RE-GEN™ Pit and Fissure Sealant

T\
inter§Ele) we >~ Safety Data Sheet
"A'b'i according to Federal Register/Vol. 77, No. 58 / Monday, March 26, 2012 / Rules and Regulations
Date of issue: 05 July 2019 Revision date: 05 July 2019 Version: 1.0
SECTION 1: Identification
11. Identification
Productform : Mixture
Trade name : RE-GEN™ Pitand Fissure Sealant
1.2. Recommended use and restrictions on use
Use of the substance/mixture . Dental product, dental pit and fissure sealant
1.3. Supplier

Inter-Med, Inc. / Vista Dental Products
2200 South Street
Racine, W153404
T:(877)-418-4782

1.4. Emergency telephone number
Emergency number 1 800-424-9300 (North America)
+1 (703) 527-3887 (International)

SECTION 2: Hazard(s) identification

21. Classification of the substance or mixture
GHS-US classification
Skin corrosion/irritation Category 2 Causes skin irritation
Serious eye damage/eye irritation Category 2A Causes serious eye irritation
Skin sensitization, Category 1 May cause an allergic skin reaction
Reproductive toxicity Category 1B May damage fertility or the unbom child
2.2. GHS Label elements, including precautionary statements

GHS US labeling
Hazard pictograms (GHS US)

Signal word (GHS US) . Danger

Hazard statements (GHS US) . Causes skinirritation
May cause an allergic skin reaction
Causes serious eyeirritation
May damage fertility or the unborn child

Precautionary statements (GHS US) : Obtain special instructions before use.
Do nothandleuntil all safety precautions have been read and understood.
Avoid breathing vapors.
Wash hands thoroughly after handling.
Contaminated work clothing must not be allowed out of the workplace
Wear protective gloves.
If on skin: Wash with plenty of water
If in eyes: Rinse cautiously with water for several minutes. Remove contact lenses, if present
and easy to do. Continue rinsing
If exposed or concerned: Get medical advice/attention.
If skin irritation orrash occurs: Get medical ad vice/attention.
If eyeirritation persists: Get medical advice/attention.
Take off contaminated clothing and wash it before reuse.
Wash contaminated clothing before reuse.
Storelocked up.
Dispose of contents/container to hazardous or special waste collection point, in accordance
with local, regional, national and/orintemational regulation

2.3. Other hazards which do not result in classification
No additional information available
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RE-GEN™ Pit and Fissure Sealant

Safety Data Sheet
according to Federal Register/Vol. 77, No. 58 / Monday, March 26, 2012 / Rules and Regulations
24. Unknown acute toxicity (GHS US)
Notapplicable
SECTION 3: Composition/Information on ingredients
3.1. Substances
Notapplicable
3.2, Mixtures
Name Product identifier % GHS-US classification
2-hydroxyethyl methacrylate (CAS-No.) 868-77-9 >0-30 EyeIrrit. 2, H319
Skin Irrit. 2, H315
Skin Sens. 1,H317
1-Propanone, 2-hydroxy-2-methyl-1-phenyl- (CAS-No.) 7473-98-5 0.5-15 Acute Tox. 4 (Oral), H302
Aquatic Chronic 3, H412
Diphenyl-2,4,6-trimethylbenzoyl phosphine oxide (CAS-No.) 75980-60-8 0.5-15 Skin Sens. 1B, H317
Repr. 2, H361f
Aquatic Chronic2, H411
Benzoic acid,4-(dimethylamino)-, ethyl ester (CAS-No.) 10287-53-3 0.5-15 Repr. 1B, H360
Aquatic Chronic2, H411
Urethane dimethacrylate (CAS-No.) 72869-86 >0-70 EyeIrrit. 2, H319
Skin Irrit. 2, H315
Skin Sens. 1,H317
10- Methacryloyloxydecyl dihydrogen phosphate . . 0. >0-20 EyeIrrit. 2, H319
(10-MDP) (CAS-No). 85590-00-7 Skin Sens. 1,H317
Silica, amorphous, fumed, crystalline-free (CAS-No.) 112945-52-5 >0-10 Skin Irrit. 2, H315
(EC-No.)601-216-3 EyeIrrit. 2, H319
STOT SE 3,H335

Full textof hazard classes and H-statements : see section16

SECTION 4: First-aid measures

41. Description of first aid measures
First-aid measures after inhalation : Remove person to fresh air and keep comfortable for breathing. Give artificial respiration if
necessary. Ifyou feel unwell, seek medical advice.
First-aid measures after skin contact . Immediately rinse with plenty of water (for atleast 15 minutes). Take offimmediately all
contaminated clothing and wash it before reuse. Getimmediate medical advice/attention.
First-aid measures after eye contact : Immediately flush eyes thoroughly with water for atleast 15 minutes. Remove contactlenses, if
presentand easy to do. Continue rinsing. Get medical ad vice/attention.
First-aid measures after ingestion : Rinse mouth. Do notinduce vomiting. Get medical ad vice/attention if youfeel unwell.
4.2. Most important symptoms and effects (acute and delayed)
Symptoms/effects : May damage fertility or the unborn child.
Symptoms/effects after inhalation : Notexpected to present a significant hazard underanticipated conditions of normal use.
Symptoms/effects after skin contact : Causes skinirritation. May cause an allergic skin reaction.
Symptoms/effects after eye contact . Causes eyeirritation.
Symptoms/effects after ingestion 1 May causeirritation to the digestive tract.
4.3. Immediate medical attention and special treatment, if necessary

Treat symptomatically.

SECTION 5: Fire-fighting measures

5.1. Suitable (and unsuitable) extinguishingmedia
Suitable extinguishing media : Water spray.Dry powder. Foam. Carbon dioxide.
Unsuitable extinguishing media : Noneknown.
5.2. Specific hazards arising from the chemical
Fire hazard : On combustion, forms: carbon oxides (COand CO2).
Explosion hazard : No direct explosion hazard.
5.3. Special protective equipmentand precautions for fire-fighters
Firefighting instructions . Exercise caution when fighting any chemicalfire.
Protection during firefighting : Do notattemptto take actionwithout suitable protective equipment. Self-contained breathing

apparatus. Complete protective clothing.
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Safety Data Sheet

according to Federal Register/Vol. 77, No. 58 / Monday, March 26, 2012 / Rules and Regulations

SECTION 6: Accidental release measures

6.1. Personal precautions, protectiveequipmentand emergency procedures
6.1.1. Fornon-emergency personnel
Protectiveequipment : Usepersonalprotective equipment as required. For further information refer to section 8:
"Exposure controls/personal protection".
Emergency procedures . Evacuate unnecessary personnel.

6.1.2. Foremergency responders
Protectiveequipment . Do notattemptto take actionwithout suitable protective equipment. In case of inadequate
ventilation wear respiratory protection.
6.2. Environmental precautions
Avoid release to the environment.

6.3. Methods and material for containmentand cleaningup
Methodsforcleaning up 1 Soak up spillswithinert solids, such as clay or diatomaceous earth as soon as possible. Collect
spillage.
Otherinformation : Dispose of materials orsolid residues at an authorized site.
6.4. Reference to other sections

For further information referto section 8: "Exposure controls/personal protection". For disposal of residues refer to section 13 : “Disposal considerations".

SECTION 7: Handling and storage

71. Precautions for safe handling
Precautions for safe handling : Obtain special instructions before use. Do not handle until all safety precautions have been
read and understood. Ensure good ventilation of the work station. Wear personal protective
equipment. Do not breathe vapors.
Hygiene measures . Do noteat, drinkor smoke when using this product. Always wash hands after handling the
product. Wash contaminated clothing before reuse. Contaminated work clothing should not be
allowed out of the workplace. Handle in accordance with goodindustrial hygieneand safety

practice.
7.2. Conditions for safe storage, including any incompatibilities
Storage conditions : Storein awell-ventilated place. Keep cool.
Incompatible materials : Strongacids. Strong bases.
SECTION 8: Exposure controls/personal protection
8.1. Control parameters
2-hydroxyethyl methacrylate (868-77-9)
Notapplicable
1-Propanone, 2-hydroxy-2-methyl-1-phenyl (7473-98-5)
Notapplicable
Diphenyl-2,4,6-trimethylbenzoyl phosphine oxide (75980-60-8)
Notapplicable
Benzoic acid, 4-(dimethylamino)-, ethyl ester (10287-53-3)
Notapplicable
Urethane dimethacrylate (72869-86)
Notapplicable
8.2. Appropriate engineering controls
Appropriate engineering controls : Ensure good ventilation of the work station. Emergency eye wash fountains and safety showers
should be available in theimmediate vicinity ofany potential exposure.
Environmental exposure controls . Avoid release to the environment.
8.3. Individual protection measures/Personal protective equipment

Hand protection:

Impermeable protective gloves
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Eye protection:
Safety glasseswith side shields
Skin and body protection:

Long sleeved protective clothing

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties
Physical state : Liquid
Appearance . Paste.

Color . White to off-white
Odor : odorless

Odor threshold : No dataavailable
pH : No dataavailable
Melting point : <0°C

Freezing point . No dataavailable
Boiling point : >100°C

Flash point . No dataavailable

Relative evaporation rate (butyl acetate=1)
Flammability (solid, gas)

Vapor pressure

Relative vapordensityat 20 °C

Relative density

. No dataavailable
: Notapplicable.

: No dataavailable
: No dataavailable
: No dataavailable

Specificgravity / density >
Solubility . No dataavailable
Log Pow : No dataavailable

Auto-ignition temperature
Decomposition temperature
Viscosity, kinematic
Viscosity, dynamic
Explosion limits

Explosive properties
Oxidizing properties

9.2. Otherinformation
No additional information available

SECTION 10: Stability and reactivity

10.1. Reactivity

The productis non-reactive under normal conditions of use, storage and transport.

10.2. Chemical stability

: No dataavailable
. No dataavailable
: No dataavailable
: No dataavailable
: No dataavailable
: No dataavailable
: No dataavailable

Stable at ambient temperature and under normal conditions of use.

10.3. Possibility of hazardous reactions

No dangerous reactions known under normal conditions of use.

10.4. Conditions to avoid
None known.

10.5. Incompatible materials
Strong acids. Strong bases.

10.6. Hazardous decomposition products

No hazard ous decomposition products known at room temperature.
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according to Federal Register/Vol. 77, No. 58 / Monday, March 26, 2012 / Rules and Regulations

SECTION 11: Toxicological information

11.1. Information on toxicological effects
Acute toxicity (oral)
Acute toxicity (dermal)
Acute toxicity (inhalation)

Skin corrosion/irritation
Serious eye damagelirritation
Respiratory or skin sensitization
Germ cell mutagenicity
Carcinogenicity

Reproductive toxicity

Specifictarget organ toxicity — single exposure
Specifictarget organ toxicity — repeated
exposure

Aspirationhazard

Viscosity, kinematic

Symptoms/effects
Symptoms/effects after inhalation
Symptoms/effects after skin contact
Symptoms/effects after eye contact
Symptoms/effects after ingestion
Other information

: Notclassified (Based on available data, the classification criteria are not met)
: Notclassified (Based on available data, the classification criteria are not met)
: Notclassified (Based on available data, the classification criteria are not met)

. Causes skinirritation.

. Causes serious eyeirritation.

: May cause an allergic skin reaction.

: Notclassified (Based on available data, the classification criteria are not met)
: Notclassified (Based on available data, the classification criteria are not met)

: May damage fertility or the unborn child.
: Notclassified (Based on available data, the classification criteria are not met)

: Notclassified (Based on available data, the classification criteria are not met)

: Notclassified (Based on available data, the classification criteria are not met)
. No dataavailable

. May damage fertility or the unborn child.

. Notexpectedto presentasignificant hazard underanticipated conditions of normal use.
. Causes skinirritation. May cause an allergic skin reaction.

. Causes eyeirritation.

: May causeirritation to the digestive tract.

: Likely routes of exposure: ingestion, inhalation, skin and eye.

SECTION 12: Ecological information

12.1. Toxicity
Ecology-general

12.2. Persistence and degradability
No additionalinformation available

12.3. Bioaccumulative potential
No additionalinformation available

12.4. Mobility in soil
No additionalinformation available

12.5. Other adverse effects

Otherinformation

. This materialhas not been tested forenvironmental effects.

: Avoid release to the environment.

SECTION 13: Disposal considerations

13.1. Disposal methods
Product/Packaging disposal recommendations
Ecology - waste materials

: Disposeinasafe mannerin accordance with local/national regulations.
: Avoid release to the environment.

SECTION 14: Transport information

Department of Transportation (DOT)
In accordance withDOT

Notregulated
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according to Federal Register/Vol. 77, No. 58 / Monday, March 26, 2012 / Rules and Regulations

Transportation of Dangerous Goods
Notregulated

Transport by sea

Notregulated

Air transport

Notregulated

SECTION 15: Regulatory information

15.1. US Federal regulations

2-hydroxyethyl methacrylate (868-77-9)

Listed on the United States TSCA (Toxic Substances Control Act) inventory
1-Propanone, 2-hydroxy-2-methyl-1-phenyl (7473-98-5)

Listed onthe United States TSCA (Toxic Substances Control Act) inventory
Diphenyl-2,4,6-trimethylbenzoyl phosphine oxide (75980-60-8)

Listed onthe United States TSCA (Toxic Substances Control Act) inventory
Benzoic acid, 4-(dimethylamino)-, ethyl ester (10287-53-3)

Listed onthe United States TSCA (Toxic Substances Control Act) inventory

Urethane dimethacrylate (72869-86)
Listed onthe United States TSCA (Toxic Substances Control Act) inventory

15.2. International regulations

CANADA

2-hydroxyethyl methacrylate (868-77-9)

Listed onthe Canadian DSL (Domestic Substances List)
1-Propanone, 2-hydroxy-2-methyl-1-phenyl (7473-98-5)

Listed onthe Canadian DSL (Domestic Substances List)
Diphenyl-2,4,6-trimethylbenzoyl phosphine oxide (75980-60-8)
Listed onthe Canadian DSL (Domestic Substances List)

Benzoic acid, 4-(dimethylamino)-, ethyl ester (10287-53-3)
Listed on the Canadian DSL (Domestic Substances List)

Urethane dimethacrylate (72869-86)
Listed on the Canadian DSL (Domestic Substances List)

EU-Regulations

National regulations

15.3. US State regulations
No additionalinformation available

SECTION 16: Other information

according to Federal Register/Vol. 77, No. 58 / Monday, March 26, 2012 / Rules and Regulations
Revisiondate : 18 June 2021
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RE-GEN™ Pit and Fissure Sealant
Safety Data Sheet

according to Federal Register/Vol. 77, No. 58 / Monday, March 26, 2012 / Rules and Regulations

Full text of H-phrases:

H315 Causes skinirritation

H317 May cause an allergic skin reaction
H319 Causes serious eye irritation

H360 May damage fertility or the unborn child

SDS US (GHS HazCom 2012)

This information is based on our current knowledge and is intended to describe the product for the purposes of health, safety and environmental requirements only. It should not therefore be construed as
guaranteeing any specific property of the product.
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