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Section 1 — Identification

Product Name: Dream 5% Sodium Fluoride Manufacturer: 3D Dental Design & Development LLC
Varnish/ 16871 Chagrin Blvd. Suite 434 Shaker Heights, OH 44120
Active Ingredient: Sodium Fluoride Toll Free (877) 605-8061

Emer gency Phone Numbers: US & Canada: (800)424-9300

Family: Huoride Treatment
Product Use: Professional Dental Preventive Care
Product #: Various

Section 2 —Hazards ldentification

Health:

Acute Toxicity — Category 4 — H302 — Harmful if swallowed

Skin Irritant — Category 2 — H315 — Causes skin irritation

Eye Irritant — Category 2B — H320 — Causes eye irritation

Exposure — Category 3 — H335-336 — May cause respiratory irritation, May cause drowsiness or dizziness

Environmental:
Non-Hazardous

Physical:
Flammable Liquid — Category 3 — H225 — Highly flammabl e liquid and vapor

Label Elements:

GHSLabe Elements:

The product is classified and labeled according to the Globally Harmonized System (GHS).
Hazard Pictograms:

® >

Section 3 — Composition/Infor mation on Ingredients

Chemical I dentity CAS EINECSH# Substance Classification %
Numbers 67/548/EEC
(EC) No. 1272/2008

Acute Toxicity — Category 4 — H302
Skin Irritant — Category 2 — H315

. . o, o 0
Sodium Fuoride 7681-49-4 231-667-8 Eye Irritant — Category 28 — H320 5%
Exposure — Category 3 — H335-336
Ethanol 64-17-5 200-578-6 Flammable Liquid — Category 3 — H225 25% - 35%
Synthetic Resin Proprietary Proprietary Skin Irritant — Category 2 — H315 <60%

See Section 16 for Hazard and Precautionary Statement Key.

Section 4 — First Aid M easures

Routes of Exposure Firg Aid Ingructions
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Eve Immediately flush with water for 15 minutes, holding the eyelids apart. Get medical help if discomfort
Y persists.
Skin Wash thoroughly with soap and water. Remove contaminated clothing. Get medical help if discomfort
persists.
Ingestion If greater than normal dose is swallowed, do not induce vomiting. Drink large quantity of water, milk or
9 milk of magnesia. Contact Poison Control.
Inhalation None needed under normal use conditions. If irritation devel ops, move to fresh air. Get medical attention
if symptoms persist.

Section 5 — Fire Fighting M easures

Extinguishing Media: Carbon dioxide, dry chemical foam, alcohol-resistant foam. Do not use water.
Fire Fiahtin During afire, irritating or highly toxic gases may be generated by thermal decomposition. If potential
In struc?i onS'g for exposure, wear complete personal protective equipment including self contained breathing

apparatus, with full face operated in pressure demand.

Unusual Hazards:

Evacuate al personnel.

Section 6 — Accidental Release M easures

Procedures:

Persondl PY tions, Protective Remove people from danger area. K away from ignition sources. Wear protective clothin e
Equipment and Emergency beop ger eep away 9 - p g, ey

protection, gloves and respiratory protective device. Avoid contact with eyes and skin.

Environmental Pr tions: Do not allow product to reach sewage system or any water course. Do not allow to penetrate the ground.

Report releases as required by local and national authorities.

Methods and Materials for
Containment and Clean-up: appropriate containers for disposal.

Ensure adequate ventilation. Collect using an inert non-combustible absorbent materia and placein

Section 7 —Handling and Storage

Ensure good ventilation/exhaustion at the workplace. Avoid contact with the eyes and skin. Avoid

Precautions for Safe Handling:  |preathing vapors. Keep product away from hear, sparks, flames and other sources of ignition. Use

in accordance with package instructions.

Conditionsfor Safe Storage:

Store in a cool, well ventilated area away from oxidizing agents and direct sunlight. Avoid excessive
heat and ignition sources. Do not storetogether with acids.

Section 8 — Exposure Controls/ Personal Protection

Occupational Exposure Limits:

United States — 0.5mg/m3 ACGIH TLV TWA, 2.5mg/m3 US OSHA PEL TWA
Germany 2.5mg/m3 TWA EU IOEL

United Kingdom - 2.5mg/m3 TWA UK OEL
Sodium Fluoride France — 2mg/m3INRSVME
Spain — 2.5mg/m3 VLA-ED
Italy — 2.5mg/m3 8 hr. Vaue Limit
European Union — 2.5mg/m3 TWA EU IOEL
United States — 1000 ppm TWA OSHA PEL, 1000 ppm TWA ACGIH TLV STEL
Germany —500 ppm TWA DFG MAK
United Kingdom — 1000 ppm TWA UK OEL
Ethanol France —1000 ppm TWA INRS VME, 5000 ppm VLCT
Spain — 1000 ppm TWA VLA-ED
Italy — None Established

European Union  — None Established
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United States —None Established
Germany — None Established
United Kingdom  —None Established
Synthetic Resin France — None Established
Spain —None Established
Italy — None Established
European Union  — None Established

Engineering Controls Use with adequate general and local ventilation to minimize exposure levels.

Per sonal Protective Equipment:

To identify additional Personal Protective Equipment (PPE) requirements, it isrecommended that a
General Measures: hazard assessment in accordance with the OSHA PPE Standard (29CFR1910.132), or European
Standard EN166 be conducted before using this product.

Eyel Face Protection:  [Safety glasses/ goggles or splash shields arerequired when handling. Ensure eye bath is on hand.

Skin Protection: gosg }l n;p?termeableclothmgto prevent ANY contact with this product, such as gloves, apron, boots, or whole

Respiratory Protection:  In case of insufficient ventilation, wear suitable respiratory equipment.

Thermal Hazards: Not Applicable

Section 9 — Physical and Chemical Properties

Appear ance Odor & Odor Threshold pH Relative Density Viscosity % Volatile
Off-White Viscous Liquid Product Specific 6.6 1.1g/ml <6000cps N/A
Boiling Point/ Decomposition Octanol/Water Vanor Vanor Evanor ation Solubility
Freezing Point o grature Partitioning Coefficient Preasfure' Dear11psit agate Ignition In Water
(°F/°C) P Log Po/w : y (20°C)
170/79 N/DA N/DA N/DA N/DA N/DA N/A N/A
Flash Point (°F/°C) Flammable Limit (vol%) Auto-ignition Temperature (vol%) Explosion Limits
LEL: 3.5
56/14 N/A N/A UEL- 15.0

Section 10 — Stability and Reactivity

Chemical Stability: Stable at ambient temperature Incompatible M aterials: Avoid oxidizing agents
Possibility of Hazar dous Reactions: None known Hazar dous Decomposition Products: None Known

Conditionsto Avoid: Keep away from heat, sparks and all ignition sources.

Section 11 — Toxicological Information

Acute Toxicity:

LD/LC50 values that arerelevant for classification: No further relevant information available.
Primary irritant effect:

on the skin: Irritant to skin and mucous membranes.

on theeye: Irritating effect.

Sensitization: No sendtizing effects known.
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Experience with humans

May cause damage to central nervous system.

May cause damageto liver.

May cause damageto lungs.

Additional toxicological infor mation:

The product shows the following dangers according to internally approved cal culation methods for preparations:
Harmful

[rritant

Carcinogenic categories:
IARC (International Agency for Research on Cancer)
Ethanol 1
Sodium Fluoride 3
Synthetic Resin 3

NTP (National Toxicology Program)
None of the ingredientsislisted.

OSHA-Ca (Occupational Safety & Health Administration)
None of the ingredientsislisted.

Carcinogenic categories legend:

IARC Group 1: The agent is carcinogenic to humans.

IARC Group 2A: The agent is probably carcinogenic to humans.

IARC Group 2B: The agent is possibly carcinogenic to humans.

IARC Group 3: The agent is not classifiable asto its carcinogenicity to humans.
IARC Group 4: The agent is probably not carcinogenic to humans.

NTP K: Known to be human carcinogen.

NTP R: Reasonably anticipated to be human carcinogen.

Additional carcinogenic information:

The substance ethanal islisted by IARC as a Group 1 carcinogen but in alcoholic beverage consumption. IARC Volume 100E (2012)
“Personal Habits and Indoor Combustions” stated in its monograph “ Consumption of Alcoholic Beverages' the following eval uation:
“Ethanol in acoholic beverages is carcinogenic to humans (Group 1).

Section 12 — Ecological Information

Sodium FHuoride: 96hr LC50 Oncorhynchus mykiss (Rainbow trout) 83.7 mg/L, 48hr EC50 daphnia
Toxicity: magna 98 mg/L.

) Ethanol: 96hr LC50 fathead minnow 4,200 mg/L, 48hr EC50 daphnia magna
Synthetic Resin: 48hr EC50 daphnia magna> 1.5mg/L

Biodegradation is not applicable to inorganic substances such as sodium fluoride.

Per sistence and Degradability: Ethanol: Readily biodegradable (84% after 20 days).
Synthetic Resin: has been shown to degrade > 25% in 28 days.

Bio-accumulative Potential: No datais available.

Moability in Soil: Ethanol has a high mobility in soil.

Other Adver se Effects: No data available.

Results of PBT/vPvB Assessment: No data available.

Section 13 — Disposal Considerations

Regulations: Dispose in accordance with local and national environmental regulations.

Properties (Physical/Chemical) Affecting Disposal: | None known.

Waste Treatment Recommendations: None needed for normal anticipated use.
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UN Number: UN1170
UN proper shipping name: ADR/RID: Ethanol

IMDG: Ethanol

IATA: Ethanol

DOT: Ethanol

UN Number: ADR/RID: IMDG: IATA: DOT

Transport hazard clasy(es): 3 3 3 3
Packaging group: Il Il I I
Environmental hazards: No Marine Pollutant: No No No
Special precautionsfor user: Not Applicable

Section 15 — Regulatory Information

US Federal Regulations

Clean Air Act: HAP/ODS

This product contains the following HAP' s or ODS:
e None

Clean Water Act: Priority Pollutant

This product contains the following chemicals listed under the U. S. Clean Water Act
Priority Pollutant and Hazardous Substance List:
e None

FDA: Food Packaging Status

This product has not been cleared by the FDA for use in food packaging and /or other
applications as an indirect food-packaging additive.

Occupationa Safety and Health Act

This product isnot considered to be hazardous under the OSHA Hazard Communication
Standard.

RCRA

This product containsthe following chemicals considered to be hazardous waste
under RCRA (40 CFR 261).
e None

SARA Titlell1: Section 302 (RQ)

This product contains no chemicalsregulated under Section 302 as extremely hazardous
substances.

SARA Titlel11: Section 302 (TPQ)

This product contains chemicalsregulated under Section 304 as extremely hazardous
chemicals for emergency release notification (“CERCLA” List):
e Sodium Fluoride— CAS#7681-49-4 1000 # RQ

SARA Titlelll: Section 311-312:

This product is considered to be hazardous under the OSHA Hazard Communication
Standard and isregulated under Section 311-312 (40 CFR 370). It'shazards are:
e  Sodium Huoride— CASH# 7681-49-4 (Corrosive)

SARA Titlelll: Section 313:

This product contains the following chemicals which are subject to the reporting
requirements of Section 313 of Titlelll of the Superfund Amendments and
Reauthorization Act of 1986 and 40 CFR Part 372:

e None

TSCA Section 8(b): Inventory:

TSCA Significant New Use Rule:

This product does contain chemicals listed on the TSCA inventory or otherwise complies
with TSCA pre-manufacture notification requirements.

e  Sodium Huoride — CAS# 7681-49-4
None of the chemicalsin this material have a SNUR under TSCA.

State Regulations:

California: This product does not contain chemicals known to the State of Californiato cause cancer, birth defects or reproductive
harm.

Inter national Regulations

CDSL: Canadian Inventory (on Canadian Trandtional List) Sodium FHuoride— CASH# 7681-49-4

EU REACH: This product isamedicina product and not subject to registration requirements.
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Abbreviations and acr onyms:

GHS: Globally Harmonized System of Classification and Labeling of Chemicals
HCS: Hazard Communication Standard (USA)

SDS: Safety Data Sheet

ECHA: European Chemicals Agency

OSHA: Occupationa Safety and Health Administration

ADR: European Agreement concerning the International Carriage of Dangerous Goods by Road
IMDG: International Maritime Code for Dangerous Goods

DOT: US Department of Transportation

IATA: International Air Transport Association

ACGIH: American Conference of Governmenta Industrial Hygienists

CAS: Chemical Abstracts Service (division of the American Chemical Society)
NFPA: National Fire Protection Association

HMIS: Hazardous Materials Identification System

VOC: Volatile Organic Compounds

LC50: Lethal Concentration, 50%

L D50: Lethal Dose, 50%

PBT: Persistent, Bioaccumul ative and Toxic

vPVB: very Persistent and very Bioaccumulative

Xi: [rritant

T: Toxic

F: Highly Flammable

The information presented herein was obtained from sources considered to be reliable. However, thisinformation is provided without
any warranty, expressed or implied, regarding its correctness or suitability for consumers intended use and/or application. For thisand
other reasons, we assume no respons bility and expresdy disclaim liability for 1oss, damage or expense arising out of any way connected
with the handling, storage, use or disposal of the product. This SDS was prepared expresdy for thisproduct. Use the materials only as
directed. If the product is used as a component of another product, the information contained within the SDS may not be applicable.

3D Dental components are provided on an asis basis without warranties of any kind either expressed or implied. 3D Dental does not
warrant the use or the results of use of the materials sold on an asis basis since they are intended for remanufacturing or repackaging.
It is the sole responsibility of the user to examine and determine appropriate application and regulatory requirements associated with
said 3D Dental components.
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