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

Printing date 15.08.2019 Revision: 19.04.2019

1 Identification of the substance/mixture and of the company/undertaking

- Product identifier
- Trade name: Sof-Tray™ Classic Sheets (Regular, Medium & Heavy)

- Article number: 10153, 60033, 1006281

- Index number: SDS 347-001.04

- Relevant identified uses of the substance or mixture and uses advised against Professional Dental Tray Material
- Application of the substance / the mixture Professional Dental Tray Material

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

Ultradent Products Inc.

505 W. Ultradent Drive (10200 S)

South Jordan, UT 84095-3942

USA

onlineordersupport@utradent.com

EC Responsible Person

Ultradent Products GmbH

Am Westhover Berg 30

51149 Cologne Germany

Email: infoDe@ultradent.com
Emergency Phone: +49(0)2203-35-92-0

- Further information obtainable from: Customer Service
- Emergency telephone number:
CHEMTREC (NORTH AMERICA) :(800) 424-9300
(INTERNATIONAL) : +(703) 527-3887

2 Hazards identification

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

- Label elements

- Labelling according to Regulation (EC) No 1272/2008
This product as sold is an article that does not release substances and is therefore non-hazardous, however it may
be composed of hazardous components and the user should be aware of any hazards indicated in this SDS, which
apply to those hazardous components, in case his/her use may lead to exposure to those components through dust,
molten product, vapors, or other forms.
The Regulation EC 1272/2008 on classification, labeling and packaging of substances and mixtures (CLP) shall
not apply to a medical device in the finished state used in direct physical contact with the human body according
to Art. 1.5 (d). Therefore, the product is exempted from the CLP labeling requirements, and no SDS is required by
Regulation 1907/2006, Art. 2 (6¢c), REACH. Therefore, all given data, classification, and information on this SDS
are provided solely on a voluntary basis.

- Hazard pictograms Void

- Signal word Void

- Hazard statements Void

- Other hazards

- Results of PBT and vPvB assessment

- PBT: Not applicable.

- vPyvB: Not applicable.

(Contd. on page 2)
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3 Composition/information on ingredients

- Chemical characterisation: Mixtures
- Description: Mixture of substances listed below with nonhazardous additions.

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

4 First aid measures

- Description of first aid measures

- General information: No special measures required.

- After inhalation:
Remove victim to fresh air and keep at rest in a postion for breathing. If not breathing, if breathing is irregular or
if respiratory arrest occurs, provide artificial respiration or oxygen by trained personnel. It may be dangerous to
the person providing aid to give mouth-to-mouth resuscitation. Get medical attention. If unconscious, place in
recovery position and get medical attention immediately. Maintain an open airway. Loosen tight clothing such as
a collar, tie, belt or waistband.

- After skin contact:
Seek medical treatment.
Flush contaminated skin with plenty of water.
Remove contaminated clothing and shoes.
Continue to rinse for at least 10 minutes.
Wash clothing before reuse. Clean shoes thoroughly before reuse.

- After eye contact:
Immediately flush with plenty of water. After initial flushing, remove any contact lenses and continue flushing for
at 15 least minutes, Have eyes examined and tested by medical personnel.

- After swallowing:
Wash out mouth with water. Remove dentures if any. Remove victim to fresh air and keep at rest in a position
comfortable for breathing. If material has been swallowed and the exposed person is conscious, give small
quantities of water to drink. Stop if the exposed person feels sick as vomiting may be dangerous. Do not induce
vomiting unless directed to do by medical personnel. If vomiting occurs, the head should be kept low so that vomit
does not enter lungs. Get medical attention. Never give anything by mouth to an unconscious person. If
unconscious, place in recovery position and get medical attention immediately. Maintain an open airway. Loosen
tight clothing such as collar, tie, belt or waistband.

- Information for doctor:

- Most important symptoms and effects, both acute and delayed No further relevant information available.

- Indication of any immediate medical attention and special treatment needed
Treat symptomatically. Contact poison treatment specialist immediately if large quantities have been ingested or
inhaled.

5 Firefighting measures

- Extinguishing media
- Suitable extinguishing agents: Use fire extinguishing methods suitable to surrounding conditions.
- For safety reasons unsuitable extinguishing agents: None known
- Special hazards arising from the substance or mixture No specific fire or explosion hazard.
- Advice for firefighters:
- Protective equipment:
Promptly isolate the scene by removing all persons from the vicinity of the incident if there is a fire. No action
shall be taken involving any personal risk or without suitable training.
Wear self-contained respiratory protective device.
(Contd. on page 3)
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- Additional information
Hazardous thermal decomposition products: Decomposition products may include the following materials:
Carbon dioxide
Carbon monoxide

6 Accidental release measures

- Personal precautions, protective equipment and emergency procedures
For non-emergency personnel: No action shall be taken involving any personal risk or without suitable training.
Evacuate surrounding areas. Keep unnecessary and unprotected personnel from entering. Do not touch or walk
through spilled material. Provide adequate ventilation. Wear appropriate respirator when ventilation is
inadequate. Put on appropriate personal protective equipment.
For emergency responders: If specialised clothing is required to deal with the spillage, take note of any
information in Section 8 on suitable and unsuitable materials. See also information in "For non-emergency
personnel”.
- Environmental precautions:
Avoid dispersal of spilled material and runoff and contact with soil, waterways, drains and sewers. Inform the
relevant authorities if the product has caused environmental pollution (sewers, waterways, soil or air).
- Methods and material for containment and cleaning up:
Small spill: Move containers from spill area. Avoid dust generation. Do not dry sweep. Vacuum dust with
equipment fitted with a HEPA filter and place in a closed, labeled waste container. Dispose of via licensed waste
disposal contractor.
Large spill: Move containers from spill area. Approach release from upwind. Prevent entry into sewers, water
courses, basements or confined areas. Avoid dust generation. Do not dry sweep. Vacuum dust with equipment
fitted with a HEPA filter and place in a closed, labeled waste container. Dispose of via licensed waste disposal
contractor. Note: See Section 1 for emergency contact information and Section 13 for waste disposal.
- Reference to other sections
See Section 7 for information on safe handling.
See Section 8 for information on personal protection equipment.
See Section 13 for disposal information.

7 Handling and storage

- Handling:
- Precautions for safe handling: No special measures required.
- Information about fire - and explosion protection: No special measures required.

- Conditions for safe storage, including any incompatibilities

- Storage:

- Requirements to be met by storerooms and receptacles:
Store in accordance with local regulations. Store in orginal containers protected from direct sunlight in a dry,
cool and well-ventilated area, away from incompatible materials (See Section 10) and food and drink. Store
locked up. Keep container tightly closed and sealed until ready for use. Containers that have been opened must be
carefully resealed and kept upright to prevent leakage. Do not store in unlabeled containers. Use appropriate
containment to avoid environmental contamination.

- Information about storage in one common storage facility: Not required.

- Further information about storage conditions: See product labelling.

- Specific end use(s) Professional Dental Tray Material

GB2 —
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8 Exposure controls/personal protection

- Additional information about design of technical facilities: No further data, see item 7.

- 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:

Appropriate engineering controls : If user operaions generate dust, fumes, gas, vapor or mist, use process
enclosures, local exhaust ventilation or other engineering controls to keep worker exposure to airborne
contaminants below any recommended or statutory limits.

Environmental exposure controls: Emissions from ventilation or work process equipment should be checked to
ensure they comply with the requirements of environmental protection legislation. In some cases, fume scrubbers,
filters or engineering modifications to the process equipment will be necessary to reduce emissions to acceptable
levels.
The lists valid during the making were used as basis.

- Exposure controls
- Personal protective equipment:
- General protective and hygienic measures:
Wash hands, forearms and face thoroughly after handling chemical products, before
eating, smoking and using the lavatory and at the end of the working period.
Appropriate techniques should be used to remove potentially contaminated clothing.
Wash contaminated clothing before reusing. Ensure that eyewash stations and safety
showers are close to the workstation location.
- Respiratory protection:
Use a properly fitted, particulate filter respirator complying with an approved standard if
a risk assessment indicates this is necessary. Respirator selection must be based on
known or anticipated exposure levels, the hazards of the product and the safe working
limits of the selected respirator.
- Protection of hands:
The glove material has to be impermeable and resistant to the product/ the substance/ the preparation.
Due to missing tests no recommendation to the glove material can be given for the product/ the preparation/ the
chemical mixture.
Selection of the glove material on consideration of the penetration times, rates of diffusion and the degradation
- Material of gloves
The selection of suitable gloves does not only depend on the material, but also on further marks of quality and
varies from manufacturer to manufacturer. As the product is a preparation of several substances, the resistance of
the glove material can not be calculated in advance and has therefore to be checked prior to the application.
- Penetration time of glove material
The exact breakthrough time has to be found out by the manufacturer of the protective gloves and has to be
observed.
- Eye protection:
Safety eyewear complying with an approved standard should be used when a risk
assessment indicates this is necessary to avoid exposure to liquid splashes, mists,
gases or dusts. If contact is possible, the following protection should be worn, unless
the assessment indicates a higher degree of protection: safety glasses with sideshields
- Body protection:
Personal protective equipment for the body should be selected based on the task being
performed and the risks involved and should be approved by a specialist before
handling this product.
Other skin protection: Appropriate footwear and any additional skin protection measures should be selected
based on the task being performed and the risks involved and should be approved by a
specialist before handling this product.

(Contd. on page 5)
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9 Physical and chemical properties

- Information on basic physical and chemical properties

- General Information
- Appearance:

Form: Solid

Colour: Various
- Odour: Ester-like
- Odour threshold: Not determined.
- pH-value: Not applicable.
- Change in condition

Melting point/freezing point: Not available

Initial boiling point and boiling range: Undetermined.
- Flash point: 260 °C
- Flammability (solid, gas): Not determined.
- 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.
* Vapour pressure: Not applicable.
- Density at 20 °C: 0.91-0.97 g/cm?
- Relative density Not determined.
- Vapour density Not applicable.
- Evaporation rate Not applicable.

- Solubility in / Miscibility with
water: Insoluble.

- Partition coefficient: n-octanol/water:  Not available

- Viscosity:
Dynamic: Not applicable.
Kinematic: Not applicable.
- Solvent content:
VocC (EC) 0%
- Other information No further relevant information available.

10 Stability and reactivity

- Reactivity No specific test data related to reactivity available for this product or its ingredients.
- Chemical stability

- Thermal decomposition / conditions to be avoided: The product is stable.

- Possibility of hazardous reactions:

Under normal conditions of storage and use, hazardous decomposition products should not be produced.

- Conditions to avoid: No specific data.
- Incompatible materials: No specific data.

(Contd. on page 6)
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- Hazardous decomposition products:
Under normal conditions of storage and use, hazardous decomposition products should not be produced.

11 Toxicological information

- Information on toxicological effects

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

- Primary irritant effect:

- Skin corrosion/irritation No known significant effects or critical hazards.

- Serious eye damage/irritation No known significant effects or critical hazards.

- 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 No known significant effects or critical hazards.

- Carcinogenicity No known significant effects or critical hazards.

- Reproductive toxicity No known significant effects or critical hazards.

- 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.

12 Ecological information

- Toxicity
- Aquatic toxicity:
108-05-4 Vinyl Acetate
Oral LC50 Fish 14 m/l (Fish)
Inhalative  LC50 Crustacean 10-100 mg/l (Crustacean)
- Persistence and degradability No further relevant information available.
- Behaviour in environmental systems:
- Bioaccumulative potential No further relevant information available.
- Mobility in soil No further relevant information available.
- Additional ecological information:
- General notes: Not hazardous for water.
- Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.
- Other adverse effects No further relevant information available.

13 Disposal considerations

- Waste treatment methods

- Recommendation
The generation of waste should be avoided or minimized wherever possible. Disposal
of this product, solutions and any by-products should at all times comply with the
requirements of environmental protection and waste disposal legislation and any
regional local authority requirements. Dispose of surplus and non-recyclable products
via a licensed waste disposal contractor. Waste should not be disposed of untreated to
the sewer unless fully compliant with the requirements of all authorities with jurisdiction.
Waste packaging should be recycled. Incineration or landfill should only be considered
when recycling is not feasible. This material and its container must be disposed of in a
safe way. Care should be taken when handling emptied containers that have not been
cleaned or rinsed out. Empty containers or liners may retain some product residues.
Avoid dispersal of spilled material and runoff and contact with soil, waterways, drains and sewers.

(Contd. on page 7)
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Smaller quantities can be disposed of with household waste.

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

14 Transport information

- UN-Number
-ADR, ADN, IMDG, IATA not regulated
- UN proper shipping name
-ADR, ADN, IMDG, IATA not regulated
- Transport hazard class(es)
-ADR, ADN, IMDG, IATA
- Class not regulated
- Packing group
- ADR, IMDG, IATA not regulated
- Environmental hazards: Not applicable.
- Special precautions for user Not applicable.
- Transport in bulk according to Annex II of Marpol
and the IBC Code Not applicable.
- UN ""Model Regulation'': not regulated

15 Regulatory information

- Chemical safety assessment: A chemical safety assessment has not been carried out.

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: Regulatory Affairs
- Contact: Customer Service

- 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
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)
VOC: Volatile Organic Compounds (USA, EU)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
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