézné oSetfen stejnym zpdisobem, jaky je popsén pod bodem
.Predbézna priprava/modifikace povrchu’. Pro upevnéni je nutné pouzit
adhezivni, svétlem nebo chemicky vytvrzované upeviiovaci kompozity.
Doporucujeme vytvrzovéni svétiem. Je pfitom nezbytné dodrzovat
odpowda]lcl pokyny k pouziti od vyrobcd pfisludnych upeviiovacich
kompozi

Pokyn pro skladovani:

Skladovani pfi cca 10 °C az 30 °C.

Zivotnost:

Maximalni Zivotnost je vytidténa na etiketé prisluiné prodejni jednotky a
plati pfi dodrzeni predepsané skladovaci teploty.

na nizké otacky, minimaini pfitlak a &né chiazen.
prace museji byt provedeny na povrchu jako bézny kompozit a vylestény
do vysokého lesku.

Blok AMBARINO High Class Meso:
Geometrické pozadavky; V zasads plati:

Bezpodminetné dodrzujte pokyny vyrobce implantatu tykajici se max.
vysky mezostruktury vietné korunky. Mezostruktura by méla byt
srovnatelna s preparaci pfirozeného zubu.

Nezédouci Géink
Neadouci  vedlejsi ilinky tohoto zdravotnického prostredku jsou pii
odborném zpracovani a pouZiti krajné vzacné. Presto v zasadé nelze zcela
vylougit imunitni reakce (napf. alergie) nebo lokaini nepfijemné pocity.
Pokud jsou vam zndmy nezadouci vedlejsi ucinky - i v pfipadé pochybnosti
-, prosime o jejich sdéleni.

Jakdkoliv zavazné nezddouci pfihoda, ke které dolo v souvislosti s
dotéenym produktem, musi byt hiadena nize uvedenému vyrobci a
pislusnému organu.

Kontraindikace/interakce:

V pfipadé precitlivélosti pacienta na nékterou ze slozek nesmi byt tento
produkt pouzivan nebo pouze za pfisného dohledu  oetfujiciho
Iékafe/stomatologa. Pro tyto pfipady je slozeni némi dodavaného
zdravotnického prostfedku k dispozici na vyzadani.

Znamé Kiizové reakce nebo interakce zdravotnického prostiedku s jinymi
materidly, které se jiz nachazeji v Ustech, musi zubni IékaF pri pouZiti
zohlednit.

Seznam pro odstrafiovani problém:

chyba P

Naprava

Frézovaci/brusny proces
poskytuje nekvalitni
visledky/povrchy

Vhodné néstroje (ndstroje.
wyrobené speciaind p
hybridni materialy)

Pousit nespravného nistroje

Frézovaci/brusny proces
poskytuje nekvalitni
Visledky/povrchy

Zkontrolute  Zablon,

espravna volba Sablon
NesPr 1ba b Pophipadd o znovu nastavte.

Frézovaci/brusny proces Odstrarite netistoty,
disk/blok C upevnéte

rovne, vyméfite
nastroje

Disk/blok C nen v drdku upevnén
rouné. Nedistaty v drzaku,
opotfebent nastrojl

Vytvafen tepla na obrobku | _PHI vysoké otatky nastroje Respektujte Zablony

Zoment frézky/brusky Pl vysoky/velky posuv Respektujte Zablony

AMBARINO® High-Class smi pouzivat vyhradné odborny dentalné technicky
nebo stomatologicky personal.

Pokud tento zdravotnicky prostfedek zpracovavate za Géelem zhotoveni
vyrobku na zakézku, predejte veskeré vyde uvedené informace
osetfujicimu zubnimu Iékafi.

Likvidace:

Mengi mnozstvi Ize likvidovat spolecné s komunainim odpadem.

PFi zpracovavéni vénujte pozornost existujicim bezpe&nostnim listdm pro
tento produkt.

Milling tool / grinder breaks off | Advance is too high /too great. | Observe the templates

AMBARINO® High-Class is exclusively for use by dental technicians or den-
tists.

Please supply the dentist with the above information, if this medical device
is used to produce a special model.

Waste treatment methods:
Smaller quantitis can be disposed of with household waste.

Observe any existing safety data sheets for the product during p

Explanation of symbol.

ysvétleni symbolé:

Vyrobce: - creamed GmbH & Co. KG, Marburg u
Mezni hodnoty teploty, skladovaci teplota x
Cislo vyrobku REF
Kéd UDI (jednoznaénd identifikace produktu) i
Dodrzujte navod k pouziti (e
Poutitelné do

Cislo LOT, oznateni $arze
Zdravotnicky prostfedek [mD

Pouze pro USA: Pro pouZiti vyhradn& odbornym dentaing

Manufacturer: - creamed GmbH & Co. KG, Marburg ]
Temperature limits, storage temperature X
Article Number REF
UDI Code (unique product identification) ubi
Observe the Instructions for Use [
Date of expiration =
Lot-Number, Batch description [toT]
Medical device
For USA only: To be used exclusively by dental technicians | g, oo
or dental

CE mark with .degn;yg:g;::‘nkr;irf the notified body, DQS | ¢¢ 097

| technickym nebo sto RX anly
Znaéka CE s identifikaénim Cislem notifikované osoby, DQS
GmbH, Frankfurt €€0297
€€0297

Instruction for use

AMBARINO® High-Class Disc / C-Block

USA: RX only

If there is anything in this instruction for use that you do not understand,
please contact our customer service department before using the
product. As the manufacturer of this medical device, we inform our users
and patients that all serious events occurring in connection with it must
be reported to us (the manufacturers) as well as the relevant authorities
in the Member State where the user and/or patient is resident.

za vady
Nase aplikaéné technické pokyny, at u Gstni, pisemné nebo v podobd
praktického navodu, jsou zaloZeny na nasich viastnich zkuenostech, a
proto by mély byt chapany pouze jako orientacni hodnoty. Nage produkty
podiéhaji neustalému_dal$imu vyvoji. Z tohoto dlivodu si vyhrazujeme
prévo na pfipadné zmény.

Upozornéni
PFi_opracovévani se uvolfiuji Zastegky prachu, které mohou zplsobit
poskozeni dychacich cest a podréZdéni oéi a kiize. Opracovavani by proto
mélo byt provadéno pouze pii fadné fungujicim odsévacim  zafizeni.
Pouzivejte rukavice, ochranné bryle a ochranu dst, nevdechujte brusny
prach.

AMBARINO® High-Class is a radiopaque, ultra-hard composite material
with a ceramic-based optimised, high-density filling technology.
AMBARINO® High-Class is available as Disc and C-Block in different colours
for use in CAD/CAM-technology, and can be used for the production of
inlays / onlays, veneers, partial crowns, as well as crowns and bridges
(max. one pontic)

General information The information provided in this instruction manual
must be passed on to any person using the products mentioned therein.
The products must only be used by qualified personnel. The user is obliged
to use the products in accordance with the present instruction manual and
with appropriate hygiene measures and to verify on his / her own
responsibility whether the products are suitable for the individual patient
situation. The user will be held fully responsible for the appropriate and
correct use of the products. The manufacturer assumes no liability for
incorrect results in form of direct or indirect damages or any other damages
that occur from the use and / or the processing of the products. Any claim
for damages (including punitive damages), is limited to the commercial
value of the products. Independently of this, the user is obliged to report
all serious incidents that occur in connection with the products to the
competent authority and to the manufacturer

c:
10 mm, 15 mm, 20 mm
98.5 mm

ery size C-I Block Am:14-

ngn
35 & mm Length: 14,7 mm
18.9 mm Width: 14,7 mm

16 mm
18 mm

ition:

The main component of the composite is based on highly cross-linked

polymer blends (urethane dimethacrylate and late)

with ceramic-like inorganic silicate glass filling material with an average

particle size of 0.80 ym and a variation range of 0.20 pm to 3.0

embedded to 71.56 % by weight (guideline). Stabilisers, light stabilisers

and pigments are also included.

Indications:

Production of inlays, onlays, veneers, crowns and bridges (max. one

pontic) and partial crowns in CAD/CAM technology.

Contraindications:

The application of AMBARINO® High-Class Discs / C-Blocks is

contraindicated, when:

- there is a known allergy to components of AMBARINO® High-Class

- the required application technique is not possible

- the required machine template for the milling of the Disc / C-Block
could not be adhered to.

Type of appl
The AMBARINO® High-Class Disc / C-Block is fixed in previously cleaned
clamp in accordance with the instructions of the machine manufacturer. In
doing so, attention must be paid to the correct positioning. AMBARINO®
High-Class is compatible with imes-icore, VHF N4, S1 & S2 mills and other
mills. The milling / grinding procedure and the associated machine
templates can be requested at the respective machine manufacturer.
Make sure during any work that the average sharpness of the cutter used
is adequate for the planned milling work.

For crowns and bridges, the following values must not be undercut:

Wall thickness cervical: at least 0,6 mm

Wall thickness occlusal: at least 1,2 mm
Connecting bar profiles in the anterior teeth area 10
Connecting bar profiles in the posterior teeth are
To increase the stability of the construction, the height of the connector
must be selected as large as clinically feasible.

Observe general statics and design guides provided by the machine
manufacturer.

The milled / ground pieces have to be removed carefully without
damaging Use a low number of revolutions and a minimum of pressure to
avoid thermal damage. Ensure sufficient cooling.

The surface of the milled / ground pieces must be further processed and
given a high polish like conventional composites.

AMBARINO High Class Meso Block:
Geometric requirements, basically:

Please be sure to follow the implant manufacturer's instructions regarding
the maximum height of the meso structure including the crown.

The mesostructure should be designed comparable to a preparation of a
natural tooth. In general, sharp edges and corners should be avoided.
Ceramic-friendly design! Circular step with rounded inner edges or groove.
Wall thickness of the meso structure around the screw channel: at least
0.8 mm.

Occlusal wall thickness: at least 1.0 mm
Marginal step width: at least 0.4 mm

For self-adhesive attachment of the crown to the meso-structure, retentive
surfaces and sufficient “stump height” must be created. The manufacturer's
instructions must be followed. Strongly asymmetrical superstructures with
extensive extensions are contraindicated for static reasons.
The crown width is therefore circularly limited to 6.0 mm in relation to the
screw channel of the meso structure.
The opening of the screw channel must not be in the area of contact points
or on surfaces that are functional for chewing, otherwise a 2-part abutment
crown with a meso structure must be manufactured.
Closure of the screw channel with cotton wool and composite.

: free-end fitting, e.g. bruxism).

Import:
Wurklng AMBARING® High-Class Discs / C-Blocks should always be
performed with the intended machine templates in order to prevent over-
heating of the material. Failing this, damage to the material can occur,
which in turn can lead to deterioration of the physical properties.

Tooth preparation:

Full Restorations - A minimum axial reduction of 1.0 mm with a 3-5
degree taper and an incisal/occlusal reduction of at least 1.5 mm in the
centric occlusion and all excursions is required. Shoulders must be
extended to 1.0 mm lingual to the proximal contact area. All line angles
should be rounded with no bevel lines.

Inlays/Onlays - A traditional inlay/onlay preparation design with no
undercuts is recommended. Taper the cavity walls 3-5 degrees to the long
axis of the preparation. All internal edges and angles should

be round. A minimum occlusal reduction of 1.5 mm in the centric occlusion
and all excursions is required.

Laminate Veneers - A standard reduction of the labial surface with
approximately 0.4 to 0.6 mm is recommended. The reduction of the incisal
labial-lingual angle should be 0.5-1.5 mm. Keep the preparation of the
margins above the gingival tissues. Rounded shoulder or chamfer
preparation with no undercuts should be used for all preparations.

Surface treatment/- modificatio
Before further processing of the AMBARINO® High-Class restoration, such
as colouring or veneering, the surface involved must be treated as a com-
posite surface, which is to be repaired or corrected.

For this, we recommend initial powder-blasting of the surface or light
abrasion with a milling tool.

Then, oil-free pressurised air should be used to remove the lightly adhering
dust. An absolut anhydrous processing is important. Before further
processing, it must be ensured that the surface is clean, dry and free of
grease. Then a composite bonding should be applied and light cured. Please
consult the manufacturer's recommendations.

Do NOT fire for finishing or additional build up

Veneering:

The surface, activated as described under “Surface treatment/

-modification”, can be veneered with mnvenuonal light-cured K+B.
er'

localised discomfort can, however, not be fully excluded as a matter of
principle. Should you observe any undesired side effects - even in cases of
doubt - please inform us. Any serious incidents arising in connection with
the use of this product must be reported to the manufacturer indicated
below and to the relevant competent authority.

Contraindications / Interactions:
This product must not be used if the patient is hypersensitive to one of the
components, or should only be used under the strict supervision of the
attending doctor / dentist.

In such cases, the composition of the medical device supplied by us can be
obtained on request.

Known cross-reactions or interactions of the medical device with other
materials already present in the mouth must be taken into consideration
by the dentist during use.

Troubleshooting list:

Error Cause Remedy

Miling / grinding procedure Suitable tool (specially
delivers unclean results / Use of the incorrect tool produced tools for hybrid
surfoces materials)

Wiling / grinding procedure

delivers unclean results / Checks the templates and

Incorrect choice of template ot W neemmsary

Miling / grinding procedure Disc/C-Block not fitted planar in | Remove the impurites, fit
delivers imprecise surfaces and | the clamp. Impurities in the the Disc/C-Block planar in
dimensions (fit) clamp, wear to the tool the clamp, replace tools

Work piece becomes hot “Tool rotation too great / fast Observe the templates

Miling tool / grinder breaks off | Advance Is too high /too great. | Observe the templates

AMBARINO® High-Class is exclusively for use by dental technicians or
dentists.

Please supply the dentist with the above information, if this medical device
is used to produce a special model.

Waste treatment methods:

Smaller quantities can be disposed of with household waste.
Observe any existing safety data sheets for the product during processing.

Explanation of symbols:

composite. Please consult the

Attachment:
Cleaning - Clean the polished restoration in an ultrasonic cleaner or with a
steam cleaner. Dry gently with an air syringe.

Contouring - Try the fit of the ion to the with light

Manufacturer: - creamed GmbH & Co. KG, Marburg ]
Temperature limits, storage temperature ’ o

Article Number REF
UDI Code (unique product identification) uD!
Observe the Instructions for Use [
Date of expiration =

Lot-Number, Batch description Lot

Medical device M|

For USA only: To be used exclusively by dental technicians

Rx onl
or dental professionals only

finger pressure. Adjust contacts and occluswn “contouring with- the
appropriate rotary instruments.

Before attachment the AMBARINO® High-Class restoration, the surface to
be bonded must also be pretreated in the same manner as described under
“Surface treatment/- modification:

Adhesive light- or chemically-cured attaching material must be used when
. Light curing is

When doing so, be sure to adhere to the User Information of the
appropriate product manufacturer.

Notes about storage:

Store at around 10 °C to 30 °C.

Storage life:

The maximum storage life is printed on the label of each packaging unit
and is valid for storage at the prescribed storage temperature.
Warranty:

Our technical advice, whether given verbally, in written form or through
practical guidance relate to our own experiences and therefore, can only
be taken as guidance. Our products are subject to continuous further
development. Therefore, we reserve the right to make possible
modifications.

Note:
During processing dusts are released, which can damage the respiratory
tract and irritate the skin and the eyes. Therefore, please only process the
material while running an adequate extractor system.

Wear gloves, protective goggles and a face mask. Do not inhale the dust.
Adverse effect:

Undesirable side effects of this medical device are extremely rare when
properly processed and applied. Immunoreactions (e.g. allergies) or
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