EN

ANNEX

SUMMARY OF PRODUCT CHARACTERISTICS
FOR A BIOCIDAL PRODUCT FAMILY

Saniswiss H202
Product type(s)

PT02: Disinfectants and algaecides not intended for direct application to humans or animals

Authorisation number EU-0030024-0000

R4BP asset number EU-0030024-0000



Part I.
FIRST INFORMATION LEVEL




1. ADMINISTRATIVE INFORMATION

1.1. Family name

Name Saniswiss H202

1.2. Product type(s)

Product type(s) PT02: Disinfectants and algaecides not intended for dir
ect application to humans or animals

1.3. Authorisation holder

Name Saniswiss SA
Name and address of the authorisation holder | Address Route de Frontenex 41A 1207 Geneva
Switzerland
Authorisation number EU-0030024-0000
R4BP asset number EU-0030024-0000
Date of the authorisation 10/07/2024
Expiry date of the authorisation 30/09/2033

1.4. Manufacturer(s) of the product

Name of manufacturer Saniswiss SA

Address of manufacturer Chemin des Tulipiers 19 1208 Geneva Switzerland
Location of manufacturing sites

1.5. Manufacturer(s) of the active substance(s)

Active substance Hydrogen peroxide

Name of manufacturer Evonik Resource Efficiency GmbH

Address of manufacturer Rellinghauser Stral3e 1—11 45128 Essen Germany

Location of manufacturing sites Evonik Resource Efficiency GmbH site 1 Evonik
Industries AG / BL Active Oxygens, Untere
Kanalstrasse 3 79618 Rheinfelden Germany




2. PRODUCT FAMILY COMPOSITION AND FORMULATION

2.1. Qualitative and quantitative infor mation on the composition of the family
Common name |[IUPAC name Function CAS number EC number Content (%)
Hydrogen perox active substance |7722-84-1 231-765-0 6 - 12 % (wiw)
ide
Silver Non-Active 7440-22-4 231-131-3 0,0017 - 0,0017
substance % (w/w)
2.2. Type(s) of formulation

Formulation type(s)

AL Any other liquid




Part Il.
SECOND INFORMATION LEVEL - META SPC(S)




1. META SPC 1 ADMINISTRATIVE INFORMATION

1.1. MetaSPC 1identifier

‘Identifier ‘MetaSPC: Saniswiss H202 6% \

1.2. Suffix tothe authorisation number

‘ Number ‘ 1-1 ‘

1.3. Product type(s)

Product type(s) PT02: Disinfectants and algaecides not intended for dir
ect application to humans or animals




2. META SPC 1COMPOSITION

2.1. Qualitative and quantitative infor mation on the composition of the meta SPC 1

Common name |[IUPAC name Function CAS number EC number Content (%)

Hydrogen perox active substance |7722-84-1 231-765-0 6 - 6 % (W/w)

ide

Silver Non-Active 7440-22-4 231-131-3 0,0017 - 0,0017
substance % (w/w)

2.2. Type(s) of formulation of the meta SPC 1

Formulation type(s)

AL Any other liquid




3. HAZARD AND PRECAUTIONARY STATEMENTSOF THE META SPC 1

Hazard statements

H319: Causes serious eye irritation.

H412: Harmful to aquatic life with long lasting effects.

Precautionary statements

P264: Wash hands thoroughly after handling.
P273: Avoid release to the environment.
P280: Wear eye protection.

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

P337+P313: If eyeirritation persists: Get medical adv
ice.

P501: Dispose of contents to hazardous or special was
te collection point in accordance with national regulat
ions.

P501: Dispose of container to hazardous or special wa
ste collection point in accordance with national regula
tions.




4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription

Tablel. Use#1.1: Hard surface disinfection by 6% Fogging Hydrogen Peroxide (FHP)

Product type

PT02: Disinfectants and algaecides not intended for direct
application to humans or animals

Where relevant, an exact description of the
authorised use

Target organism(s) (including development
stage)

Scientific name: -
Common name: Bacteria
Development stage: -

Scientific name: -
Common name: Y easts
Development stage: -

Scientific name; -
Common name: Tuberculosis bacilli
Development stage: -

Scientific name: -
Common name: Viruses
Development stage: -

Scientific name: -
Common name: fungi
Development stage: -

Field(s) of use

indoor use

Room disinfection with fogging hydrogen peroxide (FHP) for
rooms with volumes between 4-150 m3. It involves disinfection of
hard non-porous surfaces of equipment and material (excluding
medical devices) present in the treated room: - Hospitals

& clinics, - laboratories of research and analysis (including

P3 laboratories and white rooms), - healthcare transport, -
pharmaceutical industry, - industrial laundries, - dental surgery
and implantology centres, - hotels, - schools, - day nurseries.

Application method(s)

Method: Fogging

Detailed description: The product is a ready-to-use product that
isplaced in adevice. That device automatically fogs the biocidal
product, in the closed space/room to be disinfected, without any
user or bystander present.

Application rate(s) and frequency

Application rate: Application Rate: - Bactericidal, yeasticidal,
fungicidal, tuberculocidal and virucidal activity: 5 ml product/m?3
and 2 hours contact time. Treat a second time at 5 ml product/m?
and 2 hours contact time. The second treatment takes place right
after the first. The two treatments can be programmed in order to
be carried out sequentially. Droplet size: 1-15uM

Dilution (%): -

Number and timing of application:




Disinfect rooms and equipment as frequently as required by the
hygiene protocol in place.

Category(ies) of users professional
Pack sizes and packaging material 1) High density polyethylene HDPE, white (non-transparent)

bottle of 1 litre with a degassing screw cap.

2) HDPE, grey (non-transparent) single-use bottle of 2 litres.
3) HDPE, white (non-transparent) can of 5 litres (refill
packaging).

4) HDPE, white (non-transparent) can of 20 litres.

4.1.1. Use-gpecificinstructions

Surfaces must be cleaned before disinfection. The product is ready-to-use and should be used without dilution.
The product is designed for equipment such as Nocospray/Bio-saniti zer/Sanof og/Nocomax/Nocomax Easy/
Glosair. Read the instructions for use before use. Use according to the following protocols:

- Bactericidal, yeasticidal, fungicidal, tuberculocidal and virucidal activity: 5 ml product/m?3 and 2 hours
contact time. Treat a second time at 5 ml product/m3 and 2 hours contact time.

The second treatment takes place right after the first. The two treatments can be programmed in order to be
carried out sequentially.

Droplet size: 1-15uM

Relative Humidity: 25 % - 75 %

Temperature: room temperature

Respect the advised contact time. The contact time starts when the required amount of product is present in the
room.

The user shall always carry out amicrobiological validation of the disinfection in the rooms to be disinfected (or
in asuitable “standard room”, if applicable) with the devicesto be used after which a protocol for disinfection of
these rooms can be made and used thereafter.

4.1.2. Use-gpecific risk mitigation measures

Please refer to general directions for use of this Meta SPC.

4.1.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment

First aid

IF SWALLOWED: Immediately rinse mouth. Give something to drink, if exposed person is able to swallow.
Do NOT induce vomiting. Call a POISON CENTRE or a doctor.

IF ON SKIN: Wash skin with water. If symptoms occur call a POISON CENTRE or adoctor.

IFIN EYES: Rinse with water. Remove contact lenses, if present and easy to do. Continue rinsing for 5
minutes. Call a POISON CENTRE or adoctor.

IF INHALED: If symptoms occur call a POISON CENTRE or adoctor.

Likely direct or indirect effects
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- causes serious eye irritation

4.1.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Please refer to general directions for use of this Meta SPC.

4.15. Where specifictothe use, the conditions of storage and shelf-life of the product

under normal conditions of storage
Please refer to general directions for use of this Meta SPC.
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5. GENERAL DIRECTIONSFOR USE OF THE META SPC 1

5.1. Instructionsfor use

5.2. Risk mitigation measures

During the diffusion, keep the room closed and do not enter. Treatment must be conducted with no human or
animals present.

All gaps present in the room (for example, window frames) from where fog may leak must be sealed before the
diffusion.

Ensure that accessto the fog-treated area is denied during the whole procedure with awarning sign.

No access to the treated area should be permitted until the concentration of hydrogen peroxide is<0,9 ppm
(1,25 mg/m3) or alower relevant national reference value.

The professional user may enter the room only in emergency situations when the hydrogen peroxide level

has dropped below 36ppm (50 mg/m3) and must wear the following Personal Protective Equipment (PPE):
Respiratory Protective Equipment (RPE) classified under EN 14387 or equivalent with an Assigned Protection
Factor (APF) 40 (Type of RPE to be specified by the authorisation holder within the product information) and
suitable protective equipment (gloves classified under European Standard EN 374 or equivalent, eye protection
consistent with European Standard EN 1SO 16321 or equivalent, coverall). Gloves and coverall material to be
specified by the authorisation holder within the product information. See section 6 for the full titles of the EN
standards.

A measuring device should be used to ensure that the concentration of hydrogen peroxide has decreased below
0,9 ppm or alower relevant national reference value. Unprotected persons/animals may re-enter the treated
room only after the hydrogen peroxide concentration in air decreases lower than 1,25 mg/m3 (0,9 ppm) or a
lower relevant national reference value.

Individual protective equipment:

Wear chemical resistant goggles consistent with European Standard EN 1SO 16321 or equivalent as eye
protection during mixing and loading of the product to the packaging that is directly used in the fogging device
(such as Nocospray, Bio-sanitizer, Sanofog, Nocomax or Nocomax Easy).

5.3. Particularsof likely direct or indirect effects, first aid instructions and emer gency
measuresto protect the environment

5.4. Instructionsfor safe disposal of the product and its packaging

At the end of the treatment, dispose of unused product and the packaging in accordance with local regulations.
Used product can be flushed to the municipal sewer or disposed of to the manure deposit depending on local
regulations. Avoid release to an individual wastewater treatment plant.

5.5. Conditions of storage and shelf-life of the product under normal conditions of

storage
- Shelf life; 2 years.
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6. OTHER INFORMATION

Thefull titles of the EN standards mentioned in section 5.2 are listed below:
EN 374 — Protective gloves against dangerous chemicals and micro-organisms
EN ISO 16321 - Eye and face protection for occupational use

EN 14387 - Respiratory protective devices - Gas filter(s) and combined filter(s) - Requirements,
testing, marking
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7. THIRD INFORMATION LEVEL: INDIVIDUAL PRODUCTSIN THE META SPC 1

7.1. Tradename(s), authorisation number and specific composition of each individual
product
Trade name(s) Sanitizer Au |Market area: EU

tomate P

Authorisation number

EU-0030024-0001 1-1

Common name |[IUPAC name Function CAS number EC number Content (%)

Hydrogen perox active substance |7722-84-1 231-765-0 6 % (w/w)

ide

Silver Non-Active 7440-22-4 231-131-3 0,0017 % (w/w)
substance
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1. META SPC 2 ADMINISTRATIVE INFORMATION

1.1. MetaSPC 2identifier

‘Identifier

‘MetaSPC: Saniswiss H202 12% \

1.2. Suffix tothe authorisation number

‘ Number

= |

1.3. Product type(s)

Product type(s)

PT02: Disinfectants and algaecides not intended for dir
ect application to humans or animals

16



2. META SPC 2 COMPOSITION

2.1. Qualitative and quantitative infor mation on the composition of the meta SPC 2

Common name |[IUPAC name Function CAS number EC number Content (%)

Hydrogen perox active substance |7722-84-1 231-765-0 12 - 12 % (wiw)

ide

Silver Non-Active 7440-22-4 231-131-3 0,0017 - 0,0017
substance % (w/w)

2.2. Type(s) of formulation of the meta SPC 2

Formulation type(s)

AL Any other liquid
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3. HAZARD AND PRECAUTIONARY STATEMENTSOF THE META SPC 2

Hazard statements

H272: May intensify fire; oxidiser.
H318: Causes serious eye damage.

H412: Harmful to aquatic life with long lasting effects.

Precautionary statements

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

P220: Keep away from clothing or other combustible
materials.

P273: Avoid release to the environment.
P280: Wear eye protection.

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

P310: Immediately call a POISON CENTER.
P310: Immediately call adoctor.

P501: Dispose of contents to hazardous or special was
te collection point in accordance with national regulat
ions.

P501: Dispose of container to hazardous or special wa
ste collection point in accordance with national regula
tions.

18



4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription

Tablel. Use#2.1: Hard surface disinfection by 12% Fogging Hydrogen Peroxide

(FHP)

Product type

PT02: Disinfectants and algaecides not intended for direct
application to humans or animals

Where relevant, an exact description of the
authorised use

Target organism(s) (including development
stage)

Scientific name: -
Common name: Bacteria
Development stage: -

Scientific name; -
Common name: Y easts
Development stage: -

Scientific name: -
Common name: bacterial spores
Development stage: -

Scientific name: -
Common name: Tuberculosis bacilli
Development stage: -

Scientific name: -
Common name: Viruses
Development stage: -

Scientific name: -
Common name: fungi
Development stage: -

Field(s) of use

indoor use

Room disinfection with FHP for rooms with volumes between
4-150 m3. It involves disinfection of hard non-porous surfaces of
equipment and material (excluding medical devices) present in the
treated room: - Hospitals & clinics, - laboratories of research and
analysis (including P3 laboratories and white rooms), - healthcare
transport, - pharmaceutical industry, - industrial laundries, -

dental surgery and implantology centres, - hotels, - schools, - day
nurseries.

Application method(s)

Method: fogging

Detailed description: The product is a ready-to-use product that
isplaced in adevice. That device automatically fogs the biocidal
product, in the closed space/room to be disinfected, without any
user or bystander present.

Application rate(s) and frequency

Application rate: - Bactericidal, yeasticidal, fungicidal, sporicidal
and virucidal activity: 3 ml product/m?3 and 2 hours contact time.
Treat asecond time at 3 ml product/m?3 and 2 hours contact time.
- Tuberculocidal activity: 5 ml product/m?3 and 2 hours contact

time. Treat a second time at 3 ml product/m3 and 2 hours contact
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time. The second treatment takes place right after the first. The
two treatments can be programmed in order to be carried out
sequentialy. Droplet size: 1-15 ym

Dilution (%): -

Number and timing of application:
Disinfect rooms and equipment as frequently as required by the
hygiene protocol in place.

Category(ies) of users professional
Pack sizes and packaging material 1) HDPE, white (non-transparent) bottle of 1 litre with a

degassing screw cap.
2) HDPE, grey (non-transparent) single-use bottle of 2 litres.
3) HDPE, white (non-transparent) can of 5 litres (refill

packaging).
4) HDPE, white (non-transparent) can of 20 litres.

4.1.1. Usegpecificinstructions

Surfaces must be cleaned before disinfection. The product is ready-to-use and should be used without dilution.
The product is designed for equipment such as Nocospray/Bio-sanitizer/Sanof og/Nocomax/Nocomax Easy/
Glosair. Read the instructions for use before use. Use according to the following protocols:

- Bactericidal, yeasticidal, fungicidal, sporicidal and virucidal activity: 3 ml product/ms3 and 2 hours contact
time. Treat a second time at 3 ml product/m?3 and 2 hours contact time.

- Tuberculocidal activity: 5 ml product/m3 and 2 hours contact time. Treat a second time at 3 ml product/m3
and 2 hours contact time.

The second treatment takes place right after the first. The two treatments can be programmed in order to be
carried out sequentially.

Droplet size: 1-15 pm

Relative humidity: 25% - 75%

Temperature: room temperature

Respect the contact time. The contact time starts when the required amount of product is present in the room.

The user shall always carry out a microbiological validation of the disinfection in the rooms to be disinfected (or

in asuitable “standard room”, if applicable) with the devicesto be used after which a protocol for disinfection of
these rooms can be made and used thereafter.

4.1.2. Use-specific risk mitigation measures

Please refer to general directions for use of this Meta SPC.

4.1.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment
First aid
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IF SWALLOWED: Immediately rinse mouth. Give something to drink, if exposed person is able to swallow.
Do NOT induce vomiting. Call 112/ambulance for medical assistance.

IF ON SKIN: Immediately wash skin with plenty of water. Thereafter take off all contaminated clothing and
wash it before reuse. Continue to wash the skin with water for 15 minutes. Call a POISON CENTRE or a
doctor.

IF INHALED: IF symptoms occur call a POISON CENTRE or adoctor.

IFIN EYES: Immediately rinse with water for several minutes. Remove contact lenses, if present and easy to
do. Continuerinsing for at least 15 minutes. Call 112/ambulance for medical assistance.

Likely direct or indirect effects
- Causes serious eye irritation

4.1.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Please refer to general directions for use of this Meta SPC.

4.15. Where specifictothe use, the conditions of storage and shelf-life of the product

under normal conditions of storage
Please refer to general directions for use of this Meta SPC.
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5. GENERAL DIRECTIONSFOR USE OF THE META SPC 2

5.1. Instructionsfor use

5.2. Risk mitigation measures

During the diffusion, keep the room closed and do not enter. Treatment must be conducted with no human or
animals present.

All gaps present in the room (for example, window frames) from where fog may leak must be sealed before the
diffusion.

Ensure that accessto the fog-treated area is denied during the whole procedure with awarning sign.

No access to the treated area should be permitted until the concentration of hydrogen peroxide is<0,9 ppm
(1,25 mg/m3) or alower relevant national reference value.

The professional user may enter the room only in emergency situations when the hydrogen peroxide level

has dropped below 36 ppm (50 mg/m3) and must wear the following PPE: RPE classified under EN 14387

or equivalent with APF 40 (Type of RPE to be specified by the authorisation holder within the product
information) and suitable protective equipment (gloves classified under European Standard EN 374 or
equivalent, eye protection consistent with European Standard EN 1SO 16321 or equivalent, coveral). Gloves
and coverall material to be specified by the authorisation holder within the product information. See section 6
for the full titles of the EN standards.

A measuring device should be used to ensure that the concentration of hydrogen peroxide has decreased below
0,9 ppm or alower relevant national reference value. Unprotected persons/animals may re-enter the treated
room only after the hydrogen peroxide concentration in air decreases lower than 1,25 mg/m3 (0,9 ppm) or a
lower relevant national reference value.

Individual protective equipment:

Wear chemical resistant goggles consistent with European Standard EN 1SO 16321 or equivalent as eye
protection during mixing and loading of the product to the packaging that is directly used in the fogging device
(such as Nocospray, Bio-sanitizer, Sanofog, Nocomax or Nocomax Easy).

5.3. Particularsof likely direct or indirect effects, first aid instructions and emer gency
measuresto protect the environment

5.4. Instructionsfor safe disposal of the product and its packaging

At the end of the treatment, dispose of unused product and the packaging in accordance with local regulations.
Used product can be flushed to the municipal sewer or disposed of to the manure deposit depending on local
regulations. Avoid release to an individual wastewater treatment plant.

5.5. Conditions of storage and shelf-life of the product under normal conditions of

storage
- Shelf life: 2 years.
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6. OTHER INFORMATION

Thefull titles of the EN standards referenced in the “ Risk mitigation measures’ sections are:
EN 1SO 16321 - Eye and face protection for occupational users
EN 374 — Protective gloves against chemicals and micro-organisms

EN 14387 - Respiratory protective devices - Gas filter(s) and combined filter(s) - Requirements,
testing, marking
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7. THIRD INFORMATION LEVEL: INDIVIDUAL PRODUCTSIN THE META SPC 2

7.1. Tradename(s), authorisation number and specific composition of each individual
product
Trade name(s) Sanitizer Au |Market area: EU

tomate C

Authorisation number

EU-0030024-0002 1-2

Common name |[IUPAC name Function CAS number EC number Content (%)

Hydrogen perox active substance |7722-84-1 231-765-0 12 % (w/w)

ide

Silver Non-Active 7440-22-4 231-131-3 0,0017 % (w/w)
substance
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