SAFETY DATA SHEETS

This SDS packet was issued with item:
075525795

The safety data sheets (SDS) in this packet apply to the individual products listed below. Please
refer to invoice for specific item number(s).

273001459



Caution: US Federal Law restricts this product to sale by or on the order of a properly licensed practitioner. Rx Only.
Store this product in a cool, dry place. Refrigeration will prolong shelf life, but avoid freezing. Bring to room temperature before use.

INSTRUCTIONS FOR USE

PARKELL PRODUCT:
INFORMATION:
24-HOUR SAFETY HOTLINE:

PRODUCT DESCRIPTION and INDICATIONS FOR USE:

E.T.C.™ is a resin-based, dual-cure, temporary dental cement that contains
Triclosan. It is indicated for short to medium-term cementation of dental
prostheses to enamel, dentin, cementum, amalgam, metal alloys, ceramics,
composite cores or implants. It is translucent so that it blends well with tooth
roots and crown margins, making it especially useful in anterior regions of
the mouth.

CONTRAINDICATIONS FOR USE:

Uncured E.T.C. should not be swallowed. This product is contraindicated for
use on or by persons who are allergic to or sensitive to methacrylate resins or
similar products. Symptoms may include dermatitis or inflammatory reactions.
If this occurs, discontinue use and obtain medical care immediately.

PRODUCT WARNINGS AND CLINICAL INFORMATION:

» Store product with cap or used mixing tip tightly screwed on, in a cool,
dark place. Avoid sunlight or nearby heat sources. SHELF LIFE WILL BE
REDUCED IF NOT STORED PROPERLY.

« If product accidentally contacts skin, wash with copious amounts of water.

« If product accidentally contacts eyes, flush with water and obtain medical
care immediately.

* Do not ingest the components of this product. Keep them away
from children.

p If this product sets in intra-oral undercuts, it may lock on, making
prosthesis removal extremely difficult.

p If you coat the abutment with bonding agent prior to cementation,
or cement over composite cores, or cement to implant abutments,
partially lubricate the preps before cementing the prosthesis to allow
removal later.

P To avoid leakage and discoloration, care should be taken to disinfect
the prep prior to temporary cementation.

“E.T.C.” — EASY TEMPORARY CEMENT KIT IS SUPPLIED WITH:
1 - Dual-chamber Cartridge (5 ml) of E.T.C. (with plunger)

10 - Brown-base, 1:1 Static Mixing Tips (for refills, purchase
Stock No. S292-quantity 30)

1 - Instructions for use & MSDS
PRODUCT TIMING:

Working Time 2:00 minutes
(at room temperature 72° F/22° C):
Setting Time: 4:00 minutes

(at intra-oral temperature 98.6° F / 37° C):  (cooler material will be slower)
Light Cure: 10 seconds (approx.)

GENERAL INSTRUCTIONS FOR USE:
1) Wash abutment with water and dry with air.

2) If the prep contains resin cores, or is coated with resin bonding
agents, lubricate both the resin and dentin 1-2mm above the margin
to preclude the temporary from locking on to the prep. Leave the
margin un-lubricated for retention and resistance to leakage. You
may use glycerin lubricant or a product like Parkell’s Blu-Sep™
(Stock No. S385), a water-soluble lubricating liquid that dries quickly
to an easy-to-see blue film.

3) Before first use, remove and set aside the brown sealing cap and express

out a small amount of E.T.C. through both round orifices onto a mixing pad.

Wipe the end clean with a tissue.

4) Twist an unused brown-base mixing tip onto the cartridge and express a
small amount of mixed E.T.C. onto a mixing pad to confirm good flow and
mixture. Immediately express a small amount of cement into the clean and
dry intaglio of the prosthesis. It is not necessary to fill the entire crown.

A bead around the marginal area of the preparation works best,
as it seals the margins without interfering with seating or creating
excessive retention.
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EASY TEMPORARY CEMENT

Stock Number S255
1-800-535-5053

5) Seat prosthesis onto tooth, and immobilize until setting is evident.

6) Cleanup may begin as soon as the material reaches its gel stage. To assist
in cleanup, excess E.T.C. may be gelled with brief (3 seconds) exposure to
a curing light before removal.

7) Leave the used mixing tip in place on the cartridge to serve as the sealing
cap between uses. The cartridge and used mixing tip may be disinfected
with appropriate dental surface disinfectants. Check with the disinfectant
manufacturer before use.

8) E.T.C. may also be hand-mixed by removing the sealing cap from dual-
barrel syringe and dispensing equal amounts of base and catalyst onto a
paper mixing pad. Spatulate until they are fully incorporated. Re-seal the
cartridge with the original cap, taking care to align the V on the cap with
the notch on the cartridge collar. This will assure that the proper plugs fit
the holes. (If the plugs are reversed, the cement may set prematurely in
the syringe.)

WARRANTY:

Parkell will replace defective material for a period of one year from the date of
manufacture. This warranty is in lieu of all warranties of merchantability,
fitness for purpose or other warranties, express or implied. Parkell does
not accept liability for any loss or damage, direct, consequential or otherwise,
arising out of the use of or the inability to use the product herein described.
Before using, the user shall determine the suitability of the product for its
intended use and the user assumes all risk and liability whatsoever in
connection herewith.

C€

0120

Parkell’s Quality System is certified to ISO 13485/9001. Material Safety
Data Sheets are attached to these instructions, and can also be found
at www.parkell.com

European Authorized Representative (Not a dealer/distributor):
EMERGO EUROPE

Molenstraat 15, 2513 BH, The Hague, The Netherlands

Tel: +31 (0)70 345 8570 « Fax: +31 (0)70 346 7299

parkell...

300 Executive Drive, PO Box 9004, Edgewood, NY 11717
Toll-Free: 800-243-7446 « Phone: 631-249-1134

Fax: 631-249-1242 « Email: info@parkell.com

Web: www.parkell.com « Made in U.S.A. M
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Safety Data Sheet

parkell

Issue Date: 14-Jun-2013 Revision Date: 21-Nov-2014 Version 1

1. IDENTIFICATION

Product Identifier
Product Name E.T.C.™ Easy Temporary Cement

Other means of identification
SDS # S255

Recommended use of the chemical and restrictions on use
Recommended Use Resin-Based, Dual-Cure, Temporary Dental Cement.

Details of the supplier of the safety data sheet
Supplier Address

Parkell, Inc.

300 Executive Drive

Edgewood, NY 11717

Emergency Telephone Number

Company Phone Number (631) 249-1134

Emergency Telephone (24 hr) INFOTRAC 1-352-323-3500 (International)
1-800-535-5053 (North America)

2. HAZARDS IDENTIFICATION

Appearance Colored paste Physical State Liquid Odor Mild fruity ester-like odor

Classification

Skin sensitization Category 1
Specific target organ toxicity (single exposure) Category 3

Hazards Not Otherwise Classified (HNOC)
May be harmful if swallowed

Signal Word
Warning

Hazard Statements
May cause an allergic skin reaction
May cause respiratory irritation
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S255 - E.T.C.™ Easy Temporary Cement Revision Date: 21-Nov-2014

Precautionary Statements - Prevention

Avoid breathing dust/fume/gas/mist/vapors/spray

Contaminated work clothing should not be allowed out of the workplace
Wear protective gloves

Use only outdoors or in a well-ventilated area

Precautionary Statements - Response

IF ON SKIN: Wash with plenty of soap and water

Take off contaminated clothing and wash it before reuse

If skin irritation or rash occurs: Get medical advice/attention

IF INHALED: Remove victim to fresh air and keep at rest in a position comfortable for breathing
Get medical attention if symptoms persist

Precautionary Statements - Storage
Store in a well-ventilated place. Keep container tightly closed
Store locked up

Precautionary Statements - Disposal
Dispose of contents/container to an approved waste disposal plant

Other Hazards
Very toxic to aquatic life with long lasting effects

3. COMPOSITION/INFORMATION ON INGREDIENTS

Chemical Name CAS No Weight-%

Uncured Acrylate and Methacrylate Ester Proprietary Proprietary
Monomers

Silane treated glass silica, initiators, and stabilizers Proprietary Proprietary

Benzoyl peroxide 94-36-0 Proprietary

Triclosan 3380-34-5 Proprietary

**|f Chemical Name/CAS No is "proprietary" and/or Weight-% is listed as a range, the specific chemical identity and/or percentage
of composition has been withheld as a trade secret.**

4. FIRST-AID MEASURES

First Aid Measures

Eye Contact Flush with plenty of water. Contact a physician.

Skin Contact IF ON SKIN: Wash with plenty of soap and water. Take off contaminated clothing and wash
it before reuse. If skin irritation or rash occurs: Get medical advice/attention.

Inhalation IF INHALED: Remove victim to fresh air and keep at rest in a position comfortable for
breathing. Seek medical attention if irritation persists.

Ingestion Immediately call a poison center or doctor/physician.

Most important symptoms and effects

Symptoms May cause an allergic skin reaction. May be irritating to skin and eyes. May cause
respiratory irritation. May be irritating to the mouth, throat and stomach.

Indication of any immediate medical attention and special treatment needed

Notes to Physician Treat symptomatically.

Page 2/8
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S255 - E.T.C.™ Easy Temporary Cement Revision Date: 21-Nov-2014

5. FIRE-FIGHTING MEASURES

Suitable Extinguishing Media
Foam. Carbon dioxide (CO2). Dry chemical.

Unsuitable Extinguishing Media Not determined.

Specific Hazards Arising from the Chemical
Heat can cause polymerization with rapid release of energy.

Hazardous Combustion Products Carbon oxides.

Protective equipment and precautions for firefighters
As in any fire, wear self-contained breathing apparatus pressure-demand, MSHA/NIOSH (approved or equivalent) and full
protective gear.

6. ACCIDENTAL RELEASE MEASURES

Personal precautions, protective equipment and emergency procedures

Personal Precautions Use personal protection recommended in Section 8.

Environmental Precautions Prevent from entering into soil, ditches, sewers, waterways and/or groundwater. See
Section 12, Ecological Information. See Section 13: DISPOSAL CONSIDERATIONS.

Methods and material for containment and cleaning up

Methods for Containment Prevent further leakage or spillage if safe to do so.
Methods for Clean-Up Contain and collect with an inert absorbent and place into an appropriate container for
disposal.

7. HANDLING AND STORAGE

Precautions for safe handling

Advice on Safe Handling Handle in accordance with good industrial hygiene and safety practice. Use personal
protection recommended in Section 8. Avoid contact with skin, eyes or clothing. Avoid
breathing dust/fume/gas/mist/vapors/spray. Contaminated work clothing should not be
allowed out of the workplace. Use only outdoors or in a well-ventilated area. Protect
container from physical damage.

Conditions for safe storage, including any incompatibilities

Storage Conditions Keep container tightly closed and store in a cool, dry and well-ventilated place. Store away
from heat, sunlight, oxidizing agents, reducing agents, and ignition sources. Store locked
up.

Incompatible Materials Oxidizing agents. Reducing agents. Peroxides. Free radical initiators.

Page 3/8
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S255 - E.T.C.™ Easy Temporary Cement

Revision Date:

8. EXPOSURE CONTROLS/PERSONAL PROTECTION

Exposure Guidelines

Chemical Name

ACGIH TLV

OSHA PEL

NIOSH IDLH

stabilizers

Silane treated glass silica, initiators, and

TWA: 1 fiber/cm3 respirable
fibers: length >5 um, aspect ratio
>=3:1, as determined by the
membrane filter method at
400-450X magnification [4-mm
objective], using phase-contrast
illumination
TWA: 5 mg/m® inhalable fraction

Benzoyl peroxide
94-36-0

TWA: 5 mg/m®

TWA: 5 mg/m?®
(vacated) TWA: 5 mg/m?

IDLH: 1500 mg/m?
TWA: 5 mg/m?®

Appropriate engineering controls

Engineering Controls

Ensure adequate ventilation, especially in confined areas. Eyewash stations. Showers.

Individual protection measures, such as personal protective equipment

Eye/Face Protection

Skin and Body Protection

Respiratory Protection

Safety goggles or glasses.
Protective gloves.

Use in well-ventilated area.

General Hygiene Considerations Handle in accordance with good industrial hygiene and safety practice.

9. PHYSICAL AND CHEMICAL PROPERTIES

Information on basic physical and chemical properties

Physical State
Appearance
Color

Property

pH

Melting Point/Freezing Point
Boiling Point/Boiling Range
Flash Point

Evaporation Rate
Flammability (Solid, Gas)
Upper Flammability Limits
Lower Flammability Limit
Vapor Pressure

Vapor Density

Specific Gravity

Water Solubility

Solubility in other solvents
Partition Coefficient
Auto-ignition Temperature
Decomposition Temperature
Kinematic Viscosity
Dynamic Viscosity
Explosive Properties
Oxidizing Properties

Liquid
Colored paste
Not determined

Values

Not determined
Not determined
Not determined
Not determined
Not determined
Not determined
Not determined
Not determined
Not determined
Not determined
approx. 1.5
Not known

Not determined
Not determined
Not determined
Not determined
Not determined
Not determined
Not determined
Not determined

Odor
Odor Threshold

Remarks ¢ Method

@ 77°F (25°C) (Water = 1)

Mild fruity ester-like odor
Not determined

Obtained by Global Safety Management, www.globalsafetynet.com, (877) 683-7460
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S255 - E.T.C.™ Easy Temporary Cement Revision Date: 21-Nov-2014

10. STABILITY AND REACTIVITY

Reactivity
Not reactive under normal conditions.

Chemical Stability
Stable under recommended storage conditions.

Possibility of Hazardous Reactions
None under normal processing.

Hazardous Polymerization Hazardous polymerization will not occur when using clinical amounts of this material.

Conditions to Avoid
Keep separated from incompatible substances. Keep out of reach of children. Avoid direct sunlight, high heat, and humidity.

Incompatible Materials
Oxidizing agents. Reducing agents. Peroxides. Free radical initiators.

Hazardous Decomposition Products
Carbon oxides.

11. TOXICOLOGICAL INFORMATION

Information on likely routes of exposure

Product Information

Eye Contact Avoid contact with eyes.

Skin Contact May cause an allergic skin reaction.
Inhalation May cause respiratory irritation.
Ingestion May be harmful if swallowed.

Component Information

Chemical Name Oral LD50 Dermal LD50 Inhalation LC50
Uncured Acrylate and Methacrylate =3300 mg/kg (Rat) - -
Ester Monomers
Silane treated glass silica, initiators, > 5000 mg/kg ( Rat) > 2000 mg/kg ( Rabbit) >22mg/L (Rat)1h
and stabilizers
Benzoyl peroxide =6400 mg/kg (Rat) - -
94-36-0
Triclosan =3700 mg/kg (Rat) =9300 mg/kg ( Rabbit) -
3380-34-5

Information on physical, chemical and toxicological effects

Symptoms Please see section 4 of this SDS for symptoms.

Page 5/8
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S255 - E.T.C.™ Easy Temporary Cement

Revision Date: 21-Nov-2014

Delayed and immediate effects as well as chronic effects from short and long-term exposure

Sensitization

Carcinogenicity

May cause an allergic skin reaction.

Group 3 IARC components are "not classifiable as human carcinogens".

Chemical Name

ACGIH

IARC

NTP

OSHA

Silane treated glass silica,
initiators, and stabilizers

Group 3

Benzoyl peroxide
94-36-0

Group 3

Legend

IARC (International Agency for Research on Cancer)
Group 3 IARC components are "not classifiable as human carcinogens"

STOT - single exposure

Numerical measures of toxicity

Not determined

May cause respiratory irritation.

12. ECOLOGICAL INFORMATION

Ecotoxicity

Very toxic to aquatic life with long lasting effects.

Component Information

Chemical Name

Algae/aquatic plants

Fish

Toxicity to
microorganisms

Crustacea

Silane treated glass silica,
initiators, and stabilizers

440: 72 h
Pseudokirchneriella
subcapitata mg/L EC50

5000: 96 h Brachydanio rerio
mg/L LC50 static

7600: 48 h Ceriodaphnia
dubia mg/L EC50

Triclosan
3380-34-5

250: 96 h Pimephales
promelas pg/L LC50

390: 48 h Daphnia magna
ug/L EC50

Persistence/Degradability
Not determined.

Bioaccumulation
Not determined.

Mobility
Not determined

Other Adverse Effects
Not determined

13. DISPOSAL CONSIDERATIONS

Waste Treatment Methods

Disposal of Wastes

Contaminated Packaging

Disposal should be in accordance with applicable regional, national and local laws and

regulations.

Disposal should be in accordance with applicable regional, national and local laws and

regulations.

Obtained by Global Safety Management, www.globalsafetynet.com, (877) 683-7460
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S255 - E.T.C.™ Easy Temporary Cement Revision Date: 21-Nov-2014
California Hazardous Waste Status
Chemical Name California Hazardous Waste Status
Benzoyl peroxide Toxic
94-36-0 Ignitable
Reactive
14. TRANSPORT INFORMATION
Note Please see current shipping paper for most up to date shipping information, including
exemptions and special circumstances.
DOT Not regulated
IATA Not regulated
IMDG
Marine Pollutant This material may meet the definition of a marine pollutant
15. REGULATORY INFORMATION
International Inventories
Chemical Name TSCA DSL NDSL EINECS [ ELINCS ENCS IECSC KECL PICCS AICS
Uncured Acrylate and Present X Present Present X Present X X
Methacrylate Ester
Monomers
Silane treated glass silica, | Present X Present Present X Present X X
initiators, and stabilizers
Benzoyl peroxide Present X Present Present X Present X X
Triclosan Present X Present Present X Present X X
Legend:

TSCA - United States Toxic Substances Control Act Section 8(b) Inventory

DSL/NDSL - Canadian Domestic Substances List/Non-Domestic Substances List
EINECS/ELINCS - European Inventory of Existing Chemical Substances/European List of Notified Chemical Substances
ENCS - Japan Existing and New Chemical Substances

IECSC - China Inventory of Existing Chemical Substances

KECL - Korean Existing and Evaluated Chemical Substances

PICCS - Philippines Inventory of Chemicals and Chemical Substances
AICS - Australian Inventory of Chemical Substances

US Federal Regulations

CERCLA

This material, as supplied, does not contain any substances regulated as hazardous substances under the Comprehensive
Environmental Response Compensation and Liability Act (CERCLA) (40 CFR 302) or the Superfund Amendments and

Reauthorization Act (SARA) (40 CFR 355).

SARA 313
Chemical Name CAS No Weight-% SARA 313 - Threshold
Values %
Benzoyl peroxide - 94-36-0 94-36-0 Proprietary 1.0

CWA (Clean Water Act)

This product does not contain any substances regulated as pollutants pursuant to the Clean Water Act (40 CFR 122.21 and 40

CFR 122.42)
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S255 - E.T.C.™ Easy Temporary Cement

Revision Date: 21-Nov-2014

US State Requlations

California Proposition 65
This product does not contain any Proposition 65 chemicals.

U.S. State Right-to-Know Regulations

Chemical Name New Jersey Massachusetts Pennsylvania
Silane treated glass silica, initiators, X X X
and stabilizers
Benzoyl peroxide X X X
94-36-0

16. OTHER INFORMATION

NFPA Health Hazards Flammability Instability
Not determined Not determined Not determined
HMIS Health Hazards Flammability Physical Hazards
Not determined Not determined Not determined
Issue Date: 14-Jun-2013
Revision Date: 21-Nov-2014
Revision Note: New format
Disclaimer

Special Hazards
Not determined
Personal Protection
Not determined

The information provided in this Safety Data Sheet is correct to the best of our knowledge, information and belief at the
date of its publication. The information given is designed only as a guidance for safe handling, use, processing, storage,
transportation, disposal and release and is not to be considered a warranty or quality specification. The information
relates only to the specific material designated and may not be valid for such material used in combination with any other

materials or in any process, unless specified in the text.

End of Safety Data Sheet
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