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INSTRUCTIONS FOR USE (IFU)

Dandy / Zima International, Inc. | AUS - NZ - UK - EU/EN - EU/ES - EU/FR - EU/DE - EU/IT - EU/DA -
EU/NL - EU/PL - EU/SV - EU/NB - EU/PT

MANUFACTURER

Manufacturer Zima International, Inc. Also DBA Dandy
Address 1320 N. 300 W., Lehi, UT 84043, United States
Contact / Website www.meetdandy.com

Complaints complaints@meetdandy.com

DEVICE IDENTITY

Device ldentity

Device Family Inlay - Ceramic
GMDN / EMDN Code 38647
Product Code(s) EMXLPSINP, EMXSINA, EMXSINP, ZIRHTSINA, ZIRHTSINP,
ZIRMOSINA, ZIRMOSINP
Device Type Custom-made dental device (CMD) / Patient Matched Medical
Device (PMMD)
Sterility Not supplied sterile
Single-use / Reuse Reusable
Intended User Prescriber: Dental professional / dental practice
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AUSTRALIA (ENGLISH)

INSTRUCTIONS FOR USE (IFU)
Australia — Patient Matched Medical Device (PMMD)

GMDN / EMDN 38647

Product Code(s) EMXLPSINP, EMXSINA, EMXSINP, ZIRHTSINA, ZIRHTSINP,

ZIRMOSINA, ZIRMOSINP

Manufacturer Zima International, Inc. Also DBA Dandy

1320 N. 300 W., Lehi, UT 84043
United States

Australian Sponsor Name: DANDY Labs AUS Pty Ltd

Company No.: ABN: 33693955761

Address: Tower One - International Towers, Level 46, 100
Barangaroo Avenue, Sydney, New South Wales 2000, Australia

Intended User Prescriber — Dental professional / dental practice
Device Type Patient Matched Medical Device (PMMD)
Sterility Not supplied sterile

Single-use / Reusable Single-use

1) Intended Purpose (Intended Use)

Dandy’s Inlay/Onlay restorations are made to restore worn, carious, broken, and aesthetically unpleasing
dentition.

They:

Restore single, permanent teeth that are fractured, carious, discolored, or severely worn.
Restore the form, function, and esthetics of natural dentition.

Provide occlusal stability and maintain proper interarch relationships.

More conservative preparation, compared to Crowns and Bridges.

2) Device Description / Key Specifications

Custom-made, patient-specific device manufactured per dental professional prescription and
digital input data.

Configuration: Dandy’s restorations are fabricated using digital technology, enabling a precise fit
and customization tailored to the patient's specific needs. They are made of a highly durable and
biocompatible material, ensuring long-term comfort and function.

Material:Zirconia Monolithic (3Y &amp; 4Y), Porcelain-Fused-To-Zirconia (PFZ), E.Max (full
contour), E.Max (layeref)

Zirconia Material Safety Data Sheet

Document State: Effective (Simple) Page 6 of 54
Confidential



. Document Number: LBL-0002022
Global IFU_Inlay-Ceramic o
Document Version: 2.0

Effective Date: 07-Aug-2026

PEZ Material Safety Data Sheet
Full Contour E.MAX Material Safety D h

3) Contraindications

Inlays/Onlays should be used with caution in patients with uncontrolled periodontal disease, severe bone
resorption, or oral lesions.

4) Warnings / Precautions / Potential Risks

/A WARNING

The use of Inlays/Onlays may have potential risks, including failure, misfit, breakage, and recurrent
caries.

**Warning — Sensitivity:

This device contains trace levels of cobalt and chromium oxides used as colorants in the ceramic
material. Patients with sensitivity or allergy to cobalt or chromium should be informed by the treating
clinician of the presence of these compounds in the device prior to treatment. In rare cases, allergic
reactions may occur in sensitized individuals.

**Warning - Irritation:

Localized irritation of surrounding oral tissues may occur in certain individuals due to individual
variability in tissue response. Patients should be monitored post-placement, and any signs of
irritation, inflammation, or discomfort should be evaluated by the treating clinician.

/A CAUTION

5) Cleaning and Care
Daily Cleaning
Oral Hygiene:

Brushing:

e Recommended brushing teeth twice a day, using a soft-bristled toothbrush and a fluoride
toothpaste.

Flossing:

e Recommend daily flossing to remove plaque and debris from between the teeth and around the
fixed restoration. A floss threader may be needed for hard-to-reach areas.

Mouthwash:

e Alcohol-based mouthwashes tend to dry out the mouth, leading to increased plaque and tartar
buildup.

e Dietary and Habit Recommendations

e Avoid abrasive foods: Limit hard, crunchy, or sticky foods that can damage the restoration or
cause it to loosen.

e Avoid sugary foods: where new cavities can form or cause premature decay of the restorative
margins.

e Stay hydrated: Drinking plenty of water will help keep your patient’s mouth clean and prevent
gum disease.
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e Avoid bad habits: Refrain from using teeth to open packages or bite on hard objects.

6) Storage

Use dedicated dental crown/veneer boxes with soft foam or silicone inserts to prevent chipping,
scratching, or movement, ensuring they are kept clean, dry, and protected during transport or while
awaiting placement in a clinic or lab setting..

7) Expected Life / Service

Ceramic dental restorations (crowns, fillings, veneers, Inlays/Onlays) generally last 10 to 20 years, with
modern materials like zirconia potentially exceeding this lifespan, but lifespans vary significantly based
on care, location (back teeth wear faster), and type (implants are more permanent than crowns on top).
Excellent oral hygiene (brushing, flossing) and avoiding hard foods or teeth grinding (bruxism) are key to
maximizing longevity, though some chipping or wear is possible.

8) Incident / Complaint Reporting

Report suspected serious incidents associated with this device to:
e The Manufacturer and/or Dandy Australia entity using the contacts above, and
e Therapeutic Goods Administration (TGA)

In Australia, serious incidents involving medical devices must be reported to the TGA in accordance with
the Therapeutic Goods Act 1989.

INFO

For full contact details of the local Authorized Representative, refer to: Authorized Representatives —
end of this document.

9) Disposal

e All-ceramic (porcelain) restorations are often disposed of as regular solid waste or taken to
specific recycling centers that accept mixed ceramics/construction debris, as they're challenging
to recycle like typical items.

e Household Trash: Place in your regular garbage bin, as they don't break down in standard
recycling

e Always check with your local municipality or waste hauler for specific rules; however, ceramic
items are generally not accepted in standard curbside recycling bins.

e Recycling Centers: Take them to a local recycling center that accepts mixed ceramics, concrete,
or construction debris, as they can sometimes be repurposed.

e If the restoration has been in the patient's mouth or has come into contact with saliva, discard it
as biomedical waste.
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NEW ZEALAND (ENGLISH)

INSTRUCTIONS FOR USE (IFU)
New Zealand — Patient Matched Medical Device (PMMD)

GMDN / EMDN 38647

Product Code(s) EMXLPSINP, EMXSINA, EMXSINP, ZIRHTSINA, ZIRHTSINP,

ZIRMOSINA, ZIRMOSINP

Manufacturer Zima International, Inc. Also DBA Dandy

1320 N. 300 W., Lehi, UT 84043
United States

New Zealand Sponsor Name: DANDY Labs NZ Limited
Address: Quigg Partners, Level 7, 36 Brandon Street, Wellington,
NZ 6011

Intended User Prescriber — Dental professional / dental practice

Device Type Patient Matched Medical Device (PMMD)

Sterility Not supplied sterile

Single-use / Reusable single-use

1) Intended Purpose (Intended Use)

Dandy’s Inlay/Onlay restorations are made to restore worn, carious, broken, and aesthetically unpleasing
dentition.

They:

Restore single, permanent teeth that are fractured, carious, discolored, or severely worn.
Restore the form, function, and esthetics of natural dentition.

Provide occlusal stability and maintain proper interarch relationships.

More conservative preparation, compared to Crowns and Bridges.

2) Device Description / Key Specifications

Custom-made, patient-specific device manufactured per dental professional prescription and
digital input data.

Configuration: Dandy’s restorations are fabricated using digital technology, enabling a precise fit
and customization tailored to the patient's specific needs. They are made of a highly durable and
biocompatible material, ensuring long-term comfort and function.

Material:Zirconia Monolithic (3Y &amp; 4Y), Porcelain-Fused-To-Zirconia (PFZ), E.Max (full
contour), E.Max (layeref)

Zirconia Material Safety Data Sheet
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PEZ Material Safety Data Sheet
Full Contour E.MAX Material Safety D h

3) Contraindications

Inlays/Onlays should be used with caution in patients with uncontrolled periodontal disease, severe bone
resorption, or oral lesions.

4) Warnings / Precautions / Potential Risks

/A WARNING

The use of Inlays/Onlays may have potential risks, including failure, misfit, breakage, and recurrent
caries.

**Warning — Sensitivity:

This device contains trace levels of cobalt and chromium oxides used as colorants in the ceramic
material. Patients with sensitivity or allergy to cobalt or chromium should be informed by the treating
clinician of the presence of these compounds in the device prior to treatment. In rare cases, allergic
reactions may occur in sensitized individuals.

**Warning — Irritation:

Localized irritation of surrounding oral tissues may occur in certain individuals due to individual
variability in tissue response. Patients should be monitored post-placement, and any signs of
irritation, inflammation, or discomfort should be evaluated by the treating clinician.

/\ CAUTION

5) Cleaning and Care
Daily Cleaning
Oral Hygiene:

Brushing:

e Recommended brushing teeth twice a day, using a soft-bristled toothbrush and a fluoride
toothpaste.

Flossing:

e Recommend daily flossing to remove plaque and debris from between the teeth and around the
fixed restoration. A floss threader may be needed for hard-to-reach areas.

Mouthwash:
e Alcohol-based mouthwashes tend to dry out the mouth, leading to increased plaque and tartar
buildup.

e Dietary and Habit Recommendations

e Avoid abrasive foods: Limit hard, crunchy, or sticky foods that can damage the restoration or
cause it to loosen.

e Avoid sugary foods: where new cavities can form or cause premature decay of the restorative
margins.

e Stay hydrated: Drinking plenty of water will help keep your patient’s mouth clean and prevent
gum disease.

e Avoid bad habits: Refrain from using teeth to open packages or bite on hard objects.
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6) Storage

Use dedicated dental crown/veneer boxes with soft foam or silicone inserts to prevent chipping,
scratching, or movement, ensuring they are kept clean, dry, and protected during transport or while
awaiting placement in a clinic or lab setting..

7) Expected Life / Service

Ceramic dental restorations (crowns, fillings, veneers, Inlays/Onlays) generally last 10 to 20 years, with
modern materials like zirconia potentially exceeding this lifespan, but lifespans vary significantly based
on care, location (back teeth wear faster), and type (implants are more permanent than crowns on top).
Excellent oral hygiene (brushing, flossing) and avoiding hard foods or teeth grinding (bruxism) are key to
maximizing longevity, though some chipping or wear is possible.

8) Incident / Complaint Reporting

Report suspected serious incidents associated with this device to:
e The Manufacturer and/or Dandy New Zealand entity using the contacts above, and
e Medsafe

In New Zealand, serious incidents and quality issues involving medical devices should be reported to
Medsafe in accordance with New Zealand's medical device adverse event reporting requirements

INFO

For full contact details of the local Authorized Representative, refer to: Authorized Representatives —
end of this document.

9) Disposal

e All-ceramic (porcelain) restorations are often disposed of as regular solid waste or taken to
specific recycling centers that accept mixed ceramics/construction debris, as they're challenging
to recycle like typical items.

e Household Trash: Place in your regular garbage bin, as they don't break down in standard
recycling

e Always check with your local municipality or waste hauler for specific rules; however, ceramic
items are generally not accepted in standard curbside recycling bins.

e Recycling Centers: Take them to a local recycling center that accepts mixed ceramics, concrete,
or construction debris, as they can sometimes be repurposed.

e [f the restoration has been in the patient's mouth or has come into contact with saliva, discard it
as biomedical waste.
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UNITED KINGDOM (ENGLISH)

INSTRUCTIONS FOR USE (IFU)
United Kingdom — Custom-Made Device (CMD)

GMDN / EMDN
Product Code(s)

Manufacturer

UK Responsible Person
(UKRP)

Intended User
Device Type
Sterility

Single-use / Reusable

38647

EMXLPSINP, EMXSINA, EMXSINP, ZIRHTSINA,
ZIRHTSINP, ZIRMOSINA ZIRMOSINP

Zima International, Inc. Also DBA Dandy
1320 N. 300 W., Lehi, UT 84043
United States

Name: DANDY LABS GB, LTD
Company No.: Company Number: 16873608

Address: 5 New Street Square, London EC4A 3TW, United
Kingdom

Prescriber — Dental professional / dental practice
Custom-made dental device (CMD)

Not supplied sterile

Single-Use

1) Intended Purpose (Intended Use)

Dandy’s Inlay/Onlay restorations are made to restore worn, carious, broken, and aesthetically unpleasing

dentition.

They:

e Restore single, permanent teeth that are fractured, carious, discolored, or severely worn.
e Restore the form, function, and esthetics of natural dentition.

e Provide occlusal stability and maintain proper interarch relationships.

e More conservative preparation, compared to Crowns and Bridges.

2) Device Description / Key Specifications

e Custom-made, patient-specific device manufactured per dental professional prescription and

digital input data.

e Configuration: Dandy’s restorations are fabricated using digital technology, enabling a precise fit
and customization tailored to the patient's specific needs. They are made of a highly durable and
biocompatible material, ensuring long-term comfort and function.

e Material:Zirconia Monolithic (3Y &amp; 4Y), Porcelain-Fused-To-Zirconia (PFZ), E.Max (full

contour), E.Max (layeref)
Zirconia Material Safety Data Sheet
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PEZ Material Safety Data Sheet
Full Contour E.MAX Material Safety D h

3) Contraindications

Inlays/Onlays should be used with caution in patients with uncontrolled periodontal disease, severe bone
resorption, or oral lesions.

4) Warnings / Precautions / Potential Risks

/A WARNING

The use of Inlays/Onlays may have potential risks, including failure, misfit, breakage, and recurrent
caries.

**Warning — Sensitivity:

This device contains trace levels of cobalt and chromium oxides used as colorants in the ceramic
material. Patients with sensitivity or allergy to cobalt or chromium should be informed by the treating
clinician of the presence of these compounds in the device prior to treatment. In rare cases, allergic
reactions may occur in sensitized individuals.

**Warning — Irritation:

Localized irritation of surrounding oral tissues may occur in certain individuals due to individual
variability in tissue response. Patients should be monitored post-placement, and any signs of
irritation, inflammation, or discomfort should be evaluated by the treating clinician.

/\ CAUTION

5) Cleaning and Care

Daily Cleaning
e Oral Hygiene:
o Brushing:

m Recommended brushing teeth twice a day, using a soft-bristled toothbrush
and a fluoride toothpaste.

o Flossing:

m  Recommend daily flossing to remove plaque and debris from between the
teeth and around the fixed restoration. A floss threader may be needed for
hard-to-reach areas.

o Mouthwash:
m Alcohol-based mouthwashes tend to dry out the mouth, leading to increased
plaque and tartar buildup.
Dietary and Habit Recommendations

e Avoid abrasive foods: Limit hard, crunchy, or sticky foods that can damage the restoration or
cause it to loosen.

e Avoid sugary foods: where new cavities can form or cause premature decay of the restorative
margins.

e Stay hydrated: Drinking plenty of water will help keep your patient’s mouth clean and prevent
gum disease.

e Avoid bad habits: Refrain from using teeth to open packages or bite on hard objects.

6) Storage
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Use dedicated dental crown/veneer boxes with soft foam or silicone inserts to prevent chipping,

scratching, or movement, ensuring they are kept clean, dry, and protected during transport or while
awaiting placement in a clinic or lab setting..

7) Expected Life / Service

Ceramic dental restorations (crowns, fillings, veneers, Inlays/Onlays) generally last 10 to 20 years, with
modern materials like zirconia potentially exceeding this lifespan, but lifespans vary significantly based
on care, location (back teeth wear faster), and type (implants are more permanent than crowns on top).
Excellent oral hygiene (brushing, flossing) and avoiding hard foods or teeth grinding (bruxism) are key to
maximizing longevity, though some chipping or wear is possible.

8) Incident / Complaint Reporting

Report suspected serious incidents associated with this device to:
e The Manufacturer and/or UK Responsible Person (UKRP) using the contacts above, and
e The UK Medicines and Healthcare products Regulatory Agency (MHRA) — www.gov.uk/mhra

In accordance with The Medical Devices Regulations 2002 (as amended).

INFO

For full contact details of the local Authorized Representative, refer to: Authorized Representatives —
end of this document.

9) Disposal

e All-ceramic (porcelain) restorations are often disposed of as regular solid waste or taken to
specific recycling centers that accept mixed ceramics/construction debris, as they're
challenging to recycle like typical items.

o Household Trash: Place in your regular garbage bin, as they don't break down in
standard recycling

e Always check with your local municipality or waste hauler for specific rules; however, ceramic
items are generally not accepted in standard curbside recycling bins.

e Recycling Centers: Take them to a local recycling center that accepts mixed ceramics,
concrete, or construction debris, as they can sometimes be repurposed.

e |[f the restoration has been in the patient's mouth or has come into contact with saliva, discard
it as biomedical waste.
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EUROPEAN UNION (ENGLISH)

INSTRUCTIONS FOR USE (IFU)

European Union — Custom-Made Device (CMD)

GMDN / EMDN Q010206 - Dental Prostheses
Product Code(s) EMXLPSINP, EMXSINA, EMXSINP, ZIRHTSINA, ZIRHTSINP,

ZIRMOSINA ZIRMOSINP

Manufacturer Zima International, Inc. Also DBA Dandy

1320 N. 300 W., Lehi, UT 84043
United States

EU authorized Name: Dandy Labs Europe
representative (EURP) Company No.: Registration No.: 989857065

Address: 3, boulevard de Sebastopol, 75001 Paris, France

Intended User Prescriber — Dental professional / dental practice
Device Type Custom-made dental device (CMD)

Sterility Not supplied sterile

Single-use / Reusable Single-use

1) Intended Purpose (Intended Use)

Dandy’s Inlay/Onlay restorations are made to restore worn, carious, broken, and aesthetically unpleasing
dentition.

They:

Restore single, permanent teeth that are fractured, carious, discolored, or severely worn.
Restore the form, function, and esthetics of natural dentition.

Provide occlusal stability and maintain proper interarch relationships.

More conservative preparation, compared to Crowns and Bridges.

2) Device Description / Key Specifications

Custom-made, patient-specific device manufactured per dental professional prescription and
digital input data.

Configuration: Dandy'’s restorations are fabricated using digital technology, enabling a precise fit
and customization tailored to the patient's specific needs. They are made of a highly durable and
biocompatible material, ensuring long-term comfort and function.

Material:Zirconia Monolithic (3Y &amp; 4Y), Porcelain-Fused-To-Zirconia (PFZ), E.Max (full
contour), E.Max (layeref)

Zirconia Material Safety Data Sheet
PEZ Material Safety Data Sheet
Full Contour E.MAX Material Safety Data Sheet
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3) Contraindications

Inlays/Onlays should be used with caution in patients with uncontrolled periodontal disease, severe bone
resorption, or oral lesions.

4) Warnings / Precautions / Potential Risks

/A WARNING

The use of Inlays/Onlays may have potential risks, including failure, misfit, breakage, and recurrent
caries.

**Warning — Sensitivity:

This device contains trace levels of cobalt and chromium oxides used as colorants in the ceramic
material. Patients with sensitivity or allergy to cobalt or chromium should be informed by the treating
clinician of the presence of these compounds in the device prior to treatment. In rare cases, allergic
reactions may occur in sensitized individuals.

**Warning — Irritation:

Localized irritation of surrounding oral tissues may occur in certain individuals due to individual
variability in tissue response. Patients should be monitored post-placement, and any signs of
irritation, inflammation, or discomfort should be evaluated by the treating clinician.

/A CAUTION

5) Cleaning and Care

Daily Cleaning
e Oral Hygiene:
o Brushing:

m Recommended brushing teeth twice a day, using a soft-bristled toothbrush
and a fluoride toothpaste.

o Flossing:

m  Recommend daily flossing to remove plaque and debris from between the
teeth and around the fixed restoration. A floss threader may be needed for
hard-to-reach areas.

o Mouthwash:
m Alcohol-based mouthwashes tend to dry out the mouth, leading to increased
plaque and tartar buildup.
Dietary and Habit Recommendations

e Avoid abrasive foods: Limit hard, crunchy, or sticky foods that can damage the restoration or
cause it to loosen.

e Avoid sugary foods: where new cavities can form or cause premature decay of the restorative
margins.

e Stay hydrated: Drinking plenty of water will help keep your patient's mouth clean and prevent
gum disease.

e Avoid bad habits: Refrain from using teeth to open packages or bite on hard objects.

6) Storage

Use dedicated dental crown/veneer boxes with soft foam or silicone inserts to prevent chipping,
scratching, or movement, ensuring they are kept clean, dry, and protected during transport or while
awaiting placement in a clinic or lab setting..
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7) Expected Life / Service

Ceramic dental restorations (crowns, fillings, veneers, Inlays/Onlays) generally last 10 to 20 years, with
modern materials like zirconia potentially exceeding this lifespan, but lifespans vary significantly based
on care, location (back teeth wear faster), and type (implants are more permanent than crowns on top).
Excellent oral hygiene (brushing, flossing) and avoiding hard foods or teeth grinding (bruxism) are key to
maximizing longevity, though some chipping or wear is possible.

8) Incident / Complaint Reporting

Report suspected serious incidents associated with this device to:

e The Manufacturer and/or Dandy EU entity using the contacts above, and corresponding local
requirements

e The Competent Authority of your Member State, in accordance with Regulation (EU) 2017/745
(MDR).

Competent Authorities:
e France: Agence Nationale de Sécurité du Médicament et des Produits de Santé (ANSM)
Spain : Spanish Agency for Medicines and Health Products (AEMPS)
Germany : Bundesinstitut flir Arzneimittel und Medizinprodukte (BfArM) (BfArM)
Italy : Ministero della Salute / Istituto Superiore di Sanita (ISS)
Spain: Agencia Espanola de Medicamentos y Productos Sanitarios (AEMPS)
Netherlands: Inspectie Gezondheidszorg en Jeugd (1GJ)
Austria: Bundesamt fir Sicherheit im Gesundheitswesen (BASG)
Sweden: Lakemedelsverket
Denmark: Laegemiddelstyrelsen
Portugal: Autoridade Nacional do Medicamento e Produtos de Saude (INFARMED)

Poland: Urzad Rejestracji Produktéw Leczniczych, Wyrobéw Medycznych i Produktow
Biobdjczych (URPL)
e Norway: Direktoratet for medisinske produkter (DMP)

INFO

For full contact details of the local Authorized Representative, refer to: Authorized Representatives —
end of this document.

9) Disposal

e All-ceramic (porcelain) restorations are often disposed of as regular solid waste or taken to
specific recycling centers that accept mixed ceramics/construction debris, as they're
challenging to recycle like typical items.

o Household Trash: Place in your regular garbage bin, as they don't break down in
standard recycling

e Always check with your local municipality or waste hauler for specific rules; however, ceramic
items are generally not accepted in standard curbside recycling bins.

e Recycling Centers: Take them to a local recycling center that accepts mixed ceramics,
concrete, or construction debris, as they can sometimes be repurposed.

e |[f the restoration has been in the patient's mouth or has come into contact with saliva, discard
it as biomedical waste.
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UNION EUROPEA (ESPANOL)

INSTRUCCIONES DE USO (IFU)
Unién Europea — Producto Sanitario a Medida (CMD)

GMDN / EMDN Q010206 - Protesis dentales

Cédigo(s) del producto EMXLPSINP, EMXSINA, EMXSINP, ZIRHTSINA, ZIRHTSINP,
ZIRMOSINA ZIRMOSINP

Fabricante Zima International, Inc. Also DBA Dandy
1320 N. 300 W., Lehi, UT 84043
United States

Persona Responsable de la UE Nombre: Dandy Labs Europa
(EURP) N° empresa: NUmero de empresa: 989857065
Domicilio: 3, boulevard de Sebastopol, 75001 Paris, Francia

Usuario previsto Prescriptor: profesional dental / consulta dental
Tipo de dispositivo Dispositivo dental a medida (CMD)

Esterilidad No se suministra estéril

De un solo uso / Reutilizable De Un Solo Uso

1) Finalidad prevista (uso previsto)

Las restauraciones tipo inlay/onlay de Dandy estan disefiadas para restaurar denticién desgastada,
cariada, fracturada o estéticamente insatisfactoria.

Los puentes:

e Restauran dientes permanentes individuales que presentan fracturas, caries, decoloracién o
desgaste intenso.

e Restauran la forma, la funcion y la estética de la denticion natural.

Proporcionan estabilidad oclusal y mantienen unas relaciones interarcales adecuadas.

e Preparacién mas conservadora en comparacién con coronas y puentes.

2) Descripcion del dispositivo / Especificaciones clave

e Dispositivo a medida y especifico para el paciente, fabricado segun la prescripcion del
profesional dental y los datos digitales de entrada.

e Configuracion: Las restauraciones de Dandy se fabrican mediante tecnologia digital, lo que
permite un ajuste preciso y una personalizacion adaptada a las necesidades especificas del
paciente. Estan fabricados con un material altamente duradero y biocompatible, lo que garantiza
confort y funcionalidad a largo plazo.

e Material: zirconia monolitica (3Y y 4Y), porcelana fusionada sobre zirconia (PFZ), E.max
(contorno completo), E.max (estratificado)

Fich ri | material de zirconi

Ficha de datos de sequridad del material PFZ
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Ficha de datos de sequridad del material de E.max de contorno completo

3) Contraindicaciones

Las incrustaciones inlay/onlay deben utilizarse con precaucion en pacientes con enfermedad periodontal
no controlada, reabsorcion 6sea severa o lesiones orales.

4) Advertencias / Precauciones / Riesgos potenciales

/A ADVERTENCIAS

El uso de incrustaciones inlay/onlay puede conllevar riesgos potenciales, como fracaso, desajuste,
fractura y caries recurrente.

**Advertencia — Sensibilidad:

Este dispositivo contiene trazas de 6xidos de cobalto y cromo utilizados como colorantes en el
material ceramico. Los pacientes con sensibilidad o alergia al cobalto o al cromo deben ser
informados por el clinico responsable del tratamiento de la presencia de estos compuestos en el
dispositivo antes del tratamiento. En casos raros, pueden producirse reacciones alérgicas en
individuos sensibilizados.

**Advertencia — Irritacion:

En determinadas personas puede producirse irritacion localizada de los tejidos orales circundantes
debido a la variabilidad individual en la respuesta tisular. Los pacientes deben ser controlados tras la
colocacion, y el clinico responsable del tratamiento debe evaluar cualquier signo de irritacion,
inflamacion o molestia.

/A PRECAUCIONES

5) Limpieza y cuidado

Limpieza diaria
e Higiene bucal:
o Cepillado:

m Se recomienda cepillarse los dientes dos veces al dia con un cepillo de
cerdas suaves y un dentifrico fluorado.

o Uso de hilo dental:

m Recomiende el uso diario de hilo dental para eliminar la placa y los restos
entre los dientes y alrededor de la restauracion fija. Puede ser necesario
utilizar un enhebrador de hilo dental en zonas de dificil acceso.

o Enjuague bucal:
m Los enjuagues bucales a base de alcohol tienden a secar la boca, lo que
provoca un aumento de la placa y la acumulacién de sarro.
Recomendaciones alimentarias y de habitos

e Evite los alimentos abrasivos: Limite los alimentos duros, crujientes o pegajosos que
puedan dafar la restauracion o hacer que se afloje.

e Evite los alimentos azucarados: ya que pueden favorecer la aparicion de nuevas caries
o el deterioro prematuro de los margenes de la restauracion.

e Manténgase hidratado/a: Beber abundante agua ayudara a mantener limpia la boca del
paciente y a prevenir la enfermedad periodontal.
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e FEvite los malos habitos: Absténgase de usar sus dientes para abrir paquetes o morder
objetos duros.

6) Almacenamiento

Utilice estuches especificos para coronas o carillas dentales con insertos de espuma blanda o silicona
para evitar astillamientos, arafiazos o desplazamientos, asegurandose de que se mantengan limpios,
secos y protegidos durante el transporte o mientras esperan su colocacion en la clinica o el laboratorio.

7) Vida esperada / Servicio

Las restauraciones dentales ceramicas (coronas, obturaciones, carillas e incrustaciones inlay/onlay)
suelen durar entre 10 y 20 afios, y los materiales modernos como la zirconia pueden incluso superar esa
vida util. No obstante, su duracién varia considerablemente en funcién de los cuidados, la localizacién
(los dientes posteriores se desgastan mas rapidamente) y el tipo de restauracion (los implantes suelen
ser mas duraderos que las coronas sobre dientes). Una excelente higiene bucal (cepillado y uso de hil o
dental) y evitar alimentos duros o el rechinamiento dental (bruxismo) son factores clave para maximizar
su longevidad, aunque pueden producirse pequenos desconchados o desgaste.

8) Notificacidén de incidentes / Reclamaciones

Comunique cualquier sospecha de incidente grave relacionado con este producto a:
e El fabricante y/o la entidad de Dandy en la UE utilizando los datos de contacto indicados
anteriormente, asi como conforme a los requisitos locales aplicables

e |a Autoridad Competente de su Estado Miembro, de conformidad con el Reglamento (UE)
2017/745 (MDR).

Autoridades competentes:

e France: Agence Nationale de Sécurité du Médicament et des Produits de Santé (ANSM)
Spain : Spanish Agency for Medicines and Health Products (AEMPS)
Germany : Bundesinstitut fir Arzneimittel und Medizinprodukte (BfArM) (BfArM)
Italy : Ministero della Salute / Istituto Superiore di Sanita (ISS)
Spain: Agencia Espanola de Medicamentos y Productos Sanitarios (AEMPS)
Netherlands: Inspectie Gezondheidszorg en Jeugd (IGJ)
Austria: Bundesamt fir Sicherheit im Gesundheitswesen (BASG)
Sweden: Lakemedelsverket
Denmark: Laegemiddelstyrelsen
Portugal: Autoridade Nacional do Medicamento e Produtos de Saude (INFARMED)
Poland: Urzad Rejestracji Produktéw Leczniczych, Wyrobéw Medycznych i Produktow
Biobdjczych (URPL)
o Norway: Direktoratet for medisinske produkter (DMP)

INFO

Para los datos completos de contacto del Representante Autorizado local, consulte: Representantes
Autorizados — fin de este documento.

9) Eliminacion
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e | as restauraciones totalmente ceramicas (de porcelana) suelen eliminarse como residuo
sélido convencional o llevarse a centros de reciclaje especificos que acepten residuos
mixtos de ceramica o escombros de construccion, ya que son dificiles de reciclar como otros
materiales habituales.

o Basura doméstica: Depositelas en el contenedor habitual de residuos, ya que no se
descomponen ni se reciclan en los sistemas estandar de reciclaje.

e Consulte siempre con su municipio local o el transportista de residuos para conocer las
normas especificas; sin embargo, los articulos ceramicos no suelen aceptarse en los
contenedores de reciclaje estandar junto a la acera.

e Centros de reciclaje: LIévelas a un centro de reciclaje local que acepte ceramica mezclada,
hormigén o residuos de construccion, ya que en algunos casos pueden reutilizarse.

e Sila restauracién ha estado en la boca del paciente o ha entrado en contacto con la saliva,
deséchela como residuo biomédico.
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UNION EUROPEENNE (FRANCAIS)

INSTRUCTIONS D'UTILISATION (IFU)

Union Européenne — Dispositif sur Mesure (CMD)

GMDN / EMDN Q010206 - Prothéses dentaires

Code(s) produit EMXLPSINP, EMXSINA, EMXSINP, ZIRHTSINA, ZIRHTSINP,
ZIRMOSINA ZIRMOSINP

Fabricant Zima International, Inc. Also DBA Dandy
1320 N. 300 W., Lehi, UT 84043
United States

Personne Responsable de I'UE Nom : Dandy Labs Europe
(EURP) N° d'enregistrement: Numéro d'enregistrement: 989857065
Adresse : 3, boulevard de Sebastopol, 75001 Paris, France

Utilisateur prévu Prescripteur : professionnel dentaire/cabinet dentaire
Type de dispositif Dispositif dentaire sur mesure (DMC)

Stérilité Non fourni stérile

Usage unique / Réutilisable Usage unique

1) Usage prévu (utilisation prévue)

Les restaurations inlay (a I'intérieur de la dent)/onlay (englobant aussi les parois) de Dandy sont congues
pour restaurer une dentition usée, cariée, fracturée ou inesthétique.
o |Is:
o Restaurer les dents simples et permanentes qui sont fracturées, cariées, décolorées
ou gravement usées.
o Rétablissent la forme, la fonction et I'esthétique de la dentition naturelle.
o Assurent la stabilité occlusale et préservent les relations interarcades correctes.
o Une préparation moins invasive que celle requise pour les couronnes et les bridges.

2) Description du dispositif / Caractéristiques principales

- Dispositif sur mesure, spécifique au patient, fabriqué selon les prescriptions des professionnels
dentaires et les données d’entrée numériques.

- Paramétrage : Les restaurations Dandy sont fabriquées a 'aide de technologies numériques, ce qui
garantit un ajustement précis et une personnalisation adaptée aux besoins spécifiques du patient. lls
sont fabriqués a partir d’'un matériau hautement durable et biocompatible, assurant confort et
fonctionnalité a long terme.

- Matériau : Zircone monolithique (3Y et amp ; 4Y), porcelaine-fondue a la zircone (PFZ), E.Max (plein
contour), E.Max (couche)

Fiche de données de sécurité du matériau zircone

Fiche de données de sécurité PFZ

Fiche de données de sécurité du matériau de contour complet E.MAX
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3) Contre-indications

Les inlays/onlays doivent étre utilisés avec prudence chez les patients présentant une maladie
parodontale non contrblée, une résorption osseuse sévere ou des lésions buccodentaires.

4) Avertissements / Précautions / Risques potentiels

A\ AVERTISSEMENTS
e L'utilisation d’inlays/onlays peut présenter des risques potentiels, notamment une
défaillance, un mauvais ajustement, une rupture et des caries récurrentes.

e **Avertissement — Sensibilité :

o Cet appareil contient des traces d’oxydes de cobalt et de chrome utilisés comme
colorants dans le matériau céramique. Les patients sensibles ou allergiques au
cobalt ou au chrome doivent étre informés par le clinicien traitant de la présence
de ces composés dans I'appareil avant le traitement. Dans de rares cas, des
réactions allergiques peuvent survenir chez les personnes sensibilisées.

e **Avertissement — Irritation :

o Une irritation localisée des tissus buccaux environnants peut survenir chez
certains individus en raison de la variabilité individuelle de la réponse tissulaire.
Les patients doivent étre surveillés aprés la mise en place et le médecin traitant
doit évaluer tout signe d’irritation, d’inflammation ou d’inconfort.

/A PRECAUTIONS

5) Nettoyage et entretien

Nettoyage quotidien
e Hygiéne buccodentaire :
o Brossage :

m Il est recommandé de se brosser les dents deux fois par jour, a l'aide d’une

brosse a dents a poils souples et d’un dentifrice fluoré.
o Utilisation du fil dentaire :

m Recommander une utilisation quotidienne du fil dentaire pour éliminer la
plaque dentaire et les résidus alimentaires entre les dents et autour de la
restauration fixe. Un enfile-fil dentaire peut s’avérer nécessaire pour les
zones difficiles d’acces.

o Bain de bouche :

m Les bains de bouche a base d’alcool ont tendance a sécher la bouche, ce
qui entraine une augmentation de la plaque dentaire et de 'accumulation de
tartre.

Recommandations alimentaires et habitudes

e Eviter les aliments abrasifs : Limiter la consommation d’aliments durs, croquants ou collants
qui pourraient endommager la restauration ou la faire se desceller.

e Eviter les aliments sucrés : Ou de nouvelles cavités peuvent former ou provoquer une
dégradation prématurée des marges de restauration.

e Rester hydraté : Boire beaucoup d’eau aidera a garder la bouche de votre patient propre et a
prévenir les maladies des gencives.

e Eviter les mauvaises habitudes : Evitez d'utiliser vos dents pour ouvrir des emballages ou de
mordre dans des objets durs.
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6) Stockage

Utiliser des boites spécialement congues pour les couronnes et les facettes dentaires, dotées d’'un
rembourrage en mousse souple ou en silicone, afin d’éviter tout éclat, rayure ou déplacement, et de
garantir qu’elles restent propres, séches et protégées pendant le transport ou en attendant leur mise en
place en clinique ou en laboratoire.

7) Durée de vie / Service attendu

Les restaurations dentaires en céramique (couronnes, obturations, facettes, inlays/onlays) ont
généralement une durée de vie de 10 a 20 ans, celle des matériaux modernes comme la zircone
pouvant méme dépasser cette durée ; toutefois, leur durée de vie varie considérablement en fonction
des soins prodigués, de leur emplacement (les dents postérieures s’'usent plus rapidement) et de leur
type (les implants sont plus durables que les couronnes posées dessus). Une excellente hygiéne
bucco-dentaire (brossage, utilisation du fil dentaire) et le fait d’éviter les aliments durs ou de grincer des
dents (bruxisme) sont essentiels pour optimiser la durée de vie des facettes, méme si un léger
ébréchage ou une certaine usure sont possibles.

8) Signalement des incidents / Réclamations

Signaler tout incident grave suspecté lié a cet appareil :

e Au fabricant et/ou a I'entité Dandy EU en utilisant les coordonnées indiquées ci-dessus, et
conformément aux exigences locales aplicables

e L’autorité compétente de votre Etat membre, conformément au Réglement (UE) 2017/745
(MDR).

Competent Authorities:
e France: Agence Nationale de Sécurité du Médicament et des Produits de Santé (ANSM)
Spain : Spanish Agency for Medicines and Health Products (AEMPS)
Germany : Bundesinstitut fiir Arzneimittel und Medizinprodukte (BfArM) (BfArM)
Italy : Ministero della Salute / Istituto Superiore di Sanita (ISS)
Spain: Agencia Espanola de Medicamentos y Productos Sanitarios (AEMPS)
Netherlands: Inspectie Gezondheidszorg en Jeugd (1GJ)
Austria: Bundesamt firr Sicherheit im Gesundheitswesen (BASG)
Sweden: Lakemedelsverket
Denmark: Laegemiddelstyrelsen
Portugal: Autoridade Nacional do Medicamento e Produtos de Saude (INFARMED)

Poland: Urzad Rejestracji Produktéw Leczniczych, Wyrobéw Medycznych i Produktow
Biobdjczych (URPL)
e Norway: Direktoratet for medisinske produkter (DMP)

INFO
Pour obtenir les coordonnées complétes du représentant autorisé local, veuillez consulter la section :

Représentants autorisés — a la fin du document.

9) Elimination

e Les restaurations tout céramique (en porcelaine) sont souvent jetées avec les déchets
solides ordinaires ou apportées dans des centres de recyclage spécialisés qui acceptent les
déchets mixtes de céramique et de construction, car elles sont difficiles a recycler comme
les objets courants.
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o Ordures ménageéres : Les placer dans votre poubelle habituelle, car elles ne se
dégradent pas dans le recyclage standard
e Toujours vérifier auprés de votre municipalité ou de votre prestataire de collecte des déchets
pour connaitre les régles 