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1 ASSESSMENT REPORT 

1.1 Summary of the product assessment  
1.1.1 Administrative information 

1.1.1.1 Identifier of the product family 

Identifier Country (if relevant) 

L+R Propanol PT1 Family EU 

1.1.1.2 Authorisation holder 

Name and address of the 
authorisation holder 

Name Lohmann & Rauscher International GmbH & 
Co. KG 

Address Westerwaldstrasse 4 
57579 Rengsdorf 
Germany 

Pre-submission phase 
started on 

30. October 2018 

Pre-submission phase 
concluded on 

03. December 2018 

Authorisation number  

Date of the authorisation  

Expiry date of the 
authorisation 

 

1.1.1.3 Manufacturer of the products of the family 

Name of manufacturer Lohmann & Rauscher International GmbH & Co. KG 

Address of manufacturer Westerwaldstrasse 4 
57579 Rengsdorf 
Germany 

Location of manufacturing 
sites 

A.F.P. Antiseptica Forschungs- und 
Produktionsgesellschaft mbH 
Otto-Brenner-Straße 16-18 
21337 Lüneburg 

1.1.1.4 Manufacturers of the active substances 

Active substance Propan-1-ol 
Name of manufacturer OQ Chemicals GmbH (formerly OXEA GmbH) 

Address of manufacturer Rheinpromenade 4a  
40789 Monheim am Rhein  
Germany 

Location of manufacturing 
sites 

OQ Chemicals Corporation (formerly Oxea 
Corporation) 
2001 FM 3057 
Bay City, TX 77414-2968, United States 

 Additional Sources 

Active substance Propan-1-ol 
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Name of manufacturer Sasol GmbH & Co. KG 

Address of manufacturer Secunda Chemical Operations 
Sasol Place, 50 Katherine Street  
Sandton 2090  
South Africa 

Location of manufacturing 
sites 

Secunda Chemical Operations 
PDP Kruger Street,  
Secunda 2302 
South Africa 

Active substance Propan-1-ol 

Name of manufacturer BASF SE 

Address of manufacturer Carl-Bosch-Straße 38 
67056 Ludwigshafen 
Germany 

Location of manufacturing 
sites 

BASF SE 
Carl-Bosch-Straße 38 
67056 Ludwigshafen 
Germany 

 

Active substance Propan-2-ol 

Name of manufacturer INEOS Solvent Germany GmbH 

Address of manufacturer Römerstrasse 733 
47443 Moers 
Germany 

Location of manufacturing 
sites 

INEOS Solvent Germany GmbH 
Römerstrasse 733 
47443 Moers 
Germany 
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1.1.2.4 Information on technical equivalence 

 
For Propan-1-ol ECHA confirmed the technical equivalence according to Article 54(4) of 
the European Biocidal Products Regulation (EU) 528/2012: 
 
Decision number:  
Product type (PT): PT1 (Human hygiene); PT2 (Disinfectants and algaecides not intended 
for direct application to humans or animals) and PT4 (Food and feed area). 
 
For Propan-2-ol the source “Isopropylalkohol” was assessed and approved as being 
technically equivalent to the reference source in respect to the initial risk assessment of 
the active substance (supporting document “technical equivalence_Propan-2-ol_01-01”): 
 
Decision number:  
Product type (PT): PT1 (Human hygiene); PT2 (Disinfectants and algaecides not intended 
for direct application to humans or animals) and PT4 (Food and feed area). 
 
 

1.1.2.5 Information on the substance(s) of concern 

Please see confidential Annex 3.6 for further details. 
 

1.1.2.6 Type of formulation 

AL Any other liquid A liquid not yet designated by a specific code, to be 
applied undiluted. 
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Product Type 1 

Where relevant, an 
exact description of 
the authorised use 

Not relevant 

Target organism 
(including 
development stage) 

bacteria, mycobacteria, yeasts, viruses (limited spectrum 
virucidal activity)   

Field of use Indoor 
hospitals and other health care institutions such as 
ambulances, surgeries, nursing homes (incl. home-care of 
patients), hospital canteens, large kitchens, pharmaceutical 
industries, production sites and laboratories: hygienic 
handrub onto visibly clean and dry hands 
For professional use only 

Application method(s) rubbing  

Application rate(s) and 
frequency 

Dosage: At least 3 ml (use dispensers: e.g. set to 1.5 ml per 
stroke, 2 strokes per 3 ml)  
Minimum contact time: 30 sec 
 
There is no restriction in the number and timing of 
applications. No safety intervals need to be considered 
between the application phases. 
The product may be used at any time and as often as 
required. 

Category(ies) of users Professional / Industrial user 

Pack sizes and 
packaging material 

100, 500 and 1000 ml in transparent HDPE bottles with PP 
flip top cap. 
 

 

1.1.4.2 Use-specific instructions for use 

The products can be applied directly or the products can be used in a dispenser or with 
a pump. 

For hygienic handrub use 3 ml of product and keep hands wet for 30 seconds. 
 

1.1.4.3 Use-specific risk mitigation measures  

See general directions for use 
 

1.1.4.4 Where specific to the use, the particulars of likely direct or indirect effects, 
first aid instructions and emergency measures to protect the environment 

See general directions for use 
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1.1.4.5 Where specific to the use, the instructions for safe disposal of the product 
and its packaging  

See general directions for use 
 

1.1.4.6 Where specific to the use, the conditions of storage and shelf-life of the 
product under normal conditions of storage 

See general directions for use 
 

 

Table 2. Use # 1.2 – Surgical handrub 

Product Type 1 

Where relevant, an 
exact description of 
the authorised use 

Not relevant 

Target organism 
(including 
development stage) 

bacteria, mycobacteria, yeasts, viruses (limited spectrum 
virucidal activity)  

Field of use Indoor 
hospitals and other health care institutions: surgical handrub 
onto visibly clean and dry hands and forearms 
For professional use only 

Application method(s) rubbing  

Application rate(s) and 
frequency 

Dosage: in portions of 3 ml (use dispensers: e.g. set to 1.5 
ml per stroke, 2 strokes per 3 ml). 
Minimum exposure time: 90 sec 
There is no restriction in the number and timing of 
applications. No safety intervals need to be considered 
between the application phases. 
The product may be used at any time and as often as 
required. 

Category(ies) of users Professional user 

Pack sizes and 
packaging material 

100, 500 and 1000 ml in transparent HDPE bottles with PP 
flip top cap. 

1.1.4.7 Use-specific instructions for use 

The products can be applied directly, or the products can be used in a dispenser or with 
a pump.For Surgical handrub use as many portions of 3 ml as necessary to keep hands 
wet for 90 seconds. 

 

1.1.4.8 Use-specific risk mitigation measures  

See general directions for use 
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1.1.4.9 Where specific to the use, the particulars of likely direct or indirect effects, 
first aid instructions and emergency measures to protect the environment 

See general directions for use 

1.1.4.10 Where specific to the use, the instructions for safe disposal of the 
product and its packaging  

See general directions for use 
 

1.1.4.11 Where specific to the use, the conditions of storage and shelf-life of 
the product under normal conditions of storage 

See general directions for use 
 

1.1.4.12 Use description Meta SPC 2 
Table 2. Use # 2.1 – Hygienic handrub 

Product Type 1 

Where relevant, an 
exact description of 
the authorised use 

Not relevant 

Target organism 
(including 
development stage) 

bacteria, mycobacteria, yeasts, viruses (limited spectrum 
virucidal activity)  

Field of use Indoor 
hospitals and other health care institutions such as 
ambulances, surgeries, nursing homes (incl. home-care of 
patients), hospital canteens, large kitchens, pharmaceutical 
industries, production sites and laboratories: hygienic 
handrub onto visibly clean and dry hands 
For professional use only 

Application method(s) rubbing  

Application rate(s) and 
frequency 

Dosage: in portions of 3 ml (use dispensers: e.g. set to 1.5 
ml per stroke, 2 strokes per 3 ml). 
Minimum exposure time: 30 sec 
There is no restriction in the number and timing of 
applications. No safety intervals need to be considered 
between the application phases. 
The product may be used at any time and as often as 
required. 

Category(ies) of users Professional / Industrial user 

Pack sizes and 
packaging material 

100, 500 and 1000 ml in transparent HDPE bottles with PP 
flip top cap. 
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1.1.4.13 Use-specific instructions for use 

The products can be applied directly or the products can be used in a dispenser or with 
a pump. 

For hygienic handrub use 3 ml of product and keep hands wet for 30 seconds. 
 

1.1.4.14 Use-specific risk mitigation measures  

See general directions for use 
 

1.1.4.15 Where specific to the use, the particulars of likely direct or indirect 
effects, first aid instructions and emergency measures to protect the 
environment 

See general directions for use 

1.1.4.16 Where specific to the use, the instructions for safe disposal of the 
product and its packaging  

See general directions for use 
 

1.1.4.17 Where specific to the use, the conditions of storage and shelf-life of 
the product under normal conditions of storage 

See general directions for use 
 
 

Table 2. Use # 2.2 – Surgical handrub 

Product Type 1 

Where relevant, an 
exact description of 
the authorised use 

Not relevant 

Target organism 
(including 
development stage) 

bacteria, mycobacteria, yeasts, viruses (limited spectrum 
virucidal activity) 

Field of use Indoor 
hospitals and other health care institutions: surgical handrub 
onto visibly clean and dry hands and forearms 
For professional use only 

Application method(s) rubbing  

Application rate(s) and 
frequency 

Dosage: in portions of 3 ml (use dispensers: e.g. set to 1.5 
ml per stroke, 2 strokes per 3 ml). 
 
Minimum exposure time: 90 sec 
There is no restriction in the number and timing of 
applications. No safety intervals need to be considered 
between the application phases. 
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The product may be used at any time and as often as 
required. 

Category(ies) of users Professional user 

Pack sizes and 
packaging material 

100, 500 and 1000 ml in transparent HDPE bottles with PP 
flip top cap. 

 

1.1.4.18 Use-specific instructions for use 

The products can be applied directly or the products can be used in a dispenser or with 
a pump. 
For Surgical handrub use as many portions of 3 ml as necessary to keep hands wet for 
90 seconds. 

 

1.1.4.19 Use-specific risk mitigation measures  

See general directions for use 
 

1.1.4.20 Where specific to the use, the particulars of likely direct or indirect 
effects, first aid instructions and emergency measures to protect the 
environment 

See general directions for use 

1.1.4.21 Where specific to the use, the instructions for safe disposal of the 
product and its packaging  

See general directions for use 
 

1.1.4.22 Where specific to the use, the conditions of storage and shelf-life of 
the product under normal conditions of storage 

See general directions for use 
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1.1.5 General directions for use 

1.1.5.1 Instructions for use 

For Professional use only 

1.1.5.2 Risk mitigation measures 

Avoid contact with eyes. 
Keep out of reach of children. 

1.1.5.3 Particulars of likely direct or indirect effects, first aid instructions and 
emergency measures to protect the environment 

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: Move to fresh air and keep at rest in a position comfortable for breathing. 
Call a POISON CENTRE or a doctor. 
IF IN EYES: Immediately rinse with water for several minutes. Remove contact lenses, if 
present and easy to do. Continue rinsing for at least 15 minutes. Call 112/ambulance 
for medical assistance. 
Information to Healthcare personnel/doctor: 
The eyes should also be rinsed repeatedly on the way to the doctor if eye exposure to 
alkaline chemicals (pH > 11), amines and acids like acetic acid, formic acid or propionic 
acid. 
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. 
After spilling: Take up with absorbent material (e.g. Sand, kieselgur, universal binder). 
When picked up, treat material as prescribed under "Disposal considerations". 

1.1.5.4 Instructions for safe disposal of the product and its packaging 

Residuals must be removed from packaging and when emptied completely disposed of 
in accordance with the regulations for waste removal. 
Incompletely emptied packaging must be disposed of in the form of disposal specified 
by the regional disposer. 

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

Technical measures and storage conditions: 
Shelf-life: 36 months 
Keep container tightly closed and dry in a cool, well-ventilated place. Protect from direct 
sunlight. 
Recommended storage temperature: 0-30°C 
Requirements for storage rooms and vessels: 
Containers which are opened must be carefully closed and kept upright to prevent 
leakage. Always keep in containers of same material as the original one. 
Do not store together with: oxidizing substances; spontaneously combusting 
substances. 
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1.2 Assessment of the biocidal product (family) 
 

1.2.1 Intended use(s) as applied for by the applicant  

Use description for meta SPC 1 

Table 3. Use # 1.1 – Hygienic handrub 

Product Type 1 

Where relevant, an 
exact description of 
the authorised use 

The product is used for the control of bacteria (excluding 
bacterial spores), mycobacteria, yeasts, enveloped viruses 
and a limited number of non-enveloped viruses for hygienic 
handrub 

Target organism 
(including 
development stage) 

Target organisms are obligatory or facultative pathogenic 
bacteria, mycobacteria, yeasts, enveloped viruses and a 
limited number of non-enveloped viruses (adenovirus, 
norovirus and rotavirus).  

Field of use The product can be applied for hygienic handrub in all 
situations necessary, e.g. 
- hospitals and other health care institutions such as in 
ambulances, surgeries and nursing homes (incl. home-care 
of patients) 
- Hospital canteens, large kitchens, pharmaceutical 
industries, production sites and laboratories. 

Application method(s) It is a ready-to-use product which shall be rubbed undiluted 
into the hands. Contact time: 30 sec. 

Application rate(s) and 
frequency 

See use-specific instructions of meta SPC 1. 
 
There is no restriction in the number and timing of 
applications. No safety intervals need to be considered 
between the application phases. 
The product may be used at any time and as often as 
required. 

Category(ies) of users Professional/Industrial user 

Pack sizes and 
packaging material 

100, 500 and 1000 ml in transparent HDPE bottles with PP 
flip top cap. 

 

Table 2. Use # 1.2 – Surgical handrub 

Product Type 1 

Where relevant, an 
exact description of 
the authorised use 

The product is used for the control of bacteria (excluding 
bacterial spores), mycobacteria, yeasts, enveloped viruses 
and a limited number of non-enveloped viruses for surgical 
handrub. 

Target organism 
(including 
development stage) 

Target organisms are obligatory or facultative pathogenic 
bacteria, mycobacteria, yeasts, enveloped viruses and a 
limited number of non-enveloped viruses (adenovirus, 
norovirus and rotavirus). 

Field of use The product is applied for surgical handrub in hospitals and 
other health care institutions.  
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Application method(s) It is a ready-to-use product which shall be rubbed undiluted 
in portions into the hands and forearms. Contact time: 90 
sec. 

Application rate(s) and 
frequency 

See use-specific instructions of meta SPC 1. 
 
There is no restriction in the number and timing of 
applications. No safety intervals need to be considered 
between the application phases. 
The product may be used at any time and as often as 
required. 

Category(ies) of users Professional user 

Pack sizes and 
packaging material 

100, 500 and 1000 ml in transparent HDPE bottles with PP 
flip top cap. 

 
Use description for meta SPC 2 

Table 4. Use # 2.1 – Hygienic handrub 

Product Type 1 

Where relevant, an 
exact description of 
the authorised use 

The product is used for the control of bacteria (excluding 
bacterial spores), mycobacteria, yeasts, enveloped viruses 
and a limited number of non-enveloped viruses for hygienic 
handrub 

Target organism 
(including 
development stage) 

Target organisms are obligatory or facultative pathogenic 
bacteria, mycobacteria, yeasts, enveloped viruses and a 
limited number of non-enveloped viruses (adenovirus, 
norovirus and rotavirus).  

Field of use The product can be applied for hygienic handrub in all 
situations necessary, e.g. 
- hospitals and other health care institutions such as in 
ambulances, surgeries and nursing homes (incl. home-care 
of patients) 
- Hospital canteens, large kitchens, pharmaceutical 
industries, production sites and laboratories. 

Application method(s) It is a ready-to-use product which shall be rubbed undiluted 
into the hands. Contact time: 30 sec. 

Application rate(s) and 
frequency 

See use-specific instructions of meta SPC 2. 
 
There is no restriction in the number and timing of 
applications. No safety intervals need to be considered 
between the application phases. 
The product may be used at any time and as often as 
required. 

Category(ies) of users Professional/Industrial user 

Pack sizes and 
packaging material 

100, 500 and 1000 ml in transparent HDPE bottles with PP 
flip top cap. 

 

Table 2. Use # 2.2 – Surgical handrub 

Product Type 1 
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Where relevant, an 
exact description of 
the authorised use 

The product is used for the control of bacteria (excluding 
bacterial spores), mycobacteria, yeasts, enveloped viruses 
and a limited number of non-enveloped viruses for surgical 
handrub 

Target organism 
(including 
development stage) 

Target organisms are obligatory or facultative pathogenic 
bacteria, mycobacteria, yeasts, enveloped viruses and a 
limited number of non-enveloped viruses (adenovirus, 
norovirus and rotavirus). 

Field of use The product is applied for surgical handrub in hospitals and 
other health care institutions.  

Application method(s) It is a ready-to-use product which shall be rubbed undiluted 
in portions into the hands and forearms. Contact time: 90 
sec. 

Application rate(s) and 
frequency 

See use-specific instructions of meta SPC 2. 
 
There is no restriction in the number and timing of 
applications. No safety intervals need to be considered 
between the application phases. 
The product may be used at any time and as often as 
required. 

Category(ies) of users Professional user 

Pack sizes and 
packaging material 

100, 500 and 1000 ml in transparent HDPE bottles with PP 
flip top cap. 
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is 0.8497 (20°C). The surface tension of the undiluted product is 24 mN/m at 20°C and the viscosity is 3.01/2.58 mPa∙s at 20°C/40°C. For 
meta SPC 1, stability testing has been conducted with product 1.1/L+R handdisinfect blue.  
The product is stable when stored at 40ºC/75%rH for 3 months (accelerated storage) and no precipitation or separation was observed at low 
temperature (0°C) for 7 days. The results of long-term-testing demonstrated that the product is stable when stored at 25ºC (ambient 
temperature) for up to 36 months.  
All results are (i) within the valid specification limits and were (ii) carried out in commercial packaging. There is no reaction of the products 
with the containers.  
Additionally, data indicating in-use stability for 12 months was provided. These data are however considered additional information as there is 
no agreed test method and no agreement on how to interpret the tests. 
 
Meta SPC 2 
Product 2.1 (L+R handdisinfect 03) and product 2.2 (L+R handdisinfect 04) of meta SPC 2 are clear, colourless and alcohol-smelling liquids 
which are fully miscible with water. The pH value of product 2.1 is 6.08 (diluted, 1% in water)/7.6 (undiluted) at 23°C / 21.5°C 
and the density is 0.851 (20°C). For product 2.2 a pH of 8.1 (diluted, 1% in water)/7.4 (undiluted) at 23°C / 21.5°C was determined and the 
relative density is 0.851 (20°C). For the surface tension and viscosity of the products in meta SPC 2, a read across was made from product 
1.1 of meta SPC 1 (justified by similar composition).  
The products of meta SPC 2 were tested under accelerated storage conditions at 40°C/75% rh for 3 months (product 2.1/L+R handdisinfect 
03) and 2 months (product 2.2/L+R handdisinfect 04). For long term storage stability data a read across was made from the product in meta 
SPC 1 (identical active substance concentrations and only change in 1% skin care complex). The products in meta SPC 2 are expected to be 
stable for 36 months. This will be confirmed for both products in meta SPC 2 by ongoing long-term-testing at ambient temperature for 36 
months (available interim results for 24 months did not show any significant changes in active substance content or technical properties).  
All results are (i) within the valid specification limits and were (ii) carried out in commercial packaging. There is no reaction of the products 
with the containers.  
Additionally, data indicating in-use stability for 12 months was submitted. These data are however considered additional information as there 
is no agreed test method and no agreement on how to interpret the tests. 
 
Overall conclusion for both Meta SPCs 
Based on the physical, chemical and technical properties, no classification is required for the products in meta SPC 1 and 2. A label instruction 
“Protect from direct sunlight during storage” is required for all products of the family. The stability data support the claim of a 3 -year shelf 
life of all products within meta SPC 1 and 2.  
 
Furthermore, the following storage conditions have been defined: Keep container tightly closed and dry in a cool, well-ventilated place. 
Recommended storage temperature: 0-30°C. Based on the physical, chemical and technical properties, no classification of the biocidal 
products is required.  
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1.2.5.1 Function and field of use 

The products of “L+R Propanol PT1 Family (meta SPC 1: L+R handdisinfect blue; meta 
SPC 2: L+R handdisinfect 03, L+R handdisinfect 04) are ready-to-use leave-on products 
for hygienic and surgical handrub for use in hospitals and other healthcare institutions. 
Their principal field of application is hygienic and surgical rub-in hand disinfection, 
independently of washbasin and water. The products can be applied for hygienic hand 
disinfection in all situations necessary, e.g. hospitals and other health care institutions 
such as in ambulances, surgeries and nursing homes (incl. home-care of patients), hospital 
canteens, large kitchens, pharmaceutical industries, production sites and laboratories and 
for surgical hand disinfection in hospitals and other health care institutions 

1.2.5.2 Organisms to be controlled and products, organisms or objects to be 
protected 

Target organisms are obligatory or facultative pathogenic bacteria, yeasts, mycobacteria 
and viruses (including enveloped and a limited number of non-enveloped viruses). 
Human health should be maintained and protected. 

1.2.5.3 Effects on target organisms, including unacceptable suffering 

All products contain Propan-1-ol and Propan-2-ol as active substances. The effectiveness 
of this biocidal agent against the intended target organisms, e.g. gram-negative and 
gram-positive bacteria, yeasts, mycobacteria and viruses have been demonstrated in a 
number of reliable experimental studies (the testing strategy is explained in chapter 
2.2.5.5). These studies demonstrate that the active substances are effective in 
irreversibly inactivating the above-mentioned germs which are representative for the 
target organisms in the intended field of use. 
 

1.2.5.4 Mode of action, including time delay 

All products contain Propan-1-ol and Propan-2-ol as active substances. Propanols exhibit 
an unspecific mechanism of effect. It affects the outer cell membrane causing alteration 
of membrane fluidity and leakage, enters the cytoplasm and destroys the inner structure 
of the cell molecules and of the cytoplasm’s proteins. This process (referred to as 
denaturation) and the enzymes’ coagulation leads to a loss of cellular activity resulting in 
the cell’s death. 
Propanol rapidly inactivates the target microorganisms without time delay due to the 
unspecific mode of action (topical disinfectant). The time required for sufficient inactivation 
is strongly depending on the formulation, concentrations of propanol contained in the 
applied biocidal product, the type of target organisms and on the specific use conditions. 

1.2.5.5 Efficacy data  

The efficacy was shown on the reference product L+R handdisinfect blue (meta SPC 1). 
Since the only difference is a change in the skin care complex (1% w/w of the formulation), 
the product of meta SPC 1 is also reliable for the efficacy properties of the two products 
of meta SPC 2. 
 
Although there are no indications for an enhancing effect of the co-formulants on the active 
substances the influence on the efficacy of the products was excluded by carrying out 
selected phase 2, step 1 tests with both compositions of meta SPC 2 performed with 
bacteria (EN13727) and murine norovirus (EN 14476). 
 
Meta SPC 1 and 2 





eCA CH L+R Propanol PT1 Family PT 1 
 

47 
 

(11_A01_EN1500_WE
_3ml_PB_DE_EN_201
51110.pdf) 

Mycobacterium 
terrae ATCC 
15755 
Mycobacterium 
avium ATCC 
15769 

EN 14348: 2005 Concentration 
(%): 
10, 50 and 80 
Interfering 
substances: 
dirty conditions 
(med cal) 
Contact time: 
30 sec 
Test 
temperature: 
20°C 

Log10 reduct on 
>4  
in 30 sec at 
50% 
(mycobacteric
idal) 
(tuberculocida
l) 

Brill, FHH & Gabriel, 
H, Test report 
L16/0264.27, 
21.03.2016 
 
(03_A01_EN14348_Br
_Myco30sec_PB_EN_2
0160321.pdf) 

Bovine Viral 
Diarrhea Virus 
(BVDV) – 
surrogate of HCV 

German 
Associat on for 
the Control of 
Virus Diseases 
e.V. (DVV) and 
of the Robert-
Koch-Institute 
(RKI), dated 
01/12/2014 

Concentration 
(%): 
10 and 80 
Interfering 
substances: 
10.0% fetal calf 
serum (FCS) 
Contact time: 
15 and 30 sec 
Test 
temperature: 
20°C 

Log10 reduct on 
>4 
in 15 sec at 
80% 
(effective 
against BVDV) 

Steinmann, J, Test 
report K15L0265aB, 
11.07.2015; 
Expertise on the 
evaluation of the 
results from test 
reports K15L0265aB, 
11.07.2015 and 
K15L0265aV, 
10.08.2015, Dr. J. 
Steinmann, Dr. Brill + 
Partner GmbH, 
01.12.2015 
 
(05_A01_DVV_St_BV
DV15Sec_PB_EN_201
50711.pdf) 

Vacciniavirus 
strain Elstree 

German 
Associat on for 
the Control of 
Virus Diseases 
e.V. (DVV) and 
of the Robert-
Koch-Institute 
(RKI), dated 
01/12/2014 

Concentration 
(%): 
10 and 80 
Interfering 
substances: 
10.0% fetal calf 
serum (FCS) 
Contact time: 
15 and 30 sec 
Test 
temperature: 
20°C 

Log10 reduct on 
>4 
in 15 sec at 
80% 
(effective 
against 
Vacciniavirus) 

Steinmann, J, Test 
report K15L0265aV, 
10.08.2015; 
Expertise on the 
evaluation of the 
results from test 
reports K15L0265aB, 
11.07.2015 and 
K15L0265aV, 
10.08.2015, Dr. J. 
Steinmann, Dr. Brill + 
Partner GmbH, 
01.12.2015 
 
(06_A01_DVV_St_Vac
15Sec_PB_EN_20151
008.pdf) 

Modified 
vacciniavirus 
Ankara (MVA) 

EN 14476:2013 
+ A1:2015 

Concentration 
(%): 
10, 50 and 80 
Interfering 
substances: 
clean cond tions 
(med cal) 
Contact time: 
15, 30 sec and 30 
min 
Test 
temperature: 
20°C 

Log10 reduct on 
>4 
in 15 and 30 
sec at 80% 
(effective 
against 
modified 
vacciniavirus) 

Steinmann, J, Test 
report K15L0265aMV, 
22.12.2015 
 
(09_A01_EN14476_St
_MVA15Sec_PB_EN_2
0151222.pdf) 

Adenovirus  
type 5 

EN 14476:2013 Concentration 
(%): 
10, 50 and 80 
Interfering 
substances: 
clean cond tions 
(med cal10) 
Contact time: 
30 and 60 sec and 
30 min 
Test 
temperature: 
20°C 

Log10 reduct on 
>4 
in 30 sec at 
80% 
(effective 
against 
adenovirus) 

Steinmann, J, Test 
report K15L0265aA, 
23.07.2015 
 
(07_A01_EN14476_St
_Adeno30Sec_PB_EN
_20150723.pdf) 

Murine norovirus 
(MNV) 

EN 14476:2013 Concentration 
(%): 
10, 50, 80 and 
97% 
Interfering 
substances: 
clean cond tions 
(med cal10) 
Contact time: 
30, 60, 120 sec 
and 30 min 
Test 
temperature: 
20°C 

Log10 reduct on 
≥4 
in 30 sec at 
97% 
(effective 
against 
murine 
norovirus)  

Steinmann, J, Test 
report K15L0265aM, 
15.07.2015 
 
(08_A01_EN14476_St
_MNV30Sec_PB_EN_2
0150715.pdf) 

Meta SPC 2 
L+R 
handdisinfec
t 03 (30% 
w/w 

Murine norovirus 
(MNV) 

EN 
14476:2013+ 
A1:2015/prA2:2
016 

Concentration 
(%): 
10, 50, 80 and 
97% 

Log10 reduct on 
≥4 
in 30 sec at 
97% 

Werner, S & Köhnlein, 
J, Test report 2019-
0003, 30.08.2019 
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resident hand flora (number of subjects: 25, applied volume: as many portions of 3 ml 
as necessary to keep hands wet during the 90 sec contact time). 
 
The results demonstrate efficacy for hygienic handrub in 30 sec contact time and for 
surgical handrub in 90 sec contact time. Independently of the soiling used in the 
suspension tests the disinfecting solution should be rubbed into visibly clean and dry 
hands only. 
 
Meta SPC 2 
A skin care agent of product 1.1 was exchanged in products 2.1 and 2.2 of meta SPC 2 
by a combination of substances having the same function at an approximately 
constant concentration (difference: 0.05 g per 100 g). The active substances and 
other co-formulants of meta SPC 1 and 2 remain unchanged in type and 
concentration. 
 
Although there are no indications for an enhancing effect of the co-formulants on the 
active substances an influence on the efficacy of the products was excluded by 
carrying out selected phase 2, step 1 tests with both products 2.1 and 2.2: performed 
with bacteria (EN 13727, 20oC, dirty conditions/medical, 30 sec contact time) and the 
non-enveloped murine norovirus (EN 14476, 20oC, clean conditions/medical, 30 sec 
contact time). 
The results indicate a ‘non-activity’ of the co-formulants, so that the efficacy claims of 
meta SPC 1 can also be applied to meta SPC 2.  

 

1.2.5.6 Occurrence of resistance and resistance management 

Due to the unspecific mode of action of the active substances propan-1-ol and propan-2-
ol, the development of resistance is not expected and not reported. A natural resistance 
against sporulated bacteria is known where propanol is ineffective at any concentration. 
Likewise, propanol is more effective against enveloped viruses compared to non-enveloped 
viruses. This is mainly due to the second layer of the enveloped viruses, which can be 
easily destroyed by alcoholic solutions leading to inactivation of the virus. The non-
enveloped viruses have one protein-layer (capsid), which shows a pronounced natural 
resistance against chemical and physical disinfection methods. 
For this reason, the efficacy against Norovirus is low and a concentration of 80%, as tested 
in EN Norms, has not demonstrated a sufficient efficacy at contact time of 120 seconds. A 
concentration of 97% was necessary.  
 

1.2.5.7 Known limitations 

No limitations known. 

1.2.5.8 Evaluation of the label claims 

The supported label claims for meta SPC 1 (L+R handdisinfect blue) and meta SPC 2 (L+R 
handdisinfect 03/04) are: 

• for hygienic handrub – 30 s 
• for surgical handrub– 90  
• effective against bacteria 
• effective against yeasts 
• effective against mycobacteria 
• virucidal against enveloped viruses  
• limited spectrum virucidal activity  
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1.2.5.9 Relevant information if the product is intended to be authorised for use 
with other biocidal product(s) 

All biocidal products of meta SPC 1 and 2 are not intended to be used in combination with 
other biocidal products. 
 
1.2.6 Risk assessment for human health 

The risk assessment for human health is based on the toxicological properties of the active 
substances Propan-1-ol and Propan-2-ol. These are presented in the Documents II-A 
(Effects and Exposure for the Active Substance) of the Dossiers “Propan-1-ol” (2015) and 
“Propan-2-ol” (2015) of the ASD Consortium Alcohol and in the published Assessment 
Reports of Propan-2-ol (2015) and Propan-1-ol (2017). For each of the individual co-
formulants in the L+R Propanol PT1 Family, valid data on the intrinsic properties are 
available from safety data sheets. None of the components is considered as substance of 
concern in regards to human health.  
The co-formulants used in the products are well known from standard formulations in 
health care and from cosmetic use and no synergistic effects in similar formulations are 
reported (see also the confidential annex for characterisation of co-formulants). According 
to Larson et al (2006)5 and the WHO Guidelines on Hand Hygiene in Health Care: A 
Summary (WHO 2009)6, skin care agents/ emollients in alcoholic hand-rubs contribute 
significantly to an intact skin of health care workers and therefore improving the 
compliance of those products. Allergic contact dermatitis attributable to alcohol-based 
handrubs is very uncommon11 and it is assumend that the range of co-formulants used do 
not contribute to the skin corrosion and irritation potential of the L&R Propanol PT1 family 
products.  
 
For the L+R Propanol PT1 Family, the product L+R handdisinfect blue (meta-SPC 1) is 
considered as reference formulation for the family as it contains the highest amount of 
classified co-formulant (the active substance content is equal within the whole family). 
 
According to the BPR guidance, no testing on the biocidal products is necessary, if valid 
data on each of the components in the mixture is available and considered sufficient to 
allow classification of the mixture. For some human health endpoints, human or in vitro 
studies are available. Therefore, human health classification of the L+R Propanol PT1 
Family is either based on available studies or on available data on the individual 
components in the defined reference formulation (meta-SPC 1).  
 
 
Toxicokinetics of the active substances 
Propan-1-ol and Propan-2-ol are rapidly absorbed following oral or inhalation exposure, 
metabolized and excreted. The metabolism of the linear isomer Propan-1-ol predominantly 
occurs via oxidation through alcohol dehydrogenase to the corresponding aldehyde and 
further to propionic acid, which subsequently may be converted to carbon dioxide and 
water or enter other biochemical pathways. There are two metabolism pathways of the 
branched isomer Propan-2-ol. The major route is the oxidation of Propan-2-ol to acetone 
as the major metabolite, which may subsequently be converted to carbon dioxide. The 

 
5 Larson et al, 2006 Skin reactions related to hand hygiene and selection of hand hygiene products. Am J Infect 
Control 2006;34:627-35.  
6 WHO 2009, WHO Guidelines on Hand Hygiene in Health Care: A Summary. 

https://apps.who.int/iris/bitstream/handle/10665/70126/WHO_IER_PSP_2009.07_eng.pdf;jsessionid=EA6
D19CFFAABAC4732FE0A4566F3470E?sequence=1  
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volatile fraction, which is exhaled with breath, consist of acetone, CO2, and Propan-2-ol. 
The minor pathway of metabolism is the glucuronidation of Propan-2-ol to Propan-2-ol 
glucuronide. 
 
 
Effects and Classification of the active substances  
Propan-1-ol is of low acute toxicity regarding oral, dermal or inhalation exposure but it is 
shown to cause severe eye damage. Thus, it is classified for serious eye damage, category 
1, and requires the label “H318 – Causes serious eye damage”. Furthermore Propan-1-ol 
may cause drowsiness or dizziness and is classified as STOT SE 3; H336.  
 
Propan-2-ol is of low acute toxicity regarding oral, dermal or inhalation exposure, but it is 
shown to have irritating effects to the eye. Thus, it is classified for serious eye irritation, 
category 2, and requires the label “H319 – Causes serious eye irritation”. Furthermore, 
Propan-2-ol may cause drowsiness or dizziness and is classified as STOT SE 3; H336.  
 

1.2.6.1 Assessment of effects on Human Health  

 

Skin corrosion and irritation 
No in vitro data or animal studies on skin corrosion and irritation of products pertaining 
to Meta SPC 1 & 2 of the L+R Propanol PT1 Family are available. 
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Exposure duration – 3 
event (3 hand rubs) 

  20 min  1 

Vapour pressure (30 
°C) [Pa]: Propan-1-ol   3600  

3 

Vapour pressure (30 
°C) [Pa]: Propan-2-ol   7600  

3 

 Application 
temperature   30 °C 

1 

Dermal exposure  

Tier 1 

Dermal flux of 
propanol isomers   0.85 mg/ cm² h 

1 

Hands surface   820 cm² (adult) 1 

m: total mass 
 1912.50 mg 

4 

Vapour pressure (30 
°C, skin temperature) 
[Pa]: Total alcohol BP   6377 

2 

Emission (evaporation) 
duration  66.4 s 

4 

 
Sources 

1) BPC Ad hoc Working Group on Human Exposure: Recommendation No. 9 
2) The vapour pressure of the alcoholic phase is calculated according to Raoults law 
3) CAR Propan-1-ol / Propan-2-ol 
4) Calculation in Annex 3.2  
5) Recommendation 14 - Default human factor values for use in exposure 

assessments for biocidal products 
 

 
The volatile components in the biocidal product are the alcohols Propan-1-ol and Propan-
2-ol. Since both alcohols are present in high concentrations in the mixture and both 
alcohols are volatile, they will influence each other during evaporation. Especially the 
relatively short evaporation time used in the dermal exposure calculation could be 
underestimated by not using a combined vapour pressure. For the dermal exposure 
calculation, it is therefore important to consider the total alcohol fraction which is the sum 
of the active substances propan-1-ol and propan-2-ol. For the inhalation exposure 
however, the vapour pressure of each active substance was used. 
 
The emission (evaporation) duration for the total alcoholic phase was calculated using the 
following equation as described:  
 

t(s) = (m T R) / (M β p A) * K  
 

Parameters used for the calculation of emission (evaporation) duration 
m: mass of total alcohol on surface 1912.50 mg 
R: gas constant  8.314 J/K/mol 
M: molar mass 60.01 g/mol 
β: mass transfer coefficient 8.7 m/h 
p: vapour pressure (30°C) 6377 Pa 
A: surface area (for both hands) 820 cm2 
K: conversion factore 36000 
T: skin/surface temperature 303.15 K 
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t: time [s] (calculated) 63.44 
 
 
The exposure assessment was conducted according to the recommendation No. 1 of the 
BPC Ad hoc Working Group (2014) and according to the recommendation No.9 (2017).  
The ready to use products are poured on the skin area or into the palm and let to dry. 
Thereby it is assumed that 3 ml product are applied resulting in an amount of 2.55 g by 
considering a density of 0.85 g/ml. 
 
Inhalation  
 
Tier 1:  
For describing this unrealistic worst-case scenario it is assumed that the professional in a 
hospital performs 25 hand rubs per shift applied in one room successive without break. 
The biocidal product is released at once in the room, the vapour pressure of the substances 
was not considered in this Tier 1 approach.  
 
Tier 2:  
For a refinement of the exposure calculation and in accordance with HEAdhoc 
recommendation No. 9 it is assumed that one nurse is responsible for 8 patients in four 
rooms. During her stay in a room, 3 hand disinfections are performed. The nurse stays for 
20 minutes in each room. After visiting all four rooms and performing 12 hand rubs, she 
enters the first room again and performs 3 further disinfections in every room. 
Additionally, one hand rub is performed e.g. at the beginning of the shift in an 80 m3 room 
and staying for 10 minutes. In summary 25 disinfections are performed.  
The calculation of the inhalation exposure for the first hand rub is based on the model 
ConsExpo (Web version) “Exposure to vapour: Constant rate release”. The two next hand 
rubs performed in the same room are calculate by means of the excel file provided in the 
annex of recommendation 9. 
 
For details of the calculation of inhalation exposure and the ConsExpo web reports, please 
refer to Annex 3.2 of this PAR. 
 

Results of the inhalation exposure estimation  
Inhalation [mg/kg bw/day] Propan-1-ol Propan-2-ol 
BP 
Tier 1 Internal dose on day of exposure 1.54 2.31 
Tier 2 Internal dose on day of exposure 0.72 1.08 

 
 
Dermal  
 
The dermal exposure was calculated considering the dermal flux of 0.85 mg/ cm² h for 
propanol isomers and an exposed skin surface area of 820 cm² (two hands). With an 
evaporation time of 63.4 s, the resulting exposure is as follows: 
 
Dermal exposure = dermal flux rate x evaporation time x hand surface / body weight 
 
The result of this calculation leads to the dermal uptake of the total alcoholic phase. 
However, assuming this value is equal to the dermal intake of each single active 
substance leads to an underestimation. Therefore, the total alcoholic uptake is used and 
then separated proportionally (percentage of each substance of the total alcoholic phase) 
to result in the particular dermal intakes.  
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toddler 
patient 

Body weight Adults 
Toddlers 

60 kg 
10 kg 

3 

Concentration of a.s. BP Propan-1-ol 300 g/kg 2 

  Propan-2-ol 450 g/kg 2 
  Total alcohol 750 g/kg 2 

Exposure duration   240 min 1 
 
Sources: 
1. BPC Ad hoc Working Group on Human Exposure: Recommendation No. 9  
2. Applicant data 
3. BPC Ad hoc Working Group on Human Exposure: Recommendation No. 14  
 
 

Calculations for Scenario [3] 
 
Summary table: systemic exposure for general public during professional 
hand disinfection in hospital rooms – Propan-1-ol 
Exposure 
scenario 

Tier/PP
E 

Mean event 
concentratio
n mg/m3 

Estimate
d 
inhalatio
n uptake 
mg/kg 
bw d 

Estimate
d dermal 
uptake 

Estimate
d oral 
uptake 

Estimate
d total 
uptake 
mg/kg 
bw d 

Scenario 
[3] Adults 

1/- 12.46 0.55 - - 0.55 

Scenario 
[3] 
Toddlers 

1/- 12.46 1.66 - - 1.66 

 
Summary table: systemic exposure for general public during professional 
hand disinfection in hospital rooms – Propan-2-ol 
Exposure 
scenario 

Tier/PP
E 

Mean event 
concentratio
n mg/m3 

Estimate
d 
inhalatio
n uptake 
mg/kg 
bw d 

Estimate
d dermal 
uptake 

Estimate
d oral 
uptake 

Estimate
d total 
uptake 
mg/kg 
bw d 

Scenario 
[3] Adults 

1/- 18.71 0.83 - - 0.83 

Scenario 
[3] 
Toddlers 

1/- 18.71 2.49 - - 2.49 

 
Calculations are provided in Annex 3.2 
Further information and considerations on scenario [3] 
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none 
 
 
Combined scenarios 
 
A combined assessment for the general public is not required.  
 
 
Monitoring data 
No monitoring data are available. 
 
 
Dietary exposure 
 
No residues in food or feed from the intended use in PT1 are expected. 
 
 
Estimating Livestock Exposure to Active Substances used in Biocidal Products 
 
No exposure is expected. 
 
 
Estimating transfer of biocidal active substances into foods as a result of 
professional and/or industrial application(s) 
 
Not applicable. 
 
Estimating transfer of biocidal active substances into foods as a result of non-
professional use 
 
Not applicable. 
 
Exposure associated with production, formulation and disposal of the 
biocidal product 
 
The biocidal products are manufactured in the same processes as the active substances 
not intended for biocidal use. Only a minor fraction of total Propan-1-ol and Propan-2-ol 
manufactured in the EU are used as biocidal product. The exposure associated with the 
production, formulation and disposal of the biocidal product is covered in the assessment 
reports of the active substances. 
 
 
Aggregated exposure 
 
The biocidal product is only intended to be use in PT1. Therefore, no aggregated exposure 
is considered. 
 
 

1.2.6.2 Risk characterisation for human health 
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The ready-to-use products are applied in low amounts directly on skin as hand and skin 
disinfectant. Due to the volatile character of the active substances, they will evaporate 
within 1-2 minutes. Dermal contact to the disinfection solution is the intended use and 
thus corresponding personal protective measures are simply not adequate. This is 
reasonable since only small amounts of product are used in a controlled way. Contact to 
eyes is not expected. In summary, there is no unacceptable risk for professional users and 
bystanders. 
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Scenario 3 
Adults Tier 
I 

0.03 0.08 0.11 Yes 

Scenario 3 
Toddlers 
Tier I 

0.09 0.23 0.32 Yes 

 
 
Combined scenarios 
Not relevant.   
 
 
Local effects  
 
Not relevant. 
 
Conclusion 
The exposure estimates for the general public are below the systemic AELs. Thus, it is 
concluded that secondary exposure of the general public to propan-1-ol and propan-2-ol 
after use of biocidal product of the L+R Propanol PT1 Family is acceptable. 
 
 
Risk for consumers via residues in food 
 
Residues in food or feed from the intended use of propan-1-ol and propan-2-ol in PT1 are 
not expected, as no direct or indirect contact with food or feed is intended.  
 
 
Risk characterisation from combined exposure to several active 
substances or substances of concern within a biocidal product  
 
According to the Guidance for Human Health Risk Assessment, Volume III, Part B+C 
hazard assessment of biocidal products rely only on data on individual ingredients of the 
product regarding systemic effects. 
 
 
1.2.7 Risk assessment for animal health 

Not relevant. 
 

 
1.2.8 Risk assessment for the environment 

1.2.8.1 Effects assessment on the environment 

 
For each of the individual components in the products of the L+R Propanol PT1 Family, 
valid data on the intrinsic properties are available from state-of-the-art safety data sheets.  
In the Biocidal Product L+R handdisinfect blue the co-formulant Tetradecanol (0.95%) is 
identified as a substance of concern (SoC) with regard to the environnemnt due to its 
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The diffusive transfer from soil to air is estimated according to equation 54: 
 
 

1
𝑘𝑘𝑣𝑣𝑣𝑣𝑣𝑣𝑣𝑣𝑣𝑣𝑣𝑣

= � 
1

𝑘𝑘𝑘𝑘𝑘𝑘𝑘𝑘𝑎𝑎𝑎𝑎𝑎𝑎  × 𝐾𝐾𝑎𝑎𝑎𝑎𝑎𝑎−𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤
𝐾𝐾𝑠𝑠𝑠𝑠𝑠𝑠𝑠𝑠 −𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤

+  
1

𝑘𝑘𝑘𝑘𝑘𝑘𝑘𝑘𝑠𝑠𝑠𝑠𝑠𝑠𝑠𝑠,𝑎𝑎𝑎𝑎𝑎𝑎
� ×  𝐷𝐷𝐷𝐷𝐷𝐷𝐷𝐷𝐷𝐷𝑖𝑖 

 
Where: 
Kaslair  = partial mass transfer coeff. at air-side of the air soil-interface [m/d-1] 

(90.72 based on 1.05E-03 m s-1 x 60 x 60 x 24 a unity correction of Vol IV 
Part B+C of 2017 from the TGD of 2003)   

Kaslsoil  = partial mass transfer coeff. at soilair-side of the air soil-interface [m/d-1] 
(calculated value see footnote at end of emissions)   

Kair-water  = air-water partitioning coefficient [m3/m-3]  
Ksoil-water  = soil-water partitioning coefficient [m3/m-3]  
Depthi  = mixing depth of soil [m] (0.1 (grassland); 0.2 (agricultural soil)) 
Kvolat i  = rate constant for volatilisation from soil I [d-1]   
  

K𝑎𝑎𝑎𝑎𝑎𝑎−𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤 =
𝐻𝐻𝐻𝐻𝐻𝐻𝐻𝐻𝐻𝐻
𝑅𝑅 × 𝑇𝑇𝑇𝑇𝑇𝑇𝑇𝑇

 
 
Where:  
HENRY  = Henry’s law constant [Pa/m3/mol-1] (at 25°C corrected at 12°C using 

equation 25 Volume IV Parts B + C 2017 as HENRY was derived 
experimentally) 

R  = Gas constant [Pa/m3/mol-1k-1] (8.314) 
TEMP  = temperature at the air-water interface [k] (285) 
Kair-water  = air-water partitioning coefficient [m3/m-3]  

 

𝐾𝐾𝑠𝑠𝑠𝑠𝑠𝑠𝑠𝑠−𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤 =  𝐾𝐾𝑎𝑎𝑎𝑎𝑎𝑎−𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤𝑤 +  𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝑠𝑠𝑠𝑠𝑠𝑠𝑠𝑠 +  𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝐹𝑠𝑠𝑠𝑠𝑠𝑠𝑠𝑠  ×  
𝐾𝐾𝐾𝐾𝑠𝑠𝑠𝑠𝑠𝑠𝑠𝑠
1000

 × 𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅𝑅 
 
Where:  
Faircomp  = fraction air in soil compartment [m3/m-3] (0.2) 
Fwatercomp  = fraction water in soil compartment [m3/m-3] (0.2) 
Fsolidcomp  = fraction solids in soil compartment [m3/m-3] (0.6) 
Kpcomp  = solids-water part. coeff. in soil compartment [L/kg] (Koc x Focsoil) 
RHOsolid  = density of the solid phase [kg/m-3] (2500) 
Ksoil-water  = soil-water partitioning coefficient [m3/m-3]  

 
As the mixing depth for soil varies between the different soil types, two values for kvolat 
can be calculated: 

- Ecosystem and arable soil kvolat  
- Grassland kvolat  

 
When combined with the soil rate constant derived from the default value of 30 days the 
values for k are calculated: 
 

- Ecosystem and arable soil k  
- Grassland k  

 
These values are then used in equation 60 to calculate the deposition to soil following 10 
years of use. 
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Animals are not expected to be exposed to propan-2-ol or to the active substance during 
production, formulation and use. No potential secondary poisoning of non-target animals 
towards propan-2-ol is anticipated. Therefore, special protection measures to protect 
animals are not required. 
Because of the volatility of the active substances, the main exposure pathway to the 
environment is via air. As the intended use of the product is mainly indoors special 
precaution measures to air are not necessary. 
Due to volatilisation potential and ready biodegradation of the active substance exposure 
to soil is negligible. Therefore, special measures or decontamination of soil is not 
necessary. 
The active substance Propan-2-ol is highly flammable and is classified as hazardous waste 
according to the European Waste List 2001/118/EC. The product and its container must 
be disposed of in a safe way, in compliance with any relevant legislation on the disposal 
of hazardous waste. Controlled disposal or incineration in accordance with the local 
registrations is recommended.The main emission pathway during application step of the 
biocidal products of the L+R Propanol PT1 Family will be via air, because the substance 
evaporates completely within a short time due to the relatively high vapour pressure. 
Therefore, nearly the whole amount of substance applied is released to indoor air. 
For PEC estimation we assumed that this air is emitted to the local outside air without 
deposition indoors. The exact distribution between air and wastewater is not known, but 
as a reasonable worst-case it is assumed that 90 % of a.s. is emitted to air and 10 % to 
waste water. 
The half-life of propan-1-ol in the troposphere was estimated to be 2.8 days.  
Inhalation studies with mammals can be used as indicators of adverse effects of volatile 
compounds on animals. The comparison of effect values obtained from inhalation studies 
with mammals (acute and subchronic studies with rats) with predicted environmental 
concentration for air indicate that there is no adverse effect of the volatile compound on 
terrestrial animals. Due to the intended use of the biocidal products for product type 1 
which is limited to indoor application and on basis of the available substance information 
the environmental risk of propan-1-ol for the atmosphere can be assumed as low. 
 
1.2.10 Assessment of a combination of biocidal products 

Not intended to be authorised for the use with other biocidal products.  
 
1.2.11 Comparative assessment 

Not relevant. 
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2 Annexes 

2.1 List of studies for the biocidal product (family) 
The reference list (Reference list_L+R Propanol PT1 Family) and the list of attachments 
(List of attachments_ L+R Propanol PT1 Family) are attached as separate files (see also 
Section 13 of the IUCLID6 dossier). 
 

Literature reference 
list.rtf   

List of attachments 
rev 01_21.rtf  

 
2.2 Output tables from exposure assessment tools 
2.2.1 Professional Exposure 

Professional scenarios.zip
 

2.2.2 general public exposure 

L&R Propanol PT1 
Family non-prof_gen   

2.3 New information on the active substance 
No new information on the active substances is available 
 
2.4 Residue behaviour 
Information on the residue behaviour of propan-1-ol, propan-2-ol or the biocidal products 
are not required. 
 
2.5 Summaries of the efficacy studies  
 

Robust study summaries for all the efficacy studies are given in the IUCLID6 Dossier. 
 

2.6 Confidential annex  
The confidential annex is included in the dossier as a separate file. 
 

2.7 Other 




