SAFETY DATA SHEET

Safety data sheet according to regulation (EC) No. 1907/2006 (REACH)
Classification according to regulation (EC) No. 1272/2008 [CLP]

1. Product identifier and company identifier

Product name Imegen® Coeliac

Product reference IMG-341

Reactions 48 x 3 rxn

Intended use For in vitro diagnostic use only
Supplier information: Health in Code, S.L.

Calle de la Travesia s/n, 15E Base 5, Valencia, 46024,
Spain.

http://www.healthincode.com

Emergency response: National Institute of Toxicology
+34 91562 04 20

2. Hazards identification

Classification of the substance or mixture:

o Not a hazardous substance or mixture according to Regulation (EC) No. 1272/2008
Label elements:

o Not a hazardous substance or mixture according to Regulation (EC) No. 1272/2008
Other hazards:

o Not applicable.

3. Composition/information on ingredients

= Substance/mixture
o Coeliac Master Mix 1: Mezcla
o Coeliac Master Mix 2: Mezcla
o Coeliac Master Mix 3: Mezcla

o General Master Mix: MIXTURE
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o Positive Control: MIXTURE

Reagent/Ingredient CAS number EINECS number % weight REACH registration number

General Master Mix

Glycerin 56-81-5 200-289-5 10-30 01-2119471987-18-X XXX

Any concentration shown as a range is to protect confidentiality or is due to batch variation.
There are no additional ingredients present which, within the current knowledge of the supplier and in
the concentrations applicable, are classified and hence require reporting in this section.

Occupational exposure limits, if available, are listed in Section 8.

4. First aid measures

= Eye contact:

o GENERAL MASTER MIX: rinse cautiously with water for several minutes. Remove contact
lenses, if present and easy to do. Continue rinsing.
= Inhalation:

o GENERAL MASTER MIX: No inhalation risk is expected under normal conditions of use
of Get medical attention if you feel unwell.

= Skin contact:
o GENERAL MASTER MIX: Rinse skin with water; no immediate medical attention required.
= If swallowed:

o GENERAL MASTER MIX: No significant risk by ingestion is expected under normal
conditions Get medical attention if you feel unwell.

= Most important symptoms/effects, acute and/or delayed: N/A
= Over-exposure signs/symptoms: N/A

* |Indication of any immediate medical attention and special treatment needed: N/A

5. Firefighting measures
= Extinguishing media

o Suitable extinguishing media: Water jet spray/Carbon dioxide (CO2)/Foam/Dry chemical.
o Not suitable extinguishing media: No available information.

Special hazards arising from the substance or mixture:

No available information.

Hazardous thermal decomposition products:
No available information.
= Protective actions and protective equipment for fire-fighters:

No available information.
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6. Accidental release measures

= Personal precautions, protective equipment and emergency procedures:
Ensure adequate ventilation. Wear the recommended personal protective equipment at all
times. Use personal protective equipment.
For more information, please see section 8.
=  Environmental precautions:
No special environmental precautions required.
=  Methods and material for containment and cleaning up:
Soak up with an inert absorbent material.

For more information, please see section 8.

7. Handling and storage
= Precautions for safe handling
Use mandatory personal protective equipment. No special handling recommendations required.
= Conditions for safe storage, including any incompatibilities
Keep in a dry, cool and well-ventilated place. Keep in properly labeled containers.
= Specific end use(s)

For in vitro diagnostic use only

8. Exposure control/personal protection

» Control parameters:

= Occupational exposure limits

o Exposure controls:

Component/Ingredient CAS number Country Exposure limits
Belgium 10 mg/m?
Czech Republic 10 mg/m’* TWA
15 mg/m?® Ceiling
General Master Mix France OEL 10 mg/m®
Glycerin (VME)
Germany OEL 200 mg/m? exposure
56-81-5 (TWA) factor 2
Poland 10 mg/m* TWA
Portugal 10 mg/m* TWA
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Spain OEL (TWA) 10 mg/m?
Switzerland 10 mg/m? STEL

50 mg/m?® TWA

United Kingdom 10 mg/m?® TWA (mist)

* Personal protective equipment

o RESPIRATORY PROTECTION:

In case of inadequate ventilation, wear respiratory equipment and components approved
and compliant with the applicable standards established by the corresponding authorities.
o HAND PROTECTION:

Use suitable gloves. Glove material: compatible with and resistant to chemicals.
o EYE PROTECTION:

Use tight-fitting protective goggles.
o BODY AND SKIN PROTECTION:

Wear suitable protective clothing.

= Environmental exposure controls:

No special environmental actions or precautions required.

9. Physical and chemical properties
= Appearance:
o Coeliac Master Mix 1: Liquid
o Coeliac Master Mix 2: Liquid
o Coeliac Master Mix 3: Liquid
o General Master Mix: Liquid
o Positive Control: Liquid

= Color:
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o

o

Coeliac Master Mix 1: No available information.

Coeliac Master Mix 2: No available information.

Coeliac Master Mix 3: No available information.

General Master Mix: No available information.

Positive Control: No available information.

Coeliac Master Mix 1: No available information.

Coeliac Master Mix 2: No available information.

Coeliac Master Mix 3: No available information.

General Master Mix: No available information.

Positive Control: No available information.

=  Odor threshold:

o

o

Coeliac Master Mix 1: No available information.

Coeliac Master Mix 2: No available information.

Coeliac Master Mix 3: No available information.

General Master Mix: No available information.

Positive Control: No available information.

Coeliac Master Mix 1: No available information.

Coeliac Master Mix 2: No available information.

Coeliac Master Mix 3: No available information.

General Master Mix: No available information.

Positive Control: No available information.

=  Molecular weight:

o

o

o

o

o

Coeliac Master Mix 1: No available information.

Coeliac Master Mix 2: No available information.

Coeliac Master Mix 3: No available information.

General Master Mix: No available information.

Positive Control: No available information.

= Melting point/melting range:

o

o

o

o

o

Coeliac Master Mix 1: No available information.

Coeliac Master Mix 2: No available information.

Coeliac Master Mix 3: No available information.

General Master Mix: >0 °C - >32 °F

Positive Control: No available information.

= Boiling point/boiling range:

o

o

o
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o General Master Mix: No available information.
o Positive Control: No available information.
= Flash point:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
= Evaporation rate:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
=  Flammability:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
= Upper and lower explosion limit:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
= Vapor pressure:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
= Vapor density:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.

= Relative density:
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O

O

Coeliac Master Mix 1: No available information.
Coeliac Master Mix 2: No available information.
Coeliac Master Mix 3: No available information.
General Master Mix: No available information.

Positive Control: No available information.

= Solubility:

O

O

O

o

o

Coeliac Master Mix 1: Soluble in water
Coeliac Master Mix 2: Soluble in water
Coeliac Master Mix 3: Soluble in water
General Master Mix: Soluble in water

Positive Control: Soluble in water.

= Partition coefficient n-octanol/water:

O

O

O

O

Coeliac Master Mix 1: No available information.
Coeliac Master Mix 2: No available information.
Coeliac Master Mix 3: No available information.
General Master Mix: No available information.

Positive Control: No available information.

= Viscosity:

O

O

O

O

O

Coeliac Master Mix 1: No available information.
Coeliac Master Mix 2: No available information.
Coeliac Master Mix 3: No available information.
General Master Mix: No available information.

Positive Control: No available information.

= Explosive properties:

O

O

O

O

O

Coeliac Master Mix 1: No available information.
Coeliac Master Mix 2: No available information.
Coeliac Master Mix 3: No available information.
General Master Mix: No available information.

Positive Control: No available information.

= Oxidizing properties:

O

O

O

O

O

Coeliac Master Mix 1: No available information.
Coeliac Master Mix 2: No available information.
Coeliac Master Mix 3: No available information.
General Master Mix: No available information.

Positive Control: No available information.

= Decomposition temperature:

O

O

O
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O

O

General Master Mix: No available information.

Positive Control: No available information.

10. Stability and reactivity

IMG-341v.05

Reactivity:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
Chemical stability:
o Coeliac Master Mix 1: Stable under normal conditions.
o Coeliac Master Mix 2: Stable under normal conditions.
o Coeliac Master Mix 3: Stable under normal conditions.
o General Master Mix: Stable under normal conditions.
o Positive Control: Stable under normal conditions.

Possibility of hazardous reactions:

O

O

O

O

O

Coeliac Master Mix 1: No available information.
Coeliac Master Mix 2: No available information.
Coeliac Master Mix 3: No available information.
General Master Mix: No available information.

Positive Control: No available information.

Conditions to avoid:

O

O

O

O

Coeliac Master Mix 1: None during a normal process
Coeliac Master Mix 2: None during a normal process
Coeliac Master Mix 3: None during a normal process
General Master Mix: None during a normal process

Positive Control: None during a normal process

Incompatible materials:

O

O

Coeliac Master Mix 1: Strong acids, oxidizing agents, potassium
bases.
Coeliac Master Mix 2: Strong acids, oxidizing agents, potassium
bases.
Coeliac Master Mix 3: Strong acids, oxidizing agents, potassium
bases.
General Master Mix: Strong acids, oxidizing agents, potassium,

bases.

, isocyanates, ammonia amd

, isocyanates, ammonia amd

, isocyanates, ammonia amd

isocyanates, ammonia amd

Positive Control: Strong acids, oxidizing agents, potassium, isocyanates, ammonia amd bases.

Hazardous decomposition products:

O

Coeliac Master Mix 1: Carbon oxides.
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Coeliac Master Mix 2: Carbon oxides.
Coeliac Master Mix 3: Carbon oxides.
General Master Mix: Carbon oxides.

Positive Control: Carbon oxides.

11. Toxicological information

» Information on toxicological effects:

= Acute toxicity:

Reagent/Component Result Species Dose Exposure
General Master
Mix
Glycerin LD50 Rabbit 10 g/kg Oral
LC50 Rat >2.75 mg/L Inhalation
= |rritation/Corrosion:
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.
= Respiratory sensitisation:
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.
= Specific target organ toxicity (single exposure):
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.
= Specific target organ toxicity (repeat exposure):
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.
= (Carcinogenicity:
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o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.

= Germ cell mutagenicity:
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.

= Reproductive toxicity:
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.

= Aspiration hazard:
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.

= Potential acute health effects:
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.

=  Symptoms related to physical, chemical and toxicological characteristics:
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.

= Delayed and immediate effects as well as chronic effects from short- and long-term

exposure:

o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.

o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
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o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.

= Other data:
o Coeliac Master Mix 1: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 2: Data are conclusive but insufficient for classification.
o Coeliac Master Mix 3: Data are conclusive but insufficient for classification.
o General Master Mix: Data are conclusive but insufficient for classification.
o Positive Control: Data are conclusive but insufficient for classification.

= Numerical measurements of toxicity:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.

o Positive Control: No available information.

12. Ecological information
= Ecotoxicity:
o Coeliac Master Mix 1: Does not contain environmentally hazardous substances or components
that cannot be degradable in wastewater treatment plants.
o Coeliac Master Mix 2: Does not contain environmentally hazardous substances or components
that cannot be degradable in wastewater treatment plants.
o Coeliac Master Mix 3: Does not contain environmentally hazardous substances or components
that cannot be degradable in wastewater treatment plants.
o General Master Mix: Does not contain environmentally hazardous substances or components
that cannot be degradable in wastewater treatment plants.
o Positive Control: Does not contain environmentally hazardous substances or components that
cannot be degradable in wastewater treatment plants.
= Persistence and degradability:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
= Bioaccumulative potential:
o Coeliac Master Mix 1: The material is not bioaccumulative.
o Coeliac Master Mix 2: The material is not bioaccumulative.
o Coeliac Master Mix 3: The material is not bioaccumulative.

o General Master Mix: The material is not bioaccumulative.
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o Positive Control: The material is not bioaccumulative.
Mobility in soil:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
Other adverse effects:
o Coeliac Master Mix 1: No available information.
o Coeliac Master Mix 2: No available information.
o Coeliac Master Mix 3: No available information.
o General Master Mix: No available information.
o Positive Control: No available information.
Results of the PBT and vPvB assessment:

The product does not contain any substance assessed as being PBT or vPvB.

13. Disposal considerations

IMG-341v.05

Waste disposal methods:

The generation of waste should be avoided or minimized wherever possible. Empty containers or
liners may retain some product residues. This material and its container must be disposed of
following the approved disposal technique. Disposal of this product, its solutions and any byproducts
should at all times comply with the requirements of environmental protection and waste disposal
legislation and any local, regional, national or federal authority requirements.

Hazardous waste:

Based on current knowledge, the provider does not consider this product or its ingredients to be
hazardous waste according to EU >Directive 2008/98/EC.

Packaging:

The generation of waste should be avoided or minimized wherever possible. Waste packaging must
be recycled. Incineration or landfill should only be considered when recycling is not feasible.

Special precautions:

Residual product and its containers must be disposed as safely as possible. Empty containers or liners
may retain some product residues. Avoid dispersal of spilled material and runoff and contact with

soil, waterways, drains and sewers.
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14. Transport information

= Shipping conditions:

Reagent/Component Shipping Shipping temperature
method
Coeliac Master Mix 1 Dry ice -20°C
Coeliac Master Mix 2 Dry ice -20°C
Coeliac Master Mix 3 Dry ice -20°C
General Master Mix Dry ice -20 °C
Positive Control Dry ice -20°C

= |nternational regulations:

o

o

o

o

o

DOT/TDG/Mexico/IMDG/IATA: Product not regulated by transport regulations.
UNRTDG: Product not regulated as dangerous goods.

IATA-DGR: Product not regulated as dangerous goods.

IMDG-Code: Product not regulated as dangerous goods.

Class of dangerous goods for transport: N/A

= Special precautions for users:

o

Transport within user’'s premises: always transport in closed, secure containers in upright position.
Ensure that the persons transporting the product know what to do in the event of an accident or

spillage.

Transport in bulk according to MARPOL annex Il and IBC code: N/A.

15. Regulatory information

Transport information

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

o

IMG-341v.05

Seveso lll: Directive 2012/18/EU of the European Parliament and of the Council on the control of
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major-accident hazards involving dangerous substances:
- Not applicable.

o REACH: Candidate List of substances of very high concern for Authorisation (article 59)
- Not applicable.

o Regulation (EC) No.1005/2009 on substances that deplete the ozone layer:
- Not applicable.

o Regulation (EU) No. 2019/1021 on persistent organic pollutants (recast):
- Not applicable.

o Regulation (EU) No. 649/2012 of the European Parliament and of the Council concerning the export
and import of hazardous chemicals:
- Not applicable.

0 REACH - Authorisation list (Annex XIV):
- Not applicable.

= Chemical safety assessment

Not performed.
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16.0Other information

Classification and processes used to derive the classification of the mixture in accordance with
Regulation (EC) 1272/2008 (CLP):

= Abbreviations and acronyms:

Note:

ACGIH = American Conference of Governmental Industrial Hygienists
AICS = Australian Inventory of Chemical Substances

AIHA = American Industrial Hygiene Association

ATE = Acute Toxicity Estimate

BFC = Bioconcentration Factor

CEPA = Canadian Environmental Protection Act

DSL/NDSL = Canada Domestic/Non-Domestic Substances List

DOT = U.S. Department of Transportation

EINECS/ELINCS = European Inventory of Existing Commercial Chemical Substances / European
List of Notified Chemical Substances

ENCS = Japanese List of Existing and New Chemical Substances
EPA = US. Environmental Protection Agency

GHS = Globally Harmonized System

HMIS = Hazardous Materials Information System

IARC = International Agency for Research on Cancer

IATA = International Air Transport Association

IBC = International Bulk Chemical (Code)

IECSC = China Inventory of Existing Chemical Substances

IMDG = International Maritime Code for Dangerous Goods

KECL = Korea Existing Chemicals List

Log Kow = Logarithm of octanol/water partition coefficient
MARPOL = International Convention for the Prevention of Marine Pollution from Ships, 1973,
with 1978 Protocol ("Marpol" = Marine Pollution)

N/A = Not Available

NIOSH = National Institute for Occupational Safety and Health

NTP = U.S. National Toxicology Program

NZloC = New Zealand Inventory of Chemicals

OELs = Occupational Exposure Limits

OSHA = U.S. Occupational Safety and Health Administration

PICCS = Philippine Inventory of Chemicals and Chemical Substances
STEL = Short-Term Exposure Limit

TSCA = US. Toxic Substances Control Act, Section 8(b), Inventory
TWA = Time-Weighted Average

UN = United Nations

UNRTDG = United Nations Recommendations on the Transport of Dangerous Goods

The information above has been acquired by diligent review and investigation, and the recommendations
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herein are based on prudent application of professional judgment. The information herein is not intended to
be exhaustive and is to be used only as a guide. All materials and mixtures may represent unknown hazards
and must be used with caution. The company does not control the actual methods, amounts and conditions of
use and therefore shall not be held liable for any loss or damage resulting from the handling or contact with

the hereby described product.

THE INFORMATION HEREIN DOES NOT CONSTITUTE A WARRANTY OF ANY KIND, EXPRESSED OR IMPLIED,
INCLUDING ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR ANY PARTICULAR PURPOSE.

History of versions:

Changes to the document

Updated document structure according to the updated REACH regulation:

Version 05 SEP 2024 . .
16-section version.

Version 04 APR 2023 Revision of document content.

Change of manufacturer's address to: Health in Code S.L., Calle de la
Version 03 NOV 2022 Travesia s/n, 15E Base 5, Valencia, 46024, Spain
New contact for the toxicological information service.

Change of the manufacturer's identification from imegen S.L. to Health in
Version 02 Sep 2022 Code SLL.
Updated regulatory information.

Version O1 JAN 2019 N/A
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