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L.REACH.GB.EN

SECTION 1 Identification of the substance / mixture and of the company / undertaking

1.1. Product Identifier
Product name Coltosol F

Chemical Name Not Applicable

Synonyms Not Available

Proper shipping name ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S. (contains zinc oxide)

Chemical formula Not Applicable

Other means of
identification

Not Available

1.2. Relevant identified uses of the substance or mixture and uses advised against

Relevant identified uses Medical device, for dental use only
Use according to manufacturer's directions.

Uses advised against No specific uses advised against are identified.

1.3. Details of the manufacturer or supplier of the safety data sheet
Registered company name Coltène/Whaledent AG

Address Feldwiesenstrasse 20 Altstätten 9450 Switzerland

Telephone +41 (71) 75 75 300

Fax +41 (71) 75 75 301

Website

Email msds@coltene.com

1.4. Emergency telephone number
Association / Organisation CHEMWATCH EMERGENCY RESPONSE (24/7)

Emergency telephone
number(s)

+44 20 3901 3542 (ID#: 9-899789)

Other emergency
telephone number(s)

+44 808 164 9592

SECTION 2 Hazards identification

2.1. Classification of the substance or mixture

Classified according to
GB-CLP Regulation, UK SI

2019/720 and UK SI

2020/1567 [1]

H318 - Serious Eye Damage/Eye Irritation Category 1, H400 - Hazardous to the Aquatic Environment Acute Hazard Category 1,
H410 - Hazardous to the Aquatic Environment Long-Term Hazard Category 1

Legend: 1. Classified by Chemwatch; 2. Classification drawn from GB-CLP Regulation, UK SI 2019/720 and UK SI 2020/1567

2.2. Label elements

Hazard pictogram(s)

 

www.coltene.com



Signal word Danger

Hazard statement(s)
H318 Causes serious eye damage.

H410 Very toxic to aquatic life with long lasting effects.

Supplementary statement(s)
Not Applicable

Precautionary statement(s) Prevention
P280 Wear protective gloves, protective clothing, eye protection and face protection.

P273 Avoid release to the environment.

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

Precautionary statement(s) Storage
Not Applicable

Precautionary statement(s) Disposal
P501 Dispose of contents/container to authorised hazardous or special waste collection point in accordance with any local regulation.

Material contains zinc sulfate monohydrate, Celite.

2.3. Other hazards
REACH - Art.57-59: The mixture does not contain Substances of Very High Concern (SVHC) at the SDS print date.

SECTION 3 Composition / information on ingredients

3.1.Substances
See 'Composition on ingredients' in Section 3.2

3.2.Mixtures
1. CAS No
2.EC No
3.Index No
4.REACH No

%
[weight] Name

Classified according to GB-CLP Regulation, UK SI
2019/720 and UK SI 2020/1567

SCL / M-
Factor

Nanoform Particle
Characteristics

1. 1314-13-2
2.215-222-5
3.030-013-00-7
4.Not Available

25-35
Hazardous to the Aquatic Environment Acute Hazard
Category 1, Hazardous to the Aquatic Environment

Long-Term Hazard Category 1; H400, H410 [2]

SCL: Not
Available

Acute M
factor: 10

Chronic M
factor: 1

Not Available

1. 7446-19-7
2.Not Available
3.Not Available
4.Not Available

10-15

Acute Toxicity (Oral) Category 4, Serious Eye
Damage/Eye Irritation Category 1, Hazardous to the
Aquatic Environment Acute Hazard Category 1,
Hazardous to the Aquatic Environment Long-Term

Hazard Category 1; H302, H318, H400, H410 [2]

SCL: Not
Available

Acute M
factor: 1

Chronic M
factor: 1

Not Available

1. 68855-54-9
2.272-489-0
3.Not Available
4.Not Available

1-5
Specific Target Organ Toxicity - Repeated Exposure

Category 2; H373 [1]

SCL: Not
Available

Acute M
factor: Not
Applicable

Chronic M
factor: Not
Applicable

Not Available

1. 84082-70-2
2.282-015-4
3.Not Available

<0.2 Skin Corrosion/Irritation Category 2, Hazardous to the
Aquatic Environment Long-Term Hazard Category 3;

H315, H412, EUH019 [3]

SCL: Not
Available

Not Available

zinc oxide

zinc sulfate

monohydrate

Celite

peppermint oil
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1. CAS No
2.EC No
3.Index No
4.REACH No

%
[weight] Name

Classified according to GB-CLP Regulation, UK SI
2019/720 and UK SI 2020/1567

SCL / M-
Factor

Nanoform Particle
Characteristics

4.Not Available Acute M
factor: Not
Applicable

Chronic M
factor: Not
Applicable

Legend: 1. Classified by Chemwatch; 2. Classification drawn from GB-CLP Regulation, UK SI 2019/720 and UK SI 2020/1567; 3.
Classification drawn from C&L; * EU IOELVs available; [e] Substance identified as having endocrine disrupting properties

SECTION 4 First aid measures

4.1. Description of first aid measures

Eye Contact

If this product comes in contact with the eyes:
Immediately hold eyelids apart and flush the eye continuously with running water.
Ensure complete irrigation of the eye by keeping eyelids apart and away from eye and moving the eyelids by occasionally
lifting the upper and lower lids.
Continue flushing until advised to stop by the Poisons Information Centre or a doctor, or for at least 15 minutes.
Transport to hospital or doctor without delay.
Removal of contact lenses after an eye injury should only be undertaken by skilled personnel.

Skin Contact

If skin or hair contact occurs:
Quickly but gently, wipe material off skin with a dry, clean cloth.
Immediately remove all contaminated clothing, including footwear.
Wash skin and hair with running water. Continue flushing with water until advised to stop by the Poisons Information Centre.
Transport to hospital, or doctor.

Inhalation
If fumes or combustion products are inhaled remove from contaminated area.
Lay patient down. Keep warm and rested.
Transport to hospital, or doctor, without delay.

Ingestion

IF SWALLOWED, REFER FOR MEDICAL ATTENTION, WHERE POSSIBLE, WITHOUT DELAY.
For advice, contact a Poisons Information Centre or a doctor.
If the services of a medical officer or medical doctor are readily available, the patient should be placed in his/her care and a
copy of the SDS should be provided. Further action will be the responsibility of the medical specialist.

4.2 Most important symptoms and effects, both acute and delayed
See Section 11

4.3. Indication of any immediate medical attention and special treatment needed
Absorption of zinc compounds occurs in the small intestine.
The metal is heavily protein bound.
Elimination results primarily from faecal excretion.
The usual measures for decontamination (Ipecac Syrup, lavage, charcoal or cathartics) may be administered, although patients usually have sufficient
vomiting not to require them.
CaNa2EDTA has been used successfully to normalise zinc levels and is the agent of choice.

[Ellenhorn and Barceloux: Medical Toxicology]

SECTION 5 Firefighting measures

5.1. Extinguishing media
Water spray or fog.
Foam.
Dry chemical powder.
BCF (where regulations permit).
Carbon dioxide.

5.2. Special hazards arising from the substrate or mixture

Fire Incompatibility Avoid contamination with oxidising agents i.e. nitrates, oxidising acids, chlorine bleaches, pool chlorine etc. as ignition may
result

5.3. Advice for firefighters
Fire Fighting Alert Fire Brigade and tell them location and nature of hazard.
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Wear breathing apparatus plus protective gloves in the event of a fire.
Prevent, by any means available, spillage from entering drains or water courses.
Use fire fighting procedures suitable for surrounding area.
DO NOT approach containers suspected to be hot.
Cool fire exposed containers with water spray from a protected location.
If safe to do so, remove containers from path of fire.
Equipment should be thoroughly decontaminated after use.

Fire/Explosion Hazard

carbon dioxide (CO2)
,
sulfur oxides (SOx)
,
sulfur dioxide (SO2)
,
metal oxides
,
other pyrolysis products typical of burning organic material.

SECTION 6 Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
See section 8

6.2. Environmental precautions
See section 12

6.3. Methods and material for containment and cleaning up

Minor Spills

Environmental hazard - contain spillage.
Clean up all spills immediately.
Avoid contact with skin and eyes.
Wear impervious gloves and safety goggles.
Trowel up/scrape up.
Place spilled material in clean, dry, sealed container.
Flush spill area with water.

Major Spills

Environmental hazard - contain spillage.
Minor hazard.

Clear area of personnel.
Alert Fire Brigade and tell them location and nature of hazard.
Control personal contact with the substance, by using protective equipment as required.
Prevent spillage from entering drains or water ways.
Contain spill with sand, earth or vermiculite.
Absorb remaining product with sand, earth or vermiculite and place in appropriate containers for disposal.
Wash area and prevent runoff into drains or waterways.
If contamination of drains or waterways occurs, advise emergency services.

6.4. Reference to other sections
Personal Protective Equipment advice is contained in Section 8 of the SDS.

SECTION 7 Handling and storage

7.1. Precautions for safe handling

Safe handling

Avoid all personal contact, including inhalation.
Wear protective clothing when risk of exposure occurs.
Use in a well-ventilated area.
Prevent concentration in hollows and sumps.
Avoid contact with incompatible materials.
Keep containers securely sealed when not in use.
Avoid physical damage to containers.
Always wash hands with soap and water after handling.
Work clothes should be laundered separately. Launder contaminated clothing before re-use.
Use good occupational work practice.
Observe manufacturer's storage and handling recommendations contained within this SDS.
Atmosphere should be regularly checked against established exposure standards to ensure safe working conditions are
maintained.

Fire and explosion
protection See section 5

Other information Store in original containers.
Keep containers securely sealed.
Store in a cool, dry, well-ventilated area.
Store away from incompatible materials and foodstuff containers.
Protect containers against physical damage and check regularly for leaks.
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Observe manufacturer's storage and handling recommendations contained within this SDS.

7.2. Conditions for safe storage, including any incompatibilities

Suitable container
Recommended storage temperature: 15 - 23 °C

Packaging as recommended by manufacturer.
Check all containers are clearly labelled and free from leaks.

Storage incompatibility
Avoid strong acids, bases.
Avoid reaction with oxidising agents

Hazard categories in
accordance with

Regulation (EC) No
2012/18/EU (Seveso III)

E1: Hazardous to the Aquatic Environment in Category Acute 1 or Chronic 1

Qualifying quantity
(tonnes) of dangerous

substances as referred to
in Article 3(10) for the

application of

E1 Lower- / Upper-tier requirements: 100 / 200

7.3. Specific end use(s)
See section 1.2

SECTION 8 Exposure controls / personal protection

8.1. Control parameters

Ingredient
DNELs
Exposure Pattern Worker

PNECs
Compartment

zinc oxide

Dermal 0.112 mg/kg bw/day (Systemic, Chronic)
Inhalation 0.005 mg/m³ (Systemic, Chronic)
Inhalation 0.004 mg/m³ (Local, Chronic)
Inhalation 2 mg/m³ (Systemic, Acute)
Dermal 0.112 mg/kg bw/day (Systemic, Chronic) *
Inhalation 0.001 mg/m³ (Systemic, Chronic) *
Oral 0.001 mg/kg bw/day (Systemic, Chronic) *
Inhalation 1 mg/m³ (Systemic, Acute) *

0.00019 mg/L (Water (Fresh))
0.0012 mg/L (Water - Intermittent release)
0.00114 mg/L (Water (Marine))
18 mg/kg sediment dw (Sediment (Fresh Water))
6.4 mg/kg sediment dw (Sediment (Marine))
0.7 mg/kg soil dw (Soil)
0.02 mg/L (STP)
0.16 mg/kg food (Oral)

Celite
Inhalation 0.05 mg/m³ (Systemic, Chronic)
Inhalation 0.00005 mg/m³ (Systemic, Chronic) *
Oral 18.7 mg/kg bw/day (Systemic, Chronic) *

100 mg/L (STP)

peppermint oil

Dermal 5 mg/kg bw/day (Systemic, Chronic)
Inhalation 35.3 mg/m³ (Systemic, Chronic)
Dermal 2.5 mg/kg bw/day (Systemic, Chronic) *
Inhalation 0.0087 mg/m³ (Systemic, Chronic) *
Oral 2.5 mg/kg bw/day (Systemic, Chronic) *

0.0054 mg/L (Water (Fresh))
0.00577 mg/L (Water - Intermittent release)
0.00054 mg/L (Water (Marine))
1.3 mg/kg sediment dw (Sediment (Fresh Water))
0.13 mg/kg sediment dw (Sediment (Marine))
0.29 mg/kg soil dw (Soil)
1.8 mg/L (STP)

* Values for General Population

Occupational Exposure Limits (OEL)

INGREDIENT DATA

Source Ingredient Material name TWA STEL Peak Notes

UK Workplace Exposure
Limits (WELs). Celite Silica, amorphous: inhalable dust 6 mg/m3 Not Available Not Available Not Available

UK Workplace Exposure
Limits (WELs). Celite Silica, amorphous: respirable dust 2.4 mg/m3 Not Available Not Available Not Available

Ingredient Original IDLH Revised IDLH

zinc oxide 500 mg/m3 Not Available

zinc sulfate monohydrate Not Available Not Available

Celite Not Available Not Available

peppermint oil Not Available Not Available

MATERIAL DATA

Sensory irritants are chemicals that produce temporary and undesirable side-effects on the eyes, nose or throat. Historically occupational exposure standards for
these irritants have been based on observation of workers' responses to various airborne concentrations. Present day expectations require that nearly every
individual should be protected against even minor sensory irritation and exposure standards are established using uncertainty factors or safety factors of 5 to 10 or
more. On occasion animal no-observable-effect-levels (NOEL) are used to determine these limits where human results are unavailable. An additional approach,
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typically used by the TLV committee (USA) in determining respiratory standards for this group of chemicals, has been to assign ceiling values (TLV C) to rapidly
acting irritants and to assign short-term exposure limits (TLV STELs) when the weight of evidence from irritation, bioaccumulation and other endpoints combine to
warrant such a limit. In contrast the MAK Commission (Germany) uses a five-category system based on intensive odour, local irritation, and elimination half-life.
However this system is being replaced to be consistent with the European Union (EU) Scientific Committee for Occupational Exposure Limits (SCOEL); this is
more closely allied to that of the USA.
OSHA (USA) concluded that exposure to sensory irritants can:

cause inflammation
cause increased susceptibility to other irritants and infectious agents
lead to permanent injury or dysfunction
permit greater absorption of hazardous substances and
acclimate the worker to the irritant warning properties of these substances thus increasing the risk of overexposure.

Fragrance substance with is an established contact allergen in humans.
Scientific Committee on Consumer Safety SCCS OPINION on Fragrance allergens in cosmetic products 2012
for zinc oxide:
Zinc oxide intoxication (intoxication zincale) is characterised by general depression, shivering, headache, thirst, colic and diarrhoea.
Exposure to the fume may produce metal fume fever characterised by chills, muscular pain, nausea and vomiting. Short-term studies with guinea pigs show
pulmonary function changes and morphologic evidence of small airway inflammation. A no-observed-adverse-effect level (NOAEL) in guinea pigs was 2.7 mg/m3
zinc oxide. Based on present data, the current TLV-TWA may be inadequate to protect exposed workers although known physiological differences in the guinea
pig make it more susceptible to functional impairment of the airways than humans.

Exposed individuals are NOT reasonably expected to be warned, by smell, that the Exposure Standard is being exceeded.

Odour Safety Factor (OSF) is determined to fall into either Class C, D or E.

The Odour Safety Factor (OSF) is defined as:

OSF= Exposure Standard (TWA) ppm/ Odour Threshold Value (OTV) ppm

Classification into classes follows:
ClassOSF Description

A 550
Over 90% of exposed individuals are aware by smell that the Exposure Standard (TLV-TWA for example) is being reached, even when distracted by
working activities

B
26-
550 As "A" for 50-90% of persons being distracted

C 1-26 As "A" for less than 50% of persons being distracted
D 0.18-1 10-50% of persons aware of being tested perceive by smell that the Exposure Standard is being reached
E <0.18 As "D" for less than 10% of persons aware of being tested
The concentration of dust, for application of respirable dust limits, is to be determined from the fraction that penetrates a separator whose size collection efficiency
is described by a cumulative log-normal function with a median aerodynamic diameter of 4.0 um (+-) 0.3 um and with a geometric standard deviation of 1.5 um
(+-) 0.1 um, i.e..generally less than 5 um.

8.2. Exposure controls

8.2.1. Appropriate
engineering controls

Engineering controls are used to remove a hazard or place a barrier between the worker and the hazard. Well-designed
engineering controls can be highly effective in protecting workers and will typically be independent of worker interactions to
provide this high level of protection.

8.2.2. Individual protection
measures, such as
personal protective

equipment

    

Eye and face protection

Safety glasses with side shields.
Chemical goggles.[AS/NZS 1337.1, EN166 or national equivalent]
Contact lenses may pose a special hazard; soft contact lenses may absorb and concentrate irritants. A written policy
document, describing the wearing of lenses or restrictions on use, should be created for each workplace or task. 

Skin protection See Hand protection below

Hands/feet protection
Wear chemical protective gloves, e.g. PVC.
Wear safety footwear or safety gumboots, e.g. Rubber

Body protection See Other protection below

Other protection

Overalls.
P.V.C apron.
Barrier cream.
Skin cleansing cream.
Eye wash unit.

Respiratory protection
Type A-P Filter of sufficient capacity. (AS/NZS 1716 & 1715, EN 143:2000 & 149:2001, ANSI Z88 or national equivalent)

Where the concentration of gas/particulates in the breathing zone, approaches or exceeds the "Exposure Standard" (or ES), respiratory protection is required.
Degree of protection varies with both face-piece and Class of filter; the nature of protection varies with Type of filter.
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Required Minimum Protection Factor Half-Face Respirator Full-Face Respirator Powered Air Respirator

up to 10 x ES A-AUS P2 - A-PAPR-AUS / Class 1 P2

up to 50 x ES - A-AUS / Class 1 P2 -

up to 100 x ES - A-2 P2 A-PAPR-2 P2 ^

^ - Full-face
A(All classes) = Organic vapours, B AUS or B1 = Acid gasses, B2 = Acid gas or hydrogen cyanide(HCN), B3 = Acid gas or hydrogen cyanide(HCN), E = Sulfur
dioxide(SO2), G = Agricultural chemicals, K = Ammonia(NH3), Hg = Mercury, NO = Oxides of nitrogen, MB = Methyl bromide, AX = Low boiling point organic
compounds(below 65 degC)

8.2.3. Environmental exposure controls
See section 12

SECTION 9 Physical and chemical properties

9.1. Information on basic physical and chemical properties
Appearance White

Physical state Free-flowing Paste
Relative density (Water =

1) 2.4

Odour Not Available
Partition coefficient n-

octanol / water Not Available

Odour threshold Not Available
Auto-ignition temperature

(°C) Not Available

pH (as supplied) Not Available
Decomposition

temperature (°C) Not Available

Melting point / freezing
point (°C) Not Available Viscosity (cSt) Not Available

Initial boiling point and
boiling range (°C) Not Available Molecular weight (g/mol) Not Available

Flash point (°C) Not Available Taste Not Available

Evaporation rate Not Available Explosive properties Not Available

Flammability Not Applicable Oxidising properties Not Available

Upper Explosive Limit (%) Not Available
Surface Tension (dyn/cm

or mN/m) Not Available

Lower Explosive Limit (%) Not Available Volatile Component (%vol) Not Available

Vapour pressure (kPa) Not Available Gas group Not Available

Solubility in water Immiscible pH as a solution (1%) Not Available

Vapour density (Air = 1) Not Available VOC g/L Not Available

Heat of Combustion (kJ/g) Not Available Ignition Distance (cm) Not Available

Flame Height (cm) Not Available Flame Duration (s) Not Available

Enclosed Space Ignition
Time Equivalent (s/m3)

Not Available
Enclosed Space Ignition

Deflagration Density
(g/m3)

Not Available

Nanoform Solubility Not Available
Nanoform Particle

Characteristics Not Available

Particle Size Not Available

9.2. Other information
Not Available

SECTION 10 Stability and reactivity

10.1.Reactivity See section 7.2

10.2. Chemical stability
Unstable in the presence of incompatible materials.
Product is considered stable.
Hazardous polymerisation will not occur.

10.3. Possibility of
hazardous reactions See section 7.2

10.4. Conditions to avoid See section 7.2

10.5. Incompatible
materials See section 7.2
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10.6. Hazardous
decomposition products

See section 5.3

SECTION 11 Toxicological information

11.1. Information on toxicological effects
a) Acute Toxicity Based on available data, the classification criteria are not met.

b) Skin Irritation/Corrosion Based on available data, the classification criteria are not met.

c) Serious Eye
Damage/Irritation

There is sufficient evidence to classify this material as eye damaging or irritating

d) Respiratory or Skin
sensitisation

Based on available data, the classification criteria are not met.

e) Mutagenicity Based on available data, the classification criteria are not met.

f) Carcinogenicity Based on available data, the classification criteria are not met.

g) Reproductivity Based on available data, the classification criteria are not met.

h) STOT - Single Exposure Based on available data, the classification criteria are not met.

i) STOT - Repeated
Exposure

Based on available data, the classification criteria are not met.

j) Aspiration Hazard Based on available data, the classification criteria are not met.

Inhaled

Ingestion

Skin Contact

Eye

Chronic

Coltosol F
TOXICITY IRRITATION

Not Available Not Available

zinc oxide

TOXICITY IRRITATION

dermal (rat) LD50: >2000 mg/kg[1] Eye (Rodent - rabbit): 500mg/24H - Mild

Inhalation (Rat) LC50: >1.79 mg/l4h[1] Eye: no adverse effect observed (not irritating)[1]

Oral (Rat) LD50: >5000 mg/kg[1] Skin (Human): 300ug/3D (intermittent) - Mild

Skin (Rodent - rabbit): 500mg/24H - Mild

Skin: no adverse effect observed (not irritating)[1]

zinc sulfate monohydrate

TOXICITY IRRITATION

dermal (rat) LD50: >2000 mg/kg[1] Eye (Rodent - rabbit): 420ug - Moderate

Oral (Mouse) LD50; 200 mg/kg[2]

Celite

TOXICITY IRRITATION

Inhalation (Rat) LC50: >2.6 mg/l4h[1] Eye: no adverse effect observed (not irritating)[1]

Oral (Rat) LD50: >2000 mg/kg[1] Skin: no adverse effect observed (not irritating)[1]

peppermint oil

TOXICITY IRRITATION

Dermal (rabbit) LD50: >5000 mg/kg[2] Eye: no adverse effect observed (not irritating)[1]

Oral (Rat) LD50: 2426 mg/kg[2] Skin (Human - woman): 2%

Skin: adverse effect observed (irritating)[1]

Legend: 1. Value obtained from Europe ECHA Registered Substances - Acute toxicity 2. Value obtained from manufacturer's SDS.
 Unless otherwise specified data extracted from RTECS - Register of Toxic Effect of chemical Substances

Coltosol F Fragrance allergens act as haptens, i.e. low molecular weight chemicals that are immunogenic only when attached to a carrier
protein. However, not all sensitising fragrance chemicals are directly reactive, but require previous activation. A prehapten is a
chemical that itself is non- or low-sensitising, but that is transformed into a hapten outside the skin by simple chemical
transformation (air oxidation, photoactivation) and without the requirement of specific enzymatic systems. A prohapten is a
chemical that itself is non- or low-sensitising but that is transformed into a hapten in the skin (bioactivation) usually via enzyme
catalysis. It is not always possible to know whether a particular allergen that is not directly reactive acts as a prehapten or as a
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Legend:  – Data either not available or does not fill the criteria for classification
 – Data available to make classification

prohapten, or both, because air oxidation and bioactivation can often give the same product (geraniol is an example). Some
chemicals might act by all three pathways.
Prohaptens
Compounds that are bioactivated in the skin and thereby form haptens are referred to as prohaptens.
In the case of prohaptens, the possibility to become activated is inherent to the molecule and activation cannot be avoided by
extrinsic measures. Activation processes increase the risk for cross-reactivity between fragrance substances. Crossreactivity has
been shown for certain alcohols and their corresponding aldehydes, i.e. between geraniol and geranial (citral) and between
cinnamyl alcohol and cinnamal.
The human skin expresses enzyme systems that are able to metabolise xenobiotics, modifying their chemical structure to
increase hydrophilicity and allow elimination from the body. Xenobiotic metabolism can be divided into two phases: phase I and
phase II. Phase I transformations are known as activation or functionalisation reactions, which normally introduce or unmask
hydrophilic functional groups. If the metabolites are sufficiently polar at this point they will be eliminated. However, many phase I
products have to undergo subsequent phase II transformations, i.e. conjugation to make them sufficiently water soluble to be
eliminated. Although the purpose of xenobiotic metabolism is detoxification, it can also convert relatively harmless compounds
into reactive species. Cutaneous enzymes that catalyse phase I transformations include the cytochrome P450 mixed-function
oxidase system, alcohol and aldehyde dehydrogenases, monoamine oxidases, flavin-containing monooxygenases and hydrolytic
enzymes. Acyltransferases, glutathione S-transferases, UDP-glucuronosyltransferases and sulfotransferases are examples of
phase II enzymes that have been shown to be present in human skin . These enzymes are known to catalyse both activating and
deactivating biotransformations, but the influence of the reactions on the allergenic activity of skin sensitisers has not been
studied in detail. Skin sensitising prohaptens can be recognised and grouped into chemical classes based on knowledge of
xenobiotic bioactivation reactions, clinical observations and/or in vivo and in vitro studies of sensitisation potential and chemical
reactivity.
QSAR prediction: The relationships between molecular structure and reactivity that form the basis for structural alerts are based
on well established principles of mechanistic organic chemistry. Examples of structural alerts are aliphatic aldehydes (alerting to
the possibility of sensitisation via a Schiff base reaction with protein amino groups), and alpha,beta-unsaturated carbonyl groups,
C=C-CO- (alerting to the possibility of sensitisation via Michael addition of protein thiol groups). Prediction of the sensitisation
potential of compounds that can act via abiotic or metabolic activation (pre- or prohaptens) is more complex compared to that of
compounds that act as direct haptens without any activation. The autoxidation patterns can differ due to differences in the
stability of the intermediates formed, e.g. it has been shown that autoxidation of the structural isomers linalool and geraniol
results in different major haptens/allergens. Moreover, the complexity of the prediction increases further for those compounds
that can act both as pre- and prohaptens. In such cases, the impact on the sensitisation potency depends on the degree of
abiotic activation (e.g. autoxidation) in relation to the metabolic activation

Acute Toxicity Carcinogenicity

Skin Irritation/Corrosion Reproductivity

Serious Eye
Damage/Irritation STOT - Single Exposure

Respiratory or Skin
sensitisation STOT - Repeated Exposure

Mutagenicity Aspiration Hazard

11.2 Information on other hazards

11.2.1. Endocrine disrupting properties
No evidence of endocrine disrupting properties were found in the current literature.

11.2.2. Other information
See Section 11.1

SECTION 12 Ecological information

12.1. Toxicity

Coltosol F
Endpoint Test Duration (hr) Species Value Source

Not
Available Not Available Not Available

Not
Available

Not
Available

zinc oxide

Endpoint Test Duration (hr) Species Value Source

BCF 1344h Fish 19-110 7

EC50 48h Crustacea 0.105mg/L 2

EC50 72h Algae or other aquatic plants 0.022mg/L 2

ErC50 72h Algae or other aquatic plants 0.62mg/l 2

EC50 96h Algae or other aquatic plants 0.042mg/L 2

EC10(ECx) 168h Algae or other aquatic plants 0.003mg/L 2

LC50 96h Fish 0.102mg/L 2

zinc sulfate monohydrate Endpoint Test Duration (hr) Species Value Source
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BCF 1344h Fish 59-112 7

EC50 48h Crustacea 0.06mg/L 4

EC20(ECx) 72h Algae or other aquatic plants 0.001-
0.075mg/l

4

EC50 72h Algae or other aquatic plants 0.01-
0.122mg/l

4

EC50 96h Algae or other aquatic plants 0.01mg/L 4

LC50 96h Fish <0.001mg/L 4

Celite
Endpoint Test Duration (hr) Species Value Source

Not
Available

Not Available Not Available Not
Available

Not
Available

peppermint oil

Endpoint Test Duration (hr) Species Value Source

EC50 48h Crustacea 2.7mg/l 2

EC50 96h Algae or other aquatic plants 2.61mg/l 2

EC50(ECx) 96h Algae or other aquatic plants 2.61mg/l 2

LC50 96h Fish 3.4mg/l 2

EC50 48h Crustacea 2.43mg/l 2

EC50 96h Algae or other aquatic plants 2.63mg/l 2

EC50(ECx) 48h Crustacea 2.43mg/l 2

LC50 96h Fish 3.01mg/l 2

Legend: Extracted from 1. IUCLID Toxicity Data 2. Europe ECHA Registered Substances - Ecotoxicological Information - Aquatic Toxicity 
4. US EPA, Ecotox database - Aquatic Toxicity Data 5. ECETOC Aquatic Hazard Assessment Data 6. NITE (Japan) -
Bioconcentration Data 7. METI (Japan) - Bioconcentration Data 8. Vendor Data

DO NOT discharge into sewer or waterways.

12.2. Persistence and degradability
Ingredient Persistence: Water/Soil Persistence: Air

zinc sulfate monohydrate HIGH HIGH

12.3. Bioaccumulative potential
Ingredient Bioaccumulation

zinc oxide LOW (BCF = 217)

zinc sulfate monohydrate LOW (BCF = 112)

peppermint oil LOW (LogKOW = 3.19)

12.4. Mobility in soil
Ingredient Mobility

zinc sulfate monohydrate LOW (Log KOC = 6.124)

12.5. Results of PBT and vPvB assessment
P B T

Relevant available data Not Available Not Available Not Available

PBT

vPvB

PBT Criteria fulfilled? No

vPvB No

12.6. Endocrine disrupting properties
No evidence of endocrine disrupting properties were found in the current literature.

12.7. Other adverse effects
One or more ingredients within this SDS has the potential of causing ozone depletion and/or photochemical ozone creation.

SECTION 13 Disposal considerations
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14.1. UN number or ID
number

14.2. UN proper shipping
name

14.3. Transport hazard
class(es)

14.4. Packing group

14.5. Environmental
hazard

14.6. Special precautions
for user

14.1. UN number

14.2. UN proper shipping
name

14.3. Transport hazard
class(es)

14.4. Packing group

14.5. Environmental
hazard

14.6. Special precautions
for user

13.1. Waste treatment methods

Product / Packaging
disposal

Dispose of waste according to applicable legislation. Special country-specific regulations may apply. Can be disposed together
with household waste in compliance with official regulations in contact with approved waste disposal companies and with
authorities in charge. (Only dispose of completely emptied packages.)

Waste treatment options Not Available

Sewage disposal options Not Available

SECTION 14 Transport information

Labels Required

Marine Pollutant

HAZCHEM 2Z

Land transport (ADR-RID)

3077

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S. (contains zinc oxide)

Class 9

Subsidiary Hazard Not Applicable

III

Environmentally hazardous

Hazard identification (Kemler) 90

Classification code M7

Hazard Label 9

Special provisions 274 335 375 601

Limited quantity 5 kg

Transport Category 3

Tunnel Restriction Code Not Applicable

Air transport (ICAO-IATA / DGR)
3077

Environmentally hazardous substance, solid, n.o.s. (contains zinc oxide)

ICAO/IATA Class 9

ICAO / IATA Subsidiary Hazard Not Applicable

ERG Code 9L

III

Environmentally hazardous

Special provisions A97 A158 A179 A197 A215

Cargo Only Packing Instructions 956

Cargo Only Maximum Qty / Pack 400 kg

Passenger and Cargo Packing Instructions 956

Passenger and Cargo Maximum Qty / Pack 400 kg

Passenger and Cargo Limited Quantity Packing Instructions Y956

Passenger and Cargo Limited Maximum Qty / Pack 30 kg G
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14.1. UN number

14.2. UN proper shipping
name

14.3. Transport hazard
class(es)

14.4. Packing group

14.5 Environmental hazard

14.6. Special precautions
for user

14.1. UN number

14.2. UN proper shipping
name

14.3. Transport hazard
class(es)

14.4. Packing group

14.5. Environmental
hazard

14.6. Special precautions
for user

Sea transport (IMDG-Code / GGVSee)
3077

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S. (contains zinc oxide)

IMDG Class 9

IMDG Subsidiary Hazard Not Applicable

III

Marine Pollutant

EMS Number F-A , S-F

Special provisions 274 335 966 967 969

Limited Quantities 5 kg

Inland waterways transport (ADN)
3077

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S. (contains zinc oxide)

9 Not Applicable

III

Environmentally hazardous

Classification code M7

Special provisions 274; 335; 375; 601

Limited quantity 5 kg

Equipment required PP, A***

Fire cones number 0

14.7. Maritime transport in bulk according to IMO instruments

14.7.1. Transport in bulk according to Annex II of MARPOL and the IBC code
Not Applicable

14.7.2. Transport in bulk in accordance with MARPOL Annex V and the IMSBC Code
Product name Group

zinc oxide Not Available

zinc sulfate monohydrate Not Available

Celite Not Available

peppermint oil Not Available

14.7.3. Transport in bulk in accordance with the IGC Code
Product name Ship Type

zinc oxide Not Available

zinc sulfate monohydrate Not Available

Celite Not Available

peppermint oil Not Available

SECTION 15 Regulatory information

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

zinc oxide is found on the following regulatory lists

Great Britain GB Biocidal Active Substances
Great Britain GB mandatory classification and labelling list (GB MCL)
International WHO List of Proposed Occupational Exposure Limit (OEL) Values for Manufactured Nanomaterials (MNMS)
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zinc sulfate monohydrate is found on the following regulatory lists

Great Britain GB mandatory classification and labelling list (GB MCL)

Celite is found on the following regulatory lists

International WHO List of Proposed Occupational Exposure Limit (OEL) Values for Manufactured Nanomaterials (MNMS)
UK Workplace Exposure Limits (WELs).

peppermint oil is found on the following regulatory lists

Great Britain GB Biocidal Active Substances

Additional Regulatory Information
Not Applicable

This safety data sheet is in compliance with the following EU legislation and its adaptations - as far as applicable - : Directives 98/24/EC, - 92/85/EEC, - 94/33/EC,
- 2008/98/EC, - 2010/75/EU; Commission Regulation (EU) 2020/878; Regulation (EC) No 1272/2008 as updated through ATPs.

Information according to 2012/18/EU (Seveso III):
Seveso Category E1

15.2. Chemical safety assessment
No Chemical Safety Assessment has been carried out for this substance/mixture by the supplier.

National Inventory Status
National Inventory Status

Australia - AIIC / Australia
Non-Industrial Use Yes

Canada -  DSL Yes

Canada - NDSL No (zinc sulfate monohydrate; Celite; peppermint oil)

China - IECSC Yes

Europe - EINEC / ELINCS /
NLP Yes

Japan - ENCS No (Celite; peppermint oil)

Korea - KECI Yes

New Zealand - NZIoC Yes

Philippines - PICCS Yes

USA - TSCA All chemical substances in this product have been designated as TSCA Inventory ‘Active'

Taiwan - TCSI Yes

Mexico - INSQ Yes

Vietnam - NCI Yes

Russia - FBEPH Yes

Legend:
Yes = All CAS declared ingredients are on the inventory
No = One or more of the CAS listed ingredients are not on the inventory. These ingredients may be exempt or will require
registration.

SECTION 16 Other information

Revision Date 25/02/2025

Initial Date 18/01/2022

Full text Risk and Hazard codes
H302 Harmful if swallowed.

H315 Causes skin irritation.

H373 May cause damage to organs through prolonged or repeated exposure.

H400 Very toxic to aquatic life.

H412 Harmful to aquatic life with long lasting effects.

SDS Version Summary

Version
Date of
Update Sections Updated

1.2 03/02/2025 Toxicological information - Acute Health (inhaled), Toxicological information - Acute Health (skin), Toxicological
information - Acute Health (swallowed), Toxicological information - Chronic Health, Hazards identification -
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Version
Date of
Update Sections Updated

Classification, Disposal considerations - Disposal, Exposure controls / personal protection - Engineering Control,
Firefighting measures - Fire Fighter (extinguishing media), Firefighting measures - Fire Fighter (fire/explosion
hazard), Firefighting measures - Fire Fighter (fire fighting), First Aid measures - First Aid (inhaled), First Aid
measures - First Aid (skin), First Aid measures - First Aid (swallowed), Composition / information on ingredients -
Ingredients, Exposure controls / personal protection - Personal Protection (hands/feet), Accidental release
measures - Spills (major), Handling and storage - Storage (suitable container)

Other information
The SDS is a Hazard Communication tool and should be used to assist in the Risk Assessment. Many factors determine whether the reported Hazards are Risks
in the workplace or other settings. Risks may be determined by reference to Exposures Scenarios. Scale of use, frequency of use and current or available
engineering controls must be considered.

For detailed advice on Personal Protective Equipment, refer to the following EU CEN Standards:
EN 166 Personal eye-protection
EN 340 Protective clothing
EN 374 Protective gloves against chemicals and micro-organisms
EN 13832 Footwear protecting against chemicals
EN 133 Respiratory protective devices

Definitions and abbreviations
PC－TWA: Permissible Concentration-Time Weighted Average
PC－STEL: Permissible Concentration-Short Term Exposure Limit
IARC: International Agency for Research on Cancer
ACGIH: American Conference of Governmental Industrial Hygienists
STEL: Short Term Exposure Limit
TEEL: Temporary Emergency Exposure Limit。
IDLH: Immediately Dangerous to Life or Health Concentrations
ES: Exposure Standard
OSF: Odour Safety Factor
NOAEL: No Observed Adverse Effect Level
LOAEL: Lowest Observed Adverse Effect Level
TLV: Threshold Limit Value
LOD: Limit Of Detection
OTV: Odour Threshold Value
BCF: BioConcentration Factors
BEI: Biological Exposure Index
DNEL: Derived No-Effect Level
PNEC: Predicted no-effect concentration
MARPOL: International Convention for the Prevention of Pollution from Ships
IMSBC: International Maritime Solid Bulk Cargoes Code
IGC: International Gas Carrier Code
IBC: International Bulk Chemical Code

 
AIIC: Australian Inventory of Industrial Chemicals
DSL: Domestic Substances List
NDSL: Non-Domestic Substances List
IECSC: Inventory of Existing Chemical Substance in China
EINECS: European INventory of Existing Commercial chemical Substances
ELINCS: European List of Notified Chemical Substances
NLP: No-Longer Polymers
ENCS: Existing and New Chemical Substances Inventory
KECI: Korea Existing Chemicals Inventory
NZIoC: New Zealand Inventory of Chemicals
PICCS: Philippine Inventory of Chemicals and Chemical Substances
TSCA: Toxic Substances Control Act
TCSI: Taiwan Chemical Substance Inventory
INSQ: Inventario Nacional de Sustancias Químicas
NCI: National Chemical Inventory
FBEPH: Russian Register of Potentially Hazardous Chemical and Biological Substances

Classification and procedure used to derive the classification for mixtures according to Regulation (EC) 1272/2008 [CLP]
Classification according to
regulation (EC) No
1272/2008 [CLP] and
amendments

Classification Procedure

Serious Eye Damage/Eye
Irritation Category 1, H318

Calculation method

Hazardous to the Aquatic
Environment Acute Hazard
Category 1, H400

Calculation method
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Classification according to
regulation (EC) No
1272/2008 [CLP] and
amendments

Classification Procedure

Hazardous to the Aquatic
Environment Long-Term
Hazard Category 1, H410

Calculation method
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