P A . ProteaseTag® Active Proteinase 3 Immunoassay
FTOAXSIS
Safety Data Sheet

SECTION 1: IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE
COMPANY/UNDERTAKING

11 Product Identifier

Product name: ProteaseTag® Active Proteinase 3 Immunoassay
Cat No.: PA008-RUO
Components: Microplate

Pr-3-Tag (contains N,N-Dimethylformamide)
Standard (contains acidic buffer)

Primary Pr3 Antibody (contains stabilising solution)
Secondary Pr3 Antibody (contains stabilising solution)
Wash Buffer A Concentrate (Contains ProClin® 950)
Wash Buffer B Concentrate (Contains ProClin®950)
Substrate (contains Tetramethylbenzidine)

Stop Solution (contains sulphuric acid)

1.2 Relevant Identified Uses of the Substance or Mixture and Uses Advised Against
Recommended use:  To be used by Laboratory Professionals only. For research
use only. Not for use in diagnostic procedures.

Uses advised against: No information available.

1.3 Details of the Supplier of the Safety Data Sheet

Company: ProAxsis Ltd
Address: Building 75 Randox Science Park
30 Randalstown Road
Antrim
Northern Ireland
BT41 4FL
Telephone: +44(0)2894343010
Email: info@proaxsis.com

1.4 Emergency Telephone Number

Telephone: +44(0)2894343010
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SECTION 1: IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE COMPANY/

1.1

1.2

1.3

1.4

UNDERTAKING

Product Identifier

Product name(s): Wash Buffer A Concentrate (Contains ProClin®950)

Relevant Identified Uses of the Substance or Mixture and Uses

Advised Against

Identified uses: To be used by Laboratory Professionals only. For research
use only. Not for use in diagnostic procedures.

Uses advised against: No information available.

Details of the Supplier of the Safety Data Sheet

Company: ProAxsis Ltd
Address: Building 75 Randox Science Park
30 Randalstown Road
Antrim
Northern Ireland
BT41 4FL
Telephone: +44(0)2894343010
Email: info@proaxsis.com

Emergency Telephone Number

Telephone: +44(0)2894343010
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SECTION 2: HAZARDS IDENTIFICATION

2.1

2.2

Classification of the Substance/Mixture

Classification according to Regulation (EC) No 1272/2008 (CLP)
Skin corrosion (Sub-category 1B), H314

Skin sensitisation (Category 1), H317

Serious eye damage (Category 1), H318

Acute toxicity, inhalation (Category 4), H332

Short-term (acute) aquatic hazard (Category 1), H400

Long-term (chronic) aquatic hazard (Category 1), H410

For the full text of the H-Statements mentioned in this section, refer to section 16.

Label Elements

Labelling according to Regulation (EC) No 1272 /2008 (CLP)

et
Pictogram: .
Signal Word(s): Danger
Hazard Statement(s):
H314 Causes severe skin burns and eye damage.
H317 May cause an allergic skin reaction.
H318 Causes serious eye damage.
H332 Harmful if inhaled.
H400 Very toxic to aquatic life.
H410 Very toxic to aquatic life with long lasting effects.
Precautionary Statement(s):
P261 Avoid breathing dust/fume/gas/mist/vapours/spray.
P273 Avoid release to the environment.
P280 Wear protective gloves/ protective clothing/ eye
protection/ face protection.
P303 + P361 + P353 IF ON SKIN (or hair): Take off immediately all
contaminated clothing. Rinse skin with water.
P304 + P340 + P312 IF INHALED: Remove person to fresh air and keep

comfortable for breathing. Call a POISON CENTER/doctor
if you feel unwell.

P305 + P351 + P338 IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

Supplemental Hazard information (EU)
EUHO071 Corrosive to the respiratory tract.
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2.3 Other Hazards
This substance/ mixture does not contain any components considered to be either
persistent, bioaccumulative and toxic (PBT), or very persistent and very
bioaccumulative (vPvB) at concentrations of greater than or equal to 0.1%.

SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS

3.2 Mixtures

CAS EC Index Content in Specific Classification
No. No. No. proprietary | Concentration according to
buffer Limits, M-factors 1272/2008
and ATEs
(in relation to
concentrated
form)
ProClin® 950 ~1.25%
2-methyl-2H- 2682- | 220- Skin Sens. Acute Tox. 3,
isothiazol-3- 20-4 239- >0.0625 -< 1A, H317: H301
one 6 0.125% C>=0.0015 %:
Acute Tox. 2,
>5-<10 M-Factor H330
Aquatic Acute: Acute Tox. 3,
10 H311

Aquatic Chronic: 1 Skin Corr. 1B,
H314

Eye Dam. 1,
H318

Skin Sens. 14,
H317

Aquatic Acute 1,
H400

Aquatic Chronic 1,

H410
SECTION 4:  FIRST AID MEASURES
4.1 Description of First Aid Measures
General Advice: Consult a physician. Show this safety datasheet to the doctor in

attendance.
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4.2

4.3

If inhaled: If breathed in, move person into fresh air. If not breathing, give
artificial respiration. Consult a physician.

In case of skin contact: Take off contaminated clothing and shoes immediately. Wash off
with soap and plenty of water for at least 15 minutes. Consult a
physician.

In case of eye contact: Rinse thoroughly with plenty of water for at least 15 minutes
holding eyelids apart. Remove contact lenses, if safe and easy to
do so and continue rinsing. Immediately consult a physician.

If swallowed: Do NOT induce vomiting. Never give anything by mouth to an
unconscious person. Rinse mouth with water. Consult a
physician.

Self-Protection of Ensure that medical personnel are aware of the material(s) involved,

the First Aider: take precautions to protect themselves and prevent spread of
contamination.

Most important symptoms and effects, both acute and delayed
The most important known symptoms and effects are outlined in the labelling (refer to
section 2.2 and/or section 11).

Indication of any immediate medical attention and special treatment needed
Notes to Physician:  Treat symptomatically.

SECTION 5: FIREFIGHTING MEASURES

5.1

5.2

5.3

5.4

Extinguishing media

Suitable extinguishing media:
Use water spray, alcohol-resistant foam, dry chemical or carbon dioxide.

Special hazards arising from the substance or mixture
Carbon oxides, Nitrogen oxides (NOx), Sulfur oxides.
Not combustible.

Advice for firefighters
If necessary, wear self-contained breathing apparatus for firefighting.

Further information
No data available.
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SECTION 6 - ACCIDENTAL RELEASE MEASURES

6.1 Personal precautions, protective equipment and emergency procedures
Use personal protective equipment. Avoid breathing vapours, mist or gas. Ensure
adequate ventilation. Evacuate personnel to safe areas.

For personal protection refer to section 8.

6.2 Environmental precautions
If safe to do so, prevent further leakage or spillage. Do not let product enter drains.
Discharge into the environment must be avoided.

6.3 Methods and materials for containment and cleaning up
Soak up with inert absorbent material and dispose of as hazardous waste. Keep in
suitable, closed containers for disposal.

6.4 Reference to other sections
For disposal refer to section 13.

SECTION 7: HANDLING AND STORAGE

7.1 Precautions for safe handling
Wear personal protective equipment. Avoid contact with skin and eyes. Avoid inhalation
of vapour, mist or gas. Avoid contact with clothing. Ensure adequate ventilation.
Evacuate personnel to safe areas.
For precautions refer to section 2.2 and for personal protection refer to section 8.

Hygiene Measures

Handle in accordance with good industrial hygiene and safety practice. Keep away from
food and drink. Do not eat, drink or smoke when using this product. Remove and wash
contaminated clothing before re-use. Wash hands before breaks and at the end of
workday.

7.2 Conditions for safe storage, including any incompatibilities
Keep container tightly closed in a dry and well-ventilated place. Containers which are
opened must be carefully resealed and kept upright to prevent leakage. Store in a cool
place.

7.3 Specific end use(s)
Apart from the uses mentioned in section 1.2, no other specific uses are specified.

SECTION 8: EXPOSURE CONTROLS/PERSONAL PROTECTION
8.1 Control parameters

Components with workplace control parameters
This product does not contain any substances with occupational exposure limit values.
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8.2

Exposure controls

Appropriate engineering controls
Handle in accordance with good industrial hygiene and safety practice. Wash hands
before break and at the end of workday.

Personal protective equipment

Eye/face protection

Tightly fitting safety goggles. Use equipment for eye protection

tested and approved under appropriate government standards such as NIOSH (US) or
EN 166 (EU).

Skin protection

Handle with gloves. Gloves must be inspected before use. proper glove removal
technique (without touching glove's outer surface) should be used to prevent skin from
coming into contact with this product. Contaminated gloves should be disposed of after
use in accordance with good laboratory practices and applicable laws. Wash and dry
hands. The protective gloves that are selected must satisfy the specifications of
Regulation (EU) 2016/425 and the standard EN 374 derived from it.

Body Protection

Wear suitable protective clothing. The type of protective equipment must be selected
according to the concentration and amount of the dangerous substance at the specific
workplace.

Respiratory protection

In cases where the risk assessment shows air-purifying respirators are suitable use a
full-face respirator with multi-purpose combination (US) or type ABEK (EN 14387)
respirator cartridges as a backup to engineering controls. If the respirator is the only
method of protection, use a full-face supplied air respirator. Use respirators and
components tested and approved under appropriate government standards such as
NIOSH (US) or CEN (EU).

Control of environmental exposure
If safe to do so, prevent further leakage or spillage. Do not let product enter drains.
Discharge into the environment must be avoided.

SECTION 9: PHYSICAL AND CHEMICAL PROPERTIES

9.1

Information on basic physical and chemical properties

Appearance: Clear liquid, no particulates, light
yellow

Odour: No data available.

Odour threshold: No data available.

pH: 7.3-7.8

Melting point/freezing point: No data available.

Initial boiling point and boiling range: No data available.
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9.2

SECTION 10: STABILITY AND REACTIVITY

10.1

10.2

10.3

10.4

10.5

10.6

SECTION 11: TOXICOLOGICAL INFORMATION

11.1

Flash point:
Evaporation rate:

Flammability (solid/gas):
Upper/lower flammability or explosive limits:

Vapour pressure:
Vapour density:

Relative density:
Water solubility:

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

Viscosity:

Explosive properties:
Oxidising properties:

Other safety information

No data available.

Reactivity
No data available.

Chemical stability
Stable under recommended storage conditions.

Possibility of hazardous reactions

No data available.

Conditions to avoid

No data available.

In combatable materials

No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.

Strong oxidizing agents, Amines, Mercaptans, Reducing agents.

Hazardous decomposition products

ProteaseTag® Active Proteinase 3 Immunoassay
Safety Data Sheet

Hazardous decomposition products formed under fire conditions. - Carbon oxides,

Nitrogen oxides (NOx), Sulfur oxides.
Other decomposition products - No data available.
In the event of fire: refer to section 5.

Information on toxicological effects

Acute toxicity
No data available.
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11.2 Skin corrosion/irritation
No data available.

11.3 Serious eye damage/irritation
No data available.

11.4 Respiratory or skin sensitization
No data available.

11.5 Germ cell mutagenicity
No data available.

11.6 Carcinogenicity

IARC: No component of this product present at concentrations greater than or equal to
0.1% is identified as probable, possible or confirmed human carcinogen by IARC.

11.7 Reproductive toxicity
No data available.

11.8 Specific target organ toxicity - single exposure
No data available.

11.9 Specific target organ toxicity - repeated exposure
No data available.

11.10 Aspiration hazard
No data available.

11.11 Information on likely routes of exposure
Routes of entry anticipated: oral, dermal, inhalation.

Additional Information

ProClin® 950

This chemical is extremely destructive to tissue of the upper respiratory tract and mucous
membranes, eyes, and skin. Other symptoms include edema, inflammation and spasm of the
larynx and edema, inflammation and spasm of the bronchi and further symptoms such as
pulmonary edema, pneumonitis, wheezing, shortness of breath, laryngitis, burning sensation,
cough, nausea, vomiting and headache.

The symptoms listed above are in relation to ProClin® 950 in its fully concentrated form as the
effects of ProClin® 950 at the concentrations found in the buffers are unknown.

SECTION 12: ECOLOGICAL INFORMATION

12.1 Toxicity
No data available.

12.2 Persistence and degradability
No data available.
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12.3 Bioaccumulative potential
No data available.

12.4 Mobility in soil
No data available.

12.5 Results of PBT and vPvB assessment
These mixtures do not contain any components that are considered to be either
persistent, bioaccumulative and toxic (PBT), or very persistent and very
bioaccumulative (vPvB) at levels of 0.1% or higher.

12.6 Other adverse effects

ProClin®950: No data available.
Very toxic to aquatic life with long lasting effect.

SECTION 13: Disposal considerations
13.1 Waste treatment methods

Product

Offer excess and non-recyclable solutions to a licensed disposal company. Waste
material must be disposed of in accordance with the Directive on waste 2008/98/EC as
well as other national and local regulations. Leave chemicals in original containers. Do
not mix with other waste. Handle uncleaned containers like the product itself.

Contaminated packaging
Dispose of as unused product.

SECTION 14: TRANSPORT INFORMATION

14.1 UN number
ADR/RID: 3265 IMDG: 3265 IATA: 3265

14.2 UN proper shipping name
ADR/RID: CORROSIVE LIQUID, ACIDIC, ORGANIC, N.O.S. (2-Methyl-2H-isothiazol-3-one)
IMDG: CORROSIVE LIQUID, ACIDIC, ORGANIC, N.O.S. (2-Methyl-2H-isothiazol-3-one)
IATA: Corrosive liquid, acidic, organic, n.o.s. (2-Methyl-2H-isothiazol-3-one)

14.3 Transport hazard class(es)
ADR/RID: 8 IMDG: 8 IATA: 8

14.4 Packing group
ADR/RID: II IMDG: II IATA: 11

14.5 Environmental hazards
ADR/RID:yes IMDG Marine pollutant: yes IATA: no
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14.6 Special precautions for user
No data available.

SECTION 15: Regulatory information

15.1 Safety, health and environmental regulations/legislation specific for the
substance or mixture
This material safety data sheet complies with the requirements of Regulation (EC) No.

1907/2006.

REACH - Restrictions on the manufacture, placing on the market and use of certain
dangerous substances, preparations and articles (Annex XVII)

CAD - Chemical Agents Directive, Art. 2(b)(i) - Hazardous Agents
EU Ecolabels - Restrictions for Hazardous Substances/Mixtures

Protection of Young People Directive - Physical, Biological and Chemical Agents &
Processes and Work

Safety and/or Health Signs at Work Directive - Workplace Signs - minimum
requirements & signs on containers and pipes

WFD - Waste Framework Directive, Annex Il - Waste - Hazardous Properties

Source: European Chemicals Agency, http://echa.europa.eu/

The information stated above is in relation to 2-methyl-2H-isothiazol-3-one in its fully
concentrated form and may not be applicable at the concentrations of ProClin® 950/2-
methyl-2H-isothiazol-3-one present within the buffers.

15.2 Chemical Safety Assessment
A chemical safety assessment was not carried out for this product.

SECTION 16: Other information

Full text of H-Statements referred to under sections 2 and 3.

H301 Toxic if swallowed.

H311 Toxic in contact with skin.

H314 Causes severe skin burns and eye damage.
H317 May cause an allergic skin reaction.
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H318 Causes serious eye damage.

H330 Fatal if inhaled.

H332 Harmful if inhaled.

H400 Very toxic to aquatic life.

H410 Very toxic to aquatic life with long lasting effects.

Further information

The above information is believed to be correct but does not purport to be all inclusive

and shall be used only as a guide. The information in this document is based on the

present state of our knowledge and is applicable to the product with regard to

appropriate safety precautions. It does not represent any guarantee of the properties of
the product. ProAxsis Ltd shall not be held liable for any damage resulting from handling or
from contact with the above product.

® Registered trademark of ProAxsis Ltd
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SECTION 1: IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE COMPANY/

1.1

1.2

1.3

1.4

UNDERTAKING

Product Identifier

Product name(s): Wash Buffer B Concentrate (Contains ProClin® 950 and
IGEPAL CA-630)

Relevant Identified Uses of the Substance or Mixture and Uses
Advised Against

To be used by Laboratory Professionals only. For research
use only. Not for use in diagnostic procedures.

Identified uses:

Uses advised against: No information available.

Details of the Supplier of the Safety Data Sheet

Company: ProAxsis Ltd
Address: Building 75 Randox Science Park
30 Randalstown Road
Antrim
Northern Ireland
BT41 4FL
Telephone: +44(0)2894343010
Email: info@proaxsis.com

Emergency Telephone Number

Telephone: +44(0)2894343010
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SECTION 2: HAZARDS IDENTIFICATION

21 Classification of the Substance/Mixture

Classification according to Regulation (EC) No 1272/2008 (CLP)
Skin sensitiser (category 1B), H317

Short-term (acute) aquatic hazard (Category 1), H400

Long-term (chronic) aquatic hazard (Category 1), H410

For the full text of the H-Statements mentioned in this section, refer to section 16.

2.2 Label Elements
Labelling according to Regulation (EC) No 1272 /2008 (CLP)
Pictogram:

Signal Word(s): Warning

Hazard Statement(s):

H317 May cause an allergic skin reaction.
H400 Very toxic to aquatic life.
H410 Very toxic to aquatic life with long lasting effects.

Precautionary Statement(s):

P261 Avoid breathing fumes/gas/mist/vapours/spray.
P273 Avoid release to the environment.
P280 Wear protective gloves/protective clothing/eye

protection/face protection.

P302 + P352 + P333 + P313 IF ON SKIN: Wash with plenty of soap and water. If skin
irritation or rash occurs: Get medical advice/attention.

P363 Wash contaminated clothing before reuse.

P501 Dispose of contents/container to a licensed disposal
company in accordance with local /regional/national/
international regulations.

2.3 Other Hazards
This mixture does not contain any components considered to be either persistent,
bioaccumulative and toxic (PBT), or very persistent and very bioaccumulative (vPvB) at
concentrations of greater than or equal to 0.1%.

Supplemental Hazard none.
Statements
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SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS

3.2 Mixtures

CAS EC Index Content in Specific Classification
No. No. No. proprietary | Concentration according to
buffer Limits, M- 1272/2008
factors and
ATEs (In relation to
concentrated forms)
ProClin® 950 ~0.5%
2-methyl-2H- 2682- | 220- Skin Sens. Acute Tox. 3,
isothiazol-3- 20-4 239- >0.025% -< | 1A, H317: H301
one 6 0.05% C>=0.0015 %:
Acute Tox. 2,
(~25-<10% M-Factor H330
in ProClin®
950) Aquatic Acute: Acute Tox. 3,
10 H311

Aquatic Chronic: | Skin Corr. 1B,
1 H314

Eye Dam. 1,
H318

Skin Sens. 14A;
H317

Aquatic Acute 1;
H400

Aquatic Chronic 1;
H410

IGEPAL CA-630: Triton-X-100 Included in the Candidate List of Substances of Very High Concern
(SVHC) according to Regulation (EC) No. 1907/2006 (REACH

9002- 0.5% M-Factor Acute Tox. 4;
93-1 H302
Aquatic Acute:
10 Skin Irrit. 2;
H315
Aquatic Chronic:
1 Eye Dam. 1;
H318

Aquatic Acute 1;
H400

Aquatic Chronic 1;
H410

ProClin® 950 contains active ingredient: 2-methyl-2H-isothiazol-3-one. This buffer also
contains IGEPAL CA-630 and both ingredients are present at a concentration of ~0.5%. The
buffer is classified as Skin Sensitisation (Category 1), H317 (C = 0.0015%) and Short-term
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(acute) aquatic hazard (Category 1), H400 and very toxic to aquatic life with long lasting effects,

H410.

ProteaseTag® Active Proteinase 3 Immunoassay
Safety Data Sheet

All the other ingredients listed above or not listed are not classified as hazardous substances in
the concentrations present within the mixture according to Regulation (EC) No. 1272/2008
(CLP). The classification present within the table is representative of the hazards present if the
chemical is in its fully concentrated form.

SECTION 4:

4.1

4.2

4.3

FIRST AID MEASURES

Description of First Aid Measures

General Advice:

If inhaled:

In case of skin contact:

In case of eye contact:

If swallowed:

Self-Protection of
the First Aider:

Consult a physician. Show this safety datasheet to the doctor in
attendance.

If breathed in, move person into fresh air. If not breathing, give
artificial respiration. Consult a physician.

Take off contaminated clothing and shoes immediately. Wash off
with soap and plenty of water for at least 15 minutes. Consult a
physician.

Rinse thoroughly with plenty of water for at least 15 minutes
holding eyelids apart. Remove contact lenses, if safe and easy to
do so and continue rinsing. Consult a physician.

Do NOT induce vomiting. Never give anything by mouth to an
unconscious person. Rinse mouth with water. Consult a
physician.

Ensure that medical personnel are aware of the material(s) involved,
take precautions to protect themselves and prevent spread of
contamination.

Most important symptoms and effects, both acute and delayed
The most important known symptoms and effects are outlined in the labelling (refer to
section 2.2) and/or section 11.

Indication of any immediate medical attention and special treatment needed

Notes to Physician:
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SECTION 5: FIREFIGHTING MEASURES

51

5.2

5.3

5.4

Extinguishing media

Suitable extinguishing media:
Use water spray, alcohol-resistant foam, dry chemical or carbon dioxide.

Special hazards arising from the substance or mixture

ProClin® 950: Carbon oxides, Nitrogen oxides (NOx), Sulfur oxides.
Not combustible.

IGEPAL CA-630: Carbon oxides.
Combustible.

Advice for firefighters
Wear self-contained breathing apparatus for firefighting, if necessary.

Further information
No data available.

SECTION 6 - ACCIDENTAL RELEASE MEASURES

6.1

6.2

6.3

6.4

Personal precautions, protective equipment and emergency procedures
Use personal protective equipment. Avoid breathing vapours, mist or gas. Ensure
adequate ventilation. Evacuate personnel to safe areas.

For personal protection refer to section 8.

Environmental precautions
Prevent further leakage or spillage if safe to do so. Do not let product enter drains.
Discharge into the environment must be avoided.

Methods and materials for containment and cleaning up
Soak up with inert absorbent material and dispose of as hazardous waste. Keep in
suitable, closed containers for disposal.

Reference to other sections
For disposal refer to section 13.

SECTION 7:  HANDLING AND STORAGE

7.1

Precautions for safe handling

Wear personal protective equipment. Avoid contact with skin and eyes. Avoid inhalation
of vapour, mist or gas. Avoid contact with clothing.

For precautions refer to section 2.2 and for personal protection refer to section 8.
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7.2

7.3

Hygiene Measures

Handle in accordance with good industrial hygiene and safety practice. Keep away from
food and drink. Do not eat, drink or smoke when using this product. Remove and wash
contaminated clothing before re-use. Wash hands prior to breaks and at the end of
workday.

Conditions for safe storage, including any incompatibilities

Keep container tightly closed in a dry and well-ventilated place. Containers which are
opened must be carefully resealed and kept upright to prevent leakage. Store in a cool
place.

Specific end use(s)
Apart from the uses stated in section 1.2, no other specific uses are specified.

SECTION 8: EXPOSURE CONTROLS/PERSONAL PROTECTION

8.1

8.2

Control parameters

Components with workplace control parameters
This mixture does not contain any components with occupational exposure limit values.

Exposure controls

Appropriate engineering controls
Handle in accordance with good industrial hygiene and safety practice. Wash hands
prior to breaks and at the end of workday.

Personal protective equipment

Eye/face protection
Tightly fitting safety goggles. Use equipment for eye protection tested and approved
under appropriate government standards such as NIOSH (US) or EN 166 (EU).

SKkin protection

Handle with gloves. Gloves must be inspected before use. Use proper glove removal
technique (without touching glove's outer surface) to avoid skin coming into contact
with this product. Contaminated gloves should be disposed after use in accordance with
applicable laws and good laboratory practices. Wash and dry hands. The selected
protective gloves have to satisfy the specifications of Regulation (EU) 2016/425 and the
standard EN 374 derived from it.

Body Protection

Wear suitable protective clothing. The type of protective equipment must be selected
according to the concentration and amount of the dangerous substance at the specific
workplace.

Page 18 of 51 SDS003 vs 4.0



’. ProAxsis

SECTION 9:

9.1

9.2

ProteaseTag® Active Proteinase 3 Immunoassay
Safety Data Sheet

Respiratory protection

Where risk assessment shows air-purifying respirators are appropriate, use a full-face
respirator with multi-purpose combination (US) or type ABEK (EN 14387)

respirator cartridges as a backup to engineering controls. If the respirator is the only

means of protection, use a full-face supplied air respirator. Use respirators and
components tested and approved under appropriate government standards such as

NIOSH (US) or CEN (EU).

Control of environmental exposure

Prevent further leakage or spillage if safe to do so. Do not let product enter drains.

Discharge into the environment must be avoided.

PHYSICAL AND CHEMICAL PROPERTIES

Information on basic physical and chemical properties

Appearance: Clear liquid, no particulates, light
yellow

Odour: No data available.

Odour threshold: No data available.

pH: 7.3-7.8

Melting point/freezing point:

Initial boiling point and boiling range:
Flash point:

Evaporation rate:

Flammability (solid/gas):

Upper/lower flammability or explosive limits:

Vapour pressure:

Vapour density: No data available.
Relative density: No data available.
Water solubility: No data available.

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

Explosive properties:

Oxidising properties:

Other safety information
No data available.
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No data available.

SDS003 vs 4.0



’ . P A . ProteaseTag® Active Proteinase 3 Immunoassay
FTOAXSIS Safety Data Sheet

SECTION 10: STABILITY AND REACTIVITY

10.1

10.2

10.3

10.4

10.5

10.6

Reactivity
No data available.

Chemical stability
Stable under recommended storage conditions.

Possibility of hazardous reactions
No data available.

Conditions to avoid
No data available.

In combatable materials
ProClin® 950: Strong oxidizing agents, Amines, Mercaptans, Reducing agents.

IGEPAL CA-630: Strong acids, strong oxidizing agents, strong bases.
Hazardous decomposition products

ProClin® 950: Hazardous decomposition products formed under fire conditions -
Carbon oxides, Nitrogen oxides (NOx), Sulfur oxides.
Other decomposition products - No data available.
In the event of fire: refer to section 5.

SECTION 11: TOXICOLOGICAL INFORMATION

11.1

Information on toxicological effects
Acute toxicity
IGEPAL CA-630

LD50 Oral - Rat- 1,900 - 5,000 mg/kg
Remarks: (External MSDS) The value is given in analogy to the following substances:

LD50 Dermal - Rabbit - > 3,000 mg/kg
Remarks: (External MSDS) The value is given in analogy to the following substances:

Skin corrosion/irritation
IGEPAL CA-630

Skin - Rabbit

Result: irritating - 4 h

(OECD Test Guideline 404)

Remarks: The value is given in analogy to the following substances:
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Serious eye damage/irritation
IGEPAL CA-630

Eyes - Rabbit

Result: Risk of serious damage to eyes.
(Draize Test)

Risk of corneal clouding.

Respiratory or skin sensitization

IGEPAL CA-630

Sensitisation test: - Human
Result: negative
Remarks: (External MSDS) The value is given in analogy to the following substances:

Germ cell mutagenicity

IGEPAL CA-630

No data available

Mutagenicity (mammal cell test):
Mouse lymphoma test

Result: negative

(Lit.)

Carcinogenicity

[IARC: No component of this product present at concentrations greater than or equal to
0.1% is identified as probable, possible or confirmed human carcinogen by IARC.

Reproductive toxicity
No data available.

Specific target organ toxicity - single exposure
No data available.

Specific target organ toxicity - repeated exposure
No data available.

Aspiration hazard
No data available.

Information on likely routes of exposure
Routes of entry anticipated: oral, dermal, inhalation.

The toxicological information listed above in section 11 is in relation to IGEPAL CA-630 in its
fully concentrated form as the effects of IGEPAL CA-630 at the concentrations present within
the buffer are unknown.
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Additional Information

ProClin® 950

This chemical is extremely destructive to tissue of the upper respiratory tract and mucous
membranes, eyes, and skin. Other symptoms include edema, inflammation and spasm of the
larynx and edema, inflammation and spasm of the bronchi and further symptoms such as
pulmonary edema, pneumonitis, wheezing, shortness of breath, laryngitis, burning sensation,
cough, nausea, vomiting and headache.

The symptoms listed above are in relation to ProClin® 950 in its fully concentrated form as the
effects of ProClin® 950 at the concentrations present within the buffers are unknown.

IGEPAL CA-630: To the best of the manufacturer’s knowledge, the chemical, physical, and
toxicological properties have not been thoroughly investigated.

SECTION 12: ECOLOGICAL INFORMATION

12.1 Toxicity

IGEPAL CA-630

Toxicity to fish semi-static test LC50 - Leuciscus idus (Golden orfe) - 0.26 mg/1 - 96h
(OECD Test Guideline 203)

Remarks: The value is given in analogy to the following substances:

Toxicity to daphnia and other aquatic invertebrates - static test EC50 - Daphnia magna
(Water flea) - 0.011 mg/1- 48 h
Remarks: (ECOTOX Database)The value is given in analogy to the following substances:

Toxicity to algae static test EC50 - Pseudokirchneriella subcapitata (green algae) -
1.9mg/1-96 h
Remarks: (ECHA) The value is given in analogy to the following substances:

12.2 Persistence and degradability

IGEPAL CA-630

Biodegradability Aerobic - Exposure time 28 d
(OECD Test Guideline 301C)
Remarks: The value is given in analogy to the following
substances:

Chemical Oxygen 2.19mg/g
Demand (COD)

12.3 Bioaccumulative potential
No data available.
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12.4 Mobility in soil
No data available.

12.5 Results of PBT and vPvB assessment
This mixture does not contain any components that are thought to be either persistent,
bioaccumulative and toxic (PBT), or very persistent and very bioaccumulative (vPvB) at
levels of 0.1% or higher.

12.6 Other adverse effects

ProClin® 950: No data available.
Very toxic to aquatic life with long lasting effects.

IGEPAL CA-630: Very toxic to aquatic life with long lasting effects.
Causes endocrine disruption.
Discharge into the environment must be avoided.

The ecological information listed above in section 12 is in relation to IGEPAL CA-630
and ProClin® 950 in their fully concentrated forms as the effects of IGEPAL CA-630 and
ProClin® 950 at the concentrations present within the buffer are unknown.

SECTION 13: Disposal considerations
13.1 Waste treatment methods

Product

Offer excess and non-recyclable solutions to a licensed disposal company. Waste
material must be disposed of in accordance with the Directive on waste 2008/98/EC as
well as other national and local regulations. Leave chemicals in original containers. Do
not mix with other waste. Handle uncleaned containers like the product itself.

Contaminated packaging
Dispose of as unused product.
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SECTION 14: TRANSPORT INFORMATION

14.1 UN number

ProClin® 950
ADR/RID: 3265

IGEPAL CA-630
DR/RID: 3082

14.2 UN proper shipping name
ProClin® 950
ADR/RID:
3-one)
IMDG:
one)
IATA:

IGEPAL CA-630
ADR/RID:

ProteaseTag® Active Proteinase 3 Immunoassay

Safety Data Sheet
IMDG: 3265 IATA: 3265
IMDG: 3082 IATA: 3082

(Octylphenol polyethoxyethanol)

IMDG:

(Octylphenol polyethoxyethanol)

IATA:

(Octylphenol polyethoxyethanol)

14.3 Transport hazard class(es)
ProClin® 950

ADR/RID: 8

IGEPAL CA-630
ADR/RID: 9

14.4 Packing group
ProClin® 950

ADR/RID: II

IGEPAL CA-630
ADR/RID: III

14.5 Environmental hazards
ProClin® 950

ADR/RID: yes

IGEPAL CA-630
ADR/RID: yes
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IMDG: 8

IMDG: 9

IMDG: 11

IMDG: III

IMDG Marine pollutant: yes

IMDG Marine pollutant: yes

CORROSIVE LIQUID, ACIDIC, ORGANIC, N.O.S. (2-Methyl-2H-isothiazol-
CORROSIVE LIQUID, ACIDIC, ORGANIC, N.O.S. (2-Methyl-2H-isothiazol-3-

Corrosive liquid, acidic, organic, n.o.s. (2-Methyl-2H-isothiazol-3-one)

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

Environmentally hazardous substance, liquid, n.o.s.

IATA: 8

IATA: 9

IATA: 11

[ATA: 111

IATA: no

IATA: yes
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14.6

Special precautions for user
ProClin® 950: No data available

IGEPAL CA-630: No data available

Further information

EHS-Mark required (ADR 2.2.9.1.10, IMDG code 2.10.3) for single packagings and
combination packagings containing inner packagings with Dangerous Goods > 5L for
liquids or > 5kg for solids.

The transport information listed above is in relation to ProClin® 950/2-methyl-2H-
isothiazol-3-one and IGEPAL CA-630 in their fully concentrated forms and may not be
applicable at the concentrations present within the buffer.

SECTION 15: Regulatory information

15.1

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

This material safety data sheet complies with the requirements of Regulation (EC) No.
1907/2006.

ProClin® 950

REACH - Restrictions on the manufacture, placing on the market and use of certain
dangerous substances, preparations and articles (Annex XVII)

CAD - Chemical Agents Directive, Art. 2(b)(i) - Hazardous Agents

EU Ecolabels - Restrictions for Hazardous Substances/Mixtures

Protection of Young People Directive - Physical, Biological and Chemical Agents &
Processes and Work

Safety and/or Health Signs at Work Directive - Workplace Signs - minimum
requirements & signs on containers and pipes

WFD - Waste Framework Directive, Annex Il - Waste - Hazardous Properties

Source: European Chemicals Agency, http://echa.europa.eu/

IGEPAL CA-630
REACH - Candidate List of Substances of Very High Concern for Authorisation (Article
59) : Triton-X-100

This product contains a substance listed on Annex XIV of the REACH Regulation (EC) Nr.
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1907/2006.
Listed substance / Sunset Date: Triton-X-100 / 04.01.2021

After the sunset date the use of this substance requires either an authorisation or can
only be used for exempted uses, e.g. use in scientific research and development which
includes routine analytics or use as intermediate.

REACH - Restrictions on the manufacture, placing on the market and use of certain
dangerous substances, preparations and articles (Annex XVII)

EU Ecolabel Regulation - EU Ecolabels - Restrictions for Hazardous
substances/mixtures -
Source: European Chemicals Agency, http://echa.europa.eu/

The information stated above is in relation to 2-methyl-2H-isothiazol-3-one and IGEPAL
CA-630 in their fully concentrated forms and may not be applicable at the
concentrations of ProClin® 950/2-methyl-2H-isothiazol-3-one and IGEPAL-CA 630
present within the buffer.

15.2 Chemical Safety Assessment
For this product, a chemical safety assessment was not carried out.

SECTION 16: Other information

Full text of H-Statements referred to under sections 2 and 3.

H301 Toxic if swallowed.

H302 Harmful if swallowed.

H311 Toxic in contact with skin.

H314 Causes severe skin burns and eye damage.

H315 Causes skin irritation.

H317 May cause an allergic skin reaction.

H318 Causes serious eye damage.

H330 Fatal if inhaled.

H400 Very toxic to aquatic life.

H410 Very toxic to aquatic life with long lasting effects.

Further information

The above information is believed to be correct but does not purport to be all inclusive

and shall be used only as a guide. The information in this document is based on the

present state of our knowledge and is applicable to the product with regard to

appropriate safety precautions. It does not represent any guarantee of the properties of
the product. ProAxsis Ltd shall not be held liable for any damage resulting from handling or
from contact with the above product.

® Registered trademark of ProAxsis Ltd
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SECTION 1 - IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE
COMPANY/UNDERTAKING

1.1 Product Identifier

Product name: Pr-3 Tag (contains N, N-Dimethylformamide)

1.2 RELEVANT IDENTIFIED USES OF THE SUBSTANCE OR MIXTURE AND USES

ADVISED AGAINST

Identified uses: To be used by Laboratory Professionals only. For research
use only. Not for use in diagnostic procedures.

Uses advised against: No information available.

1.3 DETAILS OF THE SUPPLIER OF THE SAFETY DATA SHEET

Company: ProAxsis Ltd
Address: Building 75 Randox Science Park
30 Randalstown Road
Antrim
Northern Ireland
BT41 4FL
Telephone: +44(0)2894343010
Email: info@proaxsis.com

1.4 EMERGENCY TELEPHONE NUMBER

Telephone: +44(0)2894343010
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ProteaseTag® Active Proteinase 3 Immunoassay

Safety Data Sheet

SECTION 2: HAZARDS IDENTIFICATION

21 Classification of the substance/mixture

2.1.1 Classification according to Regulation (EC) No 1272/2008 (CLP)
Flammable liquids (Category 3), H226
Acute toxicity, Dermal (Category 4), H312
Eye irritation (Category 2), H319
Acute toxicity, Inhalation (Category 4), H332
Reproductive toxicity (Category 1B), H360D

For the full text of the H-Statements mentioned in this section, refer to section

16.

2.1.2 Additional Information:
For full text of Hazard - and EU Hazard - statements: refer to Section 16.

2.2 Label elements

Labelling according to Regulation (EC) No 1272 /2008 (CLP)

Pictogram:

Signal Word(s):

Hazard Statement(s):
H226

H312 + H332

H319

H360D

Precautionary Statement(s):

P210
P280
P303 + P361 + P353

P304 + P340 + P312

P305 + P351 + P338

P308 + P313
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Danger

Flammable liquid and vapour.

Harmful in contact with skin or if inhaled.
Causes serious eye irritation.

May damage the unborn child.

Keep away from heat, hot surfaces, sparks, open flames
and other ignition sources. No smoking.

Wear protective gloves/protective clothing/ eye
protection/ face protection/ hearing protection.

IF ON SKIN (or hair): Take off immediately all
contaminated clothing. Rinse skin with water.

IF INHALED: Remove person to fresh air and keep
comfortable for breathing. Call a POISON CENTER/doctor
if you feel unwell.

IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

IF exposed or concerned: Get medical advice/ attention.
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Supplemental Hazard None
Statements

2.3 Other Hazards
This mixture does not contain any components considered to be either persistent,
bioaccumulative and toxic (PBT), or very persistent and very bioaccumulative (vPvB) at
concentrations of 0.1% or higher. Rapidly absorbed through skin.

SECTION 3: COMPOSITION/INFORMATION ON INGREDIENTS

3.2 Mixtures

Contains CAS EC Index Content in M-Factors | Classification
No. No. No. proprietary or SCLs according to
buffer 1272/2008
(in relation to
concentrated
form)
N, N - Dimethylformamide 68- 200- 616- >99% Flam. Liq. 3,
12-2 679-5 | 001-00- H226;
Included in the Candidate List X
of Substances of Very High Acute Tox. 4,
Concern (SVHC) according to H332;
Regulation (EC) No.
1907/2006 (REACH) Acute Tox. 4,
H312;
Eye Irrit. 2,
H319,
Repr. 1B,
H360D;
SECTION 4:  FIRST AID MEASURES
4.1 Description of first aid measures
General Advice: Consult a physician. Show this safety datasheet to the doctor present.
If inhaled: Move person to fresh air. If breathing is difficult, administer oxygen

supply. If not breathing, give artificial respiration. Consult a physician.
In case of skin contact: Take off contaminated clothing immediately. Wash off with soap and

plenty of water/rinse skin with water/shower for at least 15 minutes.
Consult a physician.
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In case of eye contact: Rinse thoroughly with plenty of water for at least 15 minutes
holding eyelids apart. Remove contact lenses, if safe and easy to
do so and continue rinsing. Immediately consult a physician.

If swallowed: Do NOT induce vomiting. Immediately make victim drink water (max of
two glasses). Consult a physician.

Self-Protection of Ensure that medical personnel are aware of the material(s)
the First Aider: involved, take precautions to protect themselves and prevent
spread of contamination.

4.2 Most important symptoms and effects, both acute and delayed
The most important known symptoms and effects are outlined in the labelling (refer to
section 2.2) and/or section 11.

4.3 Indication of any immediate medical attention and special treatment needed
No data available.

SECTION 5: FIREFIGHTING MEASURES

5.1 Extinguishing media

Suitable extinguishing media:
Water, Foam, Carbon dioxide (CO2), Dry powder.

5.2 Special hazards arising from the substance or mixture
Carbon oxides, Nitrogen oxides (NOx)
Combustible.
Vapours are heavier than air and may spread along floors.
Forms explosive mixtures with air at high temperatures.
in the event of fire, it is possible that hazardous combustion gases or vapours could
develop.

5.3 Advice for firefighters
Only stay in danger area while wearing self-contained breathing apparatus. Prevent skin
contact by maintaining a safe distance or by wearing suitable protective clothing.

54 Further information
Remove container from danger zone and cool with water. Suppress (knock down)
gases/vapours/mists with a water spray jet. Prevent fire extinguishing water from
contaminating surface water or the ground water system.
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SECTION 6: ACCIDENTAL RELEASE MEASURES

6.1

6.2

6.3

6.4

Personal precautions, protective equipment and emergency procedures

Advice for non-emergency personnel: Do not breathe vapours or aerosols. Avoid
substance contact. Ensure adequate ventilation. Keep away from heat and sources of
ignition. Evacuate the danger area, observe emergency procedures, consult an expert.
For personal protection refer to section 8.

Environmental precautions
Do not let product enter drains. Risk of explosion.

Methods and materials for containment and cleaning up

Cover drains. Collect, bind, and pump off spills. Observe possible material restrictions
(refer to sections 7 and 10). Take up carefully with liquid-absorbent material. Dispose of
properly. Clean up affected area.

Reference to other sections
For disposal refer to section 13.

SECTION 7: HANDLING AND STORAGE

7.1

7.2

7.3

Precautions for safe handling

Work under hood. Do not inhale substance/mixture. Avoid creating vapours/aerosols.
Keep away from hot surfaces, open flames, and sources of ignition. Take precautionary
measures against static discharge.

(Refer to section 2.2)

Hygiene Measures

Handle in accordance with good industrial hygiene and safety practice. Keep away from
food and drink. Do not eat, drink or smoke when using this product or in work areas.
Wash hands after use, prior to breaks and at the end of the workday. Remove and wash
contaminated clothing before re-use.

For precautions, refer to section 2.2 and for personal protection, refer to section 8.

Conditions for safe storage, including any incompatibilities
Keep container tightly closed in a dry and well-ventilated place. Keep away from heat
and sources of ignition:

Specific end use(s)
Apart from the uses stated in section 1.2, no other specific uses are specified.
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SECTION 8: EXPOSURE CONTROLS/PERSONAL PROTECTION

8.1

8.2

Control Parameters

Substance CAS Workplace exposure limit Comments
number | Long-term Short-term

exposure limit exposure limit

(8-hr TWA (15-miute

reference reference

period) period)

Ppm mg.m+* | Ppm Mg.m-3 | Can be
N,N- 68-12-2 absorbed
Dimethylformamide 5 15 10 30 through

the skin.

Source: https://www.hse.gov.uk/pubns/priced/eh40.pdf

Exposure controls
Appropriate engineering controls

Handle in accordance with good industrial hygiene and safety practice. Immediately
change contaminated clothing. Wear preventative skin protection. Wash hands and face
after working with substance. Wash hands prior to breaks and at the end of workday.

Personal protective equipment (PPE)
Eye/face protection

Tightly fitting safety goggles. Use equipment for eye protection tested and approved
under appropriate government standards such as NIOSH (US) or EN 166 (EU).

SKkin protection

Handle with gloves. Gloves must be inspected before use. Proper glove removal
technique (without touching glove's outer surface) should be used to prevent skin from
coming into contact with this product. Contaminated gloves should be disposed of after
use in accordance with good laboratory practices and applicable laws. Wash and dry
hands. The selected protective gloves have to satisfy the specifications of Regulation
(EU) 2016/425 and the standard EN 374 derived from it.

Body protection

Impervious clothing. Wear appropriate protective gloves and clothing to prevent skin
exposure. The type of protective equipment must be selected according to the
concentration and amount of the dangerous substance at the workplace. Flame
retardant, antistatic protective clothing.

Respiratory protection

Required when vapours/aerosols are produced. The manufacturers recommendations
on filtering respiratory protection are based on the following standards: DIN EN 143,
DIN 14387 and other accompanying standards relating to the used respiratory
protection system.
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SECTION 9:

9.1

Control of environment exposure

Do not let product enter drains. Risk of explosion.

PHYSICAL AND CHEMICAL PROPERTIES

ProteaseTag® Active Proteinase 3 Immunoassay
Safety Data Sheet

Information on basic physical and chemical properties

Appearance:

Odour:

Odour threshold:

pH:

Melting point/freezing point:

Initial boiling point and boiling range:

Flash point:

Evaporation rate:

Flammability (solid/gas):

Upper/lower flammability or explosive limits:

Vapour pressure:
Vapour density:
Relative density:

Water solubility:

Partition coefficient: n-octanol/water:

Autoignition temperature:
Decomposition temperature:
Viscosity:

Explosive properties:

Oxidising properties:
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Clear Liquid, colourless
Amine-like

0.329 ppm

7 at 200 g/l at 20 °C
Melting point/range: -61 °C
153°C

57.5°C - closed cup - DIN 51755
Part 2

No data available
No data available

Upper explosion limit: 16 %(V)
Lower explosion limit: 2.2 %(V)

3.77 hPaat 20 °C

2.52 - (Air =1.0)

0.944 g/mL

1,000 g/1 at 20 °C completely
miscible.

log Pow: -0.85 at 25 °C -
Bioaccumulation

is not expected.

435°Cat 1,013 hPa- DIN 51794
>350°C-

No data available.

No data available.

No data available.
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9.2 Other safety information
Relative vapor density 2.52 - (Air = 1.0)

The properties mentioned above are in relation to DMF in its fully concentrated form.

SECTION 10: STABILITY AND REACTIVITY

10.1 Reactivity
At intense warming, vapour/air-mixtures are explosive.

10.2 Chemical stability
Under standard ambient conditions (room temperature), this substance/mixture is
chemically stable.

10.3 Possibility of hazardous reactions
No data available.

10.4 Conditions to avoid
Heating.

10.5 Incompatible materials
Strong oxidizing agents.

10.6 Hazardous decomposition products
Hazardous decomposition products formed under fire conditions. - Carbon oxides,
Nitrogen oxides (NOx).

Other decomposition products - No data available.
In the event of fire: refer to section 5.

SECTION 11: TOXICOLOGICAL INFORMATION

Acute toxicity

LD50 Oral - Rat - male and female - 3,010 mg/kg

(OECD Test Guideline 401)

Remarks: (ECHA)

Source: European Chemicals Agency, https://echa.europa.eu/

LC50 Inhalation - Rat - male and female - 4 h - > 5.85 mg/]

(OECD Test Guideline 403)

Remarks: (highest concentration to be prepared) (Regulation (EC) No 1272/2008, Annex
Vi)

Remarks: (ECHA)

Source: European Chemicals Agency, https://echa.europa.eu/

LD50 Dermal - Rat - male and female - >3,160 mg/kg
(OECD Test Guideline 402)
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Remarks: (ECHA)
Source: European Chemicals Agency, https://echa.europa.eu/

Skin corrosion/irritation

Skin - Rabbit

Result: No skin irritation - 20 h

Remarks: (ECHA)

Source: European Chemicals Agency, https://echa.europa.eu/

Serious eye damage/eye irritation

Eyes - Rabbit

Result: Eye irritation

Remarks: (ECHA)

(Regulation (EC) No 1272/2008, Annex VI)

Source: European Chemicals Agency, https://echa.europa.eu/

Respiratory or skin sensitization

Local lymph node assay (LLNA) - Mouse - female

Result: negative

(OECD Test Guideline 406)

Remarks: (ECHA)

Source: European Chemicals Agency, https://echa.europa.eu

Germ cell mutagenicity

Sister chromatid exchange assay

Chinese hamster ovary cells

Result: negative

(ECHA)

Source: European Chemicals Agency, https://echa.europa.eu/

Unscheduled DNA synthesis assay

Human diploid fibroblasts

Result: negative

(ECHA)

Source: European Chemicals Agency, https://echa.europa.eu

Ames test

Salmonella typhimurium

Result: negative

(ECHA)

Source: European Chemicals Agency, https://echa.europa.eu/

Mouse - male - Bone marrow

Result: negative

(ECHA)

Source: European Chemicals Agency, https://echa.europa.eu/

Rat - male
Result: negative
(ECHA)
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Source: European Chemicals Agency, https://echa.europa.eu/

Mouse - male

Result: negative

(ECHA)

Source: European Chemicals Agency, https://echa.europa.eu/

Carcinogenicity
IARC: 2A - Group 2A: Probably carcinogenic to humans (N,N-dimethylformamide)
Source: https://monographs.iarc.fr/list-of-classifications

Reproductive toxicity
May damage the unborn child.

Specific target organ toxicity - single exposure
No data available
Acute oral toxicity - Gastrointestinal disturbance (at fully concentrated form).

Specific target organ toxicity - repeated exposure
No data available

Aspiration hazard
No data available

Additional Information

Repeated dose toxicity - Rat - male and female - Oral - 28 d - NOAEL (No observed adverse
effect level) - 238 mg/kg - LOAEL (Lowest observed adverse effect level) - 475 mg/kg
Subacute toxicity.

Source: European Chemicals Agency, https://echa.europa.eu/

RTECS: LQ2100000

Vomiting
Diarrhoea
Abdominal pain

Warning: after exposure to dimethylformamide, alcohol intolerance can occur for up to 4 days.
N,N-dimethylformamide is thought to be a potent liver toxin and can lead to abdominal pain,
vomiting and/or diarrhoea.

Source: European Chemicals Agency, https://echa.europa.eu/

To the best of the manufacturer’s knowledge, the chemical, physical, and toxicological
properties have not been thoroughly investigated.

After absorption:

Drowsiness, Headache, Dizziness,

Damage to:

Kidney, Liver

This substance should be handled with particular care.
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SECTION 12: ECOLOGICAL INFORMATION

12.1 Toxicity

Toxicity to fish flow-through test LC50 - Lepomis macrochirus (Bluegill sunfish)
- 7,100 mg/1- 96 h (US-EPA)
Source: European Chemicals Agency, https://echa.europa.eu/

Toxicity to daphnia static test EC50 - Daphnia magna (Water flea) - 13,100 mg/I -
and other aquatic 48 h (OECD Test Guideline 202)

invertebrates

Source: European Chemicals Agency, https://echa.europa.eu

Toxicity to algae static test EC50 - Desmodesmus subspicatus (green
algae) >1,000 mg/1- 72 h (DIN 38412)
Source: European Chemicals Agency, https://echa.europa.eu

Toxicity to bacteria  static test EC50 - Vibrio fischeri - 12,300 - 17,500 mg/1 - 5 min
Remarks: (ECHA)
Source: European Chemicals Agency, https://echa.europa.eu

12.2 Persistence and degradability

Biodegradability Aerobic - Exposure time 21 d
Result: 100 % - Readily biodegradable.
(OECD Test Guideline 301E)

Source: European Chemicals Agency, https://echa.europa.eu/

Biochemical Oxygen Demand (BOD) 900 mg/g
Remarks: (Lit.)

Theoretical oxygen demand 1,863 mg/g
Remarks: (Lit.)

12.3 Bioaccumulative potential
Bioaccumulation Cyprinus carpio (Carp) - 56 d at 25 °C - 0.002
mg/l (N,N-dimethylformamide)

Bioconcentration factor (BCF): 0.3 - 1.2
(OECD Test Guideline 305C)

Remarks: Does not significantly accumulate in
organisms.

Source: European Chemicals Agency, https://echa.europa.eu
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12.4

12.5

12.6

Mobility in soil
No data available.

Results of PBT and vPvB assessment

This substance/mixture does not contain any components considered to be either
persistent, bioaccumulative and toxic (PBT), or very persistent and very
bioaccumulative (vPvB) at concentrations greater than or equal to 0.1%.

Other adverse effects
Additional ecological information
No data available.

Stability in water - ca.50 d
Remarks: reaction with hydroxyl radicals(calculated)(Lit.) (in fully concentrated form).

SECTION 13: DISPOSAL CONSIDERATIONS

13.1

Waste treatment methods

Product

Waste material must be disposed of in accordance with the Directive on waste
2008/98/EC as well as other national and local regulations. Leave chemicals in original
containers. Do not mix with other waste. Handle uncleaned containers like the product
itself.

Contaminated packaging
Dispose of as unused product.

SECTION 14: TRANSPORT INFORMATION

14.1

14.2

14.3

14.4

14.5

UN number
ADR/RID: 2265 IMDG: 2265 1ATA: 2265
UN proper shipping name

ADR/RID: N,N-DIMETHYLFORMAMIDE
IMDG: N,N-DIMETHYLFORMAMIDE
IATA: N,N-DIMETHYLFORMAMIDE

Transport hazard class(es)

ADR/RID:3  IMDG: 3 IATA: 3
Packaging group
ADR/RID: III  IMDG: III IATA: 111

Environmental hazards
ADR/RID:no IMDG Marine pollutant: no  IATA: no
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14.6 Special precautions for user
No data available

SECTION 15: REGULATORY INFORMATION

15.1 Safety, health and environmental regulations/legislation specific for the
substance or mixture
This material safety data sheet complies with the requirements of Regulation (EC) No.

1907/2006.

REACH - Candidate List of Substances of Very High Concern for Authorisation (Article
59).

CAD - Chemical Agents Directive - Chemical Agents Directive, Art. 2(b)(i) - Hazardous
Agents

EU Ecolabel Regulation - EU Ecolabels - Restrictions for Hazardous Substances/Mixtures

Inland Transport of Dangerous Goods Directive - Inland Transport of Dangerous Goods
Directive, Annex I - ADR

OELs - Occupational Exposure Limits - 3rd list - Occupational Exposure Limits - 3rd list -
Indicative OELVs

Protection of Pregnant and Breastfeeding Workers Directive - Protection of Pregnant
and Breastfeeding Workers Directive, Annex [+I1

Protection of Young People Directive
Physical, Biological and Chemical Agents & Processes and Work

Safety and/or Health Signs at Work Directive - Workplace Signs - minimum
requirements & signs on containers and pipes

WED - Waste Framework Directive - Waste Framework Directive, Annex III - Waste -
Hazardous Properties

Source: European Chemicals Agency, https://echa.europa.eu/

SECTION 16: OTHER INFORMATION

Full text of H-Statements referred to under sections 2 and 3.

H226 Flammable liquid and vapour.
H312 Harmful in contact with skin.
H319 Causes serious eye irritation.
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H332 Harmful if inhaled.
H360D May damage the unborn child.

Further information

The above information is believed to be correct but does not purport to be all inclusive

and shall be used only as a guide. The information in this document is based on the

present state of our knowledge and is applicable to the product with regard to

appropriate safety precautions. It does not represent any guarantee of the properties of
the product. ProAxsis Ltd shall not be held liable for any damage resulting from handling or
from contact with the above product.

® Registered trademark of ProAxsis Ltd

Page 40 of 51 SDS003 vs 4.0



’ . P A . ProteaseTag® Active Proteinase 3 Immunoassay
FTOAXSIS Safety Data Sheet

SECTION 1:  IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE
COMPANY/UNDERTAKING

1.1 Product Identifier

Product name: Stop Solution (contains Sulphuric acid)

1.2 RELEVANT IDENTIFIED USES OF THE SUBSTANCE OR MIXTURE AND USES

ADVISED AGAINST

Identified uses: To be used by Laboratory Professionals only. For
research use only. Not for use in diagnostic procedures.

Uses advised against: No information available.

1.3 DETAILS OF THE SUPPLIER OF THE SAFETY DATA SHEET

Company: ProAxsis Ltd
Address: Building 75 Randox Science Park
30 Randalstown Road
Antrim
Northern Ireland
BT41 4FL
Telephone: +44(0)2894343010
Email: info@proaxsis.com

1.4 EMERGENCY TELEPHONE NUMBER

Telephone: +44(0)2894343010
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SECTION 2: HAZARDS IDENTIFICATION

2.1

2.2

2.3

ProteaseTag® Active Proteinase 3 Immunoassay

Safety Data Sheet

Classification of the substance/mixture

Classification according to Regulation (EC) No 1272/2008 (CLP)

Skin Irrit. (category 2), H315

Eye Irrit. (category 2); H319

Corrosive to metals (Category 1), H290

For the full text of the H-Statements mentioned in this section, refer to section 16.

Label Elements

Labelling according to Regulation (EC) No 1272 /2008 (CLP)

Pictogram:

Signal Word(s):

Hazard Statement(s):
H315
H319
H290

Precautionary Statement(s):

P260

P264
P280

P302 + P352 + P332 + P313

P362

P305 + P351 + P338 + P337 + P313

Other hazards

Warning

Causes skin irritation.
Causes serious eye irritation.
May be corrosive to metals.

Do not breathe fume /gas /mist/

vapours/ spray.

Wash hands thoroughly after handling.

Wear protective gloves/ protective

clothing /eye protection/ face

protection.

[F ON SKIN: Wash with plenty of soap and water.
If skin irritation occurs: Get medical advice/

attention.
Take off contaminated clothing and wash before

reuse.
IF IN EYES: Rinse cautiously with water for
several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing. If eye
irritation persists: Get medical advice/attention.

This mixture does not contain any components considered to be either persistent,

bioaccumulative and toxic (PBT), or very persistent and very bioaccumulative (vPvB) at

concentrations of greater than or equal to 0.1%.
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SECTION 3:

ProteaseTag® Active Proteinase 3 Immunoassay
Safety Data Sheet

COMPOSITION/INFORMATION ON INGREDIENTS

3.2 Mixtures

CAS No. | EC Index Content in M-Factors or Classification
No. No. proprietary SCLs according to
buffer 1272/2008
(in relation to
concentrated
form)
Sulphuric 7664- 231- 016- 10% Concentration Met. Corr. 1; H290
acid 93-9 639-5 | 020-00- limits:
8 Skin Corr. 1A: H314:

Skin Corr. 1A,

H314: C>=15 %:

Skin Irrit. 2,

H315:

5% < C <15 %:

Eye Irrit. 2; H319:

5% < C <15 %:

Met. Corr.

1,H290;0.1<C<

100 %:

SECTION 4: FIRST AID MEASURES

4.1 Description of first aid measures

General Advice:

If inhaled:

In case of skin

contact:

In case of eye

contact:

If swallowed:
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Consult a physician. Show this safety datasheet to the doctor
present.

If breathed in, move person into fresh air. If not breathing, give
artificial respiration. Consult a physician.

Immediately take off contaminated clothing and shoes. Wash
off with soap and plenty of water for a minimum of 15 minutes.
Consult a physician.

Rinse thoroughly with plenty of water for at least 15 minutes
holding eyelids apart. Remove contact lenses, if safe and easy to
do so and continue rinsing. Immediately consult a physician.
Do NOT induce vomiting. Never give anything by mouth to an
unconscious person. Rinse mouth with water. Consult a
physician.
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4.2 Most important symptoms and effects, both acute and delayed
The most important known symptoms and effects are outlined in the labelling (refer to
section 2.2) and/or section 11.

4.3 Indication of any immediate medical attention and special treatment needed
Notes to Physician:  Treat symptomatically.

SECTION 5:  FIREFIGHTING MEASURES
5.1 Extinguishing media

Suitable extinguishing media:
Use water spray, alcohol-resistant foam, dry chemical or carbon dioxide.

5.2 Special hazards arising from the substance or mixture
No data available.

5.3 Advice for firefighters
if required, wear self-contained breathing apparatus for firefighting.

5.4 Further information
No data available.

SECTION 6: ACCIDENTAL RELEASE MEASURES

6.1 Personal precautions, protective equipment and emergency procedures
Wear respiratory protection. Avoid breathing vapours, mist or gas. Ensure adequate
ventilation. Evacuate personnel to safe areas.
For personal protection refer to section 8.

6.2 Environmental precautions
Do not let product enter drains.

6.3 Methods and materials for containment and cleaning up
Use inert absorbent material to soak up the mixture and dispose of as hazardous waste.
Keep in suitable, closed containers for disposal.

6.4 Reference to other sections
For disposal refer to section 13.

SECTION 7:  HANDLING AND STORAGE
7.1 Precautions for safe handling

Avoid contact with skin and eyes. Avoid inhalation of vapour or mist.
For precautions refer to section 2.2.
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7.2

7.3

Conditions for safe storage, including any incompatibilities

Store in a cool place. Keep container tightly closed in a dry and well-ventilated place.
Containers which are opened must be carefully resealed and kept upright to prevent
leakage.

Specific end use(s)
Apart from the uses stated in section 1.2, no other specific uses are specified.

SECTION 8: EXPOSURE CONTROLS/PERSONAL PROTECTION

8.1 Control Parameters
Components with workplace control parameters
Region Legislation | Long-term Exposure Short-term Exposure Physical form
Limit (LTEL) Values Limit (STEL) Values of exposure
mg/m | ppm | f/ml mg/m | ppm | f/ml
3 3
European OELs - 0.05 Mist (Thoracic
Union Occupation fraction)
al Exposure
Limits - 3rd
list
Source: European Chemicals Agency, http://echa.europa.eu/
Derived No Effect Level (DNEL)
Exposure route Health effect Value
Workers Inhalation Acute local effects 0.1 mg/m3
Workers Inhalation Long-term local effects 0.05 mg/m3

Source: European Chemicals Agency, http://echa.europa.eu/

Predicted No Effect Concentration (PNEC)

Compartment Value
Marine water 0 mg/L
Fresh water 0.003 mg/L

Page 45 of 51 SDS003 vs 4.0



http://echa.europa.eu/
http://echa.europa.eu/

’ . P A . ProteaseTag® Active Proteinase 3 Immunoassay
FTOAXSIS Safety Data Sheet

8.2

Sediment (marine water) 0.002 mg/kg
Sediment (Fresh water) 0.002 mg/kg
Onsite sewage treatment plant 8.8 mg/L

Source: European Chemicals Agency, http://echa.europa.eu/

The information in this section is in relation to sulphuric acid in its original, undiluted
form.

Exposure controls
Appropriate engineering controls

Handle in accordance with good industrial hygiene and safety practice. Wash hands
prior to breaks and at the end of workday.

Personal protective equipment (PPE)

Eye/face protection

Tightly fitting and approved safety goggles. Face shield (8-inch minimum). Use
equipment for eye protection tested and approved under appropriate government
standards such as NIOSH (US) or EN 166(EU).

Skin protection

Handle with gloves. Gloves must be inspected before use. Proper glove removal
technique (without touching glove's outer surface) should be used to prevent skin from
coming into contact with this product. Contaminated gloves should be disposed of after
use in accordance with good laboratory practices and applicable laws. Wash and dry
hands. The selected protective gloves have to satisfy the specifications of Regulation
(EU) 2016/425 and the standard EN 374 derived from it. The selected protective gloves
have to satisfy the specifications of EU Directive 89/686/EEC and the standard EN 374
derived from it.

Body protection

Wear suitable protective clothing to protect against contamination or splashing. The
type of protective equipment must be selected according to the concentration and
amount of the dangerous substance at the specific workplace.

Respiratory protection

Where risk assessment shows air-purifying respirators are appropriate use a full-face
respirator with multi-purpose combination (US) or type ABEK (EN 14387) respirator
cartridges as a backup to engineering controls. If the respirator is the sole means of
protection, use a full-face supplied air respirator. Use respirators and components
tested and approved under appropriate government standards such as NIOSH (US) or
CEN (EU).

At concentrations above exposure limit, workers should use a suitable respirator. If the
respirator is the sole means of protection, use a full-face supplied air respirator.
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Control of environment exposure
Do not let product enter drains.

SECTION 9:  PHYSICAL AND CHEMICAL PROPERTIES

9.1 Information on basic physical and chemical properties

Appearance:

Odour:

Odour threshold:

pH:

Melting point/freezing point:

Initial boiling point and boiling range:
Flash point:

Evaporation rate:

Flammability (solid/gas):
Upper/lower flammability or explosive limits:
Vapour pressure:

Vapour density:

Relative density:

Water solubility:

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

Explosive properties:

Oxidising properties:

9.2 Other safety information
No data available.

SECTION 10: STABILITY AND REACTIVITY
10.1 Reactivity
No data available.

10.2 Chemical stability
Stable under recommended storage conditions.

10.3 Possibility of hazardous reactions
No data available.

10.4 Conditions to avoid
No data available.

10.5 In combatable materials
Strong oxidizing agents.
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Clear liquid, no particulates

No data available.
No data available.

<1
No data available.
2900°C - lit

No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
1.84 g/cm3at 25°C
Soluble.

No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
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10.6 Hazardous decomposition products
Hazardous decomposition products formed under fire conditions - Sulfur oxides
Other decomposition products - No data available.
In the event of fire: refer to section 5.

SECTION 11: TOXICOLOGICAL INFORMATION
11.1 Information on toxicological effects

Acute toxicity
LD50 Oral - Rat - 2,140 mg/kg

Source: European Chemicals Agency, https://echa.europa.eu/

LC50 Inhalation - Rat - Male/female - 375 mg/m3 / 0.375 mg/L (4h)
Source: European Chemicals Agency, https://echa.europa.eu/

SKkin corrosion/irritation
No data available.

Serious eye damage/eye irritation
No data available.

Respiratory or Skin sensitisation
No data available.

Germ cell mutagenicity
No data available.

Carcinogenicity

IARC: No component of this product present at levels greater than or equal to
0.1% is identified as probable, possible or confirmed human carcinogen
by IARC.

Reproductive toxicity
No data available.

Specific target organ toxicity - single exposure
No data available.

Specific target organ toxicity - repeated exposure
No data available.

Aspiration hazard
No data available.
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Additional information
RTECS: WS5600000.

The information in this section is in relation to sulphuric acid in its original, undiluted
form.

SECTION 12: ECOLOGICAL INFORMATION

12.1

12.2

12.3

12.4

12.5

12.6

Toxicity
No data available.

Persistence and degradability
No data available.

Bioaccumulative potential
No data available.

Mobility in soil
No data available.

Results of PBT and vPvB assessment

This substance/mixture does not contain any components considered to be either
persistent, bioaccumulative and toxic (PBT), or very persistent and very
bioaccumulative (vPvB) at concentrations greater than or equal to 0.1%.

Other adverse effects
No data available.

SECTION 13: DISPOSAL CONSIDERATIONS

13.1

Waste treatment methods

Product

Offer excess and non-recyclable solutions to a licensed disposal company. Waste
material must be disposed of in accordance with the Directive on waste 2008/98/EC as
well as other national and local regulations. Leave chemicals in original containers. No
mixing with other waste. Handle uncleaned containers like the product itself.

Contaminated packaging
Dispose of as unused product.
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SECTION 14: TRANSPORT INFORMATION

14.1 UN number
ADR/RID: 1830 IMDG: 1830 IATA: 1830

14.2 UN proper shipping name
ADR/RID: SULPHURIC ACID
IMDG: SULPHURIC ACID
IATA: SULPHURIC ACID

14.3 Transport hazard class(es)
ADR/RID: 8 IMDG: 8 IATA: 8

14.4 Packaging group
ADR/RID: II IMDG: 11 IATA: 11

14.5 Environmental hazards
ADR/RID: no IMDG Marine pollutant: no  IATA: no

14.6 Special precautions for user
No data available

This transport information is in relation to sulfuric acid in its fully concentrated form
and may not be applicable at the concentration present within the stop solution.

SECTION 15 - REGULATORY INFORMATION

15.1 Safety, health and environmental regulations/legislation specific for the
substance or mixture
This safety data sheet complies with the requirements of Regulation (EC)
N0.1907/2006.

CAD - Chemical Agents Directive - Chemical Agents Directive, Art. 2(b)(i) - Hazardous
Agents

EU Ecolabels Regulation - Restrictions for Hazardous Substances/Mixtures

Inland Transport of Dangerous Goods Directive - Inland Transport of Dangerous Goods
Directive, Annex I - ADR

OELS - Occupational Exposure Limits - 3rd list - Indicative OELVs

Protection of Young People Directive - Physical, Biological and Chemical Agents &
Processes and Work

Safety and/or Health Signs at Work Directive - Workplace Signs - minimum
requirements & signs on containers and pipes
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WFD - Waste Framework Directive - Waste Framework Directive, Annex III - Waste -
Hazardous Properties

Source: European Chemicals Agency, https://echa.europa.eu/

These regulations are in relation to sulphuric acid in its fully concentrated form and may
not be applicable at the concentration present within the stop solution.

SECTION 16: OTHER INFORMATION

Full text of H-Statements referred to under sections 2 and 3.

H290 May be corrosive to metals.

H314 Causes severe skin burns and eye damage.
H315 Causes skin irritation.

H319 Causes serious eye irritation.

Further information

The above information is believed to be correct but does not purport to be all inclusive

and shall be used only as a guide. The information in this document is based on the

present state of our knowledge and is applicable to the product with regard to

appropriate safety precautions. It does not represent any guarantee of the properties of
the product. ProAxsis Ltd shall not be held liable for any damage resulting from handling or
from contact with the above product.

® Registered trademark of ProAxsis Ltd
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