PROFESSIONAL MEDICAL PRODUCTS

ANTIBACTERIAL GEL %75
Safety Data Sheet

according to Regulation (EC) No. 1907/2006 (REACH) with its amendment Regulation (EU) 2015/830
Issue date: 8/1/2019 Revision date: 3/19/2021 Version: 1.1

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

1.1. Product identifier

Product form
Trade name

: Mixture
. ANTIBACTERIAL GEL %75

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

1.2.1. Relevant identified uses

Intended for general public

1.2.2. Uses advised against

No additional information available
1.3. Details of the supplier of the safety data sheet

Supplier

Gima S.p.A.

Via Marconi, 1 - 20060 Gessate (MI) Italy
gima@gimaitaly.com - export@gimaitaly.com
www.gimaitaly.com

1.4. Emergency telephone number

Country Organisation/Company Address Emergency number |Comment
France Centre Antipoison et de 4, rue Larrey +33241482121
Toxicovigilance de Angers 49033 Angers Cedex 9
C.HU
Germany Giftnotruf der Charité - Hindenburgdamm 30 +49 (0) 30 19240
Universitatsmedizin Berlin 12203 Berlin
CBF, Haus VIII (Wirtschaftgebaude),
UG
Italy Centro Antiveleni di Bergamo Piazza OMS - Organizzazione | 800 88 33 00
(Azienda Ospedaliera Papa Giovanni | Mondiale della Sanita, 1
XXI1) 24127 Bergamo
United Kingdom National Poisons Information Service | Grosvenor Road 0344 892 0111
(Belfast Centre) BT12 6BA Belfast
Royal Victoria Hospital

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture

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

Flammable liquids, Category 3 H226
Full text of H statements : see section 16

Adverse physicochemical, human health and environmental effects
Flammable liquid and vapour.
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ANTIBACTERIAL GEL %75
Safety Data Sheet

according to Regulation (EC) No. 1907/2006 (REACH) with its amendment Regulation (EU) 2015/830

2.2. Label elements

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

Hazard pictograms (CLP)

Signal word (CLP)
Hazard statements (CLP)
Precautionary statements (CLP)

GHSO02

: Warning

H226 - Flammable liquid and vapour.
P102 - Keep out of reach of children.

P210 - Keep away from heat, hot surfaces, sparks, open flames and other ignition sources.
No smoking.

P403+P233 - Store in a well-ventilated place. Keep container tightly closed.

P370+P378 - In case of fire: Use foam, sand, dry sand, dry extinguishing powder,
extinguishing powder to extinguish.

P501 - Dispose of contents and container to hazardous or special waste collection point, in
accordance with local, regional, national and/or international regulation.

2.3. Other hazards

No additional information available

SECTION 3: Composition/information on ingredients

3.1. Substances

Not applicable

3.2. Mixtures

Name Product identifier % Classification according to
Regulation (EC) No.

1272/2008 [CLP]

ethanol; ethyl alcohol (CAS-No.) 64-17-5 75 Flam. Lig. 2, H225
(EC-No.) 200-578-6
(EC Index-No.) 603-002-00-5

Triethanolamine (CAS-No.) 102-71-6 0.15-1 Not classified
(EC-No.) 203-049-8

Carbomer (CAS-No.) 9003-01-4 0.15-1 Not classified
(EC-No.) 618-347-7

Glycerin (CAS-No.) 56-81-5 05-2 Not classified
(EC-No.) 200-289-5

Essence - 0.1-0.3 -

Full text of H-statements: see section 16

SECTION 4: First aid measures

4.1. Description of first aid measures

First-aid measures after inhalation
First-aid measures after skin contact
First-aid measures after eye contact
First-aid measures after ingestion

. Get medical advice/attention if you feel unwell.

: When used in accordance with the instructions, no adverse effects are seen.
Rinse eyes with water as a precaution.

. Call a poison center or a doctor if you feel unwell.

4.2. Most important symptoms and effects, both acute and delayed

No additional information available

3/19/2021 (Revision date) EN (English) 2/11



ANTIBACTERIAL GEL %75
Safety Data Sheet

according to Regulation (EC) No. 1907/2006 (REACH) with its amendment Regulation (EU) 2015/830

PROFESSIONAL MEDICAL PRODUCTS

4.3. Indication of any immediate medical attention and special treatment needed

Treat symptomatically.

SECTION 5: Firefighting measures

5.1. Extinguishing media

Suitable extinguishing media : Water spray. Dry powder. Foam. Carbon dioxide.

5.2. Special hazards arising from the substance or mixture

Fire hazard : Flammable liquid and vapour.
Hazardous decomposition products in case of fire : Toxic fumes may be released.

5.3. Advice for firefighters

Protection during firefighting : Do not attempt to take action without suitable protective equipment. Self-contained
breathing apparatus. Complete protective clothing.

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures

6.1.1. For non-emergency personnel

Emergency procedures . Ventilate spillage area. No open flames, no sparks, and no smoking.

6.1.2. For emergency responders

Protective equipment . Do not attempt to take action without suitable protective equipment. For further information
refer to section 8: "Exposure controls/personal protection".

6.2. Environmental precautions

Avoid release to the environment.

6.3. Methods and material for containment and cleaning up

Methods for cleaning up : Take up liquid spill into absorbent material. Notify authorities if product enters sewers or
public waters.
Other information : Dispose of materials or solid residues at an authorized site.

6.4. Reference to other sections

For further information refer to section 13.

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Precautions for safe handling : Ensure good ventilation of the work station. Keep away from heat, hot surfaces, sparks,
open flames and other ignition sources. No smoking. Use only non-sparking tools.

Hygiene measures : Do not eat, drink or smoke when using this product. Always wash hands after handling the
product.

7.2. Conditions for safe storage, including any incompatibilities

Technical measures : Ground/bond container and receiving equipment.
Storage conditions : Store in a well-ventilated place. Keep cool. Keep container tightly closed.

7.3. Specific end use(s)

No additional information available
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SECTION 8: Exposure controls/personal protection

8.1. Control parameters

8.1.1 National occupational exposure and biological limit values

ethanol; ethyl alcohol (64-17-5)

United Kingdom - Occupational Exposure Limits

WEL TWA (OEL TWA) [1] 1920 mg/m?
WEL TWA (OEL TWA) [2] 1000 ppm
Regulatory reference EH40/2005 (Third edition, 2018) HSE

8.1.2. Recommended monitoring procedures

No additional information available

8.1.3. Air contaminants formed
No additional information available
8.1.4. DNEL and PNEC

No additional information available
8.1.5. Control banding

No additional information available
8.2. Exposure controls

8.2.1. Appropriate engineering controls

Appropriate engineering controls:
No special respiratory protection equipment is recommended under normal conditions of use with adequate ventilation.

8.2.2. Personal protection equipment

Personal protective equipment symbol(s):

8.2.2.1. Eye and face protection

Eye protection:

Safety glasses

8.2.2.2. Skin protection

Skin and body protection:

It has no negative effects when used in accordance with the instructions.

Hand protection:

When used in accordance with the instructions, no adverse effects are seen.

Other skin protection
Materials for protective clothing:

No special clothing/skin protection equipment is recommended under normal conditions of use

8.2.2.3. Respiratory protection
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Respiratory protection:

No respiratory protection needed under normal use conditions

8.2.2.4. Thermal hazards
No additional information available

8.2.3. Environmental exposure controls

Environmental exposure controls:
Avoid release to the environment.

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state

Appearance

Colour

Odour

Odour threshold

pH

Relative evaporation rate (butylacetate=1)
Melting point

Freezing point

Boiling point

Flash point

Auto-ignition temperature
Decomposition temperature
Flammability (solid, gas)
Vapour pressure

Relative vapour density at 20 °C
Relative density

Density

Solubility

Partition coefficient n-octanol/water (Log Pow)
Viscosity, kinematic

Viscosity, dynamic

Explosive properties

Oxidising properties

Explosive limits

9.2. Other information

No additional information available

SECTION 10: Stability and reactivity

10.1. Reactivity

Flammable liquid and vapour.

10.2. Chemical stability

Stable under normal conditions.

10.3. Possibility of hazardous reactions

Liquid

. Gel.
: COLORLESS.
. SPECIAL.

No data available

1 6-8

No data available
Not applicable

No data available
No data available
No data available
No data available
No data available
Not applicable

No data available
No data available
No data available

: 0.85-0.95 g/lcm?®

No data available
No data available
No data available
10000 - 20000 cP
No data available
No data available
No data available

No dangerous reactions known under normal conditions of use.

10.4. Conditions to avoid

Avoid contact with hot surfaces. Heat. No flames, no sparks. Eliminate all sources of ignition.
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10.5. Incompatible materials

No additional information available

10.6. Hazardous decomposition products

Under normal conditions of storage and use, hazardous decomposition products should not be produced.

SECTION 11: Toxicological information

11.1 Information on toxicological effects

Acute toxicity (oral)
Acute toxicity (dermal)
Acute toxicity (inhalation)

. Not classified
. Not classified
. Not classified

ethanol; ethyl alcohol (64-17-5)

LD50 oral rat

15010 mg/kg bodyweight Animal: rat, Animal sex: female, Guideline: OECD Guideline 401
(Acute Oral Toxicity), 95% CL: 14450 - 15560

LD50 oral

8300 mg/kg bodyweight Animal: mouse

LD50 dermal rabbit

> 20000 ml/kg

LC50 Inhalation - Rat

124.7 mg/l 4 HOURS AIR

TRIETHANOLAMINE (102-71-6)

LD50 oral rat

6400 mg/kg bodyweight Animal: rat, Guideline: OECD Guideline 401 (Acute Oral Toxicity)

LD50 dermal rabbit

> 2000 mg/kg bodyweight Animal: rabbit, Guideline: OECD Guideline 402 (Acute Dermal
Toxicity)

GLYCERIN (56-81-5)

LD50 oral rat

27 mg/kg bodyweight Animal: rat, Animal sex: female

LD50 dermal rabbit

18700 mg/kg

Skin corrosion/irritation
Serious eye damage/irritation
Respiratory or skin sensitisation

Germ cell mutagenicity
Carcinogenicity

. Not classified

pH: 6 -8

. Not classified

pH: 6 -8

. Not classified
. Not classified
. Not classified

TRIETHANOLAMINE (102-71-6)

NOAEL (chronic, oral, animal/male, 2 years)

63 mg/kg bodyweight Animal: rat, Animal sex: male, Guideline: OECD Guideline 451
(Carcinogenicity Studies), Remarks on results: other:

Reproductive toxicity
STOT-single exposure

STOT-repeated exposure

. Not classified

. Not classified

. Not classified

ethanol; ethyl alcohol (64-17-5)

NOAEL (subchronic, oral, animal/male, 90 days)

< 9700 mg/kg bodyweight Animal: mouse, Animal sex: male, Guideline: EPA OPPTS
870.3100 (90-Day Oral Toxicity in Rodents)
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NOAEL (subchronic, oral, animal/female, 90 days) > 9400 mg/kg bodyweight Animal: mouse, Animal sex: female, Guideline: EPA OPPTS
870.3100 (90-Day Oral Toxicity in Rodents)

TRIETHANOLAMINE (102-71-6)

NOAEL (oral, rat, 90 days) 1000 mg/kg bodyweight Animal: rat, Guideline: OECD Guideline 408 (Repeated Dose 90-
Day Oral Toxicity in Rodents)

Aspiration hazard . Not classified

SECTION 12: Ecological information

12.1. Toxicity

Ecology - general : The product is not considered harmful to aquatic organisms nor to cause long-term adverse
effects in the environment.

Hazardous to the aquatic environment, short-term  : Not classified

(acute)

Hazardous to the aquatic environment, long-term : Not classified

(chronic)

Not rapidly degradable

ethanol; ethyl alcohol (64-17-5)

LC50 - Fish [1] 14.2 g/l Test organisms (species): Pimephales promelas
NOEC (chronic) 9.6 mg/l Test organisms (species): Daphnia magna Duration: '9 d'
NOEC chronic fish 9.6 mg/l

TRIETHANOLAMINE (102-71-6)

LC50 - Fish [1] 11800 mg/l Test organisms (species): Pimephales promelas
EC50 - Crustacea [1] 609.88 mg/l Test organisms (species): Ceriodaphnia dubia
EC50 72h - Algae [1] 512 mg/l Test organisms (species): Desmodesmus subspicatus (previous name:

Scenedesmus subspicatus)

EC50 72h - Algae [2] 216 mg/l Test organisms (species): Desmodesmus subspicatus (previous name:
Scenedesmus subspicatus)

CARBOMER (9003-01-4)

LC50 - Fish [1] 580 mg/l Bluegill Sunfish

EC50 - Crustacea [1] 174 mg/l Daphnia magna

GLYCERIN (56-81-5)

LC50 - Fish [1] 54000 mg/l Test organisms (species): Oncorhynchus mykiss (previous name: Salmo
gairdneri)
EC50 - Crustacea [1] 44.1 mg/l Daphnia Magna

12.2. Persistence and degradability

GLYCERIN (56-81-5)

Persistence and degradability Biodegradable.
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12.3. Bioaccumulative potential

GLYCERIN (56-81-5)

Bioaccumulative potential ‘ There is no bioaccumulation.

12.4. Mobility in soil

GLYCERIN (56-81-5)

Ecology - soil ‘ Soluble in water. Contains ground water contaminating component(s).

12.5. Results of PBT and vPvB assessment
No additional information available
12.6. Other adverse effects

No additional information available

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Waste treatment methods . Dispose of contents/container in accordance with licensed collector’s sorting instructions.
Additional information . Flammable vapours may accumulate in the container.

SECTION 14: Transport information

In accordance with ADR / IMDG / IATA/ ADN / RID

ADR IMDG IATA ADN RID

14.1. UN number

UN 1993 UN 1993 UN 1993 UN 1993 UN 1993

14.2. UN proper shipping name

FLAMMABLE LIQUID, FLAMMABLE LIQUID, Flammable liquid, n.o.s. FLAMMABLE LIQUID, FLAMMABLE LIQUID,
N.O.S.(Ethyl Alcohol) N.O.S. (Ethyl Alcohol) (Ethyl Alcohol) N.O.S. (Ethyl Alcohol) N.O.S. (Ethyl Alcohol)

Transport document description

UN 1993 FLAMMABLE UN 1993 FLAMMABLE UN 1993 Flammable liquid, UN 1993 FLAMMABLE UN 1993 FLAMMABLE
LIQUID, N.O.S., 3, llI, (D/E) LIQUID, N.O.S,, 3, 1lI n.o.s., 3,1l LIQUID, N.O.S,, 3, Il LIQUID, N.O.S,, 3, 1l

14.3. Transport hazard class(es)

3 3 3 3 3

14.4. Packing group

14.5. Environmental hazards

Dangerous for the Dangerous for the Dangerous for the Dangerous for the Dangerous for the
environment : No environment : No environment : No environment : No environment : No
Marine pollutant : No

No supplementary information available
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14.6. Special precautions for user

Overland transport

Classification code (ADR)

Special provisions (ADR)

Limited quantities (ADR)

Excepted quantities (ADR)

Packing instructions (ADR)

Mixed packing provisions (ADR)

Portable tank and bulk container instructions (ADR)
Portable tank and bulk container special provisions
(ADR)

Tank code (ADR)

Vehicle for tank carriage

Transport category (ADR)

Special provisions for carriage - Packages (ADR)
Special provisions for carriage - Operation (ADR)
Hazard identification number (Kemler No.)

Orange plates

Tunnel restriction code (ADR)
EAC code

Transport by sea

Special provisions (IMDG)
Limited quantities (IMDG)
Excepted quantities (IMDG)
Packing instructions (IMDG)
IBC packing instructions (IMDG)
Tank instructions (IMDG)

Tank special provisions (IMDG)
EmS-No. (Fire)

EmS-No. (Spillage)

Stowage category (IMDG)

Air transport

PCA Excepted quantities (IATA)
PCA Limited quantities (IATA)
PCA limited quantity max net quantity (IATA)
PCA packing instructions (IATA)
PCA max net quantity (IATA)
CAO packing instructions (IATA)
CAO max net quantity (IATA)
Special provisions (IATA)

ERG code (IATA)

Inland waterway transport
Classification code (ADN)
Special provisions (ADN)
Limited quantities (ADN)
Excepted quantities (ADN)
Carriage permitted (ADN)
Equipment required (ADN)
Ventilation (ADN)

Number of blue cones/lights (ADN)
Rail transport

Classification code (RID)
Special provisions (RID)
Excepted quantities (RID)
Packing instructions (RID)
Mixed packing provisions (RID)
Portable tank and bulk container instructions (RID)

. T4
. TP1, TP29

F1

. 274,601
: 5l

El
P0O01, IBCO3, LPO1, ROO1
MP19

LGBF
FL

. 3
© V12
. S2
. 30

30
1993

D/E

. *3YE

1 223, 274, 955
5L

E1l
LPO1, POO1
IBCO3

T4
: TP1, TP29

F-E

. S-E
A

E1l

1 Y344

1oL

: 355
. 60L
: 366
. 220L
. A3
. 3L

F1

. 274,601
5L

E1l

PP, EX, A

: VEO1

F1

1 274,601

E1l
P001, IBCO3, LPO1, ROO1
MP19

. T4
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Portable tank and bulk container special provisions : TP1, TP29
(RID)

Tank codes for RID tanks (RID) : LGBF
Transport category (RID) : 3

Special provisions for carriage — Packages (RID) T W12

Colis express (express parcels) (RID) : CE4
Hazard identification number (RID) : 30

14.7. Transport in bulk according to Annex Il of Marpol and the IBC Code

Not applicable

SECTION 15: Regulatory information

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

15.1.1. EU-Regulations

Contains no REACH substances with Annex XVII restrictions

Contains no substance on the REACH candidate list

Contains no REACH Annex XIV substances

Contains no substance subject to Regulation (EU) No 649/2012 of the European Parliament and of the Council of 4 July 2012 concerning the export
and import of hazardous chemicals.

Contains no substance subject to Regulation (EU) No 2019/1021 of the European Parliament and of the Council of 20 June 2019 on persistent
organic pollutants

15.1.2. National regulations

France

Occupational diseases

Code Description

RG 49 Skin disorders caused by aliphatic, alicyclic amines or ethanolamines

RG 49 BIS Respiratory disorders caused by aliphatic amines, ethanolamines or isophoronediamine

RG 84 Conditions caused by liquid organic solvents for professional use: saturated or unsaturated aliphatic or cyclic liquid
hydrocarbons and mixtures thereof; liquid halogenated hydrocarbons; nitrated derivatives of aliphatic hydrocarbons;
alcohols; glycols, glycol ethers; ketones; aldehydes; aliphatic and cyclic ethers, including tetrahydrofuran; esters;
dimethylformamide and dimethylacetamine; acetonitrile and propionitrile; pyridine; dimethylsulfone and dimethylsulfoxide

Germany

Water hazard class (WGK)
Hazardous Incident Ordinance (12. BImSchV)

Netherlands

SZW:-lijst van kankerverwekkende stoffen
SZW:-lijst van mutagene stoffen
NIET-limitatieve lijst van voor de voortplanting
giftige stoffen — Borstvoeding

NIET-limitatieve lijst van voor de voortplanting
giftige stoffen — Vruchtbaarheid
NIET-limitatieve lijst van voor de voortplanting
giftige stoffen — Ontwikkeling

15.2. Chemical safety assessment

No chemical safety assessment has been carried out

: WGK 1, Slightly hazardous to water (Classification according to AwSV, Annex 1)

Is not subject of the Hazardous Incident Ordinance (12. BImSchV)

:ethanol; ethyl alcohol is listed

None of the components are listed

: ethanol; ethyl alcohol is listed
:ethanol; ethyl alcohol is listed

: ethanol; ethyl alcohol is listed

SECTION 16: Other information

Indication of changes:

Section Changed item Change Comments
3.2 Additional information Added the content section has been made visible.
3/19/2021 (Revision date) EN (English) 10/11



PROFESSIONAL MEDICAL PRODUCTS

ANTIBACTERIAL GEL %75
Safety Data Sheet

according to Regulation (EC) No. 1907/2006 (REACH) with its amendment Regulation (EU) 2015/830

Full text of H- and EUH-statements:

Flam. Lig. 2 Flammable liquids, Category 2
H225 Highly flammable liquid and vapour.
H226 Flammable liquid and vapour.

Safety Data Sheet (SDS), EU

DISCLAIMER OF LIABILITY The information in this SDS was obtained from sources which we believe are reliable. However, the information is

provided without any warranty, express or implied, regarding its correctness. The conditions or methods of handling, storage, use or disposal of the

product are beyond our control and may be beyond our knowledge. For this and other reasons, we do not assume responsibility and expressly

disclaim liability for loss, damage or expense arising out of or in any way connected with the handling, storage, use or disposal of the product. This
SDS was prepared and is to be used only for this product. If the product is used as a component in another product, this SDS information may not

be applicable
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