SAFETY DATA SHEET
, i ) acc. to 1SO 11014, 29 CFR 1910.1200 Rev.00
Sol-Millennium Medical Inc. ["SOL-CARE™ Safety Blood Collection Needle Valid from: 01 Nov 2017
SOL-CARE™ Safety Blood Collection Needle with ’
_Pre-attached Holder

[ STATEMENT |

According to the Occupational Safety and Health Administration (OSHA) Hazard Communication
Standard or the European Directives 91/155/EEC, 88/379/EEC and 67/548/EEC, this product is
considered an “article” and does not require a Material Safety Data Sheet. According to the mentioned
agencies, an article is an item which is formed into a specific shape or design during manufacture and
which does not release or otherwise result in exposure to a hazardous chemical under normal use.

| SECTION 1: PRODUCT AND COMPANY IDENTIFICATION |

e Product name: SOL-CARE™ Safety Blood Collection Needle
SOL-CARE™ Safety Blood Collection Needle with Pre-attached Holder
e  Manufacturer/Supplier:

USA

SOL-MILLENNIUM Medical Inc.

1735 North Brown Road, Suite 120
Lawrenceville, Georgia 30043

Tel: 404.973.2200

Fax: 770.200.1670

Email: www.sol-millenniumna.com
Emergency phone number: 404.973.2200

¢ Recommended use / restrictions of use:
SOL-CARE™ Safety Blood Collection Needle and SOL-CARE™ Safety Blood Collection
Needle with Pre-attached Holder is a sterile, multiple-sample, single-use winged blood collection
set intended for venipuncture to obtain blood specimens from patients and/or short-term infusion
of intravenous fluids. The device is designed with an integral safety sliding shield that provides
a safety feature intended to cover the intravenous (IV) end of the needle after the needle is
withdrawn from the patient aids in the prevention of needlestick injury.

| SECTION 2: HAZARDS IDENTIFICATION

Classification according to NFPA 704: N/A

Classification according to Regulation (EC) No. 1272/2008 [EU-GHS/CLP]: N/A
Classification according to EU Directives 67/548/EEC or 1999/45/EC: N/A
Signal Word: N/A

Hazard Statements: N/A

Precautionary Statements: N/A

| SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS

o Description:

Name: Material:

Female luer adapter PVC

Tubing PVC (DEPH FREE)
Safety shield PP

Butterfly wings PVC

Needle Stainless steel SUS304
Needle protector LDPE
Adhesives(Between needle and butterfly wings) Ethoxyline resin

Adhesives (Between tubing and female luer adapter) Cyclohexanone



Adhesives (Between tubing and female luer adapter) Butanon
Lubricant Silicon ail
Chemical name: N/A

CAS No. N/A

Quantity of substances: N/A

| SECTION 4: FIRST AID MEASURES

Hazard description: N/A
Acute exposure effect: N/A
Skin: N/A

Eyes: N/A

Inhalation: N/A

Ingestion: N/A

| SECTION 5:  FIRE-FIGHTING MEASURES

¢ Suitable extinguishing media: Use extinguishing media appropriate for surrounding fire.
* Protective equipment: Firefighters should wear proper protective equipment.
¢ Special hazards arising from the substance or mixture: N/A

| SECTION 6: ACCIDENTAL RELEASE MEASURES

Personal precautions: N/A
Methods for cleaning up: N/A
Methods of containment: N/A
Emergency procedures: N/A

| SECTION 7: HANDLING AND STORAGE

¢ Handling:
Advice for safe handling: N/A
Information about protection against explosions and fires: N/A
* Storage:
Requirements to be met by storerooms and receptacles: N/A
Information about storage in one common storage facility: N/A

| SECTION 8: EXPOSURE CONTROLS / PERSONAL PROTECTION

¢ Exposure limits:
OSHA PEL: N/A
ACGIH TLV : N/A
Other recommended limits : N/A
e Control parameters: N/A
* Personal protective equipment: N/A
General protective and hygienic measures: N/A
Breathing equipment: N/A
Hand protection: N/A
Eye protection: N/A
Body protection: N/A
Special requirements for PPE: N/A
o Hygiene measures: N/A
s Appropriate engineering controls: N/A

| SECTION 9: PHYSICAL AND CHEMICAL PROPERTIES

e Appearance: N/A
Form: N/A
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Color: N/A

Odor: N/A

Odor Threshold: N/A

PH-value: N/A

Melting point / Melting range: N/A
Initial boiling point / boiling range: N/A
Flash point: N/A

Flammability (solid, gaseous): N/A
Danger of explosion: N/A

Vapor pressure: N/A

Density: N/A

Solubility in/Miscibility w/H,0: N/A
Organic solvents: N/A

Solids content: N/A

Partition coefficient: n-octanol/water: N/A
Auto-ignition temperature: N/A
Decomposition temperature: N/A
Viscosity: N/A

Oxidizing properties: N/A

| SECTION 10: STABILITY AND REACTIVITY

Reactivity: No data available

Chemical Stability: No data available

Possibility of hazardous reactions: No data available
Conditions to avoid: No data available

Incompatible materials: No data available

Hazardous decomposition products: No data available

[ SECTION 11: TOXICOLOGICAL INFORMATION

Acute toxicity: N/A

Eye: N/A

Skin: N/A

Inhalation: N/A ; oF
Ingestion: N/A S k
Primary irritant effect: ' o
On the skin: Not established b
On the eye: Not established . < "% =01 20
Sensitization: Not established . 7 - %2y
Additionatl toxicological information: None identified

| SECTION 12: ECOLOGICAL INFORMATION

|

Ecotoxilogical effects: No data is available on the adverse effects of this material on the

environment.
Other information: N/A
General notes: N/A

| SECTION 13: DISPOSAL CONSIDERATION

Product: Recommendation

Disposal should be done in accordance with all federal, state and local environmental

regulations. This product is not a hazardous waste according to local regulations.

Packaging: Recommendation

Disposal should be done in accordance with all federal, state and local environmental

regulations. This product is not a hazardous waste according to local regulations.



| SECTION 14: TRANSPORT INFORMATION

e DOT regulations: Not regulated

o Land transport ADR/RID: Not regulated

¢ Maritime transport IMDG: Not regulated

e Air transport ICAO-TI and IATA-DGR: Not regulated

| SECTION 15: REGULATORY INFORMATION |

* OSHA, 29 CFR 1910.1200(g) and Appendix D. United Nations Globally Harmonized
System of Classification and Labelling of Chemicals (GHS), third revised edition, United
Nations, 2009

s EC directives: 91/155/EEC, 93/112/EC, 88/379/EEC

e Water hazard class: N/A

¢ Note: Please note that there may be additional legal provisions to be observed. We recommend
that you keep yourself informed about all applicable international, national and local regulations.

| SECTION 16: OTHER INFORMATION |

To the best of our knowledge, the information contained herein is accurate. However, neither Sol-
Millennium Medical Inc. nor any of its subcontractors or suppliers assumes any liability whatsoever for
the accuracy or completeness of the information contained herein. Final determination of suitability of
any material is the sole responsibility of the user. All materials may present unknown hazards and should
be used with caution. Although certain hazards are described herein, we cannot guarantee that these
are the only hazards that exist.

STATEMENT

This Safety Data Sheet for the products:

SOL-CARE™ Safety Blood Collection Needle

SOL-CARE™ Safety Blood Collection Needle with Pre-attached Holder

has been prepared on the basis of Safety Data Sheets provided by the manufacturer given in Section 1
for the materials given in section 3.

On Behalf of Sol-Millennium Europe 3 - SOL-MILL ° .
Ve .

Sol-Millennium Europé Sp. z 0.0,
Krzysztof Czuprynski :&gﬁs-gaigf;oﬁéau{gnw&a b
Tek +48 22202 67 23, Fax. +48 22 20267 19

Global Quality Management System Officer



