ALVELOGRO

"Your Bone Growing S Lgaermarﬁet”

Hydroxylapatite



Hydroxylapatite
12/16/06

SECTION 6 ACCIDENTAL RELEASE MEASURES

Accidental Release Measures: Wear appropriate protective clothing (See Section 8). Carefully collect in
a manner that minimizes the generation of airborne dust. Place into an appropriate container for
disposal. Clean the spill area with water.

Personal Precautions: Avoid contact with skin, eyes or clothing. Avoid breathing dust.

Environmental Precautions: None known.

SECTION 7 HANDLING AND STORAGE

Handling: Avoid contact with eyes and skin. Avoid breathing dust. Wash thoroughly after handling.
Wear protective clothing and equipment as described in Section 8. Use with adequate ventilation. Use
good housekeeping to minimize accumulation of dust on equipment and surfaces.

Empty containers retain product residues can be hazardous. Follow all MSDS precautions when handling
empty containers.

Storage: Store in a dry area. Keep container closed when not in use.

SECTION 8 EXPOSURE CONTROLE/PERSONAL PROTECTION

|

Occupational Exposure Limits:

J Hydroxylapatite ‘ None Established ]

Engineering Controls: Use with adequate general or local exhaust ventilation to minimize exposure
levels.

Personal Protective Equipment:

Eye Protection: Safety glasses or goggles if eye contact is possible.

Skin Protection: Rubber or latex gloves recommended if needed to avoid skin contact.

Respiratory Protection: For dusty conditions, an approved dust/mist respirator appropriate for the form
and concentration of the contaminants should be used. Selection and use of respiratory equipment must
be in accordance with applicable regulations (in the US - OSHA 1910.134) and good industrial hygiene
practice.

Other Protective Clothing or Equipment: Wear protective clothing as needed to avoid contact and
contamination of personal clothing.

SECTION 9 PHYSICAL AND CHEMICAL PROPERTIES

Appearance and Odor: Dry white solid in powder or granular form. No odor.

Boiling Point: Not applicable Melting Point: 1670°C

Freezing Point: 1670°C Specific Gravity: 3.14

Solubility in Water: Practically insoluble pH: Not applicable

Vapor Pressure (mmHg): Not applicable Vapor Density: Not applicable
Evaporation Rate: Not applicable Viscosity: Not applicable

% Volatile by Volume: 0% Flashpoint: None

Flammable Limits in Air: Autoignition Temperature: Not applicable

LEL: Not applicable
UEL Not applicable

SECTION 10 STABILITY AND REACTIVITY

Stability: Stable
Conditions to Avoid: None known.
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Incompatibility with Other Materials: Avoid strong oxidizing agents.
Hazardous Polymerization: Will not occur.

SECTION 11 TOXICOLOGICAL INFORMATION

Potential Health Effects:

Eyes: May cause irritation.

Skin: May cause irritation.

Ingestion: Swallowing may cause gastrointestinal irritation. No toxic effects are expected.
Inhalation: Inhalation of dust may cause irritation of the eyes, nose and upper respiratory tract.
Symptoms include coughing, sneezing and difficulty in breathing.

Chronic Health Effects: . Prolonged inhalation of dust may cause adverse lung effects.
Carcinogenicity: None of the components of this product are listed as carcinogens by OSHA, IARC, the
EU Directive or NTP.

Medical Conditions Aggravated by Exposure: Individuals with pre-existing eye, skin and respiratory
disorders may be at increased risk from exposure.

Acute Toxicity Data:
Hydroxylapatite LD50 Oral rat >5000 mg/kg

SECTION 12 ECOLOGICAL INFORMATION |

Hydroxylapatite: No data available

SECTION 13 DISPOSAL CONSIDERATIONS |

Dispose in accordance with federal, state, and local regulations.

SECTION 14 TRANSPORT INFORMATION |

DOT Shipping Name: Not Regulated

DOT Hazard Class: N/A

UN Number: N/A

DOT Labels Required (49CFR172.101): N/A

IATA Shipping Name: Not Regulated
IATA Hazard Class: N/A

UN Number: N/A

IATA Hazard Labels Required: N/A

IMDG Shipping Name: Not Regulated
IMDG Class: N/A
UN Number: N/A
IMDG Label: N/A

SECTION 15 REGULATORY INFORMATION

U.S. FEDERAL REGULATIONS:

CERCLA 103 Reportable Quantity: This product is not subject to CERCLA reporting requirements. Many
states have more stringent release reporting requirements. Report spills required under federal, state and
local regulations.

SARA TITLE Il
Hazard Category For Section 311/312: Not applicable
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Section 313 Toxic Chemicals: This product contains the following chemicals subject to Annual Release
Reporting Requirements Under SARA Title I, Section 313 (40 CFR 372): None

Section 302 Extremely Hazardous Substances (TPQ): None

EPA Toxic Substances Control Act (TSCA) Status: This product is a medical device and not subject to TSCA
requirements..

U.S. STATE REGULATIONS

California Proposition 65: This product contains the following substances known to the State of California
to cause cancer or reproductive toxicity: None

INTERNATIONAL REGULATIONS:

Canadian Environmental Protection Act: This product is a medical device and not subject to chemical
notification requirements.

Canadian WHMIS Classification: Medical devices are not subject to WHMIS.

European Community Labeling: Not a dangerous preparation.

European Inventory of New and Existing Chemicals Substances (EINECS): This product is a medical
device and not subject to chemical notification requirements.

Australian Inventory of Chemical Substances: This product is a medical device and not subject to
chemical notification requirements.

China Inventory of Existing Chemicals and Chemical Substances: This product is a medical device and
not subject to chemical notification requirements.

Japanese Existing and New Chemical Substances: This product is a medical device and not subject to
chemical notification requirements.

Korean Existing Chemicals List: This product is a medical device and not subject to chemical notification
requirements.

Philippine Inventory of Chemicals and Chemical Substances: This product is a medical device and not
subject to chemical notification requirements.

SECTION 16 OTHER INFORMATION

HMIS Hazard Rating:
Health — 1 Fire Hazard - 0 Reactivity — 0

Revision Date: 12/16/2006 Supercedes: 10/12/2001

Judgments as to the suitability of information herein for the purchasers purposes are necessarily the purchaser's responsibility.
Therefore, although reasonable care has been taken in the preparation of such information, Dentsply CeraMed Dental extends no
warranties, makes no representations and assumes no legal responsibility as to the accuracy or suitability of such information for
application to purchaser's intended purposes or consequences for its use.
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