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IDENTITY (As labeled and listed)

InSure® FIT™ Test Card

PART NUMBER

11017, 16171

SECTION 1 — Supplier Information

Manufacturer's Name

Enterix Inc.

Manufacturer's Address

238 Fernwood Avenue, Edison NJ 08837, USA

EC REP Name

HemoCue AB

EC REP Address

Box 1204, 262 23 Angelholm, Sweden

Emergency Telephone Number

+1 732 429 1899 (US): 0830 - 1700 EDT/EST
+46 77 570 02 10 (Europe): 0800 — 1630 CET/CEST

Telephone Number for Information

+1 800 531 3681 (US); 0830 — 1700 EDT/EST
+46 77 570 02 10 (Europe): 0800 — 1630 CET/CEST

SECTION 2 — Composition and Ingredient Information

This product contains no hazardous / dangerous constituents, or the concentratlons of ail
chemical constituents are below the regulatory threshold limits described by Occupational
Safety Health Administration Hazard Communication Standard 29 CFR 1910.1200 and
concentrations described in European Directives 67/548/EEC and 1999/45/EC.

SECTION 3 - Hazards Identification -

N/A

SECTION 4 — First Aid Measures =~~~
Inhalation N/A
Eye Contact N/A
Skin Contact N/A
Ingestion N/A

SECTION 5 — Fire Fighting Measure

Fiash Point N/A
Flammable Limits N/A
Autoignition Temperature N/A

Extinguishing Media

Use extinguishing media suitable for surrounding fire.

Special Fire and Explosion
Hazards

N/A

Hazardous Combustion Products

N/A

Protective Equipment for

No equipment beyond normal protective equipment

Firefighters

used by firefighters required.
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SECTION 6 — Accidental Release Measures -

Personal Precautions

Use universal precauttons durrng clean up procedures

Spill and Leak Procedures

N/A

Environmental Precautions

N/A

SECTION 7 — Handling and Storage =~ - =

Handling Precautions

The health effects of an. ingredient in this product have
not been fully determined.
Use good laboratory procedures.

Recommended Storage Conditions

To maintain efficacy, store according to the instructions
in the product labeling and in the instructions for use.

SECTION 8 — Exposure Controls an

d Personal Protection .

US OSHA None estabirshed
Exposure Limits ACGIH None established

DFG MAK None established
Engineering Controls N/A

Respiratory Protection

Under normal conditions, the use of this praduct should
not require respiratory protection.

Eye Protection

N/A

Skin Protection

N/A

SECTION 9 — Physical and Chemical Properties -

Physical State Solid
Colour Quter artwork varies by region
Transparency Opaque
Odour Odourless
Odour Threshold N/A
pH N/A
Boiling Point N/A
Melting Point N/A
Specific Gravity (H,O = 1) N/A
Vapor Pressure N/A
Vapor Density N/A
Evaporation Rate N/A
- Water Insoluble
Solubility Organic | Insoluble in alcohol

SECTION 10 — Stability and Reactivity -

Stability

Stabfe under normal temperatures and pressures.

Hazardous Incompatibilities

N/A

Hazardous Decomposition
Products

N/A
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Conditions to Avoid

Keep away from direct sunlight. Store under
recommended conditions.

SECTION 11 - Toxicological Inform

ation

Toxicitiy Data for Hazardous
Ingredients

N/A

Primary Routes of Exposure

When used according to product instructions, no
exposure is expected. The most likely exposure is by
skin contact.

. Eyes: None.

E::)eonst:ﬁLEffects of Acute Skin: None.
Ingestion: None.

Potential Effects of Chronic Eyes: None.

Exposure Skin: None.

Symptoms of Overexposure

Due to the nature of the product and its advised use, no
adverse effects are expected from occasional accidental
contact.

Carcinogenicity

No ingredients in this product are listed as carcinogens
by ACGIH, IARC, NTP, OSHA or 67/648/EEC Annex |

Other Effects N/A
Conditions Aggravated by N/A
Exposure

SECTION 12 - Ecological Information

No mformatlon avallable

Ecotoxicity
Biodegradability No information available.
Mobility No information available.

SECTION 13 — Disposal Considerations

Waste disposal

Dlspose of waste product unused product and
contaminated packaging in compliance with federal,
state and local regulations. If unsure of the applicable
requirements, contact the authorities for information.

SECTION 14 — Transport Information .

Canadian TDG.

Transportation of this product is not regulated under ICAO IMDG US DOT European ADR or

SECTION 15 — Regulatory Informati

on. -

EU Labeling Classification

Preparation not classified.

SECTION 16 — Other Information -

Please contact your nearest HemoCue AB dlstrlbutor for addltlonal mformatton
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RELEASED I

Notice: Enterix Inc. believes that the information in this document is valid and accurate, and
makes no warranty or representation as to its validity, accuracy or currency. Enterix Inc. shall not
be liable or otherwise responsible in any way for inappropriate use of either this information or
the material to which it applies. Disposal of hazardous materials may be subject to federal, state

or local laws or regulations.

Enterix Inc., Edison, NJ 08837
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