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SECTION 1 : Identification of the substance/preparation and of the company/undertaking

1.1. Product identifier

Product code : DD/71102, DE/71103, DF/71104, DG/71105
Product name : PermaShade™ LC Veneer Cement (All Shades)
Product description : Veneer Cement

1.2. Relevant identified uses of the substance or mixture and uses advised against
Relevant identified uses : Professional Dental Light Cure Veneer Cement
1.3. Details of the supplier of the safety data sheet

Manufacturer Distributor

Ultradent Products, Inc. Ultradent Products GmbH
505 W. 10200 S. Am Westhover Berg 30
South Jordan, UT 84095 51149 Cologne Germany

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

1.4. Emergency telephone number

CHEMTREC (NORTH AMERICA) :(800) 424 - 9300
(INTERNATIONAL) :+1(703) 527 - 3887

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture
Classification according to Directive 1999/45/EC

: The mixture has been assessed and/or tested for its physical, health

and environmental hazards and the following classification applies.

Danger symbols ' Xi

R phrases : R36/38

Classification according to Regulation (EC) No 1272 /2008 [CLP]
Health : Eye Irritation

Skin Irritation
2.2. Label elements
Classification according to Directive 1999/45/EC

Hazard pictogram(s) : Xi
: : i
Irritant
R&S statement(s) : R36/38: Irritating to eyes and skin.

Classification according to Regulation (EC) No 1272/2008 [CLP]
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Hazard pictogram(s)

Signal Word
Hazard statement(s)

Precautionary statement(s)
Response

Storage
Disposal

2.3. Other hazards
Immediate concerns

Exclamation
mark

: WARNING
: H315: Causes skin irritation.

H319: Causes serious eye irritation.

protection.
P305: IF IN EYES:

P351: Rinse cautiously with water for several minutes.
P337+P313: If eye irritation persists: Get medical advice/attention.

P302+P352: IF ON SKIN: Wash with plenty of soap and water.
: P103: Read label before use.
: P501: Dispose of in compliance with governmental regulation.(EC

1975L0442-20/11/2003)

: No other adverse human effects.

: P280: Wear protective gloves/protective clothing/eye protection/face

SECTION 3: Composition / information on ingredients

3.1. Substances
Not Applicable
3.2. Mixtures

Classification
Classification| according to
. EINECS o.. | @according to | Regulation
Chemical Name CAS No. Wt.% Directive (EC) No
67/548/EEC| 1272/2008
[CLP]
Xi; H302; H315;
Bis GMA 1565-94-2(216-367-7| < 30 R36/37/38; H317; H318;
R22 H335; H412
Triethylene Glycol Dimethacrylate 109-16-0( 203-652-6( < 10 Xi; R43 H317

For full text of H-statements and R-phrases: see SECTION 16.

SECTION 4: First aid measures

4.1. Description of first aid measures

Following eyes

: Immediately flush eyes with plenty of water. Get medical attention, if
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irritation persists.
Following skin : Wash with soap and water.
Following ingestion : If swallowed in small quantity the product is harmless, otherwise

consult a doctor.
Following inhalation : No specific treatment is necessary since this material is not likely to be

hazardous by inhalation. If exposed to excessive levels of dusts or

fumes, remove to fresh air and get medical attention if cough or other

symptoms develop.
4.2. Most important symptoms and effects, both acute and delayed

Eyes : Causes eye irritation.

Skin : May cause skin irritation and sensitization.
Ingestion : May be harmful if swallowed in large quantities.
Inhalation : None expected for this product.

4.3. Indication of any immediate medical attention and special treatment needed
Notes to physician : Not Applicable

SECTION 5: Fire fighting measures

5.1. Extinguishing media

Extinguishing media : Please see Fire Fighting Equipment under Section 5.3.
5.2. Special hazards arising from the substance or mixture

Hazardous combustion products : None known.

Explosion hazards : Not Determined
Fire explosion : Not Determined
Sensitive to static discharge : Not Determined
Sensitivity to impact : Not Determined

5.3. Adyvice for firefighters

Fire fighting procedures : General: Evacuate all personnel; use protective equipment for fire-
fighting. Use self-contained breathing apparatus when the product is

involved in fire.
Fire fighting equipment : Foam, dry chemical, carbon dioxide (CO3).

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
General procedures : Refer to Section 8 for Personal Protective Equipment.
6.2. Environmental precautions

Water spill : Not Applicable

6.3. Methods and material for containment and cleaning up

Small spill : Wipe up with dry cloth.
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Large spill : Collect in tightly closed containers.
6.4. Reference to other sections
Reference to other sections : Not Applicable
SECTION 7: Handling and storage
7.1. Precautions for safe handling
Handling : Use suitable protective equipment.
Storage : See product labeling.
7.2. Conditions for safe storage, including any incompatibilities
Shelf life : See product labeling
7.3. Specific end use(s)
Specific end use(s) : Professional Dental Light Cure Veneer Cement
SECTION 8: Exposure controls / personal protection
8.1. Control parameters
Control parameters : Not Determined
8.2. Exposure controls
Eye/face protection : Wear eye protection
Skin protection : Wear suitable protective clothing and gloves.
Respiratory protection : Good general ventilation should be sufficient to control airborne levels.

| SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state : Viscous substance
Colour : Shade dependent.
Odour : Acrylic

9.2. Other information

Percent volatile : Not Determined

SECTION 10: Stability and reactivity

10.1. Reactivity
Reactivity : Light exposure initiates polymerization
10.2. Chemical stability

Chemical stability : Stable when stored and handled under recommended conditions.

10.3. Possibility of hazardous reactions
Hazardous polymerization : None
10.4. Conditions to avoid
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Conditions to avoid : Heat, flames, ignition sources, direct light, and incompatibles.
10.5. Incompatible materials

Incompatible materials : Not Determined

10.6. Hazardous decomposition products

Hazardous decomposition : None known.

products

SECTION 11: Toxicological information

11.1. Information on toxicological effects

Acute

Notes
per ISO 10993-1.

: Device is biocompatible when used as directed by dental professionals

SECTION 12: Ecological information

12.1. Toxicity
Aquatic toxicity (acute)

96-hour LCsg : Not Determined
48-hour ECsg : Not Determined
96-hour ECsg : Not Determined
12.2. Persistence and degradability
Persistence and degradability : Not Determined
12.3. Bioaccumulative potential
Bioaccumulative potential : Not Determined
12.4. Mobility in soil
Mobility in soil : Not Determined
12.5. Results of PBT and vPvB assessment
Results of PBT and vPvB : Not Determined
assessment
12.6. Other adverse effects
Environmental data : Not Established

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Disposal method : Dispose of in compliance with governmental regulation.(EC

1975L0442-20/11/2003)

SECTION 14: Transport information

14.1. UN number



Page 6 of 7

SAFETY DATA SHEET

according to Regulation (EC) No. 453/2010

“!UI.TRADENT

PRODUCTS, INC.

Dental Use
Date Issued : 01/05/2012
SDS No : 255-001.3
Date Revised : 04/30/2015
Revision No : 2

PermaShade™ LC Veneer Cement (All Shades)

UN number

14.2. UN proper shipping name
UN proper shipping name

14.3. Transport hazard class(es)
Hazard classification

14.4. Packing group

Packing group

14.5. Environmental hazards
Marine pollutant #1

: N/A

: Not Dangerous Goods

: N/A

: N/A

: N/A

14.6. Special precautions for user

ADR - road
RID - rail
IMDG - sea
IATA - air

Transport in bulk

: Not Dangerous Goods
: Not Dangerous Goods

: Not Dangerous Goods
: Not Dangerous Goods
14.7. Transport in bulk according to Annex II of MARPOL73/78 and the IBC Code
: Not Dangerous Goods

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture
: Please refer to Medical Devices Directive 93/42/EEC
15.2. Chemical safety assessment

RoHS

Chemical safety assessment

: See Section 11

| SECTION 16: Other information

Relevant R-phrases and/or H-
statements (number and full
text)

Prepared by
Revision summary

: R22: Harmful if swallowed.
R36/37/38: Irritating to eyes, respiratory system and skin.
R43: May cause sensitization by skin contact.

H302:
H315:
H317:
H318:
H335:
H412:

Harmful if swallowed.

Causes skin irritation.

May cause an allergic skin reaction.

Causes serious eye damage.

May cause respiratory irritation.

Harmful to aquatic life with long lasting effects.

: Anu Kattoju

: This SDS replaces the 12/03/2014 SDS. Revised: Section 1:
. Section 2: . Section 10: HAZARDOUS POLYMERIZATION,
STABLE. Section 11: ACUTE ( ORAL LDsq (rat), INHALATION LCsg
(rat) ACUTE. Section 14: VESSEL (IMO/IMDG) - MARINE POLLUTANT
#1. Section 15: SECTION 15: Regulatory information. Section 16:
Revision Summary, GENERAL STATEMENTS.
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General statements : N/A= Not Applicable
Manufacturer disclaimer : FOR DENTAL USE ONLY: Use as directed. The information and

recommendations are taken from sources (raw material SDS(s) and

manufacturer's knowledge) believed to be accurate; however,the

manufacturer, makes no warranty with respect to the accuracy of the
information or the suitability of the recommendation and assumes no

liability to any user thereof. Each user should review these
recommendations in the specific context of the intended use and
determine whether they are appropriate.
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SECTION 1 : Identification of the substance/preparation and of the company/undertaking

1.1. Product identifier
Product code
Product name
Product description

Relevant identified uses

Manufacturer

Ultradent Products, Inc.
505 W. 10200 S.

South Jordan, UT 84095

: UX/10947
: Ultra-Etch®

: Phosphoric Acid dental etchant
1.2. Relevant identified uses of the substance or mixture and uses advised against

: Professional Dental Acid Etching Solution
1.3. Details of the supplier of the safety data sheet

1.4. Emergency telephone number

CHEMTREC (NORTH AMERICA) :(800) 424 - 9300
(INTERNATIONAL) :+1(703) 527 - 3887

Distributor

Ultradent Products GmbH

Am Westhover Berg 30

51149 Cologne Germany

Email: infoDE@ultradent.com

Emergency Phone : +49(0)2203-35-92-0

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture
Classification according to Directive 1999/45/EC

: The mixture has been assessed and/or tested for its physical, health
and environmental hazards and the following classification applies.

Danger symbols
R phrases

: C
: R34

Classification according to Regulation (EC) No 1272 /2008 [CLP]

Health
2.2. Label elements

: Skin Corrosion, Category 1B

This mixture contains Phosphoric Acid. This material is considered hazardous as defined by the OSHA Hazard
Communication Standard (29 CFR 1819.1200)

Classification according to Directive 1999/45/EC

Hazard pictogram(s)

R&S statement(s)

C

=]
=

. I
am =il
Corrosive
: R34: Causes burns.
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Classification according to Regulation (EC) No 1272/2008 [CLP]

Hazard pictogram(s) i

Corrosive
Signal Word : WARNING
Hazard statement(s)
Precautionary statement(s)

Prevention
protection.

Response

: H314: Causes severe skin burns and eye damage.

: P280: Wear protective gloves/protective clothing/eye protection/face

: P305+P351+P338: IF IN EYES: Rinse cautiously with water for several

minutes. Remove contact lenses, if present and easy to do. Continue

rinsing.

P302+P352: IF ON SKIN: Wash with plenty of soap and water.

P332+P313: If skin irritation occurs: Get medical advice/attention.

P301:
P310:
P331:

: P273:

: P501:
1975L0442-20/11/2003)

IF SWALLOWED:

Do NOT induce vomiting.
Storage
Disposal

2.3. Other hazards
Immediate concerns

Avoid release to the environment.

Immediately call a POISON CENTER or doctor/physician.

Dispose of in compliance with governmental regulation. (EC

: Corrosive. Will cause eye burns and permanent tissue damage.

SECTION 3: Composition / information on ingredients

3.1. Substances
Not Applicable
3.2. Mixtures

Classification

Classification| according to

. EINECS o.. | @according to | Regulation
Chemical Name CAS No. Wt.% Directive (EC) No

67/548/EEC| 1272/2008

[CLP]

. : . Skin Corr.,Cat.

Phosphoric Acid 7664-38-2(231-633-2| <45 C; R34 1B; H314

For full text of H-statements and R-phrases: see SECTION 16.

SECTION 4: First aid measures

4.1. Description of first aid measures
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Following eyes

Following skin

Following ingestion

Following inhalation

: Immediately flush with plenty of water. After initial flushing, remove

any contact lenses and continue flushing for at least 15 minutes. Have
eyes examined and tested by medical personnel.

: Wash with soap and water. Get medical attention if irritation develops

or persists.

: If swallowed, rinse mouth with water, Do NOT Induce Vomiting. Give

victim a glass of water or milk. Call a physician or poison control
center immediately. Never give anything by mouth to an unconscious
person.

: No specific treatment is necessary since this material is not likely to be
hazardous by inhalation. If exposed to excessive levels of dusts or
fumes, remove to fresh air and get medical attention if cough or other
symptoms develop.

4.2. Most important symptoms and effects, both acute and delayed

Eyes

Skin
Ingestion
Inhalation

: Causes severe eye burns.

: Corrosive, causes skin burning.
: Harmful if swallowed.

: None expected for this product.

4.3. Indication of any immediate medical attention and special treatment needed

Notes to physician

: Corrosive

SECTION 5: Fire fighting measures

5.1. Extinguishing media
Extinguishing media

: Please see Fire Fighting Equipment under Section 5.3.

5.2. Special hazards arising from the substance or mixture
Hazardous combustion products : Not Determined

Explosion hazards

Fire explosion

Sensitive to static discharge
Sensitivity to impact

5.3. Adyvice for firefighters
Fire fighting procedures

Fire fighting equipment

: Not Determined
: Not Determined
: Not Determined
: Not Determined

: General: Evacuate all personnel; use protective equipment for fire-
fighting. Use self-contained breathing apparatus when the product is
involved in fire.

: Non-combustible.

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures

General procedures

6.2. Environmental precautions

: Refer to Section 8 for Personal Protective Equipment.
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Water spill : Do not allow to enter sewers or drains that may lead to waterways.

6.3. Methods and material for containment and cleaning up

Small spill : Clean up spills immediately, observing precautions in Protective
Equipment section.

Large spill : Absorb with inert, damp non-combustible material, then flush area
with water.

6.4. Reference to other sections
Reference to other sections : Not Applicable

SECTION 7: Handling and storage

7.1. Precautions for safe handling

General procedures : Avoid contact with eyes, skin and clothing.
Handling : Use suitable protective equipment.
Storage : See product labeling.

7.2. Conditions for safe storage, including any incompatibilities

Shelf life : See product labeling

7.3. Specific end use(s)

Specific end use(s) : Professional Dental Acid Etching Solution

SECTION 8: Exposure controls / personal protection

8.1. Control parameters
Control parameters : Not Determined

8.2. Exposure controls

Eye/face protection : Wear eye protection
Skin protection : Wear suitable protective clothing and gloves.
Respiratory protection : Good general ventilation should be sufficient to control airborne levels.

| SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state : Gel

Colour : Blue

Odour : Odorless or no characteristic odor
pH 1 <1

Solubility in water : Partially soluble in water.

9.2. Other information

Percent volatile : Not Determined

SECTION 10: Stability and reactivity
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10.1. Reactivity

Reactivity : Stable

10.2. Chemical stability

Chemical stability : Stable when stored and handled under recommended conditions.

10.3. Possibility of hazardous reactions

Hazardous polymerization : None

10.4. Conditions to avoid

Conditions to avoid : Avoid strong bases, Metals. Excess heat, exposure to moist air or
water.

10.5. Incompatible materials

Incompatible materials : Strong caustics, most metals.

10.6. Hazardous decomposition products

Hazardous decomposition : Phosphine, oxides of phosphorous, hydrogen gas

products

Additional information : Reacts with bases to form phosphate salts and is corrosive (especially

when hot) to many metals and alloys. Liberates explosive hydrogen
gas when reacting with chlorides and stainless steel, and reacts
violently with sodium tetrahydroborate. Forms flammable gases with
sulfides, mercaptans, cyanides, and aldehydes. Also forms toxic fumes
with cyanides, sulfides, fluorides, organic peroxides, and halogenated
organics.

SECTION 11: Toxicological information

11.1. Information on toxicological effects
Acute

Notes : Device is a strong acid and is extremely toxic. Itis to be used only as
directed with PPE, and only by licensed dental professionals.

SECTION 12: Ecological information

12.1. Toxicity

Toxicity : Not Determined
Aquatic toxicity (acute)
96-hour LCsg : Not Determined
48-hour ECsg : Not Determined
96-hour ECsg : Not Determined
12.2. Persistence and degradability
Persistence and degradability : Not Determined

12.3. Bioaccumulative potential
Bioaccumulative potential : Not Determined



SAFETY DATA SHEET

according to Regulation (EC) No. 453/2010

“!ULTRADENT

PRODUCTS, INC.

Dental Use

Ultra-Etch®

Date Issued :

SDS No:

Date Revised :
Revision No :

Page 6 of 7

09/06/2012
7-001.13
03/18/2015
14

12.4. Mobility in soil
Mobility in soil

: Not Determined

12.5. Results of PBT and vPvB assessment

Results of PBT and vPvB
assessment

12.6. Other adverse effects
Environmental data

: Not Determined

: Not defined

SECTION 13: Disposal considerations

13.1. Waste treatment methods
Disposal method

: Dispose of in compliance with governmental regulation.(EC

1975L0442-20/11/2003)

SECTION 14: Transport information

14.1. UN number

UN number

14.2. UN proper shipping name
UN proper shipping name
14.3. Transport hazard class(es)
Primary hazard class/division
Hazard classification

14.4. Packing group

Packing group

14.5. Environmental hazards
Marine pollutant #1

: 1760

: Corrosive liquid, n.o.s. (Phosphoric acid mixture)

HEN|

: N/A

14.6. Special precautions for user

ADR - road
RID - rail
IMDG - sea
IATA - air

: N/A
: N/A
: N/A
: N/A

14.7. Transport in bulk according to Annex II of MARPOL73/78 and the IBC Code

Transport in bulk

: N/A

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

RoHS

: Please refer to Medical Devices Directive 93/42/EEC

15.2. Chemical safety assessment

Chemical safety assessment

: See Section 11
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| SECTION 16: Other information

Relevant R-phrases and/or H- : R34: Causes burns.

statements (number and full Skin Corr., Cat. 1B: Skin Corrosion, Category 1B

text) H314: Causes severe skin burns and eye damage.

Prepared by : Anu Kattoju

Revision summary : This SDS replaces the 02/25/2015 SDS. Revised: Section 1:

. Section 2: . Section 8: PERSONAL PROTECTIVE EQUIPMENT -
SKIN. Section 10: HAZARDOUS POLYMERIZATION.

General statements : N/A= Not Applicable

Manufacturer disclaimer : FOR DENTAL USE ONLY: Use as directed. The information and
recommendations are taken from sources (raw material SDS(s) and
manufacturer's knowledge) believed to be accurate; however,the
manufacturer, makes no warranty with respect to the accuracy of the
information or the suitability of the recommendation and assumes no
liability to any user thereof. Each user should review these
recommendations in the specific context of the intended use and
determine whether they are appropriate.
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SECTION 1 : Identification of the substance/preparation and of the company/undertaking

1.1. Product identifier
Product code
Product name
Product description

Relevant identified uses

Manufacturer

Ultradent Products, Inc.
505 W. 10200 S.

South Jordan, UT 84095

: PE/ 10324

: Ultradent® Porcelain Etch
: Acid Etching solution
1.2. Relevant identified uses of the substance or mixture and uses advised against

: Professional Dental Acid Etching Solution
1.3. Details of the supplier of the safety data sheet

1.4. Emergency telephone number

CHEMTREC (NORTH AMERICA) :(800) 424 - 9300
(INTERNATIONAL) :+1(703) 527 - 3887

Distributor

Ultradent Products GmbH

Am Westhover Berg 30

51149 Cologne Germany

Email: infoDE@ultradent.com

Emergency Phone : +49(0)2203-35-92-0

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture

Classification according to Directive 1999/45/EC

: The mixture has been assessed and/or tested for its physical, health
and environmental hazards and the following classification applies.

Danger symbols
R phrases

Health

2.2. Label elements

: T+,C

: R26/27/28,R35
Classification according to Regulation (EC) No 1272 /2008 [CLP]

: Skin Corrosion, Category 1A
Acute Toxicity (Inhalation), Category 1
Acute Toxicity (Oral), Category 1

Classification according to Directive 1999/45/EC

Hazard pictogram(s)

R&S statement(s)

Very toxic

Corrosive

: R26/27/28: Very toxic by inhalation, in contact with skin and if

swallowed.
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R35: Causes severe burns.
Classification according to Regulation (EC) No 1272/2008 [CLP]

Hazard pictogram(s) : %' i

Skull and Corrosive

crossbones
Signal Word : DANGER
Hazard statement(s) : H331: Toxic if inhaled.

H301: Toxic if swallowed.
H311: Toxic in contact with skin.
H314: Causes severe skin burns and eye damage.

Precautionary statement(s)

Prevention : P280: Wear protective gloves/protective clothing/eye protection/face
protection.

Response : P305+P351+P338: IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do. Continue
rinsing.

P315: Get immediate medical advice/attention.

P303+P361+P353: IF ON SKIN (or hair): Remove/Take off
immediately all contaminated clothing. Rinse skin with water/shower.
P313: Get medical advice/attention.

P301: IF SWALLOWED:

P310: Immediately calla POISON CENTER or doctor/physician.
P331: Do NOT induce vomiting.

P330: Rinse mouth.

P342+P311: If experiencing respiratory symptoms: Call a POISON
CENTER or doctor/physician.

Storage : P273: Avoid release to the environment.

Disposal : P501: Dispose of in compliance with governmental regulation.(EC
1975L0442-20/11/2003)

2.3. Other hazards
Immediate concerns : Toxic by inhalation, ingestion, and skin contact.

SECTION 3: Composition / information on ingredients

3.1. Substances
Not Applicable
3.2. Mixtures
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Ultradent® Porcelain Etch

Classification
Classification| according to
. EINECS according to | Regulation
Chemical Name CAS No. Wt.% Directive (EC) No
67/548/EEC| 1272/2008
[CLP]
Skin Corr.,Cat.
1A; Acute Tox.
C,+T; (I),Cat. 1;
Hydrofluoric Acid 7664-39-3| 231-634-8| < 10 R26/27/28; Acute Tox.
R35 (O),Cat. 1;
H300; H310;
H314; H330

For full text of H-statements and R-phrases: see SECTION 16.

SECTION 4: First aid measures

4.1. Description of first aid measures

Following eyes

: Remove contact lenses before flushing. With eyelids held open, flush

immediately with lukewarm water for at least 15 minutes. DO NOT use
an eye ointment. If a physician is not immediately available, apply 1-2
drops of 0.5% Pontocaine Hydrochloride solution. Get immediate
medical attention.

: Flush skin with large amounts of water and remove contaminated
clothing, watches, etc. After the water rinse, rub "Calcium Gluconate"
thoroughly into the skin. Seek medical attention for all burns,
regardless of how minor they may seem.

: DO NOT INDUCE VOMITING -SEEK MEDICAL ADVICE IMMEDIATELY!
Rinse mouth thoroughly and give large amounts of milk or water if
person is conscious. After ingestion of fluorides, give milk or Calcium
Gluconate orally. Transport to hospital if there is any suspicion of
ingestion.

: Remove to fresh air. If not breathing, give artificial respiration or give
oxygen by trained personnel. Seek immediate medical attention.

4.2. Most important symptoms and effects, both acute and delayed

Following skin

Following ingestion

Following inhalation

Eyes : Causes severe eye burns.

Skin : Contact causes severe skin irritatin and possible burns.
Ingestion : Toxic if swallowed.

Inhalation : Toxic if inhaled

4.3. Indication of any immediate medical attention and special treatment needed
Notes to physician : Toxic by inhalation, skin contact and ingestion.

SECTION 5: Fire fighting measures
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5.1. Extinguishing media

Extinguishing media : Please see Fire Fighting Equipment under Section 5.3.

5.2. Special hazards arising from the substance or mixture

Explosion hazards : Not Determined

Fire explosion : Not Determined

Sensitive to static discharge : Not Determined

Sensitivity to impact : Not Determined

5.3. Advice for firefighters

Fire fighting procedures : General: Evacuate all personnel; use protective equipment for fire-

fighting. Use self-contained breathing apparatus when the product is
involved in fire.

Fire fighting equipment : Foam, dry chemical, carbon dioxide (CO3).

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
Special protective equipment : Wear suitable protective clothing, gloves and eye/face protection.
6.2. Environmental precautions

Water spill : Do not allow to enter sewers or drains that may lead to waterways.
6.3. Methods and material for containment and cleaning up
Small spill : Dilute with water and mop up, or absorb with inert dry material and

place in an appropriate waste disposal container. If necessary:
Neutralize the residue with a dilute solution of sodium carbonate.

Large spill : Absorb with fly ash or cement powder. Neutralize with soda ash or
caustic soda. Collect carefully in tightly closed containers. DO NOT
TOUCH SPILLED MATERIAL.

6.4. Reference to other sections
Reference to other sections : Not Applicable

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Handling : Will attack glass and most ceramics. May attack some metals. Use
personal protectice equimpent in a well-ventilated area.

Storage : Keep container tightly closed in a cool place.

7.2. Conditions for safe storage, including any incompatibilities

Shelf life : See product labeling

7.3. Specific end use(s)

Specific end use(s) : Professional Dental Acid Etching Solution

SECTION 8: Exposure controls / personal protection
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8.1. Control parameters
Control parameters : Not Determined

8.2. Exposure controls

Eye/face protection
equivalent).

: Wear suitable protective clothing and gloves.
: Use only in well-ventilated areas.

Skin protection
Respiratory protection

: Use chemical splash goggles and face shield (ANSI Z87.1 or approved

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state : Gel

Colour : Yellow

Odour : Acidic, DO NOT SMELL
9.2. Other information

Percent volatile : Not Determined

SECTION 10: Stability and reactivity

10.1. Reactivity

Reactivity : Stable
10.2. Chemical stability
Chemical stability
10.3. Possibility of hazardous reactions
Hazardous polymerization : None
10.4. Conditions to avoid

Conditions to avoid
anhydrieds, Glass, and Intense Heat.

10.5. Incompatible materials
Incompatible materials : Not Determined
10.6. Hazardous decomposition products

Hazardous decomposition

products liberate hazardous corrosive vapors.

: Stable when stored and handled under recommended conditions.

: Avoid strong bases, Metals, Metal oxides, Inorganic acids, Organic

: Fluorine gas. Hydrogen is formed in contact with metals. Heating may

SECTION 11: Toxicological information

11.1. Information on toxicological effects

Acute

Notes
directed with PPE, and only by licensed dental professionals.

: Device is a strong acid and is extremely toxic. Itis to be used only as
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SECTION 12: Ecological information

12.1. Toxicity

Aquatic toxicity (acute) : Do not allow to enter sewers or drains that may lead to waterways.
96-hour LCsg : Not Determined
48-hour ECsg : Not Determined
96-hour ECsg : Not Determined

12.2. Persistence and degradability
Persistence and degradability : Not Determined

12.3. Bioaccumulative potential
Bioaccumulative potential : Not Determined

12.4. Mobility in soil
Mobility in soil : Not Determined

12.5. Results of PBT and vPvB assessment
Results of PBT and vPvB : Not Determined

assessment

12.6. Other adverse effects
Environmental data : Not Available

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Disposal method : Dispose of in compliance with governmental regulation.(EC
1975L0442-20/11/2003)

SECTION 14: Transport information

14.1. UN number

UN number 12922

14.2. UN proper shipping name

UN proper shipping name : Corrosive Liquid, Toxic n.o.s. (Hydrofluoric acid mixture)
14.3. Transport hazard class(es)

Primary hazard class/division : 8(6.1)

Hazard classification : 8(6.1)

14.4. Packing group

Packing group Hl|

14.5. Environmental hazards

Marine pollutant #1 : N/A

14.6. Special precautions for user
ADR - road : N/A
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RID - rail : N/A
IMDG - sea : N/A
IATA - air : N/A

14.7. Transport in bulk according to Annex II of MARPOL73/78 and the IBC Code
Transport in bulk : N/A

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

RoHS : Please refer to Medical Devices Directive 93/42/EEC
15.2. Chemical safety assessment
Chemical safety assessment : See Section 11

| SECTION 16: Other information

Relevant R-phrases and/or H- : R26/27/28: Very toxic by inhalation, in contact with skin and if
statements (number and full swallowed.
text) R35: Causes severe burns.
Acute Tox. (I), Cat. 1: Acute Toxicity (Inhalation), Category 1
Acute Tox. (O), Cat. 1: Acute Toxicity (Oral), Category 1
Skin Corr., Cat. 1A: Skin Corrosion, Category 1A
H300: Fatal if swallowed.
H310: Fatal in contact with skin.
H314: Causes severe skin burns and eye damage.
H330: Fatal if inhaled.

Prepared by : Anu Kattoju

Revision summary : This SDS replaces the 01/27/2015 SDS. Revised: Section 1:
. Section 2:. Section 6: SPECIAL PROTECTIVE
EQUIPMENT. Section 8: PERSONAL PROTECTIVE EQUIPMENT -
SKIN. Section 10: HAZARDOUS POLYMERIZATION,
STABLE. Section 11: ACUTE ( ORAL LDsg (rat), INHALATION LCsq
(rat) ACUTE. Section 15: SECTION 15: Regulatory
information. Section 16: GENERAL STATEMENTS.

General statements : N/A= Not Applicable

Manufacturer disclaimer : FOR DENTAL USE ONLY: Use as directed. The information and
recommendations are taken from sources (raw material SDS(s) and
manufacturer's knowledge) believed to be accurate; however,the
manufacturer, makes no warranty with respect to the accuracy of the
information or the suitability of the recommendation and assumes no
liability to any user thereof. Each user should review these
recommendations in the specific context of the intended use and
determine whether they are appropriate.
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SECTION 1 : Identification of the substance/preparation and of the company/undertaking

1.1. Product identifier

Product code : SI/10325
Product name : Silane
Product description : Bonding Agent

1.2. Relevant identified uses of the substance or mixture and uses advised against
Relevant identified uses : Professional Dental Bonding Agent
1.3. Details of the supplier of the safety data sheet

Manufacturer Distributor

Ultradent Products, Inc. Ultradent Products GmbH
505 W. 10200 S. Am Westhover Berg 30
South Jordan, UT 84095 51149 Cologne Germany

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

1.4. Emergency telephone number

CHEMTREC (NORTH AMERICA) :(800) 424 - 9300
(INTERNATIONAL) :+1(703) 527 - 3887

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture
Classification according to Directive 1999/45/EC

: The mixture has been assessed and/or tested for its physical, health
and environmental hazards and the following classification applies.

Danger symbols ' F+,Xi

R phrases : R11,R36

Classification according to Regulation (EC) No 1272 /2008 [CLP]
Health : Eye Irritation, Category 2
Environmental : Flammable Liquids, Category 2

2.2. Label elements
Classification according to Directive 1999/45/EC
Hazard pictogram(s) : F+ Xi

X

Extremely Irritant

flammable
R&S statement(s) : R11: Highly flammable.
R36: Irritating to eyes.
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Classification according to Regulation (EC) No 1272 /2008 [CLP]

Hazard pictogram(s) : g

Flame Exclamation
mark

Signal Word : WARNING

Hazard statement(s) : H225: Highly flammable liquid and vapour.
H319: Causes serious eye irritation.

Precautionary statement(s)

Prevention : P280: Wear protective gloves/protective clothing/eye protection/face
protection.
Response : P305: IF IN EYES:

P351: Rinse cautiously with water for several minutes.

P315: Get immediate medical advice/attention.

P302+P352: IF ON SKIN: Wash with plenty of soap and water.
P362+P364: Take off contaminated clothing and wash it before reuse.
P301: IF SWALLOWED:

P331: Do NOT induce vomiting.

P304+P340: IF INHALED: Remove person to fresh air and keep
comfortable for breathing.

P313: Get medical advice/attention.

Storage : P273: Avoid release to the environment.

Disposal : P501: Dispose of in compliance with governmental regulation.(EC
1975L0442-20/11/2003)

2.3. Other hazards
Physical hazards : Flammable Liquid

SECTION 3: Composition / information on ingredients

3.1. Substances
Not Applicable
3.2. Mixtures
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Classification
Classification| according to
. EINECS o.. | @ccording to | Regulation
Chemical Name CAS No. Wt.% Directive (EC) No
67/548/EEC| 1272/2008
[CLP]
Flam. Gas,Cat.
Methacryloxy propyl trimethoxy silane 7803-62-5|232-263-4 < 10 | F+; R12; R17 1; H220;
H280; H332
Eye Irr.,Cat.
P+ RLL Li?q; EEtm'z-
Isopropyl Alcohol 67-63-0| 200-661-7| < 95 R36{R3272/38; STOT SE,Cat.
3; H225;
H319; H336

For full text of H-statements and R-phrases: see SECTION 16.

SECTION 4: First aid measures

4.1. Description of first aid measures

Following eyes

Following skin

Following ingestion

Following inhalation

Eyes

Skin
Ingestion
Inhalation

Get immediate medical attention.

: Immediately flush eyes with plenty of water for at least 15 minutes.

: Immediately wash skin with soap and plenty of water. Remove

contaminated clothing. Get medical attention if symptoms occur. Wash

clothing before reuse.

: Give large volumes of water. Do not induce vomiting. Consult a
physician if ingested in large amounts.

: Remove to fresh air. If not breathing, give artificial respiration or give

oxygen by trained personnel. Seek immediate medical attention.
4.2. Most important symptoms and effects, both acute and delayed

: Severe eye irritation
: May cause slight irritation.
: Irritating to mouth, throat, and stomach.

: High concentrations in immediate area can displace oxygen and can
cause dizziness, unconsciousness, and even death with longer

exposure. Keep people away from such vapors without self-contained

breathing apparatus.

4.3. Indication of any immediate medical attention and special treatment needed

Notes to physician :

Not Applicable

SECTION 5: Fire fighting measures

5.1. Extinguishing media




Page 4 of 7

SAFETY DATA SHEET

according to Regulation (EC) No. 453/2010

Dental Use
WULTHADENT Date Issued : 10/31/2012
B EPRODUCTS, INC. SDS No : 5-001.11
Date Revised : 04/27/2015
Revision No: 11
Silane
Extinguishing media : Please see Fire Fighting Equipment under Section 5.3.
5.2. Special hazards arising from the substance or mixture
Explosion hazards : Not Determined
Fire explosion : Not Determined
Sensitive to static discharge : Not Determined
Sensitivity to impact : Not Determined
5.3. Adyvice for firefighters
Fire fighting procedures : General: Evacuate all personnel; use protective equipment for fire-
fighting. Use self-contained breathing apparatus when the product is
involved in fire.
Fire fighting equipment : Foam, dry chemical, carbon dioxide (CO2).

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
Special protective equipment : Wear suitable protective clothing, gloves and eye/face protection.

6.2. Environmental precautions
Water spill : Do not allow to enter sewers or drains that may lead to waterways.

6.3. Methods and material for containment and cleaning up

Small spill : Wipe up small amounts with chemical resistant or damp rag which is
washed with large amounts of water after each use. After cleaning,

flush away traces with water.

Large spill : Collect in tightly closed containers.

6.4. Reference to other sections

Reference to other sections : Not Applicable

Additional information : Refer particularly to local circumstances and regulations.

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Handling : Keep away from heat, sparks and flame.
Storage : See product labeling.

7.2. Conditions for safe storage, including any incompatibilities

Shelf life : See product labeling

7.3. Specific end use(s)

Specific end use(s) : Professional Dental Bonding Agent

SECTION 8: Exposure controls / personal protection

8.1. Control parameters
Control parameters : Not Determined
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8.2. Exposure controls
Engineering controls

Eye/face protection
Skin protection
Respiratory protection

: Use process enclosures, local exhaust ventilation, or other engineering
controls to control airborne levels below recommended exposure
limits.

: Wear safety glasses with side shields (or goggles) and a face shield.

: Wear suitable protective clothing and gloves.

: Use only in well-ventilated areas.

| SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state

Colour

Odour

Melting temperature
Boiling temperature
Solubility in water
9.2. Other information
Percent volatile

: Volatile Liquid

: Colorless

: Rubbing alcohol
: -89°C

1 82°C

: Fully miscible

: Not Determined

SECTION 10: Stability and reactivity

10.1. Reactivity
Reactivity

10.2. Chemical stability

Chemical stability

: Stable

: Stable when stored and handled under recommended conditions.

10.3. Possibility of hazardous reactions

Hazardous polymerization
10.4. Conditions to avoid

Conditions to avoid

10.5. Incompatible materials
Incompatible materials

: None

: Heat, flames, and ignition sources

: Strong oxidizers, acids, and Isocyanates

10.6. Hazardous decomposition products

Hazardous decomposition

products

: Complete combustion generates carbon dioxide. Incomplete
combustion generates toxic and highly flammable carbon monoxide.

SECTION 11: Toxicological information

11.1. Information on toxicological effects

Acute
Notes

: Device is biocompatible when used as directed by dental professionals
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per ISO 10993-1.

SECTION 12: Ecological information

12.1. Toxicity

Toxicity : None Expected.
12.2. Persistence and degradability

Persistence and degradability : Not Determined
12.3. Bioaccumulative potential

Bioaccumulative potential : Not Determined
12.4. Mobility in soil

Mobility in soil : Does not bicaccumulate.
12.5. Results of PBT and vPvB assessment
Results of PBT and vPvB : Not Determined
assessment

12.6. Other adverse effects

Environmental data : Not defined

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Disposal method : Dispose of in compliance with governmental regulation.(EC
1975L0442-20/11/2003)

SECTION 14: Transport information

14.1. UN number

UN number 1 1987
14.2. UN proper shipping name

UN proper shipping name : Alcohols, n.o.s. (Isopropyl alcohol mixture)
14.3. Transport hazard class(es)
Primary hazard class/division : 3
Hazard classification : 3
14.4. Packing group

Packing group Hll
14.5. Environmental hazards

Marine pollutant #1 : N/A
14.6. Special precautions for user

ADR - road : N/A
RID - rail : N/A

IMDG - sea : N/A
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IATA - air

: N/A

14.7. Transport in bulk according to Annex II of MARPOL73/78 and the IBC Code

Transport in bulk

: N/A

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

RoHS

: Please refer to Medical Devices Directive 93/42/EEC

15.2. Chemical safety assessment

Chemical safety assessment

: See Section 11

| SECTION 16: Other information

Relevant R-phrases and/or H-
statements (number and full
text)

Prepared by
Revision summary

General statements
Manufacturer disclaimer

: R11: Highly flammable.
R12: Extremely flammable.
R17: Spontaneously flammable in air.
R22: Harmful if swallowed.
R36/37/38: Irritating to eyes, respiratory system and skin.
Eye Irr., Cat. 2: Eye Irritation, Category 2
Flam. Gas, Cat. 1: Flammable Gases, Category 1
Flam. Lig., Cat. 2: Flammable Liquids, Category 2
STOT SE, Cat. 3: Target Organ Toxicity (Single exposure), Category 3
H220: Extremely flammable gas.
H225: Highly flammable liquid and vapour.
H280: Contains gas under pressure; may explode if heated.
H319: Causes serious eye irritation.
H332: Harmful if inhaled.
H336: May cause drowsiness or dizziness.

: Anu Kattoju

: This SDS replaces the 08/07/2014 SDS. Revised: Section 1: Date-
Revised.

: N/A= Not Applicable

: FOR DENTAL USE ONLY: Use as directed. The information and
recommendations are taken from sources (raw material SDS(s) and
manufacturer's knowledge) believed to be accurate; however,the
manufacturer, makes no warranty with respect to the accuracy of the
information or the suitability of the recommendation and assumes no
liability to any user thereof. Each user should review these
recommendations in the specific context of the intended use and
determine whether they are appropriate.
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SECTION 1 : Identification of the substance/preparation and of the company/undertaking

1.1. Product identifier
Product code
Product name
Product description

Relevant identified uses

Manufacturer

Ultradent Products, Inc.
505 W. 10200 S.

South Jordan, UT 84095

: BI/15076

: Peak® SE Primer , Part 1 of 2
: Professional Dental Etchant
1.2. Relevant identified uses of the substance or mixture and uses advised against

: Professional Dental Etchant
1.3. Details of the supplier of the safety data sheet

1.4. Emergency telephone number

CHEMTREC (NORTH AMERICA) :(800) 424 - 9300
(INTERNATIONAL) :+1(703) 527 - 3887

Distributor

Ultradent Products GmbH

Am Westhover Berg 30

51149 Cologne Germany

Email: infoDE@ultradent.com

Emergency Phone : +49(0)2203-35-92-0

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture

Classification according to Directive 1999/45/EC

: The mixture has been assessed and/or tested for its physical, health
and environmental hazards and the following classification applies.

Danger symbols
R phrases

Health

Physical
2.2. Label elements

: FXi

: R36/38,R43,R11
Classification according to Regulation (EC) No 1272 /2008 [CLP]

: Eye Irritation, Category 2
Skin Irritation, Category 2
Skin Sensitization, Category 1

: Flammable Liquids, Category 2

Classification according to Directive 1999/45/EC

Hazard pictogram(s)

F Xi
: : i
Highly Irritant

flammable
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R&S statement(s) : R36/38: Irritating to eyes and skin.
R43: May cause sensitization by skin contact.
R11: Highly flammable.

Classification according to Regulation (EC) No 1272/2008 [CLP]

Hazard pictogram(s) : g

Flame Exclamation
mark

Signal Word : WARNING

Hazard statement(s) : H225: Highly flammable liquid and vapour.
H315: Causes skin irritation.
H317: May cause an allergic skin reaction.

Precautionary statement(s)

Prevention : P280: Wear protective gloves/protective clothing/eye protection/face
protection.
Response : P305: IF IN EYES:

P351: Rinse cautiously with water for several minutes.

P337+P313: If eye irritation persists: Get medical advice/attention.
P302+P352: IF ON SKIN: Wash with plenty of soap and water.
P332+ P313: If skin irritation occurs: Get medical advice/attention.

Storage : P273: Avoid release to the environment.

Disposal : P501: Dispose of in compliance with governmental regulation.(EC
1975L0442-20/11/2003)

2.3. Other hazards
Immediate concerns : Flammable Liquid

SECTION 3: Composition / information on ingredients

3.1. Substances
Not Applicable
3.2. Mixtures
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Classification

Classification
according to

. EINECS o.. | @ccording to | Regulation
Chemical Name CAS No. Wt.% Directive (EC) No
67/548/EEC| 1272/2008
[CLP]
45 Eva. ) Flam. Lig.,Cat.
Ethyl Alcohol 64-17-5|200-578-6( < 40 F; R11 2: H225
Eye Irr.,Cat.
2; Skin
Xi: R43: Irr.,Cat. 2;
2-hydroxyethyl Methacrylate 868-77-9|212-782-2| < 20 R’36/38’ Skin

Sens.,Cat. 1;
H315; H317;
H319

For full text of H-statements and R-phrases: see SECTION 16.

SECTION 4: First aid measures

4.1. Description of first aid measures

Following eyes

Following skin

Following ingestion

Following inhalation

: Immediately flush eyes with plenty of water. Get medical attention, if

irritation persists.

: Wash with soap and water. Get medical attention if irritation develops

or persists.

: If swallowed in small quantity the product is harmless, otherwise

consult a doctor.

: No specific treatment is necessary since this material is not likely to be
hazardous by inhalation. If exposed to excessive levels of dusts or
fumes, remove to fresh air and get medical attention if cough or other

symptoms develop.

4.2. Most important symptoms and effects, both acute and delayed

Eyes

Skin
Ingestion
Inhalation

: Irritating to eyes.

: May cause skin irritation and sensitization.

: No specific hazards are encountered under normal product use.

: None expected for this product.

4.3. Indication of any immediate medical attention and special treatment needed

Notes to physician

: Not Applicable

SECTION 5: Fire fighting measures

5.1. Extinguishing media
Extinguishing media

: Please see Fire Fighting Equipment under Section 5.3.
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5.2. Special hazards arising from the substance or mixture

Explosion hazards : Not Determined

Fire explosion : Not Determined

Sensitive to static discharge : Not Determined

Sensitivity to impact : Not Determined

5.3. Advice for firefighters

Fire fighting procedures : General: Evacuate all personnel; use protective equipment for fire-

fighting. Use self-contained breathing apparatus when the product is
involved in fire.

Fire fighting equipment : Foam, dry chemical, carbon dioxide (CO3).

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures

General procedures : Refer to Section 8 for Personal Protective Equipment.

6.2. Environmental precautions

Water spill : Do not allow to enter sewers or drains that may lead to waterways.

6.3. Methods and material for containment and cleaning up

Small spill : Absorb liquid and place in sealed container for disposal. Vapors can
travel to an ignition source.

Large spill : Absorb with inert, damp non-combustible material, then flush area
with water.

6.4. Reference to other sections
Reference to other sections : Not Applicable

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Handling : Keep away from heat, sparks and flame.
Storage : See product labeling.

7.2. Conditions for safe storage, including any incompatibilities

Shelf life : See product labeling

7.3. Specific end use(s)
Specific end use(s) : Professional Dental Etchant

SECTION 8: Exposure controls / personal protection

8.1. Control parameters
Control parameters : Not Determined

8.2. Exposure controls
Eye/face protection : Wear eye protection
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Skin protection : Wear suitable protective clothing and gloves.

Respiratory protection : Use only in well-ventilated areas.

SECTION 9: Physical and chemical properties
9.1. Information on basic physical and chemical properties

Physical state : Liquid

Appearance : Light yellow resin.

Odour : Bitter

Flash point 1 < 27°C

9.2. Other information

Percent volatile : Not Determined

SECTION 10: Stability and reactivity

10.1. Reactivity

Reactivity : Stable when stored and handled under recommended conditions.

10.2. Chemical stability

Chemical stability : Polymerization occurs when exposed to visible light, ultraviolet light or

extreme heat.
10.3. Possibility of hazardous reactions

Hazardous polymerization : None

10.4. Conditions to avoid

Conditions to avoid : Avoid light exposure.
10.5. Incompatible materials

Incompatible materials : None known.

10.6. Hazardous decomposition products

Hazardous decomposition : None known.
products

SECTION 11: Toxicological information

11.1. Information on toxicological effects
Acute

Notes
per ISO 10993-1.

: Device is biocompatible when used as directed by dental professionals

SECTION 12: Ecological information

12.1. Toxicity
Toxicity : Not Determined

Aquatic toxicity (acute)

: Do not allow to enter sewers or drains that may lead to waterways.
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96-hour LCsg : Not Determined
48-hour ECsg : Not Determined
96-hour ECsg : Not Determined
12.2. Persistence and degradabilit
Persistence and degradability : Not Determined
12.3. Bioaccumulative potential
Bioaccumulative potential : Not Determined
12.4. Mobility in soil
Mobility in soil : Not Determined
12.5. Results of PBT and vPvB assessment
Results of PBT and vPvB : Not Determined
assessment
12.6. Other adverse effects
Environmental data : Stable when stored and handled under recommended conditions.

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Disposal method : Dispose of in compliance with governmental regulation.(EC
1975L0442-20/11/2003)

SECTION 14: Transport information

14.1. UN number

UN number 1 1987

14.2. UN proper shipping name

UN proper shipping name : Alcohols, n.o.s. (Ethyl alcohol mixture)
14.3. Transport hazard class(es)

Primary hazard class/division :3

Hazard classification : 3

14.4. Packing group

Packing group : 111

14.5. Environmental hazards

Marine pollutant #1 : Not Applicable
14.6. Special precautions for user

ADR - road : N/A

RID - rail : N/A

IMDG - sea : N/A

IATA - air : N/A
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14.7. Transport in bulk according to Annex II of MARPOL73/78 and the IBC Code
Transport in bulk : N/A

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

RoHS : Please refer to Medical Devices Directive 93/42/EEC
15.2. Chemical safety assessment
Chemical safety assessment : See Section 11

| SECTION 16: Other information

Relevant R-phrases and/or H- : R11: Highly flammable.

statements (number and full R36/38: Irritating to eyes and skin.

text) R43: May cause sensitization by skin contact.
Skin Sens., Cat. 1: Skin Sensitization, Category 1
H225: Highly flammable liquid and vapour.
H315: Causes skin irritation.
H317: May cause an allergic skin reaction.
H319: Causes serious eye irritation.

Prepared by : Anu Kattoju

Revision summary : This SDS replaces the 02/26/2015 SDS. Revised: Section 1:
. Section 2: .

General statements : N/A= Not Applicable

Manufacturer disclaimer : FOR DENTAL USE ONLY: Use as directed. The information and

recommendations are taken from sources (raw material SDS(s) and

manufacturer's knowledge) believed to be accurate; however,the

manufacturer, makes no warranty with respect to the accuracy of the
information or the suitability of the recommendation and assumes no

liability to any user thereof. Each user should review these
recommendations in the specific context of the intended use and
determine whether they are appropriate.
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SECTION 1 : Identification of the substance/preparation and of the company/undertaking

1.1. Product identifier

Product code : B1/15077

Product name : Peak® SE Primer, Part 2 of 2

Product description : Professional Dental Etchant

1.2. Relevant identified uses of the substance or mixture and uses advised against
Relevant identified uses : Professional Dental Etchant

1.3. Details of the supplier of the safety data sheet

Manufacturer Distributor

Ultradent Products, Inc. Ultradent Products GmbH
505 W. 10200 S. Am Westhover Berg 30
South Jordan, UT 84095 51149 Cologne Germany

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

1.4. Emergency telephone number

CHEMTREC (NORTH AMERICA) :(800) 424 - 9300
(INTERNATIONAL) :+1(703) 527 - 3887

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture
Classification according to Directive 1999/45/EC

: The mixture has been assessed and/or tested for its physical, health
and environmental hazards and the following classification applies.

Danger symbols ' F

R phrases : R11

Classification according to Regulation(EC) No 1272/2008 [CLP]
Physical : Flammable Liquids, Category 2

2.2. Label elements
Classification according to Directive 1999/45/EC

Hazard pictogram(s) : F
Highly
flammable
R&S statement(s) : R11: Highly flammable.

Classification according to Regulation(EC) No 1272/2008 [CLP]
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Hazard pictogram(s) : g

Flame
Signal Word : DANGER
Hazard statement(s) : H225: Highly flammable liquid and vapour.
Precautionary statement(s)
Prevention : P280: Wear protective gloves/protective clothing/eye protection/face
protection.
Response : P305: IF IN EYES:
P351: Rinse cautiously with water for several minutes.
Storage : P273: Avoid release to the environment.
P412: Do not expose to temperatures exceeding 50 °C/ 122 °F.
Disposal : P501: Dispose of in compliance with governmental regulation. (EC

1975L0442-20/11/2003)
2.3. Other hazards
Immediate concerns : Highly Flammable

SECTION 3: Composition / information on ingredients

3.1. Substances
Not Applicable
3.2. Mixtures

e - Classification
Classification according to
Chemical Name CAS e Wt.% acc!ardlr!g 2 Regulation(EC)
No. Directive No 1272/2008
67 /548/EEC [CLP]
Flam. Liq.,Cat.
Ethyl Alcohol 64-17-5|200-578-6| < 20 F; R11 2; H225; EUH
210
For full text of H-statements and R-phrases: see SECTION 16.
SECTION 4: First aid measures
4.1. Description of first aid measures
Following eyes : Hold eyelids apart and flush eyes with plenty of water for at least 10
minutes.
Following skin : Not needed for normal use.
Following ingestion : If swallowed in small quantity the product is harmless, otherwise

consult a doctor.
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Following inhalation : No specific treatment is necessary since this material is not likely to be

hazardous by inhalation. If exposed to excessive levels of dusts or

fumes, remove to fresh air and get medical attention if cough or other

symptoms develop.
4.2. Most important symptoms and effects, both acute and delayed

Eyes : Irritating to eyes.

Skin : May cause slight irritation.

Ingestion : May be harmful if swallowed in large quantities.
Inhalation : None expected for this product.

4.3. Indication of any immediate medical attention and special treatment needed
Notes to physician : Not Applicable

SECTION 5: Fire fighting measures

5.1. Extinguishing media

Extinguishing media : Please see Fire Fighting Equipment under Section 5.3.
5.2. Special hazards arising from the substance or mixture

Explosion hazards : Not Determined

Fire explosion : Not Determined

Sensitive to static discharge : Not Determined

Sensitivity to impact : Not Determined

5.3. Advice for firefighters

Fire fighting procedures : General: Evacuate all personnel; use protective equipment for fire-
fighting. Use self-contained breathing apparatus when the product is

involved in fire.
Fire fighting equipment : Foam, dry chemical, carbon dioxide (CO3).

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures

General procedures : Refer to Section 8 for Personal Protective Equipment.

6.2. Environmental precautions

Water spill : Do not allow to enter sewers or drains that may lead to waterways.

6.3. Methods and material for containment and cleaning up

Small spill : Absorb liquid and place in sealed container for disposal. Vapors can
travel to an ignition source.

Large spill : Absorb with inert, damp non-combustible material, then flush area
with water.

6.4. Reference to other sections
Reference to other sections : Not Applicable
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SECTION 7: Handling and storage
7.1. Precautions for safe handling
Handling : Keep away from heat, sparks and flame.
Storage : See product labeling.
7.2. Conditions for safe storage, including any incompatibilities
Shelf life : See product labeling
7.3. Specific end use(s)
Specific end use(s) : Professional Dental Etchant
SECTION 8: Exposure controls / personal protection
8.1. Control parameters
Control parameters : Not Determined
8.2. Exposure controls
Eye/face protection : Use chemical splash goggles.
Skin protection : Wear suitable gloves.
Respiratory protection : Good general ventilation should be sufficient to control airborne levels.
| SECTION 9: Physical and chemical properties
9.1. Information on basic physical and chemical properties
Physical state : Liquid
Appearance : Clear
Odour : Ethanol
Flash point 1 43°C
9.2. Other information
Percent volatile : Not Determined
SECTION 10: Stability and reactivity
10.1. Reactivity
Reactivity : Stable
10.2. Chemical stability
Chemical stability : Stable when stored and handled under recommended conditions.
10.3. Possibility of hazardous reactions
Hazardous polymerization : None
10.4. Conditions to avoid
Conditions to avoid : Heat, flames and sparks. Extremes of temperature and direct sunlight.

10.5. Incompatible materials
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Incompatible materials : None known.
10.6. Hazardous decomposition products
Hazardous decomposition : None known.
products
SECTION 11: Toxicological information
11.1. Information on toxicological effects
Acute
Notes : Device is biocompatible when used as directed by dental professionals
per ISO 10993-1.
SECTION 12: Ecological information
12.1. Toxicity
Aquatic toxicity (acute) : Do not allow to enter sewers or drains that may lead to waterways.
96-hour LCsg : Not Determined
48-hour ECsg : Not Determined
96-hour ECsg : Not Determined
12.2. Persistence and degradability
Persistence and degradability : Not Determined
12.3. Bioaccumulative potential
Bioaccumulative potential : Not Determined
12.4. Mobility in soil
Mobility in soil : Not Determined
12.5. Results of PBT and vPvB assessment
Results of PBT and vPvB : Not Determined
assessment

12.6. Other adverse effects

Environmental data : Avoid release to the environment.

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Disposal method : Dispose of in compliance with governmental regulation.(EC

1975L0442-20/11/2003)

SECTION 14: Transport information

14.1. UN number
UN number 1 1987
14.2. UN proper shipping name
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UN proper shipping name : Alcohols, n.o.s. (Ethyl alcohol mixture)
14.3. Transport hazard class(es)

Primary hazard class/division : Not Determined
Secondary hazard class/division : Not Determined
Hazard classification : 3

14.4. Packing group

Packing group : I

14.5. Environmental hazards

Marine pollutant #1 : N/A

14.6. Special precautions for user

ADR - road : N/A

RID - rail : N/A

IMDG - sea : N/A

IATA - air : N/A

14.7. Transport in bulk according to Annex II of MARPOL73/78 and the IBC Code
Transport in bulk : N/A

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture
RoHS : Please refer to Medical Devices Directive 93/42/EEC

15.2. Chemical safety assessment

Chemical safety assessment : See Section 11

| SECTION 16: Other information

Relevant R-phrases and/or H- : R11: Highly flammable.

statements (number and full Flam. Lig., Cat. 2: Flammable Liquids, Category 2
text) EUH 210: Safety data sheet available on request.
H225: Highly flammable liquid and vapour.
Prepared by : Anu Kattoju
Revision summary : This SDS replaces the 04/09/2014 SDS. Revised: Section 1:

. Section 2: EMERGENCY OVERVIEW - IMMEDIATE

CONCERNS. Section 4: NOTES TO PHYSICIAN. Section 10:
CONDITIONS TO AVOID, HAZARDOUS POLYMERIZATION,
INCOMPATIBLE MATERIALS, STABLE. Section 11: ACUTE ( ORAL
LDsp (rat), INHALATION LCsq (rat) ACUTE. Section 14: VESSEL
(IMO/IMDG) ( MARINE POLLUTANT #2 ), ROAD AND RAIL (UK only)
(CDG) - SPECIAL PROVISIONS SECTION 14: Transport information,
ADR - road, IMDG - sea, IATA - air. Section 15: SECTION 15:
Regulatory information. Section 16: GENERAL STATEMENTS.

General statements : N/A= Not Applicable
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Manufacturer disclaimer : FOR DENTAL USE ONLY: Use as directed. The information and
recommendations are taken from sources (raw material SDS(s) and
manufacturer's knowledge) believed to be accurate; however,the
manufacturer, makes no warranty with respect to the accuracy of the
information or the suitability of the recommendation and assumes no
liability to any user thereof. Each user should review these
recommendations in the specific context of the intended use and
determine whether they are appropriate.
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SECTION 1 : Identification of the substance/preparation and of the company/undertaking

1.1. Product identifier
Product code
Product name
Product description

Relevant identified uses

Manufacturer

Ultradent Products, Inc.
505 W. 10200 S.

South Jordan, UT 84095

: DC/71057

: Peak® Universal Bond

: Light Cured Adhesive With Chlorhexidine (0.2%)

1.2. Relevant identified uses of the substance or mixture and uses advised against
: Professional Dental Adhesive

1.3. Details of the supplier of the safety data sheet

1.4. Emergency telephone number

CHEMTREC (NORTH AMERICA) :(800) 424 - 9300
(INTERNATIONAL) :+1(703) 527 - 3887

Distributor

Ultradent Products GmbH

Am Westhover Berg 30

51149 Cologne Germany

Email: infoDE@ultradent.com

Emergency Phone : +49(0)2203-35-92-0

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture

Classification according to Directive 1999/45/EC

: The mixture has been assessed and/or tested for its physical, health
and environmental hazards and the following classification applies.

Danger symbols
R phrases

: FXi
: R36/38,R43

Classification according to Regulation(EC) No 1272/2008 [CLP]

Health

Physical
2.2. Label elements

: Eye Irritation, Category 2
Skin Irritation, Category 2
Skin Sensitization, Category 1

: Flammable Liquids, Category 2

Classification according to Directive 1999/45/EC

Hazard pictogram(s)

F Xi
: : i
Highly Irritant

flammable
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R&S statement(s) : R36/38: Irritating to eyes and skin.
R43: May cause sensitization by skin contact.

Classification according to Regulation(EC) No 1272/2008 [CLP]

Hazard pictogram(s) : g

Flame Exclamation
mark

Signal Word : DANGER
Hazard statement(s) : H315: Causes skin irritation.
H317: May cause an allergic skin reaction.

H319: Causes serious eye irritation.
H225: Highly flammable liquid and vapour.

Precautionary statement(s)

Prevention : P280: Wear protective gloves/protective clothing/eye protection/face
protection.
Response : P305: IF IN EYES:

P351: Rinse cautiously with water for several minutes.
P337+P313: If eye irritation persists: Get medical advice/attention.
P302+P352: IF ON SKIN: Wash with plenty of soap and water.
P332+ P313: If skin irritation occurs: Get medical advice/attention.
P301: IF SWALLOWED:

P310: Immediately calla POISON CENTER or doctor/physician.
P330: Rinse mouth.

P331: Do NOT induce vomiting.

P304: IF INHALED:

P342+P311: If experiencing respiratory symptoms: Call a POISON
CENTER or doctor/physician.

Storage : P273: Avoid release to the environment.

Disposal : P501: Dispose of in compliance with governmental regulation. (EC
1975L0442-20/11/2003)

2.3. Other hazards
Immediate concerns : Highly flammable

SECTION 3: Composition / information on ingredients

3.1. Substances
Not Applicable
3.2. Mixtures
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EINECS

Classification
according to

Classification
according to

Chemical Name CAS N Wt.% . . Regulation(EC)
0. Directive No 1272/2008
67/548/EEC [CLP]
Flam. Liq.,Cat.
Ethyl Alcohol 64-17-5|200-578-6( < 20 F; R11 2; H225; EUH
210
Eye Irr.,Cat. 2;
Xi: R43: Skin Irr.,Cat. 2;
2-hydroxyethyl Methacrylate 868-77-9(212-782-2| <16 R’36/38’ Skin Sens.,Cat.
1; H315; H317;
H319
EYE DMG.,Cat.
. . . 1; Skin Irr.,Cat.
Methacrylic Acid 79-41-41201-204-4( <6 C; R34 2: STOT SE,CAT
3; H318
Eye Irr.,Cat. 2;
Xn; R22; Aquatic
Chlorhexidine di(acetate) 56-95-1|200-302-4| < 0.3 | R36/37/38; Chronic,Cat. 2;
R50 H319; H301;

H410

For full text of H-statements and R-phrases: see SECTION 16.

SECTION 4: First aid measures

4.1. Description of first aid measures

Following eyes

Following skin

Following ingestion

Following inhalation

Eyes

Skin
Ingestion
Inhalation

: Immediately flush eyes with plenty of water. Get medical attention, if

irritation persists.

: Wash with soap and water. Get medical attention if irritation develops

or persists.

: If swallowed, rinse mouth with water, Do NOT Induce Vomiting. Give
victim a glass of water or milk. Call a physician or poison control
center immediately. Never give anything by mouth to an unconscious

person.

: Remove to fresh air. If not breathing, give artificial respiration. If
breathing is difficult, give oxygen. Get medical attention.

4.2. Most important symptoms and effects, both acute and delayed

: Irritating to eyes.

: May cause skin irritation and sensitization.
: May be harmful if swallowed.

: Maybe harmful if inhaled.
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4.3. Indication of any immediate medical attention and special treatment needed

Notes to physician : Not Applicable

SECTION 5: Fire fighting measures

5.1. Extinguishing media

Extinguishing media : Please see Fire Fighting Equipment under Section 5.3.

5.2. Special hazards arising from the substance or mixture

Explosion hazards : Keep away from heat, sparks, and flame

Fire explosion : Not Determined

Sensitive to static discharge : Not Determined

Sensitivity to impact : Not Determined

5.3. Adyvice for firefighters

Fire fighting procedures : General: Evacuate all personnel; use protective equipment for fire-

fighting. Use self-contained breathing apparatus when the product is

involved in fire.
Fire fighting equipment : Foam, dry chemical, carbon dioxide (CO3).

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures

General procedures : Refer to Section 8 for Personal Protective Equipment.
6.2. Environmental precautions
Water spill : Do not allow to enter sewers or drains that may lead to waterways.
6.3. Methods and material for containment and cleaning up
Small spill : Absorb liquid and place in sealed container for disposal. Vapors can
travel to an ignition source.
Large spill : Absorb with inert, damp non-combustible material, then flush area
with water.
6.4. Reference to other sections
Reference to other sections : Not Applicable

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Handling : Keep away from heat, sparks and flame.
Storage : See product labeling.

7.2. Conditions for safe storage, including any incompatibilities

Shelf life : See product labeling

7.3. Specific end use(s)
Specific end use(s) : Professional Dental Adhesive
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SECTION 8: Exposure controls / personal protection
8.1. Control parameters
Control parameters : Not Determined
8.2. Exposure controls
Eye/face protection : Wear eye protection
Skin protection : Wear suitable protective clothing and gloves.
Respiratory protection : Use only in well-ventilated areas.
| SECTION 9: Physical and chemical properties
9.1. Information on basic physical and chemical properties
Physical state : Liquid
Appearance : Light yellow opaque resin.
Odour : Acrylic, pungent
Flash point 1 < 27°C
9.2. Other information
Percent volatile : Not Determined
SECTION 10: Stability and reactivity
10.1. Reactivity
Reactivity : Polymerization occurs when exposed to visible light, ultraviolet light or

extreme heat.
10.2. Chemical stability

Chemical stability : Stable when stored and handled under recommended conditions.
10.3. Possibility of hazardous reactions

Hazardous polymerization : None

10.4. Conditions to avoid

Conditions to avoid : Avoid heat, sparks, and flames.

10.5. Incompatible materials

Incompatible materials : None known.

10.6. Hazardous decomposition products

Hazardous decomposition : None known.

products

SECTION 11: Toxicological information

11.1. Information on toxicological effects
Acute

Notes : Device is biocompatible when used as directed by dental professionals
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per ISO 10993-1.

SECTION 12: Ecological information

12.1. Toxicity

Aquatic toxicity (acute) : Do not allow to enter sewers or drains that may lead to waterways.
96-hour LCsg : Not Determined
48-hour ECsg : Not Determined
96-hour ECsg : Not Determined

12.2. Persistence and degradabilit
Persistence and degradability : Not Determined

12.3. Bioaccumulative potential
Bioaccumulative potential : Not Determined

12.4. Mobility in soil
Mobility in soil : Not Determined

12.5. Results of PBT and vPvB assessment
Results of PBT and vPvB : Not Determined
assessment

12.6. Other adverse effects
Environmental data : Not Available

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Disposal method : Dispose of in compliance with governmental regulation.(EC
1975L0442-20/11/2003)

SECTION 14: Transport information

14.1. UN number

UN number 1 1987
14.2. UN proper shipping nhame
UN proper shipping name : Alcohols, n.o.s. (Ethyl alcohol mixture)

14.3. Transport hazard class(es)

Primary hazard class/division :3
Hazard classification : 3
14.4. Packing group

Packing group : I
14.5. Environmental hazards

Marine pollutant #1 : N/A

14.6. Special precautions for user
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ADR - road : N/A
RID - rail : N/A
IMDG - sea : N/A
IATA - air : N/A

14.7. Transport in bulk according to Annex II of MARPOL73/78 and the IBC Code

Transport in bulk

: N/A

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

RoHS

: Please refer to Medical Devices Directive 93/42/EEC

15.2. Chemical safety assessment

Chemical safety assessment

: See Section 11

| SECTION 16: Other information

Relevant R-phrases and/or H-
statements (number and full
text)

Prepared by
Revision summary

: R11: Highly flammable.
R22: Harmful if swallowed.
R34: Causes bumns.
R36/37/38: Irritating to eyes, respiratory system and skin.
R36/38: Irritating to eyes and skin.
R43: May cause sensitization by skin contact.
R50: Very toxic to aquatic organisms.
Aquatic Chronic, Cat. 2: Chronic Hazards to the Aquatic Environment,
Category 2
EYE DMG., Cat. 1: Eye Damage, Category 1
Eye Irr., Cat. 2: Eye Irritation, Category 2
Flam. Lig., Cat. 2: Flammable Liquids, Category 2
STOT SE, CAT 3: Target Organ Toxicity (Single exposure), Category 3
Skin Irr., Cat. 2: Skin Irritation, Category 2
Skin Sens., Cat. 1: Skin Sensitization, Category 1
EUH 210: Safety data sheet available on request.
H225: Highly flammable liquid and vapour.
H301: Toxic if swallowed.
H315: Causes skin irritation.
H317: May cause an allergic skin reaction.
H318: Causes serious eye damage.
H319: Causes serious eye irritation.
H410: Very toxic to aquatic life with long lasting effects.

: Anu Kattoju

: This SDS replaces the 03/19/2015 SDS. Revised: Section 1:
. Section 2: EMERGENCY OVERVIEW - IMMEDIATE
CONCERNS. Section 4: SIGNS AND SYMPTOMS OF OVEREXPOSURE
- EYES. Section 5: EXPLOSION HAZARDS. Section 9: FLASHPOINT
AND METHOD. Section 10: CONDITIONS TO AVOID, STABILITY.



Page 8 of 8

SAFETY DATA SHEET
according to Regulation (EC) No. 453/2010
Dental Use
WULTHADENT Date Issued : 09/10/2012
B PEPRODUCTS, INC, SDS No : 206-001.7

Date Revised : 08/28/2015
Revision No: 6

Peak® Universal Bond

General statements : N/A= Not Applicable

Manufacturer disclaimer : FOR DENTAL USE ONLY: Use as directed. The information and
recommendations are taken from sources (raw material SDS(s) and
manufacturer's knowledge) believed to be accurate; however,the
manufacturer, makes no warranty with respect to the accuracy of the
information or the suitability of the recommendation and assumes no
liability to any user thereof. Each user should review these
recommendations in the specific context of the intended use and
determine whether they are appropriate.



