Mediloy S-Co

C063.9Cr24.7W5.4M05.0Si1.0 [%]

ce 0197

Instructions for use

Cobalt-based dental alloy for metal-ceramics, type 5
Grain size 1045 pm

Mediloy S-Co conforms to ISO 22674 and IS0 9693
REF 50551 — 5 kg

SLM procedures: Prevent the formation of dust when opening the packaging, during transport as well as when filling the
powder into the SLM system. Use an SLM system with suitable laser (e.g. Ytterbium fibre laser or Nd:YAG laser (wavelength
approximately 1060-1100 nm)) with the following settings: Laser output 195 W, laser beam diameter 0.1 mm (e.g. EOS),
track spacing 0.09 mm, powder layer thickness 0.03 mm, scan speed 1200 mm/s, energy density 1.6 joules/mm?. Laser
output 195 W, laser beam diameter 0.085 mm (e.g. Concept Laser), track spacing 0.07 mm, powder layer thickness 0.03 mm,
scan speed 1400 mm/s, energy density 1.6 joules/mm?Z. Laser output 95 W, laser beam diameter 0.055 mm (e.g. Concept
Laser), track spacing 0.045 mm, powder layer thickness 0.03 mm, scan speed 1120 mm/s, energy density 1.6 joules/mm?.
The values are exemplary for common equipment and so, for this reason, the current operating instructions of the equipment
manufacturer must be observed for the individual settings for CoCr powder alloying!

Cleaning Production platform: Remove the production platform from the SLM-System, pour off the unused powder and clean
the platform completely from powder,with help of a brush, alternatively use an suction-system.

Re-use: If unmelted powder is to be reused, it must be sifted beforehand using an ultrasound sieve (63 pm) or a powder
sieve (80 pm) and the higher grain sizes are disgarded. Please also make sure that unmelted powder for reuse is not getting

contaminated by foreign particles.

Stress-relieving annealing 800°C standard process: The removable part of the production platform with the manufactured
objects is inserted in a suitable oven with a temperature of 650°C. The temperature is increased to 800°C within 12 minutes,
and held for 15 minutes. Next, the temperature is decreased to 550°C within 15 minutes. The platform is removed from the
oven at 550°C (or below) for further processing.

Stress-relieving annealing 1,100°C alternative annealing process recommended for “large-span and/or voluminous”
K&B frameworks: The removable part of the production platform with the manufactured objects is inserted in a suitable
oven with a temperature of 1,050°C. The temperature is increased to 1,100°C within 20 minutes, and held for 15 minutes.
Next, the temperature is reduced to 1050°C within 10 minutes. Afterwards, allow the oven including the build platform to
cool down to 600°C within 50 minutes. Remove the platform from the oven at 600°C (or less) for further processing. After
stress-relieving annealing, allow the platform to cool to lukewarm in the air in a protected and marked place. Do not chill

Alloy characteristics after stress-relieving annealing 800°C 1100°C
According to IS0 22674 free of nickel, cadmium, beryllium and lead

Type (according to IS0 22674) 5

Solidus, liquidus temperature °C 1390, 1425
Density g/em’d 8.6

Modulus of elasticity GPa 228/238* 246/239%
0.2% elongation limit (R, ,,) MPa 1000/755* 965/710*
Ductile yield (As) % 8/5* 3/6*
Hardness (HV10) 470/425* 490/405*
BEGO colour code 8 (white)
Coefficient of thermal expansion (CTE)

25-500 °C, 10° K 140/13.7%  131/13g=  inwater!

*Measured value after simulated ceramic firing
Veneering ceramic

ceramic with compatible CTE value,
e.g.: VITA VMK Master

Oxide firing not recommended, but if control firing
is desired: 5 min at 900°C/preferred
under vacuum

Highest recommended firing temperature
980°C

Heating rate recommended max. 55°C/min

Implant interfaces: Fit-relevant surfaces are reworked with CAD/CAM milling processes according to the tolerances specified
by the implant manufacturer.

Alternatively, the tolerances can be determined using a sufficiently large random sample.

Separation of the restorations from the plate: Avoid dust formation! After the stress relief heat treatment and cooling of the
platform, remove the restorations using a band saw, rotary instruments or forceps, for example. Also remove the remaining
supports using forceps.

No reuse of laser-sintered material: Materials (e.g. a bridge or bar or remains of already melted powders) that have already
been melted via SLM may not be reused for the manufacture of a new restoration (e.g. by casting).

Finishing: Use fine-toothed carbide burs.
Warning: Implant interfaces may not be finished manually!

Fluxes e.g. Minoxyd (REF 52530)
Soldering before firing: Wirobond® solder (REF 52622)
Soldering after firing: -

Laser wire: Wiroweld (REF 50003, 50005)

Intended purpose: Mediloy S-Co is indicated for the fabrication of dental restorations, implant prosthetics and orthodontic
appliances by the selective

laser melting (SLM) process.
Indication: Mediloy S-Co is a cobalt-based dental alloy for the SLM process.

It is suitable for the fabrication of dental restorations (e.g. crowns, bridges, metal-ceramic crowns and bridges, partial
dentures). Furthermore, it is suitable for implant prosthetics (e.g. abutments, bars, secondary bar structures, screw retained
bridges) as well as orthodontic appliances (e.g. orthodontic bands, retainers, space maintainers). Mediloy S-Co is available
as powder for the SLM process.

Contraindications: Brackets, tubes, archwires and attachments for orthodontic appliances. Further, unwanted biological
reactions such as allergies to contents of the alloy or electrochemically based reactions may very rarely occur. In case of
known incompatibilities and allergies to contents of the metallic material it should not be used.

Clinical benefit: Artificial replacement of hard tissue (teeth), to restore masticatory functionality (aesthetic and function).

Warnings: Metal dust (Mediloy S-Co) is harmful to health. Avoid dust formation! The opening of packages, filling of powders,
grinding and blasting of dental restorations should be performed carefully and using an appropriate extraction system.
Respiratory protection of type FFP3-EN 149, protective goggles with side protection (DIN EN 166), protective gloves (made of
butyl rubber or nitrile rubber, category Ill, EN 374) and ESD-certified safety shoes are recommended. In the event of contact
with eyes, rinse with plenty of water. In the event of skin contact, wash with water and soap. If irritation persists, seek a
physician's care.

Collect any spilled amounts mechanically with a moist rag (water or isopropanol) and dispose of in accordance with local or
national statutory regulations. Metal powders are combustible. Remove all sources of ignition. Suitable extinguishing media:
special powders against metal fires, sand.

Pay attention to safety data sheet!

Precautions: In the case of approximal or occlusal contact from Mediloy S-Co with other metals, electromechanically related
reactions may occur in very rare cases. The Mediloy S-Co has not been evaluated for safety and compatibility in the MR envi-
ronment. It has not been tested for heating, migration, or image artifact in the MR environment. The safety of Mediloy S-Co in
the MR environment is unknown. Scanning a patient who has this device may result in patient injury.

Patient group: Objects made of Mediloy S-Co can be used regardless of the age of the patient. The alloy should not be used
in cases of known incompatibilities or known allergies to alloy components.

Side-effects: Mediloy S-Co has no known side-effects. However, individual reactions to components of Mediloy S-Co in very
rare cases cannot be excluded. In such cases, Mediloy S-Co should not be used.

Digital wax-up: Wax-up is performed using suitable CAD software under consideration of dental technology regulations. Wall
thickness after finishing: min. 0.3 mm, implant prosthetics with screw channels 0.5 mm, bands 0.7 mm, arches 1.5 mm,
avoid sharp edges and corners. Veneer frames to be designed in anatomically reduced form. Allow connectors to be as strong
and high as possible (height: min. 3.5 mm, width: min. 2.5 mm).

Work steps in the manufacturing centre: For equipment-specific work steps and settings, the device manufacturer’s speci-
fications must be adhered to! Please follow the instructions for use and safety instructions of the equipment manufacturers!

Storage conditions: Store dry in tightly closed container.

Consult instructions for use Caution
Rx only
Only for technical personnel!
Non-sterile
BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Wilhelm-Herbst-Str. 1 - 28359 Bremen, Germany
Manufacturer www.bego.com

Polishing: In order to simplify the rubber-polishing, blast polishing with Perlablast micro (REF 46092, lead-free soda lime
glass) is possible. Then, rubber-polish with a suitable rubber polisher, and polish using suitable pre- and post-polishing
pastes. Partial denture prostheses: Glazing (Eltropol REF 26310, Wirolyt REF 52460 polishing liquid). Next, clean thoroughly
(steam blasting or boiling in distilled water).

Ceramic veneer: In the case of abutments or implant-worn, screw-retained bridges, no ceramic firings may be per-
formed! Except in case of two-piece abutments, for which the adhesive body is bonded to the adhesive base after ceramic
firing! Use veneering ceramics with a suitable CTE (ISO 9693), observe the instructions for use of the respective ceramics
manufacturer. Before the ceramic veneering, the frame must be sandblasted (250 pm/3—4 bar with, for example, Korox 250;
REF 46014). The oxide is to be sandblasted, as the case may be, if a control firing is performed (250 um/3—4 bar with, for
example, Korox 250; REF 46014). Thorough cleaning with a steam blaster or by boiling in distilled water is required. After this
step, do not touch the surfaces again with your hands. Use arterial clamps or similar. Ensure that the frames are supported
appropriately during firing.

Composite veneers: The respective manufacturers instructions must be heeded when working with composite veneering
materials.

Soldering (eg. Wirobond® solder): Objects with implant interfaces may not be soldered! Affix parts to be soldered (e.g.
with soldering investment material Bellatherm REF 51105), parallel-walled soldering gap: max. 0.2 mm. Use suitable BEGO
flux (eg.Minoxyd). Following the soldering, the flux residue and metal oxides are to be sandblasted and the surfaces should
be cleaned with a steam blaster or by boiling in distilled water.

Laser welding: When possible, work with X-sutures and filler material (eg. Wiroweld). Please follow the instructions for use
and safety instructions of the equipment manufacturer!

Warranty: Application-related recommendations provided by us, whether given verbally, in writing or by way of practical
instructions, are based on our own experience and tests and may therefore only be regarded as general guidelines. Our
devices are subject to continuous development. We thus reserve the right to make modifications in construction and com-
position without notice.

Any serious incident that has occured in relation to the use of Mediloy S-Co should be reported to BEGO Bremer Gold-
schlagerei Wilh. Herbst GmbH & Co. KG and the competent authority.

Instructions for disposal: Waste treatment procedures

Device: The assignation of a waste key number as per the European Waste Catalogue Ordinance (AVV) must be carried out in
consultation with the regional waste disposal contractor. Do not dispose of with household waste.

Packaging: Packaging must be fully emptied and properly disposed of in compliance with statutory regulations. Packaging
that is not fully emptied must be disposed of in coordination with the regional waste disposal contractor.

US Labeling requirements: The device labeling meets the recommendations of FDA applicable guidance documents.
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Bruksanvisning

Dental koboltbaserad legering for metallkeramik, typ 5
Kornstorlek 10—45 pum

Mediloy S-Co motsvarar IS0 22674 och IS0 9693

REF 50551 — 5 kg

Legeringens egenskaper efter avspanningsglodgning 800 °C 1100 °C

Enligt 1SO 22674 fri frén nickel, kadmium, beryllium och bly

Typ (enligt 1S0 22674) 5

Solidus-/likvidustemperatur °C 1390, 1425

Densitet g/em’d 8,6

Elasticitetsmodul GPa 228/238*  246/239*

0,2 % strackgréns (R, y,) MPa 1000/755*  965/710*

Brottdjning (A;) % 8/5* 3/6*

Hérdhet (HV10) 470/425*  490/405*

BEGO-fargkod 8 (vit)

Termisk expansionskoefficient (TEK)

25-500 °C, 10 K! 14,0/*13,7 13,1/*13,8

*Matvérde efter simulerad keramisk branning

Fasadkeramik keramik med passande TEK-vérde,
t.ex.: VITA VMK Master

Oxidbranning rekommenderas inte, men om

kontrollbranning énskas: 5 min vid
900 °C/foretradesvis under vakuum

Max. rekommenderad

branntemperatur 980 °C

Upphettningshastighet rek. max. 55 °C/min

Flussmedel t.ex. Minoxyd (REF 52530)
Lodmetall fore branning: Wirobond®-lodmetall (REF 52622)
Lodmetall efter bréanning: -

Lasertrad: Wiroweld (REF 50003, 50005)

Avsett andamal: Mediloy S-Co &r avsett for tillverkning av dentala restaurationer, implantatproteser och kakortopediska
anordningar genom selektiv lasersmaltningsprocess (SLM).

Indikation: Mediloy S-Co &r en koboltbaserad dentallegering for SLM-processen. Produkten lampar sig for tillverkning
av dentala restaurationer (t.ex. kronor, broar, metallkeramik eller partiella tandproteser). Den lampar sig &ven for till-
verkning av implantatproteser (t.ex. stodstycken, stag, sekundarstag eller skruvade broar) samt kakortopediska anvand-
ningar (t.ex. ortodontiska band, retainers eller luckhallare). Mediloy S-Co levereras i pulverform for SLM-processen.

Kontraindikationer: Brackets, ror, tradar och fastelement for kakortopedisk andningar. Odnskade biologiska (t.ex.
allergier mot legeringens bestandsdelar) eller elektrokemiskt baserade reaktioner kan upptrada i mycket sallsynta fall.
Vid kénd inkompatibilitet eller kéind allergi mot legeringens bestandsdelar ska legeringen inte anvandas.

Klinisk nytta: Konstgjord ersattning for forlorad hardvavnad (tander), for att aterstalla tuggfunktionen (estetiskt och
funktionellt).

Varningar: Metalldamm (Mediloy S-Co) ar halsovadligt. Undvik d bildning! laktta forsiktighet nar férpackningen
Gppnas och pulver fylls om, samt vid sllpmngoch blastring av dentala restaurationer, och anvand lamplig utsug-

ordning. Vi rek av andningsskydd av typ FFP3-EN 149, skyddglasogon med sidoskydd
(DIN EN 166), skyddhandskar (av butylgumml eller nitrilgummi, kategori ll, EN 374) samt ESD-certifierade skyddsskor.
Skalj med mycket vatten efter Ggonkontakt och tvétta med vatten och tval efter hudkontakt. Uppsok I4kare vid bestaende
irritation.

Samla upp spill mekaniskt med en fuktig trasa (vatten eller isopropanol) och avfallshantera enligt gallande lokala och
nationella bestdmmelser.

Metallpulver ar brénnbart. Avlagsna alla antandningskallor. Limpliga slackmedel: Specialpulver mot metallbrand, sand.
Observera sékerhetsdatabladet!

Forsiktighetsanvisningar: Vid approximal eller ocklusal kontakt med andra metaller kan i mycket séllsynta fall elektro-
kemiskt betingade reaktioner uppsta. Produkten Mediloy S-Co har inte kontrollerats med avseende pé sékerhet och kom-
patibilitet i en MR-miljg. Den har inte testats med avseende pa dverhettning, rorelser eller bildstorningar i en MR-miljo.
Huruvida Mediloy S-Co &r séker i en MR-miljo ar inte kant. Vid scanning av en patient med denna produkt finns risk for
patientskador.

Patientgrupp: Objekt av Mediloy S-Co kan anvéndas oberoende av patientens alder. Vid kédnd inkompatibilitet eller kénd
allergi mot legeringens bestandsdelar ska legeringen inte anvandas.

Biverkningar: Inga biverkningar ar kénda i samband med Mediloy S-Co. Det gar dock inte att utesluta att individuella
reaktioner mot komponenter i Mediloy S-Co kan uppkomma i mycket sallsynta fall. | sadana fall ska Mediloy S-Co inte
anvéndas.

Digital modellering: Modelleringen sker med lamplig CAD-programvara med hénsyn till de dentaltekniska reglerna.
Véaggtjocklek efter slutbearbetning: minst 0,3 mm, |mp|antatproteser med skruvkanaler 0,5 mm, band 0,7 mm, bagar
1,5 mm. Undvik vassa horn och kanter. Stidstrukturer for ytskiktsbehandli ska reduceras anatomiskt. Forbind

ska vara sé kraftiga och hoga som mjligt (hojd: minst 3,5 mm, bredd: minst 2,5 mm).

Art i tillverkni at: For apparatspecifika arbetssteg och instéllningar ska respektive apparattillverkares
anvisningar foljas! Observera respektive apparattillverkares bruksanvisning och faroanvisningar!

Villkor for forvaring: Torrt i tatt forslutna behallare.
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Beakta bruksanvisningen Observera
Rx only
Endast for fackpersonal!
Ej steril
BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Wilhelm-Herbst-Str. 1 - 28359 Bremen, Germany
Tillverkare www.bego.com

SLM-forfarande: Undvik d bildning nar forpackni oppnas, vid transport, samt nar pulvret fylls pa i SLM-syste-
met. Anvand ett SLM-system med lamplig laser (t.ex. ytterbium-fiberlaser eller Nd:YAG-laser (vaglangd ca 1 060-1 100
nm)) med foljande installningar: Lasereffekt 195 W, diameter laserstrale 0,1 mm (t.ex. EOS), sparavstand 0,09 mm,
pulverskikttjocklek 0,03 mm, scanhastighet 1 200 mm/s, energitathet 1,6 joule/mm?2.

Lasereffekt 195 W, diameter laserstrale 0,085 mm (t.ex. Concept Laser), sparavstand 0,07 mm, pulverskikttjocklek 0,03
mm, scanhastighet 1 400 mm/s, energitathet 1,6 joule/mm?. Lasereffekt 95 W, diameter laserstrale 0,055 mm (t.ex.
Concept Laser), sparavstand 0,045 mm, pulverskikttjocklek 0,03 mm, scanhastighet 1 120 mm/s, energitathet 1,5 joule/
mm?. Vardena tjanar som exempel for vanliga apparater, se darfor apparattillverkarens aktuella bruksanvisning rorande
individuella instéllningar for CoCr-pulverlegering!

Rengdra komponenter: Ta av produktionsplattformen fran SLM-systemet, hall av oanvént pulver och avldgsna alla
pulverrester fran plattformen (objekten) med hjalp av en pensel eller utsugningsanordning.

hteranviindning: Om osmélt pulver Steranvinds méste det forst siktas med hidlp av en ultraljudssikt (63 ym) eller en pul-
versikt (80 pm) sa att korn med storre kornstorlek sorteras ut. Se ocksa till att osmélt pulver som ateranvands inte fororenas
av frammande partiklar.

Standardprocess for avspanningsgladgning 800 °C: Den uttagbara delen av produktionsplattformen med de tillverkade
objekten placeras i en lamplig ugn med en temperatur pa 650 °C. Inom 12 minuter hdjs temperaturen till 800 °C och
halls vid denna temperatur i 15 minuter. Darefter sanks temperaturen ater till 550 °C inom 15 minuter. Plattformen tas
ut ur ugnen vid 550 °C (eller mindre) for vidare bearbetning.

Avspanningsglodgning 1 100 °C, alternativ glodgningsprocess rekommenderad for stddstrukturer for kronor och bryggor
»,med stort spann och/eller volym”: Den uttaghara delen av produktionsplattformen med de tillverkade objekten placeras i en
Idmplig ugn med en temperatur pa 1 050°C. Inom 20 minuter hojs temperaturen till 1 100 °C och hélls vid denna temperatur
i 15 minuter. Darefter sénks temperaturen till 1 050 °C inom 10 minuter. Lat darefter ugnen inklusive konstruktionsplattan
svalna till 600 °C inom 50 minuter. Plattformen tas ut ur ugnen vid 600 °C (eller mindre) for vidare bearbetning. Lat efter
avspanningsglodgningen plattformen svalna till kroppstemperatur i luften pd en skyddad och uppmarkt plats. Fér inte snabb-
kylas i vatten!

Implantatgranssnitt: Omraden relevanta for passformen efterbearbetas med CAD/CAM-frasmetoder i enlighet med de toleran-
ser som anges av implantattillverkaren. Man kan &ven berékna toleranserna sjalv med hjalp av ett tillréckligt stort stickprov.

Ta av restaurationerna fran plattan: Undvik d bildning! Efter av-spanni lodgning och efter att plattformen
har svalnat tas restaurationerna bort t.ex. med en bandsag, med roterande instrument eller med en tang. Ta &ven bort
rester av stdden med en tang.

Lasersintrat material far inte ateranvandas: Material som redan har genomgétt selektiv lasersmaltning (t.ex. en bro,
ett stag eller rester av redan smalt pulver) far inte ateranvandas for att tillverka en dental restauration (t.ex. genom
gjutning).

Slutbearbetning: Anvénd fintandade hardmetallfrasar.
Observera: Implantatgrénssnitt far inte efterbearbetas manuellt!

Polering: For att forenkla gummeringen kan man glansblastra med Perlablast micro (REF 46092, blyfritt natronglas).
Gummera dérefter med l&mpliga gummipolerare och polera med lamplig for- och efterpoleringspasta. Partiella proteser:
elektropolering (Eltropol REF 26310, glanspolervatska Wirolyt REF 52460). Rengor darefter grundligt (med angstrale
genom kokning i destillerat vatten).

Keramisk ytskiktsbehandling: Vid stddstycken samt vid |mplantatstodda forskruvade broar far ingen keramisk brén-
ning genomforas! Ett undantag &r vid tvadelade stodstycken pa vilka limst forbinds med limb efter den
keramiska branden. Anvand fasadkeramik med lampligt TEK-varde (ISO 9693), observera respektive keramiktillverkares
bruksanvisning. Innan den keramiska ytskiktsbehandlingen ska stodstrukturen blastras (250 pm/3—4 bar med t.ex.
Korox 250; REF 46014). Aven oxiden efter en eventuellt genomfdrd kontrollbranning ska i forekommande fall blastras
(250 pm/3—4 bar med t.ex. Korox 250; REF 46014). Grundlig rengéring med angstrale eller genom kokning i destillerat
vatten kravs. Vidror dérefter inte ytorna med hénderna. Anvand artarklammor eller dylikt. Stotta upp stodstrukturerna
tillrackligt under bréanningen.

Akrylfasader: For bearbetning av fasadmaterial av akryl ska respektive tillverkares anvisningar observeras.

Lodning (t.ex. Wirobond®-lodmetall): Objekt med implantatgrénssnitt far inte lodas! Fixera delarna som ska lodas (t.ex.
med lodmassa Bellatherm REF 51105), parallellvaggad lodspalt: max. 0,2 mm. Anvénd ett lampligt flussmedel frén
BEGO. Efter Iodning ska rester av flussmedel och metalloxider bléstras och ytorna rengdras med angstrale eller genom kokning
i destillerat vatten.

Lasersvetsning: Arbeta om mgjligt med X-fog och fyllmaterial (t.ex. Wiroweld). Observera apparattillverkarens bruksan-
visning och faroanvisningar!

Garanti: Vara anvandningstekniska rel lationer, vare sig de ges muntligt, skriftligt eller i form av praktiska
anvisningar, har utvecklats utifran vara egna erfarenheter och forsik och kan darfor endast ses som riktvarden. Vara pro-
dukter vidareutvecklas lopande. Vi forbehaller oss darfor ratten att utfora dndringar i konstruktion och sammansattning.

Alla allvarliga tillbud som intraffar i samband med Mediloy S-Co ska rapporteras till BEGO Bremer Goldschlage-
rei Wilh. Herbst GmbH & Co. KG samt till ansvarig myndighet.

Information rérande bortskaffande: Forfaranden for bortskaffande

Produkt: Tilldelning av en avfallskod enligt Europeiska Avfallskatalogen (EAK) ska ske i samrad med regionalt avfalls-
hanteringsorgan.

Fér inte sléngas tillsammans med hushallsavfall.

Forpackning: Férpackningar maste tommas helt och ska lamnas in for atervinning enligt lagstadgade foreskrifter. For-
packningar som inte kan tommas helt ska bortskaffas i samrad med regionalt avfallshanteringsorgan.

-~ LOT

Anvénds fore Batchnummer
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