SAFETY DATA SHEETS

This SDS packet was issued with item:
071295856

The safety data sheets (SDS) in this packet apply to the individual products listed below. Please

refer to invoice for specific item number(s).

071221027 071221035 071222942 071222967 071222975 071222983 071222991 071223676 071223684 071223692
071223700 071223718 071223726 071223734 071223742 071229251 071229269 071229277 071229293 071229301
071295773 071295781 071295799 071295807 071295815 071295823 071295831 071295849 071295864 071295872
071295880 071295930 510014202



Guttapercha Points
Coltene/Whaledent GmbH & Co. KG

Version No: 2.2 Issue Date: 02/11/2022
Safety Data Sheet according to OSHA HazCom Standard (2012) requirements Print Date: 13/11/2023
S.GHS.USA.EN

SECTION 1 Identification

Product Identifier
Product name | Guttapercha Points
Synonyms Not Available

Proper shipping name | Environmentally hazardous substance, solid, n.o.s. (contains zinc oxide)

Other means of

. e Not Available
identification

Recommended use of the chemical and restrictions on use

Medical device, for dental use only

Relevant identified uses . S
Use according to manufacturer's directions.

Name, address, and telephone number of the chemical manufacturer, importer, or other responsible party
Registered company name | Colténe/Whaledent GmbH & Co. KG
Address Raiffeisenstrasse 30 89129 Langenau Germany
Telephone | +49 (7345) 805 0
Fax | +49 (7345) 805 201

Website | www.coltene.com

Email msds@coltene.com

Emergency phone number

Association / Organisation CHEMWATCH EMERGENCY RESPONSE (24/7)

Emergency telephone

+1 855-237-5573
numbers

Other emergency

+61 39573 3188
telephone numbers

Once connected and if the message is not in your preferred language then please dial 01

Una vez conectado y si el mensaje no esta en su idioma preferido, por favor marque 02

SECTION 2 Hazard(s) identification

Classification of the substance or mixture

0

Note: The hazard category numbers found in GHS classification in
0 section 2 of this SDSs are NOT to be used to fill in the NFPA 704
diamond. Blue = Health Red = Fire Yellow = Reactivity White =
Special (Oxidizer or water reactive substances)

Hazardous to the Aquatic Environment Acute Hazard Category 1, Hazardous to the Aquatic Environment Long-Term Hazard

Classification
Category 1

Label elements

Page 1 continued...
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Guttapercha Points

Hazard pictogram(s)

Signal word | Warning

Hazard statement(s)

H410 | Very toxic to aquatic life with long lasting effects.

Hazard(s) not otherwise classified
Not Applicable

Precautionary statement(s) Prevention

pP273 | Avoid release to the environment.

Precautionary statement(s) Response

P391 | Collect spillage.

Precautionary statement(s) Storage
Not Applicable

Precautionary statement(s) Disposal

Issue Date: 02/11/2022
Print Date: 13/11/2023

P501 | Dispose of contents/container to authorised hazardous or special waste collection point in accordance with any local regulation.

SECTION 3 Composition / information on ingredients

Substances

See section below for composition of Mixtures

Mixtures
CAS No %[weight] Name
1314-13-2 50-70 zinc oxide
13463-67-7 1-5 C.I. Pigment White 6

The specific chemical identity and/or exact percentage (concentration) of composition has been withheld as a trade secret.

SECTION 4 First-aid measures

Description of first aid measures

If this product comes in contact with eyes:
* Wash out immediately with water.
* If irritation continues, seek medical attention.
* Removal of contact lenses after an eye injury should only be undertaken by skilled personnel.

Eye Contact

If skin or hair contact occurs:
Skin Contact * Flush skin and hair with running water (and soap if available).
* Seek medical attention in event of irritation.

Inhalation * If fumes, aerosols or combustion products are inhaled remove from contaminated area.
* Other measures are usually unnecessary.
* Immediately give a glass of water.

Ingestion ) L ) . . .
J * First aid is not generally required. If in doubt, contact a Poisons Information Centre or a doctor.

Most important symptoms and effects, both acute and delayed
See Section 11

Indication of any immediate medical attention and special treatment needed

Continued...
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Version No: 2.2

Conditions to avoid

Incompatible materials

Hazardous decomposition
products

Page 7 of 11

Guttapercha Points

See section 7

See section 7

See section 5

SECTION 11 Toxicological information

Issue Date: 02/11/2022
Print Date: 13/11/2023

Information on toxicological effects

Guttapercha Points

zinc oxide

C.l. Pigment White 6

Legend:

Acute Toxicity
Skin Irritation/Corrosion

Serious Eye
Damage/Irritation

Respiratory or Skin
sensitisation

Mutagenicity

TOXICITY

Not Available

TOXICITY
dermal (rat) LD50: >2000 mg/kglt!
Inhalation(Rat) LC50: >1.79 mg/l4hl1]
Oral (Rat) LD50: >5000 mg/kglt]

TOXICITY
dermal (hamster) LD50: >=10000 mg/kg!?!
Inhalation(Rat) LC50: >2.28 mg/l4hl1]
Oral (Rat) LD50: >=2000 mg/kg!!!

IRRITATION

Not Available

IRRITATION

Eye (rabbit) : 500 mg/24 h - mild

Eye: no adverse effect observed (not irritating)[!!
Skin (rabbit) : 500 mg/24 h- mild

Skin: no adverse effect observed (not irritating)!*]

IRRITATION
Eye: no adverse effect observed (not irritating)!!!
Skin (rabbit) Draize 0.3mg/3hrint Mild

Skin: no adverse effect observed (not irritating)[*!

1. Value obtained from Europe ECHA Registered Substances - Acute toxicity 2. Value obtained from manufacturer's SDS.
Unless otherwise specified data extracted from RTECS - Register of Toxic Effect of chemical Substances

X Carcinogenicity | X
X Reproductivity | X
X STOT - Single Exposure | X
xX STOT - Repeated Exposure |
xX Aspiration Hazard | X

Legend: ¥ — Data either not available or does not fill the criteria for classification
+ — Data available to make classification
SECTION 12 Ecological information
Toxicity
Endpoint Test Duration (hr) Species Value Source
Guttapercha Points
Not Available Not Available Not Available Not Available Not Available
Endpoint Test Duration (hr) Species Value Source
BCF 1344h Fish 19-110 7
EC50 72h Algae or other aquatic plants 0.022mg/L 2
EC50 48h Crustacea 0.105mg/L 2
zinc oxide
EC50 96h Algae or other aquatic plants 0.042mg/L 2
ErC50 72h Algae or other aquatic plants 0.62mgl/l 2
LC50 96h Fish 0.102mg/L 2
EC10(ECx) 168h Algae or other aquatic plants 0.003mg/L 2

Continued...
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C.l. Pigment White 6

Legend:

Very toxic to aquatic organisms,

Endpoint
BCF

EC50

EC50

EC50

LC50
NOEC(ECx)

Page 8 of 11

Guttapercha Points

Test Duration (hr) Species Value

1008h Fish <1.1-9.6

72h Algae or other aquatic plants 3.75-7.58mg/l
48h Crustacea 1.9mgl/l

96h Algae or other aquatic plants 179.05mg/l
96h Fish 1.85-3.06mg/l
672h Fish >=0.004mg/L

Issue Date: 02/11/2022
Print Date: 13/11/2023

Source

N A DD DN DN

Extracted from 1. IUCLID Toxicity Data 2. Europe ECHA Registered Substances - Ecotoxicological Information - Aquatic Toxicity
4. US EPA, Ecotox database - Aquatic Toxicity Data 5. ECETOC Aquatic Hazard Assessment Data 6. NITE (Japan) -
Bioconcentration Data 7. METI (Japan) - Bioconcentration Data 8. Vendor Data

may cause long-term adverse effects in the aquatic environment.

Persistence and degradability

Ingredient

C.l. Pigment White 6

Bioaccumulative potential
Ingredient
zinc oxide

C.l. Pigment White 6

Mobility in soil
Ingredient

C.1. Pigment White 6

Persistence: Water/Soil

HIGH

Bioaccumulation
LOW (BCF = 217)
LOW (BCF = 10)

Mobility
LOW (KOC = 23.74)

SECTION 13 Disposal considerations

Persistence: Air

HIGH

Waste treatment methods

Product / Packaging
disposal

Dispose of waste according to applicable legislation. Special country-specific regulations may apply. Can be disposed together
with household waste in compliance with official regulations in contact with approved waste disposal companies and with

authorities in charge. (Only dispose of completely emptied packages.)

SECTION 14 Transport information

Labels Required

Marine Pollutant

Shipping container and transport vehicle placarding and labeling may vary from the below information. Products that are regulated for transport will be packaged
and marked as Dangerous Goods in Limited Quantities according to US DOT, IATA and IMDG regulations. In case of reshipment, it is the responsibility of the

shipper to determine the appropriate labels and markings in accordance with applicable transport regulations.

Land transport (DOT)

14.1. UN number or ID
number

3077

Continued...



Version No: 2.2 Page 9 of 11

Guttapercha Points

14.2. UN proper shipping
name
14.3. Transport hazard Class 9

class(es)

Subsidiary Hazard ~ Not Applicable

14.4. Packing group 1l

14.5. Environmental

Environmentally hazardous
hazard y

14.6. Special precautions Hazard Label 9

for user Special provisions

Issue Date: 02/11/2022
Print Date: 13/11/2023

Environmentally hazardous substance, solid, n.o.s. (contains zinc oxide)

8, 146, 335, 384, 441, Al112, B54, B120, IB8, IP3, N20, N91, T1, TP33

For Individual Packages of Environmentally Hazardous Substances meeting the descriptions of UN 3077 or UN 3082 that contain LESS THAN the reportable

quantity (5 kg or 5 L) - Not Regulated

For Individual Packages of Environmentally Hazardous Substances meeting the descriptions of UN 3077 or UN 3082 that contain MORE THAN the reportable

quantity (5 kg or 5 L) - Regulated and classified as below:

Air transport (ICAO-IATA / DGR)

14.1. UN number 3077

14.2. UN proper shipping

name

ICAOQ/IATA Class 9
14.3. Transport hazard

ICAOQ / IATA Subsidiary Hazard
class(es)

Not Applicable
ERG Code oL

14.4. Packing group 1]

14.5. Environmental

Environmentally hazardous
hazard Y

Special provisions
Cargo Only Packing Instructions

Cargo Only Maximum Qty / Pack
14.6. Special precautions

Passenger and Cargo Packing Instructions
for user

Passenger and Cargo Maximum Qty / Pack
Passenger and Cargo Limited Quantity Packing Instructions

Passenger and Cargo Limited Maximum Qty / Pack

Sea transport (IMDG-Code / GGVSee)

14.1. UN number 3077

14.2. UN proper shipping
name
14.3. Transport hazard IMDG Class 9

class(es)

IMDG Subsidiary Hazard Not Applicable

14.4. Packing group 1l

14.5 Environmental hazard Marine Pollutant

EMS Number F-A, S-F
14.6. Special precautions

274 335 966 967 969
for user

Special provisions

Limited Quantities 5 kg

14.7.1. Transport in bulk according to Annex Il of MARPOL and the IBC code

Not Applicable

Environmentally hazardous substance, solid, n.o.s. (contains zinc oxide)

A97 A158 A179 A197 A215
956

400 kg

956

400 kg

Y956

30kg G

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S. (contains zinc oxide)

14.7.2. Transport in bulk in accordance with MARPOL Annex V and the IMSBC Code

Product name Group

zinc oxide Not Available

Continued...
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Version No: 2.2 Page 11 of 11 Issue Date: 02/11/2022

. Print Date: 13/11/2023
Guttapercha Points

Serious eye damage or eye irritation No
Specific target organ toxicity (single or repeated exposure) No
Aspiration Hazard No
Germ cell mutagenicity No
Simple Asphyxiant No
Hazards Not Otherwise Classified No

US. EPA CERCLA Hazardous Substances and Reportable Quantities (40 CFR 302.4)

None Reported

State Regulations

US. California Proposition 65

& WARNING: This product can expose you to chemicals including C.I. Pigment White 6, which is known to the State of California to cause cancer. For more
information, go to www.P65Warnings.ca.gov

National Inventory Status

National Inventory Status
Australia - AlIC / Australia
Non-Industrial Use ves
Canada - DSL Yes
Canada - NDSL No (C.l. Pigment White 6)
China - IECSC Yes
Europe - EINEC / ELINCS /

NLP ves
Japan - ENCS Yes
Korea - KECI Yes
New Zealand - NZIoC Yes
Philippines - PICCS Yes
USA - TSCA Yes
Taiwan - TCSI Yes
Mexico - INSQ Yes
Vietnam - NCI Yes
Russia - FBEPH Yes

Yes = All CAS declared ingredients are on the inventory
Legend: No = One or more of the CAS listed ingredients are not on the inventory. These ingredients may be exempt or will require
registration.

SECTION 16 Other information

Revision Date 02/11/2022
Initial Date 31/01/2022

SDS Version Summary

Date of
Version Sections Updated
Update
12 02/11/2022 Toxicological information - Chronic Health, Hazards identification - Classification, Exposure controls / personal

protection - Exposure Standard, Composition / information on ingredients - Ingredients

Other information

Classification of the preparation and its individual components has drawn on official and authoritative sources as well as independent review by the Chemwatch
Classification committee using available literature references.

The SDS is a Hazard Communication tool and should be used to assist in the Risk Assessment. Many factors determine whether the reported Hazards are Risks
in the workplace or other settings. Risks may be determined by reference to Exposures Scenarios. Scale of use, frequency of use and current or available
engineering controls must be considered.

Powered by AuthorlTe, from Chemwatch.

end of SDS
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