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Section 1. Identification of the substance/mixture and of the company/undertaking

1.1 Productidentifier

Product identifier used on Ten20® Conductive Paste nm
label: I e

Other means of Manufacturer’s item number(s):

identification: 10-20-8,10-20-4, 10-20-4T, 10-20-4TK, C ONDUCTIVE
10-20-1,10-20-1S, and 10-20-1K Neurodiagnostic Electrode Paste

Mixture note: Mixture intended for topical conductive and adhesive use in neuromonitoring

procedures associated with non-gelled neurodiagnostic electrodes.

1.2 Relevantidentified uses of the substance or mixture and uses advised against

Relevant identified uses: Conductive and adhesive paste for use in neuromonitoring procedures in
conjunction with non-gelled neurodiagnostic electrodes, including EEG exams,
evoked potential procedures, PSG, and MSLT.

Uses advised against: Do not use on or near open wounds or compromised skin. Do not use with
current-inducing electrodes. Use additional caution on patients with a history of

skin allergies or sensitivity to cosmetics or lotions.

1.3 Details of the supplier of the safety data sheet

Supplier (manufacturer) Weaver and Company

name and address: 565 Nucla Way, Unit B, Aurora, Colorado 80011, USA
Telephone number: +001.800.525.2130

Email address: regulatory@weaverandcompany.com

EU Representative: Emergo Europe

Westervoortsedijk 60, 6827 AT Arnhem, The Netherlands
+31.70.345.8570

1.4 Emergency telephone number

Emergency number: +001.800.525.2130
Additional emergency Available during normal business hours only:
information: Monday through Thursday 8:00 - 16:30 (GMT-7:00) and

Friday 8:00 - 15:00 (GMT-7:00).

Section 2. Hazards identification

2.1 Classification of the substance or mixture

CLP classification: Based on available information, the mixture is not classified as hazardous
according to Regulation (EC) No. 1272/2008.

Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 1 of 11
1907/2006, as amended by Commission Regulation (EU) 2020/878); classification evaluated in accordance with
Regulation (EC) No. 1272/2008.
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Additional classification No additional finished-mixture classification statement is identified beyond the
note: non-classified CLP position.

2.2 Labelelements

Signal word: None required.
Hazard pictograms: None required.
Hazard statements: None required.

Precautionary statements: No hazard-based precautionary statements are required for classification
purposes. Follow the safe-use instructions in Sections 4, 7, and 11.

Supplemental EU label No supplemental CLP label elements are identified for the product.
elements:

2.3 Other hazards

PBT / vPvB assessment: No PBT or vPvB concerns are identified for the finished mixture based on
available information.

Endocrine disrupting No endocrine-disrupting concerns are identified for the finished mixture based
properties: on available information.

Other hazards notresulting  Ten20 is intended for topical use on intact skin only. Patients’ tolerance for

in classification: topical products varies widely, and some patients poorly tolerate adhesives,
abrasives, conductive media, and salts. If rash, redness, itching, swelling, or
other abnormal skin reaction appears, wash off immediately and discontinue
use. Persistent redness, soreness, or swelling at the electrode site should be
evaluated promptly. Long-term electrode sites should be checked at least daily
for irritation and redness.

Section 3. Composition/information on ingredients

3.1 Substances

Not applicable. This productis a mixture.

3.2 Mixtures

Mixture description: Ingredient identity summary: Polyoxyethylene 20 Cetyl Ether, Water, Glycerin,
Calcium Carbonate, 1,2-Propanediol, Potassium Chloride, Gelwhite®
(Montmorillonite), Sodium Chloride, Polyoxyethylene 20 Sorbitol,
Methylparaben, Propylparaben.

Ingredients requiring No hazardous ingredients requiring disclosure have been identified in this
disclosure: product.
Trade secret note: Exact component concentrations are withheld as confidential business

information. No ingredient identity is intentionally withheld in this section.

Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 2 of 11
1907/2006, as amended by Commission Regulation (EU) 2020/878); classification evaluated in accordance with
Regulation (EC) No. 1272/2008.
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Section 4. First aid measures

4.1 Description of first aid measures

General information: Immediate medical attention is typically not required. Treat symptomatically if
irritation, intolerance, or other adverse effects occur.

Following inhalation: Inhalation is not expected under normal use. The product does not normally
generate respirable dust, fumes, or vapors during intended topical application.

Following skin contact: The product is intended for direct contact with healthy, intact skin. Wash off
immediately if rash, redness, itching, swelling, soreness, or other abnormal skin

reaction occurs. If symptoms persist, seek medical advice.

Following eye contact: Rinse eyes thoroughly with warm water for 10 to 15 minutes. Avoid rubbing the
eyes. If irritation continues, seek medical attention.

Following ingestion: Rinse mouth if needed. If irritation, discomfort, or other symptoms occur, seek
medical advice.

Self-protection of the first No special self-protection is necessary for the first aider.
aider:

4.2 Mostimportant symptoms and effects, both acute and delayed

Direct eye exposure may cause temporary irritation. Sensitive individuals may experience local redness, soreness,
itching, swelling, or other signs of topical intolerance. Repeated or excessive hand exposure may contribute to
dryness and chapping. Improper use on compromised skin or inadequate monitoring of long-term electrode sites
may increase the risk of local irritation or infection.

4.3 Indication of any immediate medical attention and special treatment needed

Treat symptomatically based on the observed condition. No product-specific special treatment is known to be
required.

Section 5. Firefighting measures

5.1 Extinguishing media

Suitable extinguishing Use extinguishing media suitable for the surrounding fire.
media:

Unsuitable extinguishing None known.

media:

5.2 Special hazards arising from the substance or mixture

No unusual fire or explosion hazards are identified for the product under normal conditions of storage and use.

5.3 Advice for firefighters

Protective equipment/ Wear protective equipment appropriate to the surrounding fire. No product-
precautions: specific firefighting precautions are known.
Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 3 of 11
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Section 6. Accidental release measures

6.1

Personal precautions, protective equipment and emergency procedures

No special personal precautions or emergency procedures are normally required. Spilled product may create a

slip hazard; clean promptly.

6.2 Environmental precautions

No special environmental precautions are normally required for small-scale accidental release of the finished

product.

6.3 Methods and material for containment and cleaning up

Contain and wipe up spilled material. Residual product may be washed away with warm water.

6.4 Reference to other sections

See Section 8 for personal protection information and Section 13 for disposal considerations.

Section 7. Handling and storage

71

Precautions for safe handling

Use only as directed for topical application on intact skin. Avoid eye contact. Do not use on or near open wounds
or compromised skin. Do not use with current-inducing electrodes. Respond promptly to patient complaints that
may signal product intolerance. Wash hands after use and clean up spilled material promptly.

7.2 Conditions for safe storage, including any incompatibilities

Storage conditions:

Natural rubber latex
statement:
Single-use presentations:

Multiple-use containers /
shelf-life after opening:

Lot number / expiration date
location:

Additional customer-
support information:

Incompatibilities:

Keep out of the reach of children. Store at room temperature. Keep containers
tightly closed when not in use. Avoid prolonged cold temperature or freezing.

The product is manufactured without the use of natural rubber latex.

Foritem numbers 10-20-1,10-20-1S, and 10-20-1K, use the opened
container on only one patient and then discard.

This product has a three (3) year shelf-life from the date of manufacture. For
multiple-use containers, that shelf-life is not shortened after first opening if the
container is stored properly at room temperature and kept tightly closed when
notin use.

Depending on the package type, the lot number and expiration date are shown
on the tube crimp, on the underside of the jar, or on the underside of the 3-pack

box.

See Section 16 for the full material-free support statement used for common
customer questions.

No incompatibilities are known for normal storage of the finished product.

Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No.
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7.3 Specific end use(s)

Intended for use as a conductive and adhesive paste with non-gelled neurodiagnostic electrodes in
neuromonitoring procedures.

Section 8. Exposure controls/personal protection

8.1 Control parameters

Occupational exposure
limits:

Biological limit values:

Recommended monitoring
procedures:

8.2 Exposure controls

No occupational exposure limit has been identified as applying to the finished
mixture as supplied. The product is intended for use as supplied. It should not be
processed, heated, aerosolized, or otherwise used outside its intended
conditions.

No biological limit values are identified for the finished mixture based on
available information.

No specific monitoring procedures are identified for the finished mixture under
intended use conditions.

Appropriate engineering
controls:

Individual protection
measures:

Environmental exposure
controls:

Routine engineering controls are not normally required for intended use of the
finished product.

None normally required for intended use. Gloves may be used when needed to
support clinical handling preferences or to limit repeated hand exposure.

No specific environmental exposure controls are normally required for the
finished product.

Section 9. Physical and chemical properties

9.1 Information on basic physical and chemical properties

Physical state.........coeeuvenennnn.

(071 (o] U] SRR

Melting point / freezing point

...................................................... Semi-solid paste
...................................................... Off-white
...................................................... Odourless

........................................................ Approximately 44°C

Boiling point or initial boiling point and boiling range ...................... No applicable information available

Flammability ....ccocuvenvenvennnnnn,

Lower and upper explosion limit
Flash point.....cccceevivivinnennnn,
Auto-ignition temperature.......

Decomposition temperature

...................................................... Not classified as flammable based on

available information for the finished mixture

................................................... Not applicable

...................................................... No applicable information available
...................................................... No applicable information available
........................................................ No applicable information available
...................................................... Slightly alkaline

Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No.
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KinematiC VISCOSITY ceuivniiniiiiiiiii it e e e e eaes No applicable information available

SOLUDILIEY ceae ettt ettt e et e e e e e e eaans Partially soluble in water

Partition coefficient n-octanol/water (log value) ........ccccovevvenvinnnnnns No applicable information available

VaPOUE PIrESSUIE c.eeeeneiieieeeeee et et et e et e e eeneeeanenneneneenaeneenaennes No applicable information available

Density and/or relative denSity ...oeeveeieeiiniiiiiiiiiee e eeeeeees Approximately 2.3 g/cm?

Relative vapour denSity ......ee i No applicable information available

Particle charaCteriStiCS cuiuiuiiiiiiiiiii e e e e eaes Not applicable for a paste mixture

9.2 Otherinformation

Information with regard to physical hazard classes: No additional information available.

Other safety characteristics: No additional information available.

Section 10. Stability and reactivity

10.1 Reactivity

Stable and non-reactive under normal conditions of use and storage.

10.2 Chemical stability

Stable under recommended storage conditions.

10.3 Possibility of hazardous reactions

No hazardous reactions are known. Hazardous polymerization will not occur.

10.4 Conditions to avoid

No known conditions to avoid for the finished product when stored and used as intended.

10.5 Incompatible materials

No known incompatible materials for normal use and storage of the finished product.

10.6 Hazardous decomposition products

No known hazardous decomposition products under normal conditions of use and storage.

Section 11. Toxicological information

11.1 Information on hazard classes as defined in Regulation (EC) No 1272/2008

Acute toxicity: Based on available information, the classification criteria are not met.

Skin corrosion /irritation: Method: Dermal Irritation Test per IS0 10993-10:2010. Species: New Zealand
White Rabbits. Route of exposure: Topical. Effective dose: Approximately ©.5 mL.
Exposure time: 4 hours. Results: Primary Irritation Index = @ (negligible).

Serious eye damage / No classification for serious eye damage or eye irritation has been identified for the
irritation: finished mixture. Direct eye contact may cause temporary irritation.
Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 6 of 11
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Respiratory or skin sensitisation:

Germ cell mutagenicity:
Carcinogenicity:
Reproductive toxicity:
STOT-single exposure:
STOT-repeated exposure:

Aspiration hazard:

Likely routes of exposure:

Symptoms related to the physical,
chemical and toxicological
characteristics:

11.2 Information on other hazards

Method: Closed Patch Test for Delayed-Type Hypersensitivity per ISO
10993-10:2010. Species: Hartley Guinea Pigs. Route of exposure:
Topical. Effective dose: Approximately 0.4 g. Exposure time: 9
exposures of 6 hours each over 3 weeks. Results: Grade (Magnusson
and Kligman scale) = @ (no visible change).

No applicable information available for the finished mixture.

No applicable information available for the finished mixture.

No applicable information available for the finished mixture.

No applicable information available for the finished mixture.

No applicable information available for the finished mixture.

Not considered relevant for the physical form and intended use of the
product.

Skin contact and eye contact are the most likely routes of exposure
during intended use. Accidental ingestion is possible but not expected.

Eye exposure may cause temporary irritation. Local skin effects may
include redness, soreness, itching, swelling, or other signs of
intolerance, particularly in sensitive individuals.

Endocrine disrupting properties:

Other relevant hazard information:

No endocrine-disrupting concerns are identified for the finished mixture
based on available information.

Additional biocompatibility information includes a 2018 agar diffusion
cytotoxicity study reporting grade 3 (moderate reactivity) and
concluding that the test article had a cytotoxic effect under that test
system. This result should be interpreted together with the full product
safety and biocompatibility information for the finished mixture.

Section 12. Ecological information

12.1 Toxicity

No confirmed finished-mixture aquatic-hazard classification is identified based on available information.
Product-specific ecotoxicity data are not available for the finished mixture.

12.2 Persistence and degradability

No specific persistence or degradability data are available for the finished mixture.

12.3 Bioaccumulative potential

Product-specific bioaccumulation data are not available for the finished mixture.

Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 7 of 11
1907/2006, as amended by Commission Regulation (EU) 2020/878); classification evaluated in accordance with

Regulation (EC) No. 1272/2008.
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12.4 Mobility in soil

Product-specific mobility data are not available for the finished mixture. Because the product is supplied as a
semi-solid paste, movement away from a point of release is likely to be limited.

12.5 Results of PBT and vPvB assessment

No specific PBT or vPvB assessment data are available for the finished mixture.

12.6 Endocrine disrupting properties

No endocrine-disrupting concerns are identified for the finished mixture based on available information.

12.7 Other adverse effects

No other adverse effects are known for the finished mixture based on available information.

Section 13. Disposal considerations

13.1 Waste treatment methods

Waste treatment methods: No special handling is generally required for disposal of surplus product or waste
resulting from intended use. Dispose of contents and packaging in accordance
with applicable national, regional, and local requirements.

Packaging note: Packaging may be recyclable, even if contaminated with the product, subject to
local recycling requirements.

Section 14. Transport information

General information: The product does not require special transport precautions under normal conditions of
shipment.

14.1 UN number or ID number

Not applicable.

14.2 UN proper shipping name

Not applicable.

14.3 Transport hazard class(es)

Not applicable.

14.4 Packing group

Not applicable.

14.5 Environmental hazards

Not applicable.

14.6 Special precautions for user

Not applicable.

Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 8 of 11
1907/2006, as amended by Commission Regulation (EU) 2020/878); classification evaluated in accordance with
Regulation (EC) No. 1272/2008.
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14.7 Maritime transportin bulk according to IMO instruments

Not applicable.

Section 15. Regulatory information

15.1 Safety, health and environmental regulations/legislation specific for the substance or mixture

EU / Member State This SDS is provided for consistency with Regulation (EC) No. 1272/2008 and
chemical-law notes: REACH Annex II as amended by Regulation (EU) 2020/878.
Cross-regulatory note: Ten20 is manufactured under a Quality System that is compliant to the US FDA

QualityManagement SystemRegulation (21 CFR 820), IS0 13485:2016, the
EUMedical Devices Regulation 2017/745, and the Canadian Medical
Devices Regulations SOR/98-282.

Current communication- This document is maintained in a voluntary EU-style SDS format to support
path note: Article 32 communication. No Article 31 SDS trigger has been identified

based on available information for the finished mixture.

Additional regulatory notes: No additional product-specific safety, health, or environmental regulations are
identified based on available information for the finished mixture.

15.2 Chemical safety assessment

No chemical safety assessment information has been identified for the finished mixture as supplied.

Section 16. Other information

16.1 Revision information

Document number: SDS©02-EU

Date of preparation / 2026-06-18

revision:

Version / revision number: 2.0/ EN

Revision / change note: This revised SDS updates Sections 1 through 16, with major changes in product

identification, safe-use language, storage/customer-support notes, and Section
16 support information.

Change summary: This revision updates the SDS format and wording, aligns product item numbers

with current IFU content, and expands the applicable regulatory and safety
sections.

16.2 Additional product-support information

Material-free support This product is manufactured without the use of natural rubber latex, gluten,
statement: peanut, dairy or egg, animal by-products, human cells or tissue, or shellfish or
fish by-products.

Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 9 of 11
1907/2006, as amended by Commission Regulation (EU) 2020/878); classification evaluated in accordance with
Regulation (EC) No. 1272/2008.
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Worker training advice:

Users should be trained to follow the intended-use instructions, avoid eye
contact and compromised skin, respond promptly to signs of intolerance,
distinguish single-use from multiple-use presentations, and check long-term
electrode sites at least daily for irritation and redness.

16.3 Additional reference information

Key literature references
and data sources:

Classification / evaluation
method for mixtures:

Relevant hazard /
precautionary statement
note:

Abbreviations and

Current product instructions for use, current product safety information,
applicable REACH / CLP evaluation materials, including the ECHA Chemicals
Database (https://chem.echa.europa.eu/) and EUR-Lex REACH / CLP legislation,
and current internal customer-support guidance.

Classification was evaluated using available information for the finished mixture
together with supporting ingredient and source-document data in accordance
with the mixture-evaluation principles of Regulation (EC) No. 1272/2008. No
classification requiring CLP label elements was identified for the product as
supplied.

No abbreviated hazard statements or precautionary statements are carried in
this SDS; Section 2 uses the full applicable wording.

"CLP" : Classification, Labelling and Packaging Regulation (EC) No. 1272/2008

acronyms:
"CFR" : Code of Federal Regulations (United States)
"ECHA" : European Chemicals Agency
"EEG" : Electroencephalogram
"EU" : European Union
"FDA" : U.S. Food and Drug Administration
"IFU" : Instructions for Use
"IMO" : International Maritime Organization
"ISO" : International Organization for Standardization
"MSLT" : Multiple Sleep Latency Test
"OSHA" : Occupational Safety and Health Administration
"PBT" : Persistent, Bioaccumulative and Toxic
"PSG" : Polysomnography
"REACH" : Registration, Evaluation, Authorisation and Restriction of Chemicals
"SDS" : Safety Data Sheet
"STOT" : Specific Target Organ Toxicity
"UN": United Nations
Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 10 of 11
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"US" : United States

"vPvB" : very Persistent and very Bioaccumulative

Other information: Statement of liability. The statements, technical information, and
recommendations contained herein are reliable and based on present-day
knowledge, but they are given without warranty or guarantee of any kind, express
or implied. Weaver and Company assumes no responsibility for any loss,
damage or expense, direct or consequential, arising from their use.

Voluntary EU-style SDS for Article 32 communication, prepared in the format of REACH Annex Il (Regulation (EC) No. Page 11 of 11
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