A 3T MEDICAL COMPANY

e ENTERIX

SAFETY DATA SHEET

SECTION 1 — PRODUCT IDENTIFICATION

Product Name

InSure® ONE™ Test Card

for Use

Recommended Use / Restrictions

Used exclusively with the InSure® ONE™ Kit

Part Number

16201, used in all variations of Finished Goods Part Numbers
15022, 15030, 15040, 90010, 90025, 90050, and 11018

Phone Number

Manufacturer's Name, Address and | Enterix, 236 Fernwood Ave, Edison, NJ 08837

1-732-429-1899

Emergency Telephone Number

1-800-222-1222 Poison Control - USA

SECTION 2 — HAZARDS IDENTIFICATION

Primary Routes of Exposure

Skin and/or eye contact (during test development only).

Skin Contact

Contact with skin during test development may cause irritation.

Eye Contact

Contact with eyes during test development may cause irritation.

Inhalation of product’s natural scent under normal use conditions may

Inhalation irritate the nose, throat and lungs. Symptoms are generally alleviated
upon breathing fresh air.

Inaestion Any ingestion of this product may cause nausea or vomiting or other
9 internal issues. Seek medical attention immediately if ingested.

Chronic Exposure None known

Medical Conditions aggravated N K

by exposure one known

Additional Information NFPA Rating:

0

J
/

SECTION 3 — COMPOSITION / INFO ON HAZARDOUS INGREDIENTS

CHEMICAL NAME CAS # %W/V | OSHAPEL | OSHA STEL | ACGIHTLV | ACGIH STEL
No hazardous NONE N/A N/A N/A N/A N/A
components > 1%,
2 0.1% carcinogen
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SECTION 4 — FIRST AID MEASURES

Inhalation

Move to fresh air if product’s natural scent under normal use conditions causes
irritation of nose, throat, and/or lungs. If breathing becomes difficult or stops, or if
the product itself has been inhaled, seek medical attention immediately.

Skin Contact

Rinse with plenty of water. If skin irritation persists, seek medical attention.

Ingestion

If the product itself has been ingested, do not induce vomiting. Seek medical
attention immediately.

Eye Contact

Immediately flush with plenty of water. If pain or irritation occurs, seek medical
attention.

Notes to Physician

None determined

SECTION 5 — FIRE FIGHTING MEASURES

Suitable Extinguishing Media

Use fire extinguishing media appropriate for site conditions.

Special Hazards from the
Substance

N/A

Advice for Firefighters

No equipment beyond normal protective equipment used by firefighters is
required.

SECTION 6 — ACCIDENTAL RELEASE MEASURES

Personal Precautions

Use universal precautions during clean-up procedures of patient-sampled
Test Cards (regardless if they have been developed or not).

Environmental Precautions

Keep patient-sampled Test Cards away from drains, ground water, and soll
(regardless if they have been developed or not).

Methods for Clean Up

For patient-sampled Test Cards (regardless if they have been developed or
not), collect material is appropriate containers and dispose according to
waste regulations.

SECTION 7 — HANDLING AND STORAGE

Handling

Protect from contamination. Wear appropriate personal protective equipment.

Storage

Refer to Instructions for Use of the InSure® ONE™ for proper storage conditions.

SECTION 8 — EXPOSURE CONTROL / PERSONAL PROTECTION

Respiratory Protection

Respiratory protection is not required under normal use of this product.

Hand Protection

Wear appropriate protective gloves to prevent skin contact and prevent
contamination during routine test development.

Skin and Body Protection

Under normal conditions, the use of this product should not require

Eye Protection

special skin, body, eye or hygiene protection. Follow Good Laboratory

Hygiene Measures

Practices and/or procedures as required.
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SECTION 9 — PHYSICAL AND CHEMICAL PROPERTIES

Physical State Solid

Appearance Sguare; Dark Blue an_d White, Two flaps on front with product logo; One flap on back
with Lot Number, Expiration Date and other information

Odor Odorless

pH N/A

SECTION 10 — STABILITY AND REACTIVITY

Stability

Stable under recommended storage conditions.

Polymerization

N/A

Hazardous Decomposition Products N/A

Conditions to Avoid

Keep away from direct sunlight.

SECTION 11 — TOXICOLOGICAL INFORMATION
Presently no toxicological data available for this kit or its components.

SECTION 12 — ECOLOGICAL INFORMATION

Bioaccumulation

Not determined

Aquatic Toxicity

No data is available on the product itself.

Ecotoxicity Effects

No data is available on the product itself.

SECTION 13 — DISPOSAL CONSIDERATIONS
Dispose according to local, state, and national regulations.

SECTION 14 — TRANSPORT INFORMATION
This product is not hazardous to ship.

SECTION 15 — REGULATORY INFORMATION
This product and its contents are not classified as dangerous under any regulations.
No Chemical Safety Assessment has been carried out on the components of this product.

SECTION 16 — OTHER INFORMATION

Date SDS Prepared

08Nov2017

DISCLAIMER: The information, data and recommendations contained herein are based upon information believed by Enterix
after reasonable investigation and research, to be accurate; however, Enterix does not warrant the accuracy of this information.
All materials and mixtures may present unknown hazards and should be used with caution. When necessary or appropriate,
independent opinions regarding the risk of handling or exposure should be obtained from trained professionals. Enterix
disclaims any warranty against patent infringement and the implied warranties of merchantability and fitness for a particular
purpose. Customer's sole and exclusive remedy shall be replacement of the product or return of the product and refund of the
purchase price, at Enterix option. In no case shall Enterix be liable for incidental or consequential damages, including lost

profits.
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Author
| am the author of this document.
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Technical Reviewer Approval

| have reviewed and approve this document.

Signed 05:37:03 PM UTC 09-OCT-2023
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