Product description:

Manufacturer:

Composition:

Properties:
Colour:
Hardness:

Consistency:

Recovery from deformation:

Linear dimensional change:

Processing time:

Intraoral setting time:
(incl. processing time)

Technical Data Sheet

Bite registration material on vinyl polysiloxane basis.

Dreve Dentamid GmbH
Max-Planck-StraBBe 31
59423 Unna / Germany

Polyvinylmethylsiloxane

Vinyl-Q Resin

Polymethyl hydrogensiloxane

Filling materials

Platinum catalyst

U b~ WIN

Pigments

orange
48 + 2 [Shore D]
Type 2: medium
>99.9 %
<0.1%

30 sec = 5 sec

80 sec + 5 sec

(DIN ISO 7619-1)

(DIN EN ISO 4823)
(DIN EN SO 4823)
(DIN EN ISO 4823)

at 23°C
at 37°C

These data result from measurements which are executed from time to time
in view of our quality management system.
This document is valid without any signature.
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Safety data sheet
according to 1907/2006/EC, Article 31

Printing date 09.11.2017 Version number 3 Revision: 09.11.2017

SECTION 1: Identification of the substance/mixture and of the company/

undertaking

- 1.1 Product identifier

- Trade name: StoneBite Scan

1.2 Relevant identified uses of the substance or mixture and uses advised against
No further relevant information available.

- Application of the substance / the mixture
Scannable bite registration material on vinyl polysiloxane basis

- 1.3 Details of the supplier of the safety data sheet
- Manufacturer/Supplier:

Dreve Dentamid GmbH

Max-Planck-Straf3e 31

59423 Unna / Germany

Tel.: ++49 2303 /8807-0

Fax.: ++49 2303 / 8807-55

- Further information obtainable from:
Department Research & Development
Fax: ++49 2303 / 8807-562
Email: sicherheitsdatenblatt@dreve.de

- 1.4 Emergency telephone number:
Tel.: ++ 49 211 / 797-3350
Plant Fire Department Henkel

SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture
- Classification according to Regulation (EC) No 1272/2008
The product is not classified according to the CLP regulation.

- 2.2 Label elements

- Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void

- Signal word Void

- Hazard statements Void

- 2.3 Other hazards

- Results of PBT and vPvB assessment

- PBT: Not applicable.

- VPVvB: Not applicable.

SECTION 3: Composition/information on ingredients

- 3.2 Chemical characterisation: Mixtures
- Description: Addition-vulcanising 2-component silicone

- Dangerous components: Void
- Additional information: For the wording of the listed hazard phrases refer to section 16.

SECTION 4: First aid measures

- 4.1 Description of first aid measures
- General information: No special measures required.
- After inhalation: Supply fresh air; consult doctor in case of complaints.

- After skin contact: Generally the product does not irritate the skin.
(Contd. on page 2)
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- After eye contact:

Rinse opened eye for several minutes under running water. Then consult a doctor.
- After swallowing:

Do not induce vomiting.

Call a doctor immediately.
- 4.2 Most important symptoms and effects, both acute and delayed

No further relevant information available.
- 4.3 Indication of any immediate medical attention and special treatment needed

No further relevant information available.

SECTION 5: Firefighting measures

- 5.1 Extinguishing media
- Suitable extinguishing agents:
CO2, powder or water spray. Fight larger fires with water spray or alcohol resistant foam.
- For safety reasons unsuitable extinguishing agents: Water with full jet
- 5.2 Special hazards arising from the substance or mixture
No further relevant information available.
- 5.3 Advice for firefighters
- Protective equipment: No special measures required.

SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures
Avoid contact with eyes.
- 6.2 Environmental precautions: Do not allow to enter sewers/ surface or ground water.
- 6.3 Methods and material for containment and cleaning up:
Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
- 6.4 Reference to other sections
No dangerous substances are released.
See Section 7 for information on safe handling.
See Section 8 for information on personal protection equipment.
See Section 13 for disposal information.

SECTION 7: Handling and storage

- 7.1 Precautions for safe handling When using do not eat, drink or smoke.
- Information about fire - and explosion protection: No special measures required.

- 7.2 Conditions for safe storage, including any incompatibilities

- Storage:

- Requirements to be met by storerooms and receptacles: Keep container tightly sealed.
- Information about storage in one common storage facility: Not required.

- Further information about storage conditions: None.

- 7.3 Specific end use(s) No further relevant information available.

SECTION 8: Exposure controls/personal protection

- Additional information about design of technical facilities: No further data; see item 7.
(Contd. on page 3)

GB—



Page 3/6
Safety data sheet
according to 1907/2006/EC, Article 31

Printing date 09.11.2017 Version number 3 Revision: 09.11.2017

Trade name: StoneBite Scan

(Contd. of page 2)

- 8.1 Control parameters

- Ingredients with limit values that require monitoring at the workplace:
The product does not contain any relevant quantities of materials with critical values that have to
be monitored at the workplace.

- Additional information: The lists valid during the making were used as basis.

- 8.2 Exposure controls
- Personal protective equipment:
- General protective and hygienic measures:
The usual precautionary measures are to be adhered to when handling chemicals.
- Respiratory protection: Not required.
- Protection of hands: Not required.
- Material of gloves Not applicable.
- Penetration time of glove material Not applicable.
- Eye protection: Goggles recommended during refilling
- Body protection: Protective work clothing

SECTION 9: Physical and chemical properties

- 9.1 Information on basic physical and chemical properties
- General Information

- Appearance:
Form: Viscous
Colour: Grey
- Odour: Characteristic
- Odour threshold: Not determined.
- pH-value: Not determined.
- Change in condition
Melting point/freezing point: Undetermined.
Initial boiling point and boiling range: 301 °C
- Flash point: 111 °C
- Flammability (solid, gas): Not applicable.
- Ignition temperature: >350 °C
- Decomposition temperature: Not determined.
- Auto-ignition temperature: Product is not selfigniting.
- Explosive properties: Product does not present an explosion hazard.
- Explosion limits:
Lower: Not determined.
Upper: Not determined.
- Oxidising properties Not determined
- Vapour pressure at 20 °C: 100 hPa
- Density at 20 °C: 1,8 g/lcm?3
- Relative density Not determined.
- Vapour density Not determined.
- Evaporation rate Not determined.

(Contd. on page 4)
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- Solubility in / Miscibility with
water: Not miscible or difficult to mix.

- Partition coefficient: n-octanol/water:  Not determined.

- Viscosity:
Dynamic: Not determined.
Kinematic: Not determined.
- 9.2 Other information No further relevant information available.

SECTION 10: Stability and reactivity

- 10.1 Reactivity No dangerous reactions if used according to specifications.
- 10.2 Chemical stability Stable if used according to specifications.
- Thermal decomposition / conditions to be avoided:
No decomposition if used according to specifications.
- 10.3 Possibility of hazardous reactions No dangerous reactions known.
- 10.4 Conditions to avoid No further relevant information available.
- 10.5 Incompatible materials: No further relevant information available.
- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

SECTION 11: Toxicological information

+11.1 Information on toxicological effects

- Acute toxicity Based on available data, the classification criteria are not met.

- Primary irritant effect:

- Skin corrosion/irritation Based on available data, the classification criteria are not met.

- Serious eye damage/irritation Based on available data, the classification criteria are not met.
- Respiratory or skin sensitisation Based on available data, the classification criteria are not met.
- CMR effects (carcinogenity, mutagenicity and toxicity for reproduction)

- Germ cell mutagenicity Based on available data, the classification criteria are not met.

- Carcinogenicity Based on available data, the classification criteria are not met.

- Reproductive toxicity Based on available data, the classification criteria are not met.

- STOT-single exposure Based on available data, the classification criteria are not met.

- STOT-repeated exposure Based on available data, the classification criteria are not met.

- Aspiration hazard Based on available data, the classification criteria are not met.

SECTION 12: Ecological information

+12.1 Toxicity

- Aguatic toxicity: No further relevant information available.

- 12.2 Persistence and degradability No further relevant information available.

- 12.3 Bioaccumulative potential No further relevant information available.

- 12.4 Mobility in soil No further relevant information available.

- Additional ecological information:

- General notes:
Do not allow undiluted product or large quantities of it to reach ground water, water course or
sewage system.

- 12.5 Results of PBT and vPvB assessment

- PBT: Not applicable.

- VPVvB: Not applicable.

(Contd. on page 5)
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- 12.6 Other adverse effects No further relevant information available.

SECTION 13: Disposal considerations

-+ 13.1 Waste treatment methods
- Recommendation Disposal must be made according to official regulations.

- Uncleaned packaging:
- Recommendation: Disposal must be made according to official regulations.

SECTION 14: Transport information
+14.1 UN-Number

- ADR, ADN, IMDG, IATA Void
+14.2 UN proper shipping name
- ADR, ADN, IMDG, IATA Void

- 14.3 Transport hazard class(es)
- ADR, ADN, IMDG, IATA

- Class Void
- 14.4 Packing group
- ADR, IMDG, IATA Void
- 14.5 Environmental hazards:
- Marine pollutant: No
- 14.6 Special precautions for user Not applicable.
- 14.7 Transport in bulk according to Annex Il
of Marpol and the IBC Code Not applicable.
- UN "Model Regulation": Void

SECTION 15: Regulatory information

- 15.1 Safety, health and environmental regulations/legislation specific for the substance or
mixture

- Directive 2012/18/EU
- Named dangerous substances - ANNEX | None of the ingredients is listed.
- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

SECTION 16: Other information

This information is based on our present knowledge. However, this shall not constitute a guarantee
for any specific product features and shall not establish a legally valid contractual relationship.

- Department issuing SDS: Department Research & Development
- Contact: Dr. Thomas Veit, Lothar Sutor

- Abbreviations and acronyms:
ADR: Accord européen sur le transport des marchandises dangereuses par Route (European Agreement concerning the
International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
(Contd. on page 6)
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EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances

CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic

VPVB: very Persistent and very Bioaccumulative

(Contd. of page 5)
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Conserver hors de la portée des enfants!
A usage dentaire uniquement!

Stockage

Atempérature ambiante, c'est-a-dire entre 18 °Cet 28°C.
Date de péremption: voir date.

Ne plus utiliser StoneBite® apres la date de péremption.

Conditionnement

D504872  StoneBite®
2 cartouches doubles a 50 ml
12 becs mélangeurs
12 batonnets d'application
D504873  StoneBite®

4 cartouches doubles a 50 ml

Accessoires

D4970X1  Canules de mélange 40 unités
D49701X1  Canules de mélange 100 unités
D49603 Baionette d'application 40 unités
D5007 Injecteur DS 50 1:1

Le présent produit a été développé pour I'usage dentaire,
il faut I'utiliser conformément a ce mode d’emploi. Le
fabricant décline toute responsabilité pour les dommages
dus a un autre usage ou a une application non conforme.
De plus, I'utilisateur s'engage a vérifier le présent produit,
sous sa propre responsabilité, avant son utilisation quant a
ses aptitudes et applications aux fins prévues, notamment
si elles ne sont pas nommées dans ce mode d'emploi.

L'etat actuel de I'information: 11.2017

Dreve Design Rev.211117-DU211117-5000-3037

®

Fines especifi cos
Material para el registro de mordida a base de vinil poli-
siloxano.

Descripcion del material

StoneBite® es unasiliciona tipo A (vinilpolisiloxano) para
el registro de la mordida con una extremadamente alta
dureza final. StoneBite® se caracteriza por su buena apti-
tud para ser fresado gracias a su dureza final elevada. En
caso de una fractura del material se obtiene unas piezas
claramente definidas. El material es facil a inyectar, aun
utilizando canulas de mezcla finas.

Indicaciones

o registros oclusales

* material clave para registros intraorales de soportes

* para que el procedimiento de blanqueo con un material
blanqueador resulte mas agradable para el paciente
y mantener relajada la musculatura masticatoria del
mismo, es aconsejable utilizar el material de toma de
mordida StoneBite® en vez de un suporte de labios/
mejillas con jig lateral.

Caracteristicas técnicas segun DIN EN ISO
4823

Consistencia

Tiempo de procesado
Tiempo de permanencia
enboca

tipo 2
30 +5sec. (23 °C)

80+ 5 sec.

(incluido el tiempo de
elaboracion) (37 °C)
Recuperacion tras deformacion >99,9%

Variacion dimensional lineal  <0,1%

Dureza final ca. 48 + 2 Shore D

Elaboracion

StoneBite® esta exclusivamente disponible en el
sistema de cartuchos dobles S50. Por medio de un
Injector y de canulas de mezcla se obtiene una mezcla
ideal de los componentes en proporcién 1:1, sin per-
der tiempo. Aplicar StoneBite® con putas de aplica-
cion directamente sobre los dientes. Este proceso esta
limpio y sin perta de material y el material estable no
fluye. Este paso se debe de hacer sin interrupciones ya
que la temperatura bucal acelera el fraguado. Asegu-
rarse de que la mordida va hacia la maxima intercus-
pidacion durante el tiempo de procesado de 30 seg.
y mantener la posicion cerrada durante 50 seg. mas. La
polimerizacidn rapida provoca un muy ligero aumento
de temperatura del material fisiolégicamente inofensivo.
Después una vez fraguado el registro puede retirarse de
la boca del paciente facil y sin deformaciones.

Notas importantes

 Por motivos técnicos de produccion, es posible que
al comienzo del cartucho los componentes salgan de
manera desigual. Por esta razon es preferible desechar
el principio del cartucho (una cantidad mas o menos
equivalente al tamafo de un guisante).

o Este material puede desinfectarse sin problemas con
todos los productos de uso comercial.

o La vulcanizacién puede verse afectada por el uso de
guantes de latex, crema de manos, detergentes, etc.

o El producto se ha concebido exclusivamente para el
ambito de aplicacion arriba descrito. Sélo deben uti-
lizarlo personas cualificadas que hayan recibido la
formacion adecuada.

Mantener fuera del alcance de nifios!
Apto solo para uso odontolégico!

Condiciones de almacenamiento

Almacenar a temperatura ambiente, entre 18°Cy 28°C.
Durabilidad: véase fecha de caducidad.

No utilizar StoneBite® después de la fecha de caducidad
indicada.

Presentacion
D504872 StoneBite®
2 cartuchos dobles de 50 ml cada uno
12 canulas de mezcla
12 puntas aplicadoras
D504873 StoneBite®
4 cartuchos dobles de 50 ml cada uno
Accesorios
D4970X1 Canulas de mezcla 40 piezas
D49701X1  Canulas de mezcla 100 piezas
D49603 Puntas aplicadoras 40 piezas
D5007 DS 50 Inyector 1:1

Este producto se ha desarrollado para uso odontolégico
y es obligatorio respetar las instrucciones de empleo. El
fabricante declina toda responsabilidad por los dafios
ocasionados por un uso indebido o distinto del especi-
ficado. Asimismo, previamente al uso y bajo su propia
responsabilidad, el usuario tiene la obligacion de compro-
bar si el producto es idoneo para la aplicacion prevista,
en especial si dicha aplicacion no se contempla en las
instrucciones de empleo.

Informacion actualizada: 11.2017
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Destinazione
Materiale al vinilpolisilossano per la registrazione del
morso.

Descrizione del materiale

StoneBite® ¢ un silicone per addizione (vinilpolisilossano)
per la registrazione del morso con durezza finale estre-
mamente elevata. Grazie alla sua durezza finale elevata
& facile da fresare e da levigare. In caso la registrazione
dovesse rompersi i bordi di rottura sono lisci e cosi facili
da ricomporre. Il materiale fuoriesce facilmente anche da
una cannula di miscelazione sottile.

Indicazioni

o registrazione occlusale

* materiale per chiavi nel caso di registrazioni dell" arco
gotico

o per rendere il processo di shiancamento con il mate-
riale da shiancamento pili piacevole per il paziente e
per mantenere rilassata la sua muscolatura, & adatto
I'utilizzo del materiale per la registrazione della masti-
cazione StoneBite® come sostituto dell’ apribocca con
appoggio laterale

Dati tecnici a norma DIN EN 1SO 4823
Consistenza tipo 2

Tempo di lavorazione 30+ 5sec. (23°0)
tempo di permanenza
in bocca 80 + 5 sec.

(incl. tempo di
lavorazione) (37 °C)
Recupero dalla deformazione >99,9%

Modifica dimensionale lineare < 0,1%

Durezza finale ca. 48 2 Shore D

Lavorazione cartuccia da 50 ml

StoneBite® ¢ solo disponibile nelle doppie cartucce del
sistema S50. Utilizzando I Injector e cannule di miscela-
zione si ottiene una miscelatura ottima nel rapporto 1:1
dei due componenti senza perdita di tempo. Grazie ai
puntali di applicazione il materiale si applica in maniera
pulita e senza perdite sui denti. La sua tissotropia alta
impedisce che il materiale scorra via. Consigliamo non
interrompere questo passo di lavorazione visto che la
temperatura nel cavo orale accelera I indurimento. Por-
tare la mandibola alla sua massima intercuspidazione
durante i 30 secondi indicati di lavorazione e tenerla chiusa
per ulteriori 50 secondi. Il breve tempo di presa causa
un"aumento minimale e innuoco di temperatura. Dopo
Iindurimento il registrato puo essere estratto facilmente
e senza deformarsi dalla bocca del paziente.

Note importanti

e A causa di motivi tecnici di produzione & possibile che
all'utilizzo di una nuova cartuccia, all'inizio, si verifichi
una fuoriuscita irregolare dei componenti. Per questo
motivo s'invita a non utilizzare la prima quantita, estre-
mamente ridotta, del materiale fuoriuscito.

o E' possibile effettuare la disinfezione con tutti i materiali
esistenti in commercio.

o La vulcanizzazione puo venire inibita dall'uso di guanti
in lattice, creme per le mani, detergenti, ecc.

e Questo prodotto e esclusivamente destinato agli sopra-
menzionati e deve essere utilizzato solo da persone con
la dovuta qualificazione.

Conservare lontano dalla portata dei bambini!
Utilizzare solo per uso odontoiatrico!

Condizioni di conservazione
Conservare a temperatura ambiente ovvero a 18°C-28°C.
Durata: si veda la data di scadenza.
Non utilizzare piu StoneBite® dopo la data di scadenza.

Forma di consegna

D504872 StoneBite®

2 cartucce doppie da 50 ml

12 cannule di miscelazione

12 applicatori
D504873 StoneBite®

4 cartucce doppie da 50 m
Accessori
D4970X1 Cannule di miscelazione 40 pezzi
D49701X1  Cannule di miscelazione 100 pezzi
D49603 Applicatori 40 pezzi

D5007 Iniettore DS 50 1:1

Questo prodotto € stato sviluppato per essere impiegato in
campo dentale ed il suo impiego deve awvenire rispettando
le istruzioni d'uso. Il produttore non si assume alcuna
responsabilita per danni risultanti da utilizzi diversi dal
campo d'applicazione o per mancata osservanza delle
istruzioni d'uso. L'utilizzatore e tenuto a verificare sotto
propria responsabilita I'idoneita del prodotto per 'uso
previsto, soprattutto nel caso di campi d'utilizzo non
esplicitamente indicati nelle istruzioni d'uso.

Stato d'iformazioni: 11.2017

StoneBite®

Gebrauchsinformation
Working Instructions
Mode d‘emploi
Instrucciones de trabajo

Istruzioni d'uso

28°C
82°F
18°C
64°F,

Rx only

Dreve Dentamid GmbH
Max-Planck-StraBe 31 - 59423 Unna/Germany
Tel +49 2303 88 07-40 - Fax +49 2303 8807-55

dentamid@dreve.de - www.dreve.com/dentamid



Zweckbestimmung
Bissregistriermaterial auf Vinylpolysiloxanbasis.

Materialbeschreibung

StoneBite® ist ein additionsvernetzendes Silikon (VPS) fiir
die Bissregistrierung mit extrem hoher Endharte. Durch
die hohe Endhérte lasst sich StoneBite® problemlos
frasen bzw. beschleifen und bricht bei Verkantung mit
klar definierten Bruchkanten. Das Material ist sehr leicht
forderbar, auch durch diinne Mischkandilen.

Indikation

e Bissregistrierungen

o Registrierschliissel bei intraoraler Stiitzstiftregistrierung

¢ um den Bleichvorgang mit einem Bleaching-Material
fir den Patienten angenehmer zu gestalten und des-
sen Kaumuskulatur entspannt zu halten, eignet sich die
Verwendung des Bissregistriermaterials StoneBite® als
Ersatz fiir einen Lippen-/Wangenhalter mit lateralem
Aufbiss

Technische Daten nach DIN EN 1SO 4823
Konsistenz Typ2
Verarbeitungszeit 30 + 5 Sek. (23 °C)
Mundverweildauer 80 + 5 Sek.

(inkl. Verarbeitungszeit) (37 °C)
Riickstellung
nach Verformung
Lineare MaBanderung
Endharte

>99,9%
<01%
ca. 48 2 Shore D

Verarbeitung 50 ml Kartusche

StoneBite® wird ausschlieBlich im S50-Doppelkartu-
schensystem angeboten. Mit Hilfe eines Injectors und
Mischkantilen wird ohne Zeitverlust eine ideale 1:1
Vermischung der Komponenten erreicht. Mit Hilfe von
Applikationstips ist StoneBite® sauber und verlustfrei
auf die Zahnreihen aufzubringen und zerflieBt aufgrund
der hohen Standfestigkeit nicht. Dieser Arbeitsschritt sollte
unbedingt ohne Unterbrechung erfolgen, da die Mund-
temperatur zu einer beschleunigten Aushartung fihrt.
Innerhalb der angegebenen 30 Sek. Verarbeitungszeit
Biss in maximale Interkuspidation bringen und weitere 50
Sek. geschlossen halten. Die schnelle Abbindung erzeugt
einen leichten, vollig unbedenklichen Temperaturanstieg.
Nach der Aushdrtung kann das Registrat problemlos und
ohne Deformation aus dem Mund des Patienten entfernt
werden.

—

Wichtige Hinweise

 Aus produktionstechnischen Griinden kann bei einer
neuen Kartusche anfangs eine ungleichméaBige Forde-
rung der Komponenten auftreten. Aus diesem Grund
sollte die erstgeforderte, etwa erbsengroBe Menge nicht
verwendet werden.

o Eine Desinfektion ist mit allen handelstiblichen Materia-
lien problemlos méglich.

o Die Vulkanisation kann durch den Gebrauch von Latex-
handschuhen, Handcremes, Reinigungsmitteln usw.
gestort werden.

 Das Produkt ist ausschlieBlich fiir den o. g. Einsatzbe-
reich bestimmt und nur von fachlich qualifizierten und
eingewiesenen Personen zu verwenden.

Fir Kinder unzuganglich aufbewahren!
Nur fiir den zahnarztlichen Gebrauch ver-
wenden!

Lagerungsbedingungen

Bei Raumtemperatur, d. h. 18°C-28°C lagern.
Haltbarkeit: siehe Ablaufdatum.

StoneBite® nach Ablauf des Verfallsdatums nicht mehr
verwenden.

Lieferform
D504872 StoneBite®

2 x 50 ml Doppelkartuschen

12 Mischkandlen

12 Applikationstips
D504873 StoneBite®

4 x50 ml Doppelkartuschen
Zubehor
D4970X1 Mischkaniilen 40 Stiick
D49701X1 Mischkaniilen 100 Stiick
D49603 Applikationstips 40 Stiick
D5007 DS 50 Injector 1:1

Das Produkt wurde fiir den Einsatz im Dentalbereich
entwickelt und muss gemaB Gebrauchsinformation
angewendet werden. Fiir Schaden, die sich aus ander-
weitiger Verwendung oder nicht sachgeméBer Anwen-
dung ergeben, Gbernimmt der Hersteller keine Haftung.
Dartiber hinaus ist der Verwender verpflichtet, das Produkt
eigenverantwortlich vor dessen Einsatz auf Eignung und
Verwendungsmaglichkeit fiir die vorgesehenen Zwecke
zu prifen, besonders wenn diese Zwecke nicht in der
Gebrauchsinformation stehen.

Stand der Information: 11.2017
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Indications for use
Bite registration material on vinyl polysiloxane basis.

Description of material

StoneBite® is an addition vulcanising silicone (VPS) for
bite registration with an extremely high final hardness. The
high final hardness enables a problem-free milling resp.
grinding. In case of breaks, clearly defined pieces will be
obtained. The material is easily injectable, even through
mixing canulas with a thin diameter.

Indication

e bite registrations

e registration key for the intraoral bearing device reg-
istration

« in order to make the bleaching process more comfortable
for the patient and to keep the muscles of mastication
relaxed, the bite registration material StoneBite® is
suitable as substitute for a lip or cheek retractor with a
lateral occlusion bite

Technical Data according to DIN EN 1SO 4823
Consistency type 2
Processing time 30+ 5sec. (23°0)

Removal after 80 + 5 sec.
(incluido el tiempo de
elaboracion) (37 °C)
Recovery from deformation >99.9%
Linear change of measures <0.1%

Final hardness approx. 48 + 2 Shore D

Processing

StoneBite® is exclusively available in the S50-double
cartridge system. By means of an Injector and mixing tips
an ideal 1:1 mixing of the components will be reached
without loosing time. With the aid of application tips
StoneBite® can be applied properly and without loss
on the teeth rows. Due to the high stability the material
does not flow away. This working step is to be carried out
without interruption, as the mouth temperature leads to
an accelerated curing. Ensure that the bite is brought into
the maximum intercuspidation within the given processing
time of 30 sec. and keep it closed for further 50 sec. The
fast polymerisation evokes a slight, physiologically harm-
less temperature increase. After curing the registrate may
be removed from the patient's mouth easily and without
deformation.

Important advices

e Due to technical filling reasons there might be an
unequal transportation of the two components of new
cartridges. For this reason it is recommended to dispose
the initially mixed pea-sized amount.

o Adisinfecting is possible with all current materials.

o The vulcanisation may be disturbed by the use of latex
gloves, hand creams, cleaning agents etc.

o The product is exclusively designed for the field of appli-
cation described above and only to be used by qualified
and instructed personnel.

Keep away from children!
Only for dental use!

Storage conditions

At room temperature, i.e. 18°C-28°C.

Durability: see date of expiry.

StoneBite® is not to be used when expiry date has
passed.

Form of delivery

D504872 StoneBite®
2 x 50 ml double cartridges
12 mixing tips
12 application tips
D504873 StoneBite®

4 x50 ml double cartridges

Accessories

D4970X1 Mixing tips 40 pieces
D49701X1 Mixing tips 100 pieces
D49603 Application tips 40 pieces
D5007 DS 50 Injector 1:1

This product was developed for dental use and has to
be applied according to the instructions. In the case of
damages resulting from ulterior or improper use, the
manufacturer assumes no liability. Furthermore the user
is bound to check the product according to suitability and
possible use in self dependence before using it subject
to its purpose, especially in case the purpose is not men-
tioned in the instructions.

Date of information: 11.2017

Affectation
Matérial d'enregistrement d'occlusion & base de vinyle
polysiloxane.

Description du matériau

StoneBite® est un silicone par addition (vinylepoly-
siloxanes), pour I'enregistrement de I'occlusion avec une
dureté finale extrémement haute. Due a la dureté finale
élevée, StoneBite® peut étre traité aux abrasives et
fraises sans probléme. En cas d'une casse on obtient des
pieces clairement définies. Le matériau se laisse injecter
facilement, méme en utilisant des becs mélangeurs de
diamétre mince.

Indication

o enregistrements d'occlusion

* matériau de fixation relationnelle destiné aux enregis-
trements de trous intra-oraux a I'appui

o pour faciliter le procédé de blanchiment pour le patient,
utilisant un matériau de blanchiment, et détendre la
musculature de la machoire, |'utilisation du maté-
riau d'enregistrement de I'occlusion StoneBite® est
recommandé, en remplacement de |'écarte-lévres avec
empreinte latérale.

Caractéristiques techniques classification
DIN EN ISO 4823
Consistance

Temps de travail
Extraction aprés

type 2

30 +5sec. (23 °0)

80 + 5 sec. (y compomise temps
de prise) (37°Q)
Mémoire élastique
apres déformation
Variation dimensionnelle
linéaire

Dureté finale

>99,9%

<0,1%
env. 48 + 2 Shore D

Mode d’emploi

StoneBite® est exclusivement disponible dans le systeme
de double cartouches S50. A I'aide de I'Injector et des
becs mélangeurs on obtient un mélange exacte de 1:1
sans perte de temps. Grace aux pointues d'application,
StoneBite® se laisse appliquer nettement et sans perte
sur les dents et la stabilité évite au matériau de fuser.
Cette étape de travail devrait étre sans interruption, car la
température buccale entraine un durcissement plus rapide.
Mettre |'occlusion en intercuspidation maximale durant
le temps de travail de 30 sec. et garder fermée pour 50
sec. La polymérisation rapide entraine une augmentation
de la température Iégere et non-douteuse. Apres le dur-
cissement le matériau peut étre enlevé de la bouche du
patient sans problemes et sans déformation.

Nota

 Pour des raisons techniques, I'écoulement des pates
dans une nouvelle cartouche peut étre non uniforme.
C'est pourquoi il est préférable de ne pas utiliser le maté-
riau injecté en premier (taille d'un petit pois).

o || est possible de désinfecter sans probleme avec tous
les produits disponibles dans le commerce.

e Les gants en latex, crémes pour les mains, détergents
etc. sont susceptibles de compromettre la vulcanisation.

o Le présent produit est prévu exclusivement pour 'usage
susnommé et seul un personnel qualifié et instruit est
autorisé a I'utiliser.



