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• To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent 

intervals, in line with the recommendations provided by the relevant code of best practice. 

• If the product was ingested accidentially, the following instructions are provided on the label/instructions for 

use: 

o Note to Physician: Antidote: Vitamin K1 administered by medical personnel only. 

o General: Have the product container, label or Safety Data Sheet with you when calling the 

emergency number, a poison control centre or physician, or going for treatment. 

• Bait stations must be labelled with the following information: 

o Do not move or open 

o Contains a rodenticide 

o Product name or authorisation number 

o Active substance 

o In case of incident, call a poison centre [insert national phone number and name of the 

organisation]. 

Food, drinking water or livestock exposure is not foreseen as the product should not be applied to areas where food 

utensils or food preparation surfaces may become contaminated and should only be applied to areas inaccessible to 

pets, therefore the following risk mitigation measures apply which are stated on the label/instructions for use: 

• Place the product out of the reach of children, birds, pets and farm animals and other non-target animals.  

• Place the product away from food, drink and animal feeding stuffs, as well as from utensils or surfaces that 

have contact with these. 

• When using the product do not eat, drink or smoke. Wash hands and directly exposed skin after using the 

product.  

 

No livestock exposure is foreseen as the product is not intended to be applied to areas where livestock are present 

or may become exposed.  To mitigate the risk of secondary animal exposure, all anticoagulant rodenticides are 

required to be labelled with precautionary phrases. These include: 

• Prevent access to bait by children, birds and non-target animals (particularly dogs, cats, pigs and poultry);  

Baits must be securely deposited in a way so as to minimize the risk of consumption by other animals or 

children. Where possible, secure baits so that they cannot be dragged away. 

 

 

Risk assessment for the environment 

No new data was provided. According to the risk assessment, the risk for poisoning of non-target predator birds and 

mammals during primary (acute and long-term exposure) and secondary poisoning is high as the trigger value is 

exceeded in all cases.  

No safe use was established for the Brodifacoum product at a concentration of 23 ppm in the ecotoxicology risk 

assessment. 

In consequence the product can only be authorised in accordance with Article 19 (5) BPR. 
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2. ASSESSMENT REPORT 

2.1. Summary of the product assessment 

2.1.1. Administrative information 

2.1.1.1. Identifier of the product 

Identifier Country (if relevant) 

Klerat® Pellets XT 

 

EU/EEA/CH 

For confidential identifiers, see confidential Annex 3.6 

2.1.1.2. Authorisation holder 

Name and address of the 

authorisation holder 

Name Syngenta Crop Protection AG 

Address Rosentalstrasse 67 

4058 Basel 

Switzerland 

2.1.1.3. Manufacturer(s) of the product 

Name of manufacturer Syngenta Hellas SA 

 

Address of manufacturer 2nd km Kinotiki odos  

32011 Enofyta Viotias 

Greece 

Location of manufacturing sites 2nd km Kinotiki odos 

32011 Enofyta Viotias 

Greece 

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

Active substance Brodifacoum 

Name of manufacturer Syngenta Crop Protection AG 
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2.1.2.6. Type of formulation 

RB: Ready-for-use pellet bait  
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2.1.4. Authorised use(s) 

2.1.4.1. Use description 

Table 1 Use # 1 – General Public - Indoor - House mice and Brown rats 

Product Type PT14 - Rodenticides  

Where relevant, an exact 

description of the authorised 

use 

Not relevant for rodenticides 

Target organism (including 

development stage) 

Mus musculus - House mouse-Adults and Juveniles 

 

Rattus norvegicus - Brown rat-Adults and Juveniles 

Field of use Indoor 

Application method(s) Bait application - 

Ready-to-use pellet bait in presealed sachets (15g) to be used in tamper-

resistant bait stations 

Application rate(s) and 

frequency 

 

 

Mice: 

 - Place 2-3 sachets (30-45 g) of bait per bait station. If more than one bait 

station is needed, the minimum distance between bait stations should be 2m 

for high infestations and a maximum of 5m for low infestations. 

 Rats: 

 Place 3-4 sachets (45-60g) per bait station. If more than one bait station is 

needed, the minimum distance between bait stations should be 5m for high 

nfestation and a maximum of 10m for low infestations. 

Category(ies) of users General public (non-professional) 

Pack sizes and packaging 

material 

Pack size: Min 30g to Max 150 g 

Number of sachets per packaging: 2-10 sachets per box 

Grams of bait per sachet: 15 g 

Packaging material: Sachet: Paper/LLDPE(opaque); Outer box: Cardboard 

 

  Use-specific instructions for use 

For use only in tamper-resistant bait stations. Do not open sachets. 

The bait stations should be visited at least every 2 to 3 days for mice, and 5 to 7 days for rats at the beginning of 

the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are 

intact, and to remove rodent bodies. Re-fill bait when necessary. 
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  Use-specific risk mitigation measures  

See general directions for use. 

 

  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. 

 

  Where specific to the use, the instructions for safe disposal of the 

product and its packaging            

Use of gloves is recommended. 

 

 

  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 – General Public - Outdoor around buildings – House mice and Brown 

rats 

Product Type PT14 - Rodenticides  

Where relevant, an exact 

description of the authorised 

use 

Not relevant for rodenticides 

Target organism (including 

development stage) 

Mus musculus - House mouse-Adults and Juveniles 

Rattus norvegicus - Brown rat - Adults and Juveniles  

Field of use Outdoor around buildings  

Application method(s) Bait application - 

Ready-to-use pellet bait (15 g) in presealed sachets to be used in tamper-

resistant bait stations 

Application rate(s) and 

frequency 
Mice: 
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 - Place 2-3 sachets (30-45 g) of bait per bait station. If more than one bait 

station is needed, the minimum distance between bait stations should be 2m 

for high infestations and a maximum of 5m for low infestations. 

Rats: 

-Place 3-4 sachets (45-60g) per bait station. If more than one bait station is 

needed, the minimum distance between bait stations should be 5m for high 

infestation and a maximum of 10m for low infestations. 

Category(ies) of users General public (non-professional) 

Pack sizes and packaging 

material 

Pack size: Min 30 g to Max 150 g 

Number of sachets per packaging: 2-10 sachets per box 

Grams of bait per sachet: 15 g 

Packaging material: Sachet: Paper/LLDPE (opaque); Outer box: Cardboard 

 

Use-specific instructions for use 

For use only in tamper-resistant bait stations. Do not open sachets. 

Place the bait stations in areas not liable to flooding. 

Replace any bait in a bait station in which bait has been damaged by water or contaminated by dirt. 

The bait stations should be visited at least every 2 to 3 days for mice , and  5 to 7 days for rats at the beginning 

of the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations 

are intact and to remove rodent bodies. Re-fill bait when necessary. 

 

 Use-specific risk mitigation measures  

See general directions for use. 

 

 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. 

 

 Where specific to the use, the instructions for safe disposal of the 

product and its packaging            

Use of gloves is recommended. 
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 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 3 Use # 3 – Professionals – Indoor -House mice and Brown rats  

 

Product Type PT14 – Rodenticides 

Where relevant, an exact 

description of the authorised 

use 

Not relevant for rodenticides 

Target organism (including 

development stage) 

Mus musculus - House mouse - Adults and Juveniles 

Rattus norvegicus - Brown rat - Adults and Juveniles 

Field of use Indoor 

Application method(s) Bait application - 

Ready-to-use pellet bait to be used in tamper-resistant bait stations 

 

Application rate(s) and 

frequency 

Mice: 30-50 g per bait station;  

Rats: 50-75g per bait station 

Mice: 

30-50g per bait station. If more than one bait station is needed, the minimum 

distance between bait stations should be 2m for high infestations and  5m for 

low infestations. 

Rats: 

50-75g per bait station. If more than one bait station is needed, the minimum 

distance between bait stations should be 5m for high infestations and 10m for 

low infestations. 

Category(ies) of users Professional 

Pack sizes and packaging 

material 

Pack size: 3 kg, 5 kg, 8 kg, 10 kg 

Loose bait  packed in: Tub/Pouch 

Packaging material: PP (opaque). 
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 Use-specific instructions for use 

For use only in tamper-resistant bait stations. 

The bait stations should be visited at least every 2 to 3 days for mice, and 5 to 7 days for rats at the beginning of 

the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are 

intact and to remove rodent bodies. Re-fill bait when necessary. 

[When available] Follow any additional instructions provided by the relevant code of best practice. 

 

 Use-specific risk mitigation measures  

See general directions for use. 

 

 Where specific to the use, the particulars of likely direct or indirect 

effects, first aid instructions and emergency measures to protect the environment   

When placing bait stations close to water drainage systems, ensure that bait contact with water is avoided. 

 

 Where specific to the use, the instructions for safe disposal of the 

product and its packaging            

See general directions for use. 

 

 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 4 Use # 4 – Professionals - Outdoor around buildings – House mice and Brown 

rats 

Product Type PT14 - Rodenticides (Pest control) 

Where relevant, an exact 

description of the authorised 

use 

not relevant for rodenticides 

Target organism (including 

development stage) 

Mus musculus - House mouse - Adults and Juveniles 

Rattus norvegicus - Brown rat - Adults and Juveniles 

Field of use Outdoor around buildings  

Application method(s) Bait application - 
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Ready-to-use pellet bait to be used in tamper-resistant bait stations. 

Application rate(s) and 

frequency 

Mice: 30-50g per bait station; Rats: 50-75g per bait station 

Mice: 

30-50g per bait station. If more than one bait station is needed, the minimum 

distance between bait stations should be 2m for high infestations and 5m for 

low infestations. 

Rats: 

50-75g per bait station. If more than one bait station is needed, the minimum 

distance between bait stations should be 5m for high infestations and 10m for 

low infestations. 

Category(ies) of users 
Professional 

Pack sizes and packaging 

material 
Pack size: 3 kg, 5 kg, 8 kg, 10 kg 

Loose bait  packed in: Tub/Pouch 

Packaging material: PP (opaque) 

 

 Use-specific instructions for use 

For use only in tamper-resistant bait stations. 

Protect bait from the atmospheric conditions (e.g. rain, snow, etc.). Place the bait stations in areas not liable to 

flooding. 

The bait stations should be visited only 2-3 days for mice and 5-7 days for rats after the beginning of the 

treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are 

intact and to remove rodent bodies. Re-fill bait when necessary. 

Replace any bait in a bait station in which bait has been damaged by water or contaminated by dirt. 

[When available] Follow any additional instructions provided by the relevant code of best practice. 

 

 Use-specific risk mitigation measures  

Do not apply this product directly in the burrows. 

To protect the environment do not place bait stations close to surface waters (e.g. rivers, ponds, water channels, 

dykes, irrigation ditches) or water drainage systems to prevent flushing away of bait due to high rainfall events 

and flooding. 

 

 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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 Where specific to the use, the instructions for safe disposal of the 

product and its packaging            

See general directions for use. 

 

 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 5 Use # 5 – Trained Professionals – Indoor - House mice and Brown rats 

Product Type PT14 - Rodenticides (Pest control) 

Where relevant, an exact 

description of the authorised 

use 

not relevant for rodenticides 

Target organism (including 

development stage) 

Mus musculus - House mouse - Adults and Juveniles 

Rattus norvegicus - Brown rat - Adults and Juveniles 

Field of use Indoor 

Application method(s) Bait application - 

Ready-to-use pellet bait to be used in tamper-resistant bait stations or at 

covered and protected bait points 

Application rate(s) and 

frequency 

Mice: 30-50g per bait station or bait point;  

Rats: 50-75g per bait station or bait point 

 

Mice: 

30-50g per bait station/bait point. If more than one bait station/point is 

needed, the minimum distance between bait stations/points should be 2m for 

high infestations and a 5m for low infestations. 

 

Rats: 

50-75g per bait station/bait point. If more than one bait station/point is 

needed, the minimum distance between bait stations/points should be 5m for 

high infestations and 10m for low infestations. 

Category(ies) of users 
Trained professional 

Pack sizes and packaging 

material 
Pack size: 3 kg, 5 kg, 8 kg, 10 kg 

Loose bait  packed in: Box/Tub/Pouch 

Packaging material: Box: Cardboard; Tub/Pouch: PP (opaque) 
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 Use-specific instructions for use 

For use only in tamper resistant bait stations and covered/protected bait points. 

The bait stations should be visited at least every 2 to 3 days for mice, and 5 to 7 days for rats at the beginning of 

the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are 

intact and to remove rodent bodies. Re-fill bait when necessary. 

Remove the remaining product at the end of treatment period. 

[When available] Follow any additional instructions provided by the relevant code of best practice. 

 Use-specific risk mitigation measures  

Where possible, prior to the treatment inform any possible bystanders (e.g. users of the treated area and their 

surroundings) about the rodent control campaign [in accordance with the applicable code of good practice, if 

any]. 

Consider preventive control measures (plug holes, remove potential food and drinking as far as possible) to 

improve product intake and reduce the likelihood of reinvasion. 

To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent 

intervals, in line with the recommendations provided by the relevant code of best practice.  

Do not use the product as permanent baits for the prevention of rodent infestation or monitoring of rodent 

activities.  

Do not use the product in pulsed baiting treatments. 

 

 Where specific to the use, the particulars of likely direct or indirect 

effects, first aid instructions and emergency measures to protect the environment   

When placing bait stations close to water drainage systems, ensure that bait contact with water is avoided. 

 

 Where specific to the use, the instructions for safe disposal of the 

product and its packaging            

See general directions for use. 

 

 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 6 Use # 6 – Trained Professionals – Outdoor around buildings – House mice and 

Brown rats 
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Product Type PT14 - Rodenticides (Pest control) 

Where relevant, an exact 

description of the authorised 

use 

not relevant for rodenticides 

Target organism (including 

development stage) 

Mus musculus - House mouse - Adults and Juveniles 

Rattus norvegicus - Brown rat - Adults and Juveniles 

Field of use Outdoor around buildings  

Application method(s) Bait application - 

-Ready-to-use pellet bait to be used in tamper-resistant bait stations, 

-Covered and protected bait points 

-Direct application of ready – to-use bait into the burrow . 

 

Application rate(s) and 

frequency 

Mice: 30-50g per bait station or bait point;  

Rats: 50-75g per bait station or bait point, 50 g per burrow 

Mice: 

30-50g per bait station/bait point. If more than one bait station/point is 

needed, the minimum distance between bait stations/points should be 2m for 

high infestations 5m for low infestations. 

Rats: 

50-75g per bait station/bait point. If more than one bait station/point is 

needed, the minimum distance between bait stations/points should be 5m for 

high infestations 10m for low infestations. 

50 g of bait per burrow 

Category(ies) of users 
Trained professional 

Pack sizes and packaging 

material 
Pack size: 3 kg, 5 kg, 8 kg, 10 kg 

Loose bait  packed in: Box/Tub/Pouch/ 

Packaging material: Box: Cardboard; Tub/Pouch: PP (opaque) 

 

 Use-specific instructions for use 

For use in tamper-resistant bait stations, covered/protected bait points or in burrows. 

Protect bait from the atmospheric conditions. Place the baiting points in areas not liable to flooding. 

Replace any bait in baiting points in which bait has been damaged by water or contaminated by dirt. 

Remove the remaining product at the end of treatment period 

Baiting points must be covered and placed in strategic sites to minimise the exposure to non-target species 

-Burrow baits must be placed to minimise the exposure to non-target species and children. 

-Cover or block the entrances of baited burrows to reduce the risks of bait being rejected and spilled. 



The Netherlands Klerat® Pellets XT PT14 

 

21/131 

[When available] Follow any additional instructions provided by the relevant code of best practice. 

 

 Use-specific risk mitigation measures  

Where possible, prior to the treatment inform any possible bystanders (e.g. users of the treated area and their 

surroundings) about the rodent control campaign [in accordance with the applicable code of good practice, if 

any]. 

Consider preventive control measures (plug holes, remove potential food and drinking as far as possible) to 

improve product intake and reduce the likelihood of reinvasion. 

To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent 

intervals, in line with the recommendations provided by the relevant code of best practice.  

Do not use the product as permanent baits for the prevention of rodent infestation or monitoring of rodent 

activities. 

Do not use the product in pulsed baiting treatments. 

 

To protect the environment do not place bait stations close to surface waters (e.g. rivers, ponds, water channels, 

dykes, irrigation ditches) or water drainage systems to prevent flushing away of bait due to high rainfall events 

and flooding. 

 

 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. 

 

 Where specific to the use, the instructions for safe disposal of the 

product and its packaging            

See general directions for use. 

 

 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. 

 

2.1.5. General directions for use 

 

General Public: 
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-Read and follow the product information as well as any information accompanying the product or provided at 

the point of sale before using it. 

- Prior to the use of rodenticide products, non-chemical control methods (e.g. traps) should be considered. 

- Remove food which is readily attainable for rodents (e.g. spilled grain or food waste). Apart from this, do not 

clean up the infested area just before the treatment, as this only disturbs the rodent population and makes bait 

acceptance more difficult to achieve. 

- Bait stations should be placed in the immediate vicinity where rodent activity has been observed (e.g. travel 

paths, nesting sites, feedlots, holes, burrows etc.). 

- Where possible, bait stations must be fixed to the ground or other structures.  

- Do not open the sachets containing the bait. 

- Place bait stations out of the reach of children, birds, pets, farm animals and other non-target animals. 

- Place bait stations away from food, drink and animal feeding stuffs, as well as from utensils or surfaces that 

have contact with these. 

- Do not place bait stations near water drainage systems where they can come into contact with water. 

- When using the product do not eat, drink or smoke. Wash hands and directly exposed skin after using the 

product. 

- Remove the remaining bait or the bait stations at the end of the treatment period. 

- Using this product should eliminate rodents within 35 days. The product information (i.e. label and/or leaflet) 

shall clearly recommend that in case of suspected lack of efficacy by the end of the treatment (i.e. rodent activity 

is still observed), the user should seek advice from the product supplier or call a pest control service. 

(Trained) Professionals: 

-Read and follow the product information as well as any information accompanying the product or provided at 

the point of sale before using it. 

-Carry out a pre-baiting survey of the infested area and an on-site assessment in order to identify the rodent 

species, their places of activity and determine the likely cause and the extent of the infestation. 

-Remove food which is readily attainable for rodents (e.g. spilled grain or food waste). Apart from this, do not 

clean up the infested area just before the treatment, as this only disturbs the rodent population and makes bait 

acceptance more difficult to achieve. 

-The product should only be used as part of an integrated pest management (IPM) system, including, amongst 

others, hygiene measures and, where possible, physical methods of control. 

-Consider preventive control measures (e.g. plug holes, remove potential food and drinking as far as possible) to 

improve product intake and reduce the likelihood of re-invasion. 

-The product should be placed in the immediate vicinity of places where rodent activity has been previously 

observed (e.g. travel paths, nesting sites, feedlots, holes, burrows etc.). 

-Where possible, bait stations must be fixed to the ground or other structures. 

-Bait stations must be clearly labelled to show they contain rodenticides and that they must not be moved or 

opened. 

- [If national policy or legislation require it] When the product is being used in public areas, the areas treated 

should be marked during the treatment period and a notice explaining the risk of primary or secondary poisoning 

by the anticoagulant as well as indicating the first measures to be taken in case of poisoning must be made 

available alongside the baits. 

-Bait should be secured so that it cannot be dragged away from the bait station. 
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-Place the product out of the reach of children, birds, pets and farm animals and other non-target animals. 

-Place the product away from food, drink and animal feeding stuffs, as well as from utensils or surfaces that 

have contact with these. 

-When using the product do not eat, drink or smoke. Wash hands and directly exposed skin after using the 

product. 

-If bait uptake is low relative to the apparent size of the infestation, consider the replacement of bait stations to 

further places and the possibility to change to another bait formulation. 

-If after a treatment period of 35 days baits are continued to be consumed and no decline in rodent activity can 

be observed, the likely cause has to be determined. Where other elements have been excluded, it is likely that 

there are resistant rodents so consider the use of a non-anticoagulant rodenticide, where available, or a more 

potent anticoagulant rodenticide. Also consider the use of traps as an alternative control measure. 

-Wear protective chemical resistant gloves during product handling phase (glove material to be specified by the 

authorisation holder within the product information). 

-Place the loose pellets in the baiting point by using a dosage device. Specify the methods to minimise dust (e.g. 

wet wiping). 

Only for trained professionals: 

The frequency of visits to the treated area should be at the discretion of the operator, in the light of the survey 

conducted at the outset of the treatment. That frequency should be consistent with the recommendations 

provided by the relevant code of best practice. 

 

2.1.5.1. Risk mitigation measures 

General Public: 

-Consider preventive control measures (e.g. plug holes, remove potential food and drinking as far as possible) to 

improve product intake and reduce the likelihood of reinvasion. 

 

-Do not use anticoagulant rodenticides as permanent baits (e.g. for prevention of rodent infestation or to detect 

rodent activity).  

 

-To reduce risk of secondary poisoning, search for and remove dead rodents at frequent intervals during 

treatment (e.g. at least twice a week). 

 

-Do not use baits containing anticoagulant active substances as permanent baits for the prevention of rodent 

infestation or monitoring of rodent activities. 

 

-The product information (i.e. label and/or leaflet) shall clearly show that: 

the product shall be used in adequate tamper resistant bait stations (e.g. "use in tamper resistant bait stations 

only"). 

Users shall properly label bait stations with the information referred to in section 5.3 of the SPC (e.g. label bait 

stations according to the product recommendations"). 
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-Using this product should eliminate rodents within 35 days. The product information (i.e. label and/or leaflet) 

shall clearly recommend that in case of suspected lack of efficacy by the end of the treatment (i.e. rodent activity 

is still observed), the user should seek advice from the product supplier or call a pest control service.  

- Search for and remove dead rodents during treatment, at least as often as bait stations are inspected.  

 

- Dispose dead rodents in accordance with local requirements [The method of disposal shall be described 

specifically in the national SPC and be reflected on the product label]. 

 

Professionals: 

 

- Where possible, prior to the treatment inform any possible bystanders (e.g. users of the treated area and their 

surroundings) about the rodent control campaign [in accordance with the applicable code of good practice, if 

any]". 

- To reduce risk of secondary poisoning, search for and remove dead rodents at frequent intervals during 

treatment (e.g. at least twice a week). [Where relevant, specify if more frequent or daily inspection is required]. 

- Products shall not be used beyond 35 days without an evaluation of the state of the infestation and of the 

efficacy of the treatment.  

- Do not use baits containing anticoagulant active substances as permanent baits for the prevention of rodent 

infestation or monitoring of rodent activities.  

- The product information (i.e. label and/or leaflet) shall clearly show that: 

the product shall not be supplied to the general public (e.g. "for professionals   only"). 

the product shall be used in adequate tamper resistant bait stations (e.g. "use in tamper resistant bait stations 

only"). 

users shall properly label bait stations with the information referred to in section 5.3 of the SPC (e.g. label bait 

stations according to the product recommendations"). 

- Using this product should eliminate rodents within 35 days. The product information (i.e. label and/or leaflet) 

shall clearly recommend that in case of suspected lack of efficacy by the end of the treatment (i.e. rodent activity 

is still observed), the user should seek advice from the product supplier or call a pest control service. 

- Do not wash the bait stations with water between applications. 

- Dispose dead rodents in accordance with local requirements [The method of disposal shall be described 

specifically in the national SPC and be reflected on the product label]. 

 

Trained professionals: 

 

- Where possible, prior to the treatment inform any possible bystanders about the rodent control campaign [in 

accordance with the applicable code of good practice, if any]". 

- The product information (i.e. label and/or leaflet) shall clearly show that the product shall only be supplied to 

trained professional users holding certification demonstrating compliance with the applicable training 

requirements (e.g. "for trained professionals only". 

- Do not use in areas where resistance to the active substance can be suspected. 

- Products shall not be used beyond 35 days without an evaluation of the state of the infestation and of the 

efficacy of the treatment [unless authorised for permanent baiting treatments].  
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- Do not rotate the use of different anticoagulants with comparable or weaker potency for resistance 

management purposes. For rotational use, consider using a non-anticoagulant rodenticide, if available, or a 

more potent anticoagulant. 

- Do not wash the bait stations or utensils used in covered and protected bait points with water between 

applications. 

- Dispose dead rodents in accordance with local requirements [The method of disposal shall be described 

specifically in the national SPC and be reflected on the product label]. 

 

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

This product contains an anticoagulant substance. If ingested, symptoms, which may be delayed, may include 

nosebleed and bleeding gums. In severe cases, there may be bruising and blood present in the faeces or urine. 

Note to Physician: Antidote - Vitamin K1 administered by medical/veterinary personnel only. 

General: Have the product container, label or Safety Data Sheet with you when calling the emergency number, 

a poison control centre or physician, or going for treatment. 

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

IF IN EYES: If symptoms occur rinse with water. Remove contact lenses, if present and easy to do. Call a 

POISON CENTRE or a doctor. 

IF SWALLOWED: If symptoms occur call a POISON CENTRE or a doctor. 

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

 

Contact a veterinary surgeon in case of ingestion by a pet. 

Hazardous to wildlife 

Bait stations must be labelled with the following information: "Do not move or open"; "Contains a rodenticide"; 

"Product name or authorisation number"; "Active substance(s)" and "In case of incident, call a poison centre 

[insert national phone number] 

National Poison Centre: [Insert organisation name and contact information] 

 

2.1.5.3. Instructions for safe disposal of the product and its packaging 

At the end of the treatment, dispose uneaten bait and the packaging in accordance with local requirements. [The 

method of disposal shall be described specifically in the national SPC and be reflected on the product label].  

 

2.1.5.4. Conditions of storage and shelf-life of the product under normal conditions of 
storage 
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2.1.9. Documentation 

2.1.9.1. Data submitted in relation to product application 

See list of references, Annex 3.1. 

2.1.9.2. Access to documentation 

Syngenta Crop Protection AG (Syngenta) is the owner and submitter of the files, data, studies, summaries and 

assessments that relate to the biocidal product and active substance dossier in support of the authorisation for the 

biocidal product under EU Regulation 528/2012 as a PT14 rodenticide. 

2.2. Assessment of the biocidal product 

2.2.1. Intended use(s) as applied for by the applicant 

The uses below are the ones applied for by the applicant, without any changes by the e-CA. These uses are 

assessed in the following chapters.  

See 2.1.4 for the authorised uses, after assessment of the dossier. 

 

Table 7 Use # 1 – General Public/Amateur/non-Professional – House mice and/or rats in and 

around buildings 

Product Type 14 

Where relevant, an exact 

description of the authorised 

use 

Rodenticide 

Category(ies) of users General Public/Amateur/non-Professional 

Target organism (including 

development stage) 

Rats 

Scientific name:   Rattus norvegicus 

Common name:   Norway rat or Brown rat 

Development stage: Adults and juveniles 

 

Mice 

Scientific name:   Mus musculus 

Common name:   House mouse 

Development stage: Adults and juveniles 

Field of use In and around buildings 

Application method(s) Ready-to-use bait (15g) in pre-sealed sachets used in tamper-resistant bait 

stations. 
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controlled (max 5 weeks).  Replace any bait that has been eaten by rodents, 

damaged by water or contaminated by dirt. 

Pack sizes and packaging 

material 
See section 2.1.8, packaging. 
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The product is a pink wheat based pellet (RB) formulation containing 23 ppm of brodifacoum. There was an acceptable retention of the physical and chemical properties 

after accelerated storage at 54°C in both the professional (PP) and consumer packaging presentations (paper/LLDPE). The long-term storage stability studies at 

ambient temperatures show that the product is stable for the 24 months. Palatability was acceptable after 24 months. Hence, shelf life is 2 years.  
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Brodifacoum acts by inhibiting vitamin K epoxide reductase in the vitamin K1-epoxide cycle, impeding the cyclic 

regeneration of vitamin K1, resulting in hypoprothrombinemia. Under physiological conditions, the oxidation of vitamin 

K in the hepatocyte is coupled to a carboxylation step essential for activation of prothrombin factors from inactive 

precursors. Brodifacoum produces hypoprothrombinaemia because the coupled carboxylation reaction is inhibited.  

If therapeutic doses of vitamin K1 are given, additional substrate becomes available to resume the cycle and continue 

the carboxylation process, reversing the hypoprothrombinaemia. 

2.2.5.5. Efficacy data 
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Test 

substance 

Test 

organism(s) 

Test system / concentrations applied / 

exposure time 

Test results: effects, mode of action, resistance Author 

 

Mice: 

Palatability: 60.3% 

Mortality: 6.2 days average 

 

Table 2: Klerat Pellets (A22414A) containing 23 ppm brodifacoum, tested against albino Norway 

rats in a choice test where RM3 Ground Laboratory Diet was the challenge diet  

Animal 

Number 
Sex 

Initial 

Weight 

(g) 

Final 

Weight 

(g) 

Day of 

Death 

Dose 

mg/kg 

Treated 

Consump 

(g) 

Control 

Consump 

(g) 

% 

Acceptan

ce 

1 F 144.0 154.0 3 3.63 22.7 18.5 55.1 

2 F 162.0 186.0 5 5.42 38.2 40.8 48.4 

3 F 137.0 139.0 4 3.78 22.5 34.9 39.2 

4 F 140.0 155.0 4 7.18 43.7 19.0 69.7 

5 F 157.0 180.0 4 7.00 47.8 33.7 58.7 

6 M 165.0 213.0 3 1.95 14.0 70.7 16.5 

7 M 173.0 194.0 4 3.72 28.0 32.6 46.2 

8 M 166.0 189.0 4 5.15 37.2 41.1 47.5 

9 M 144.0 165.0 6 7.27 45.5 45.1 50.2 

10 M 160.0 189.0 4 5.84 40.6 49.8 44.9 

Total      340.2 386.2  

Averag

e 

 154.8 176.4 4.1 5.09 34.02 38.62 47.6 

Std     
0.57 3.63 4.80 4.37 
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Test 

substance 

Test 

organism(s) 

Test system / concentrations applied / 

exposure time 

Test results: effects, mode of action, resistance Author 

Error 

 

Rats: 

Palatability: 47.6% 

Mortality: 4.1 days average 

 

In the above test, the mean acceptance of this formulation was 47.6% (SE 4.37) against albino 

Norway rats, and mortality was 100%.  The Norway rats consumed between 14.0g and 47.8g of 

formulation. 

The results of these tests show that Klerat Pellets (A22414A) sealed within these sachets are 

likely to be efficacious when used for the control of Norway rats and house mice in the presence 

of alternative sources of rodent food.  
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- Do not use in areas where resistance to the active substance can be suspected. 

- Products shall not be used beyond 35 days without an evaluation of the state of the infestation and of the efficacy 

of the treatment.  

- Do not rotate the use of different anticoagulants with comparable or weaker potency for resistance management 

purposes. For rotational use, consider using a non-anticoagulant rodenticide, if available, or a more potent 

anticoagulant. 

 

Treatment of rodent infestations containing resistant individuals 

Where rodent infestations containing resistant individuals are identified, immediately use an alternative 

anticoagulant of higher potency. If in doubt, seek expert advice on the local circumstances.  

Alternatively use an acute or sub-acute but non anticoagulant rodenticide.  In both cases it essential that a complete 

elimination of the rodent population is achieved. Where residual activity is identified apply intensive trapping to 

eliminate remaining rodents. Gassing or fumigation may be useful in specific situations. 

Apply thorough Integrated Pest Management procedures (environmental hygiene, proofing and exclusion). 

Do not use anticoagulant rodenticides as permanent baits routinely. 

Record details of treatment 

Where there are indications that resistance may be more extensive than a single infestation, apply area control or 

block control rodent programmes.  

The area under such management should extend at least to the boundaries of the area of known resistance and 

ideally beyond.  

These programmes must be effectively coordinated and should encompass the procedures identified above. 

In the last decades many tests have been developed to identify anticoagulant-resistant rats. In a Technical 

Monograph of the Rodenticide Resistance Action Committee of Crop Life International (RRAC) several standard 

methodologies are provided (RRAC 2003b: A Reappraisal of Blood Clotting Response Tests for Anticoagulant 

Resistance and a Proposal for a Standardised BCR Test Methodology. Technical Monograph, Brussels, Belgium.). 

Blood clotting response (BCR) resistance tests are available for a number of anticoagulant rodenticides. The 

published protocol (RRAC 2003)4 can be used to provide information on the incidence and degree of resistance in 

a particular rodent population and to provide a simple comparison of resistance factors between active ingredients, 

thus giving clear information about cross resistance for any given strain. The introduced methodology has a sound 

statistical basis in being based on the EC50 response, and requires many fewer animals than the resistance tests 

in current use. The tests presented in RRAC (2003b) can be used to give a clear indication of the likely practical 

impact of the resistance on field efficacy. 

2.2.5.7.  Known limitations 

None. 

 

4 http://www.rrac.info/releases/technical-monographs/ 
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2.2.5.8. Evaluation of the label claims 

The product is a rodenticide against both brown rats (Rattus norvegicus) and house mice (Mus musculus).In total, 

5 studies were provided to demonstrate the efficacy of the product against both brown rats (Rattus norvegicus) and 

house mice (Mus musculus). 

Three  laboratory choice feeding tests (palatability tests) and two field tests in rural areas were provided. For animal 

welfare reasons, the number of animals in the laboratory tests was reduced to a reasonable minimum. The chosen 

population size of 10 animals (5 males and 5 females) is thereby considered to be sufficient according to the 

recommendations in appendix 13 of the “Guidance on the Biocidal Products Reglation, Vol. II Efficacy – 

Assessment and Evaluation”, especially since no contradicting results were observed within the populations. In all 

cases, the product was shown to be sufficiently palatable and efficacious against both rodent species: 

Laboratory tests: 

1. An acceptance of 73.7% (SE=4.55) was demonstrated with 22  months old product versus RM3 laboratory 

diet for  house mice homozygeous for the Y139C mutation in the VKORC1 gene. This mutation is one of two 

most frequent amino acid substitutions in the VKORC1 gene which occurs in house mice in the UK and other 

European countries and is linked to resistance developmentagainst first-generation anticoagulant 

rodenticides (FGARs) and to one or more of the second-generation anticoagulants (SGARs, e.g. 

Bromadialone).  

The house mice consumed between 6.7 and 22.1 g of the formulation, which is equivalent to an active 

ingredient intake of between 3.85 and 11.82 mg/kg. These values are considerably greater than the 

brodifacoum acute LD50 for house mice (0.40 mg/kg) and 100% mortality occurred after an average of 4.7 

days. The amount of consumed bait as well as the occurred mortality of 100% show that the bait is sufficiently 

palatable for a lethal dose to be ingested. Additionally, the results confirm that the formulation is efficacious 

against house mice with one of the most common VKORC1 gene mutations.  

2. An acceptance of 76.9% (SE=4.08) was demonstrated with 30 months old product versus RM3 laboratory 

diet for brown rats carrying the VKORC1 L120Q mutation, with 100% mortality after 5.4 days average. The 

VKORC1 mutation L120Q confers resistance in brown rats to the first-generations anticoagulants (FGARs) 

and to one or more of the second-generation anticoagulants (SGARs, e.g. Bromadialone). Homozygeous 

carriers of this mutation are considered to have the most severe form of resistance to anticoagulant 

rodenticides. The core area of occurrence for this mutation has been demonstrated to be primarily in the UK, 

but isolated occurrences of this mutation have also been reported in France and Belgium.  

The brown rats consumed between 37.3 g and 75.5 g of the formulation, which is equivalent to an active 

ingredient intake of between 3.41 and 8.06 mg/kg. These values are considerably greater than the 

brodifacoum acute LD50 for Norway rats (0.22 – 0.26 mg/kg). The amount of consumed bait as well as the 

occurred mortality of 100% show that the bait is sufficiently palatable for a lethal dose to be ingested. 

Additionally, the results confirm that the formulation is efficacious against brown rats with the most severe 

VKORC1 gene mutation.  

3. For albino brown rats the mean acceptance was 47.6% (SE 4.37) with 100% mortality  after 4.1 days average. 

The brown rats consumed between 14.0 g and 47.8 g of formulation, which is equivalent to an active 

ingredient intake of between 1.95 and 7.27 mg/kg. These values are greater than the acute brodifacoum LD50 

for Norway rats (0.22 – 0.26 mg/kg).  

For albino house mice the mean acceptance was 60.3% (SE 5.66) with 100% mortality after 6.2 days average. 

House mice consumed between 6.9 g and 18.9 g of formulation, which is equivalent to between 5.16 and 

18.98 mg/kg of active ingredient. The brodifacoum intake of the tested house mice was greater than the 

brodifacoum acute LD50 for house mice of 0.40 mg/kg. The amount of consumed bait as well as the occurred 

mortality of 100% show that the sachet packaging does not effect the palatability and efficacy of the product. 

 

Field tests: 

1. A field test against brown rats (Rattus norvegicus) was conducted in a rural area (Widgits Farm, Bramley, 
Hampshire, UK) on a site with a population known to be resistant against first-generation anticoagulant 
rodenticides (VKORC1 mutation L120Q). The census baiting technique was used as main baiting technique 
and combined with burrow baiting for a specific time period (day 43-54).  
In the beginning (day 13-30) of the  treatment period there was a good bait uptake and a rapid reduction in 
bait uptake and in track score. However during day 30-45 bait uptake was  low and the tracking activity did not 
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lower. It seemed likely that the rats were avoiding the bait and ate the abundantly available alternate food 
sources on site. For this reason, the applicant decided to add burrow baiting, which seemed to be successful.  
The product showed sufficient control of the rat population under field conditions with 50 g of product per bait 
point. Over the whole testperiod the reduction in the rat population was over 95% (96.9 % reduction in track 
score-99 % reduction in bait consumption). When only the census baiting period without burrow baiting was 
taken into account (day 1-42), reduction in the rat population was over 90% (90.6% reduction in track score -
98.3% reduction in bait consumption). The latter is a low estimate since there was no lag period. Animals, 
poisoned during census baiting period, could die after day 42, but are not taken into account since there is no 
lag period and it could be a combined effect of census and burrow baiting. When (trained) professional users 
use a product they can assess during the use period whether it seems to be working or whether adjustments 
need to be made. In this case it took a bit longer but with the adjustments made by the applicant efficacy was 
in the end >95%. This test demonstrates efficacy of the product against brown rats under use conditions when 
50 g bait per bait box is applied. 
 
 

2. A field test against house mice (Mus musculus) was conducted in an agricultural building in Givors (France) 

using the census baiting technique. The product showed sufficient control of the mice population under field 

conditions (efficacy 94.07%) if provided in bait boxes (30 g of test product per bait box) placed 2-15 m 

apart.Unlike other anticoagulant rodenticide products, the product is specifically formulated as a ‘lower’ 

concentration bait. However, as can be seen from the results, this provides for a very high bait acceptance 

by both rats and mice (greater than 70%) and results in excellent effectiveness (greater than 90% mortality) 

under challenging field conditions (i.e. where resistance to anticoagulant rodenticides is known to exist).  

 

Therefore, it is considered that the product is sufficiently effective against brown rats and mice to enable 

authorisation of the product. 

 

As 50 g of the test product was tested in the field trial against brown rats, the claimed minimal application rate for 

(trained) professional users is 50 g per bait station or bait point. As the product is produced in 15 g sachets for non-

professional users and non-professional users will in practice use the product against less severe infestations, 45 

g is considered to be sufficiently efficacious for this use category. As demonstrated in the two laboratory studies 

against brown rats, the lowest amount of test product taken was 3.4 mg/kg body weight and 1.95 mg/kg. In 

comparison to the acute brodifacoum LD50 for Norway rats (0.22 – 0.26 mg/kg), this equals the 13 -15.5 fold and 

7.5 – 8.8 fold of the acute LD50 dosis. The reduction of 5% in the amount of bait applied is therefore considered to 

be negligible. In case of a more severe rat problem, the non-professional user can use the higher amount of the 

45g-60g range or get help from a professional.  

Klerat Pellets XT is effective in controlling Mus musculus “In and around buildings” when used at 30 - 45 grams of 

bait per bait station or covered and protected bait points with bait points spaced 2-5 m.  

Klerat Pellets XT is effective in controlling Rattus norvegicus “In and around buildings” when used at a dosage of 

45 - 60 grams of bait per bait station for non-professional users  and at a dosage of 50 -75 grams of bait per bait 

sation or covered and protected bait point with bait points spaced 5-10 m for (trained) professional users. 

Although for mice only 22 months old product is tested instead of 24 months (2 years) the palatability of the aged 

product is very high (73.7%) and is not expected to go below the required 20% palatability within 2 months. 

Furthermore, for rats a 30 months old product is tested, also with a high palatability (76.9%). Therefore,  the eCA 

considers a shelf life of 2 years for this product acceptable.  

2.2.5.9. Relevant information if the product is intended to be authorised for use with 
other biocidal product(s) 

Not applicable, the product is not intended for use with other biocidal products. 
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In conclusion, based on available information, it is not possible to conclude whether the non-active substance 

should be considered to have ED properties before the expiration of the legal deadline in the BPR and therefore 

the process will be concluded at the post-authorisation stage. Once the conclusion regarding ED properties of 

this co-formulant is available, the applicant must inform the eCA. If needed, the conditions of authorization shall 

be revised. 

 

Details on the ED screening of the co-formulants and its results are provided in the confidential Annex. 

 

 Available toxicological data relating to a mixture 

Not applicable. 

 Repeated Specific Target Organ Toxicity 

Brodifacoum is classified as STOT-RE Cat 1 for blood with a specific concentration limits of  

STOT RE 1; H372 (blood): C ≥ 0.02 % 

STOT RE 2; H373 (blood): 0,002 % ≤ C < 0.02 % 

Since the concentration of brodifacoum is 0.0023% w/w, the product is classified as STOT RE2 and labelled with 

H373 (blood). 

 Reproductive Toxicity 

Brodifacoum is classified as Repr, 1A; H360D, with a specific concentration limits of  

Repr. 1A; H360D: C ≥ 0.003 %  

Since the concentration of brodifacoum is 0.0023% w/w, the product is NOT CLASSIFIED for reproductive toxicity. 

2.2.6.2. Exposure assessment 

The product, containing brodifacoum 0.0023% w/w (23 mg/kg), is a ready for use (RB) pellet formulation which is 

used to control rats and mice in and around buildings.  Treatments are made by professional and trained 

professional pest control operators and non-professional (consumer/amateur) users.  Professionals and trained 

professionals are expected to decant pellets from large sacks into a bucket to make movement between bait 

boxes/bait stations easier, load tamper proof bait boxes with pellets and clean some bait boxes.  For non-

professional use, the product is supplied in ready to use sachets which are placed directly into tamper resistant 

bait stations.  Non-users are not expected to be present during application.  The application rate is described in 

Section 2.1.4. 

Brodifacoum has a low vapour pressure (1 × 10-6 Pa).  Therefore, inhalation exposure to vapour released from the 

product is expected to be negligible.  Professionals and trained professionals will decant the pellets from large 

sacks into buckets, which will produce some dust in the breathing zone. To protect the professional user from 

inhalatory exposure to dust, the following precautionary statement was added to the label: do not breathe dust.  

Dermal exposure is the primary route of exposure for professional and trained professional users to brodifacoum, 

since the pellets are administered by hand.  Professionals and trained professional users are expected to wear 

suitable PPE such as gloves.  For non-professional use the product is supplied in ready to use sachets which are 

placed directly into tamper proof bait boxes.  Therefore, non-professional dermal exposure during application is 

expected to be negligible. All user groups are not anticipated to handle dead rodents directly.  Even in the event 

that rodents are found, this is not likely to be a source of exposure in the case of the product because (1) the bait 

works by ingestion, so there is likely to be no active substance on the outer surface of the rodent and thus, there 

is no source for dermal exposure and (2) users are averse to handling dead animals and so will do so carefully and 

only while wearing gloves to help protect against rodent-borne diseases.  Therefore, potential exposure to 

brodifacoum associated with handling dead rodents is negligible. Non-users are not expected to be present during 

application and will not have access to the pellets following application because they are administered in tamper 

proof bait boxes.   
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The product is not likely to be ingested by users. Therefore, the risk during use is considered to be negligible. A 

possible acute oral exposure scenario for children is via incidental ingestion of the product. Apart from this acute 

scenario, the risk of oral exposure to all non-users is considered unlikely. 
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 Industrial exposure 

Not applicable. 
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• To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent 

intervals, in line with the recommendations provided by the relevant code of best practice. 

• Tamper resistant bait stations must be used by professional users.  

• Bait stations must be clearly labelled to show they contain rodenticides and that they must not be moved 

or opened. 

• Bait should be secured so that it cannot be dragged away from the bait station. 

• Remove the remaining bait or the bait stations at the end of the treatment period. 

• The biocidal product contains a bittering/aversive agent. 

 

Estimating transfer of biocidal active substances into foods as a result of professional and/or industrial 

application(s) 

Not applicable, exposure to food, drinking water or livestock is not foreseen. 

 

Estimating transfer of biocidal active substances into foods as a result of non-professional use 

Not applicable, exposure to food, drinking water or livestock is not foreseen. 

 

Exposure associated with production, formulation and disposal of the biocidal product 

Production and formulation is addressed under other EU legislation (e.g. Directive 98/24/EC) and not under 

repeated under regulation 528/2012 (this principle was agreed at Biocides TMI/06). 

 

Aggregated exposure 

Not applicable. 
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 Risk for industrial users 

Not applicable. 

 

 Risk for trained professional and professional users 

Trained professional and professional users are expected to use the product daily. Therefore, the estimated 

uptakes have been assessed against the AELlong-term. 

 

Combined scenarios 

All identified tasks are expected to be carried out in combination. Therefore, only the combined scenarios have 

been considered as these represent the worst case. 

 

Scenarios 

combined 

Tier Systemic 

NOAEL 

mg/kg bw/d 

AEL 

mg/kg bw/d 

Estimated 

uptake 

mg/kg bw/d 

Estimated 

uptake/ 

AEL  

(%) 

Acceptable 

(yes/no) 

1,3,4 1 0.001  3.3 × 10-6  8.82 × 10-6  267 no 

1,3,4 2 0.001  3.3 × 10-6  1.3 × 10-6 39 yes 

2,3,4 1 0.001  3.3 × 10-6  7.61 × 10-6  231 no 

2,3,4 2 0.001  3.3 × 10-6  1.18 × 10-6   36 yes 

 

Local effects  

The product is not classified for local effects. Therefore there is no need to consider local effects separately.  

 

Conclusion 

For the control of rats, when decanting, loading and cleaning tasks are combined, the exposure is predicted to be 

below the AELlong-term with the use of proper PPE (gloves). For the control of mice, when decanting, loading and 

cleaning tasks are combined,  exposure is predicted to be below the AELlong-term with the use of proper PPE (gloves). 

 

  Risk for non-professional users  

Non-professional users are expected to use the product less frequently than trained professional or professional 

users. Therefore, the estimated uptakes have been assessed against the AELshort-term of 3.3 x 10-6 mg/kg bw/day. 

Only combined scenarios have been characterized. See next section.  

 

 

Combined scenarios 

All identified tasks are expected to be carried out in combination. Therefore, only the combined scenarios have 

been considered and these represent the worst case. 





The Netherlands Klerat® Pellets XT PT14 

 

87/131 

• Store in places prevented from the access of children, birds, pets and farm animals. 

• To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent 

intervals, in line with the recommendations provided by the relevant code of best practice. 

• If the product was ingested accidentially, the following instructions are provided on the label/instructions 

for use: 

o Note to Physician: Antidote: Vitamin K1 administered by medical personnel only. 

o General: Have the product container, label or Safety Data Sheet with you when calling the 

emergency number, a poison control centre or physician, or going for treatment. 

• Bait stations must be labelled with the following information: 

o Do not move or open 

o Contains a rodenticide 

o Product name or authorisation number 

o Active substance 

o In case of incident, call a poison centre [insert national phone number and name of the 

organisation]. 

 

  Risk for consumers via residues in food 

Food, drinking water or livestock exposure is not foreseen as the product should not be applied to areas where 

food utensils or food preparation surfaces may become contaminated and should only be applied to areas 

inaccessible to pets. 

To prevent accidental exposure of consumers via residues in food, the following risk mitigation measures apply 

which are stated on the label/instructions for use: 

• Place the product out of the reach of children, birds, pets and farm animals and other non-target animals.  

• Place the product away from food, drink and animal feeding stuffs, as well as from utensils or surfaces 

that have contact with these. 

• When using the product do not eat, drink or smoke. Wash hands and directly exposed skin after using the 

product.  

 

  Risk characterisation from combined exposure to several active 

substances or substances of concern within a biocidal product  

Indirect exposure via the environment is considered to be negligible. The active substance is used as a rodenticide 

only and so there will be no additional exposure through use in other biocidal products. 

 

2.2.7. Risk assessment for animal health 

No livestock exposure is foreseen as the product is not intended to be applied to areas where livestock are present 

or may become exposed.  To mitigate the risk of secondary animal exposure, all anticoagulant rodenticides are 

required to be labelled with precautionary phrases. These include: 

• Prevent access to bait by children, birds and non-target animals (particularly dogs, cats, pigs and poultry);  

Baits must be securely deposited in a way so as to minimize the risk of consumption by other animals or 

children. Where possible, secure baits so that they cannot be dragged away. 
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For one co-formulant, an ED alert was identified. However, for this co-formulant CA NL concludes that we have to 

await the discussions at EU level. See the confidential annex for more specific information.  

In conclusion, based on available information, it is not possible to conclude whether the non-active substance 

should be considered to have ED properties before the expiration of the legal deadline in the BPR and therefore 

the process will be concluded at the post-authorisation stage. Once the conclusion regarding ED properties of 

this co-formulant is available, the applicant must inform the eCA. If needed, the conditions of authorization shall 

be revised. 

. 

 Effects on any other specific, non-target organisms (flora and 

fauna) believed to be at risk (ADS) 

No further studies have been submitted or required. 

 Supervised trials to assess risks to non-target organisms under 

field conditions 

No further studies have been submitted or required. 

 Studies on acceptance by ingestion of the biocidal product by any 

non-target organisms thought to be at risk 

No further studies have been submitted or required. 

 Secondary ecological effect e.g. when a large proportion of a 

specific habitat type is treated (ADS) 

Not relevant as the products are not intended for treating a large proportion of a specific habitat. 

 Foreseeable routes of entry into the environment on the basis of 

the use envisaged 

Based on the intended use, direct exposure to soil and groundwater can be expected however exposure to the 

aquatic compartment and the atmosphere are not considered relevant. There is potential for primary and secondary 

poisoning however if the rodenticide application is performed according to the product label’s instructions (i.e. 

pellets/wax blocks placed hidden and safe, in sturdy bait stations and inaccessible to non-target organisms), the 

risk of primary and secondary exposure of non-target mammals and birds are minimized. 

 Further studies on fate and behaviour in the environment (ADS) 

No further studies have been submitted or required. 

 Leaching behaviour (ADS) 

No further studies have been submitted or required. 

 Testing for distribution and dissipation in soil (ADS) 

No further studies have been submitted or required. 

 Testing for distribution and dissipation in water and sediment 

 (ADS) 

No further testing is considered necessary to determine the distribution and degradation characteristics of the 

product. 
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 Testing for distribution and dissipation in air (ADS) 

No further data are required. 

 If the biocidal product is to be sprayed near to surface waters 

then an overspray study may be required to assess risks to aquatic organisms or 

plants under field conditions (ADS) 

Not relevant. The product is not a spray and is for use in and around buildings only. Therefore no spraying near 

surface waters will take place. 

 If the biocidal product is to be sprayed outside or if potential for 

large scale formation of dust is given then data on overspray behaviour may be 

required to assess risks to bees and non-target arthropods under field conditions 

(ADS) 

Not relevant. The product is not a spray and is for use in and around buildings only. Therefore no spraying near 

surface waters will take place. 

2.2.8.3. Exposure assessment 

For the control of rats, a maximum of 75 g of product is applied per bait point, every 5-10 metres; and for the control 

of mice, a maximum of 50 g of product is applied per bait point, every 2-5 metres. For burrow baiting, the maximum 

amount of products applied per rat burrow is 50 g. The baiting of mice burrows is not an intended use.  

In both instances, baits must be replaced one to three times a week until infestation is controlled, up to a maximum 

of five weeks. Therefore, each bait station or bait box will be inspected and replenished a maximum of 12 times 

over the five week period (day 1, 4, 7, 10, 13, 16, 19, 22, 25, 28, 31 and 34). The data on replacement, inspection 

and replenishment are from the applicant; note that the frequency (Nappl) is thus 12 and is higher than default 

value in ESD, which is 5; as more conservative it is accepted by NL CA.  

See section  2.2.5.1 for application rates. 

An environmental risk assessment based on the realistic worst case scenarios and product-specific uses has been 

performed in the following sections, for the control of rats (Scenario 1.a and 2.a) and the control of mice (Scenario 

1.b). 

No risk characterisation was performed for metabolites as no major metabolites were identified in soil and water 

(Assessment Report, 2010). 
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 General information 

Assessed PT PT 14: Rodenticides 

Assessed scenarios 

Scenario 1.a: In and around buildings – rat control * 

Scenario 1.b: In and around buildings – mouse control * 

Scenario 2.a: Burrow baiting- rat control 

ESD(s) used 

Revised emission scenario document for product type 14. Rodenticides. 

European Chemicals Agency, Report no. ECHA-18-H-23-EN, Helsinki, 

Finland, August 2018. 

Approach 

The exposure scenarios are suggested based on the scenarios where the 

highest release to the environment is expected to take place (in accordance to 

the ESD PT14 default values and product-specific label instructions). The 

contribution to regional release is considered negligible. 

Distribution in the environment 

Calculated based on the ESD PT14 (ECHA, 2018) and on the BPR Guidance 

(Volume IV Environment, Assessment & Evaluation (Parts B+C), Version 2.0, 

October 2017). 

Groundwater simulation 
Yes (higher tier modelling with PEARL 4.4.4 is performed for the burrow baiting 

scenario) 

Confidential Annexes No 

Life cycle steps assessed 

The environmental exposure scenarios are based on the potential releases of 

rodenticides from application, use and disposal. 

Production: No 

Formulation: No 

Use: Yes 

Service life: Yes 

Remarks 

According to the TAB ENV 180, (November 2021) calculations of the “bank 

slopes” scenario should be evaluated when the use in and around building is 

claimed. These calculations are included in the assessment.  
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2.2.8.4.  Emission estimation 

If areas in and around buildings are treated, baits must be placed in bait stations or in other ways covered or hidden 

to minimise access of non-target animals. Besides spills, exposure of the environment is also expected from urine, 

faeces and carcasses of the target animals when poisoned rodents enter the outdoor environment (ECHA  ESD, 

2018). This sub-scenario is limited to rat control campaigns since rats often have their nesting sites outdoors and 

switch between in- and outdoors. 

 Emission to sewage treatment plant 

Exposure of rodenticides after treatment in or around houses to STP is only relevant for indoor application of liquid 

poisons, residues from mixing and cleaning (ECHA ESD, 2018). Thus the pathway is considered negligible for the 

application of the rodenticide in bait boxes. 

 Emission to soil 

According to the ECHA ESD (2018) the main exposure of environment is expected to be soil. Soil can be exposed 

directly or indirectly via spills, faeces, urine, and carcasses of the target animals. Emissions to soil may furthermore 

occur by indoor poisoned rats and mice dying outside buildings. This scenario however, will not be considered with 

reference to groundwater concentration since the main exposure to soil takes place if rodents are controlled outside 

buildings and baits are placed on bare soil. 

In order to estimate the total concentration in the soil around the bait box (taking into account both direct and 

indirect or disperse releases), the realistic worst case scenario (presented in the ESD for a rodent infested farm) 

was considered, using the highest product application frequency and the active substance in-use concentration 

stated in the product label; therefore the assumptions used in the calculations are in-line with the worst case uses 

for the product. For burrow baiting, the scenario described in the ESD for PT 14 (2018) is used to estimate soil 

concentrations. The default assumptions used in the ESD are considered for the assessment. For application in 

and around buildings, the realistic worst case scenario described by the ESD assumes that the bait stations are 

placed within a 10-metre zone around a farm (that is 55 m long and 10 m wide), as it is the most frequented zone 

for the rodents. The directly exposed area is assumed to be 10 cm around the bait box (30x20 cm) with its back 

against the building wall and the mixing soil depth and wet density are assumed to be 10 cm and 1700 kg.m -3 

respectively. The area indirectly exposed to rodenticide is assumed to be 550 m2 and the area directly exposed to 

rodenticide (around the box) is 0.09 m2. 

For rat control 10 bait points are placed 5 m apart as per the ESD assumptions, and for mouse control 27 bait 

points are placed 2 m apart. (Note: it is assumed that a 5 m gap (for rat control) or a 2 m gap (for mouse control) 

is left between the corner of a building and the first bait). Therefore the number of bait points used for the mouse 

control represents a worst-case scenario since it is higher than the default assumption used in the ESD. 

In both control operations, each bait point is inspected and replenished a maximum of 12 times (day 1, 4, 7, 10, 

13, 16, 19, 22, 25, 28, 31 and 34). It is also assumed that by the end of the campaign all of the bait has been eaten, 

that direct release to the environment during application and use is 1% and that 90% of the ingested rodenticide is 

released via urine and faeces. 

In accordance to this, the input parameters, included in the following table, were used for calculating the emissions 

to soil. Standard default parameters, from the ESD for PT14, are presented unless stated otherwise. The resulting 

PECsoil is included in the ‘Calculated PEC Values’ section. 
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Scenario:  Bank slope treatment – rat control  

Parameters  Symbol  Value  Unit  Origin  

Input  

Amount of product used for one 
bait station/box  

Qprod  50 [g]  S  

Fraction of active substance in 
the product  

Fcproduct  0.00023 [-]  S  

Number of application sites  Nsites  12  [-]  D/S  

Number of applications  Napp  1  [-]  D  

Fraction of active ingredient 
released directly  

Frelease-
D,water  

0.4  [-]  D  

Water volume of channel  Vchannel  450,000  [L]  D  

Output  

Local direct emission of 
substance to water 

Elocalwater-D 
 

3.86E-02 g O 

Local concentration in channel 
water  

Clocalwater-D  8.59E-08 [g.L-1]  O  

Calculation  

Clocalwater-D = Qprod • Fcproduct • Napp • Nsites • Frelease-D,water / Vchannel (3.34)  
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2.2.8.5. Primary and secondary poisoning 

Qualitative Risk Assessment 

Appendix 5 of the addendum of the BPR Guidance (Volume IV Environment, Assessment & Evaluation (Parts 

B+C), Version 2.0, October 2017) for PNECoral derivation of anticoagulant rodenticides proposes a qualitative 

approach for the acute poisoning situation, due to the lack of guidance for calculating an acute PNECoral. 

In the following  sections, qualitative assessments have been performed for use of the product in and around 

buildings, as outlined in the guidance document. 

Object of a qualitative risk assessment should be: 

• Primary poisoning: 

o Tier 2 for 1 day exposure with and without excretion, where the PECoral is the expected 

concentration of the active substance in the non-target animal after 1 day exposure (single 

meal) [mg/kg bw].  A default excretion factor of 0.3 (for birds and mammals) should be used in 

case no data is available.   

• Secondary poisoning: 

o Tier 1, where the PECoral is the concentration in the rodent immediately after a last meal on day 

5 [mg/kg food]. For a short-term exposure PD is 1 (rodents have fed entirely on rodenticide) 

and Frodent = 1 (non-target animals consume 100 % of their daily intake on poisoned rodents).  

For comparison, calculations with PD = 0.5 and PD = 0.2 could also be included. 

Primary Poisoning Acute – Tier 1 (Steps 1 & 2) 

The primary poisoning acute Tier 1 assessment includes two scenarios; Step 1 and Step 2. 

In Step 1, which is a worst case scenario, birds are assumed to consume only bait during one day and mammals 

are expected to eat 600 g of bait (AV, PT and PD are all set to 1).  The expected concentration of active 

substance (EC) in the animal is calculated (as shown in the ESD (ECHA, 2018)), with and without excretion 

(metabolism of Brodifacoum is not considered to be significant and therefore has not been included in the 

calculations) by the following equation: 

EC = ETE x (1-El)  

The estimated daily uptake of a compound (ETE) is given by the following equation: 

ETE = (FIR/BW) * C * AV * PT * PD (mg/kg bw/day) 

Where FIR is the food intake rate of the indicator species, BW is the indicator species body weight, C is the 

concentration of the active substance in fresh diet, AV is the avoidance factor, PT is the fraction of diet obtained 

in treated area and PD is the fraction of the food type in the diet. 

In Step 2, which is a refined scenario, the fraction of the diet from the  treated area (PT) is set to 0.9 and the 

avoidance (AV) of mammals is set to 0.8. The fraction of the food type in the diet (PD) is set to 1. 
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Primary Poisoning – Acute, Tier 1 - Estimated Daily Uptake for Non-Target Mammals and Birds Ingesting 

Product Containing Brodifacoum 

Species 

Body 

Weight (g) 

BW 

Daily Mean 

Food Intake (g)  

FIR 

Rodenticide 

Consumption 

(g) 

Concentration of Brodifacoum after 

a single meal (one day) (mg/kg) ETE 

Step 1 Step 2 

EI = 0 EI= 0 

Dog 10000 600 600 1.38 0.99 

Pig 80000 600 600 0.17 0.12 

Young Pig 25000 600 600 0.55 0.40 

Tree Sparrow 22 7.6 7.6 7.95 5.72 

Chaffinch 21.4 6.42 6.42 6.89 4.97 

Wood Pigeon 490 53.1 53.1 2.49 1.79 

Pheasant 953 102.7 102.7 2.48 1.78 

El= Excretion Factor 

Secondary Poisoning – Acute – Tier 1 

A Tier 1 qualitative acute assessment has been made where the PECoral is the concentration in the rodent 

immediately after the last meal on day 5 [mg/kg food].  PD is 1 (rodents have fed entirely on rodenticide) and 

Frodent = 1 (non-target animals consume 100% of their daily intake on poisoned rodents) as a realistic worst case.  

For comparison calculations with PD = 0.5 and PD = 0.2 have also be included (intermediate and normal case, 

respectively). 

Secondary Poisoning, Acute, Tier 1 - PECoral Predator 

Parameter 
Realistic worst 

case (100%) 

Intermediate  

(50%) 

Normal case 

(20%) 

Concentration of product in fresh diet ((C); mg/kg) 23 23 23 

Avoidance factor (1 = no avoidance; 0 = complete 

avoidance) (AV) 
1 1 1 

Fraction of diet obtained in treated area (PT) 1 1 1 

Fraction of food type (treated bait) in diet (PD) 1 0.5 0.2 

Fraction of daily uptake eliminated (El) 0 0 0 

Fraction of poisoned rodents in predator's diet 

(Frodent acute = 1) 
1 1 1 

Days the rodent is feeding on rodenticide until 

caught by predator (N) 
5 5 5 
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Estimated daily uptake of a compound in the 

rodent (mg/kg bw) 
2.30 1.15 0.46 

Normal non-resistant rodent which stops 

eating on day 5 estimated concentration 
11.50 5.75 2.30 

 

Quantitative Risk Assessment 

Appendix 5 of the addendum of the BPR Guidance (Volume IV Environment, Assessment & Evaluation (Parts 

B+C), Version 2.0, October 2017) defines the objective of a quantitative risk assessment as follows:- 

Object of a quantitative risk assessment should be: 

• Primary poisoning: 

o Tier 1 where the PECoral is the concentration of the active substance in the food (bait) [mg/kg food]  

o Tier 2 for 5 days exposure, considering excretion, where the PECoral is the expected concentration of the 

active substance in the non-target animal after 5 days exposure [mg/kg bw].  A default excretion factor of 

0.3 (for birds and mammals) should be used in case no data are available.  As a worst case, the parameter 

AV, PT and PD are all 1. 

• Secondary poisoning: 

o Tier 1 for a long-term exposure. The PECoral is the concentration in the rodent immediately after a last meal 

on day 5 [mg/kg food]; PD = 1 and Frodent = 0.5 (non-target animals consume 50 % of their daily intake on 

poisoned rodents).  For comparison, calculations with PD = 0.5 and PD =0.2 could also be included. 

o Tier 2 for a long-term exposure. The PECoral is the concentration in non-target animals after a single day of 

exposure [mg/kg bw]; PD = 1 and Frodent = 0.5. 

 

Primary Poisoning – Tier 1 

The Tier 1 assessment assumes that there is no bait avoidance by the non-target animals and that they obtain 

100% of their diet in the treated area and have access to the bait.  The worst case Step 1 PECoral is therefore 23 

mg/kg food (Brodifacoum present at 0.0023% w/w).   

Primary Poisoning – Long-term, Tier 2  

Long term primary poisoning has been calculated based on a mammal or bird eating the bait for 5 consecutive 

days. As indicated elsewhere, excretion (metabolism of Brodifacoum is not considered to be significant) has not 

been included in the calculations. 

The worst case scenario exists if AV, PT and PD are all set to 1 (step 1). ECx is calculated with the formulat ECx 

= EC(x-1) + ETE)*(1-EL).  

 

Primary Poisoning - Long-term, Tier 2, Step 1 - PECoral expressed as mg/kg BW for Non-Target Mammals 

and Birds Accidentally Exposed to Brodifacoum for 5 consecutive days In and Around Buildings 

 
Dog Pig Young Pig 

Tree 

Sparrow 
Chaffinch 

Wood 

Pigeon 
Pheasant 

ETE 1.38 0.17 0.55 7.95 6.89 2.49 2.28 

EC2 1.38 0.17 0.55 7.95 6.89 2.49 2.28 

EC3 2.76 0.34 1.10 15.9 13.8 4.98 4.95 



The Netherlands Klerat® Pellets XT PT14 

 

102/131 

EC4 4.13 0.52 1.65 23.8 20.7 7.46 7.42 

EC5 5.51 0.69 2.20 31.7 27.5 9.94 9.89 

EC6 6.88 0.86 2.75 39.6 34.4 12.4 12.4 

For a more realistic worst case AV = 0.9, PT = 0.8 and PD = 1 (step 2). 

 

Primary Poisoning – Long-term, Tier 2, Step 2 - PECoral expressed as mg/kg BW for Non-Target Mammals 

and Birds Accidentally Exposed to Brodifacoum for 5 consecutive days In and Around Buildings 

 
Dog Pig Young Pig 

Tree 

Sparrow 
Chaffinch 

Wood 

Pigeon 
Pheasant 

ETE 0.99 0.12 0.40 5.72 4.97 1.79 1.78 

EC2 0.99 0.12 0.40 5.72 4.97 1.79 1.78 

EC3 1.98 0.25 0.79 11.4 9.92 3.58 3.56 

EC4 2.97 0.37 1.19 17.1 14.9 5.37 5.34 

EC5 3.96 0.50 1.59 22.8 19.8 7.16 7.12 

EC6 4.95 0.62 1.98 28.5 24.8 8.95 8.90 

 

Secondary poisoning Long-term, Tier 1 

Secondary Poisoning, Long-term, Tier 1 -  PECoral Predator – terrestrial exposure 

Parameter 
Realistic worst 

case (100%) 

Intermediate  

(50%) 

Normal case 

(20%) 

Concentration of product in fresh diet ((C); mg/kg) 23 23 23 

Avoidance factor (1 = no avoid, 0 = complete 

avoid.) (AV) 
1 1 1 

Fraction of diet obtained in treated area (PT) 1 1 1 

Fraction of food type (treated bait) in diet (PD) 1 0.5 0.2 

Fraction of daily uptake eliminated (El) 0 0 0 

Fraction of poisoned rodents in predator's diet 

(chronic = 0.5) 
0.5 0.5 0.5 

Days the rodent is feeding on rodenticide until 

caught by predator (N) 
5 5 5 
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Predicted environmental concentration of a.i. in 

food of predator on day N ('chronic') 
5.75 2.88 1.15 

 

Secondary Poisoning – Long-term, Tier 2 - terrestrial exposure 

Concentrations resulting from a single day exposure assuming that predators feed 50% on poisoned rodents fed 

on rodenticide 5, 7 or 14 days with PD (fraction of food) 1, 0.5 and 0.2 are shown below.   

Secondary Poisoning – Long-term, Tier 2 - Concentrations Resulting After a Single Day Exposure 

Assuming Predators Feed 50% on Poisoned Rodents Fed on Brodifacoum Bait 

Non-Target Animals 

Concentration in Non-Target Animal (mg/kg bw Predator) 

Rodent caught on day 

5 after feeding 

Rodent caught on day 

7 after feeding 

Rodent caught on day 

14 after feeding 

Barn owl (Tyto alba) 1.14 1.43 3.99 

Kestrel (Falco tinnunculus) 1.73 2.17 6.06 

Little owl (Athene noctua) 1.30 1.63 4.56 

Tawny owl (Strix aluco) 1.05 1.31 3.67 

Fox (Vulpes vulpes) 0.42 0.52 1.47 

Polecat (Mustela putorius) 0.87 1.09 3.06 

Stoat (Mustela erminea) 1.25 1.56 4.37 

Weasel (Mustela nivalis) 1.80 2.25 6.31 

Dog (Canis familiaris) 0.21 0.26 0.73 

Scenario 3: Secondary poisoning for fish eating birds and mammals – bank slope scenario 

Because the use on bank slopes has emission to surface water also secondary poisoning of birds and mammals 

has been determined in line with Vol IV part B&C.  

PECwater (mg/L)* 1.29E-04 

BCF (L/kg wwt)** 35645 

BMF** 2 

PECoral, pred (mg/kg wwt) 4.60 

* a correction of a factor 2 was applied to the PECwater to determine the PECoral considering that not all the 

food of the predator will be obtained from the treated area. 

** derived from the CAR obtained from a log Kow of 4.92 

  















The Netherlands Klerat® Pellets XT PT14 

 

110/131 

2.2.9. Measures to protect man, animals and the environment 

See SPC and MSDS. 

2.2.10. Assessment of a combination of biocidal products 

Not relevant.  The product is not intended to be authorised for the use with other biocidal products. 

2.2.11. Comparative assessment 

The NL CA for biocides has processed an application for the biocidal product Klerat Pellets XT which contains the 

active substance Brodifacoum. The active substance brodifacoum meets the criteria for exclusion according to 

Article 5(1) BPR as well as for substitution according to Article 10 BPR.  

Therefore, in line with Article 23 (1) BPR a comparative assessment for the product Klerat Pellets XT has to be 

conducted.  

 

At the 60th meeting of representatives of Members States Competent Authorities for the implementation of BPR 

held on 20 and 21 May 2015, all Member States submitted to the Commission a number of questions to be 

addressed at Union level in the context of the comparative assessment to be carried out at the renewal of 

anticoagulant rodenticide biocidal products ('anticoagulant rodenticides'). These questions are also relevant now. 

The questions submitted were the following:  

(a) Is the chemical diversity of the active substances in authorised rodenticides in the Union adequate to minimise 

the occurrence of resistance in the target harmful organisms?;  

(b) For the different uses specified in the applications for renewal, are alternative authorised biocidal products or 

non-chemical means of control and prevention methods available?; 

(c) Do these alternatives present a significantly lower overall risk for human health, animal health and the 

environment?;  

(d) Are these alternatives sufficiently effective?;  

(e) Do these alternatives present no other significant economic or practical disadvantages?  

 

The information addressing these questions is provided in the Annex of the Commission Implementing Decision 

(EU) 2017/1532 According to Article 1 of Commission Implementing Decision (EU) 2017/1532 the NL CA 

considered the information in the Annex during the comparative assessment of anticoagulant rodenticide biocidal 

products.  

 

Conclusion  

Based on the information provided in the Annex of the Commission Implementing Decision (EU) 2017/1532 the NL 

CA came to the conclusion that in the absence of anticoagulant rodenticides, the use of rodenticides containing 

other active substances would lead to an inadequate chemical diversity to minimize the occurrence of resistance 

in the target harmful organisms. These products also showed some significant practical or economical 

disadvantages for the relevant uses. 

 

The opinion also considered a number of non-chemical control or prevention methods ("non-chemical 

alternatives"), which may provide sufficient efficacy in certain circumstances on their own or in a combination of 

them. However, there is insufficient scientific evidence to prove that those non-chemical alternatives are sufficiently 

effective according to the criteria established in agreed Union guidance with a view to prohibit or restrict the 

authorised uses of anticoagulant rodenticides. 
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In summary it can be concluded that the criteria according Article 23(3) a), b) BPR are not fulfilled.  

Therefore, the authorisation is granted for the product Klerat Pellets XT for 5 years.   
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3. ANNEXES 

3.1. List of studies for the biocidal product 
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3.2. Output tables from exposure assessment tools 

 

Human Health 

Calculations for Scenario 1, Decanting pellets from large bag into a bucket for the control of rats 

Tier 1, no PPE 

Dermal 

Amount used per day  = 63 manipulations × 75 g/bait box = 4.725 kg 

Exposure to b.p. = 4.725 kg × 31 mg product/kg decanted = 146.49 mg product/day 

Exposure to a.s.  = 146.49 mg product/day × 0.0023% w/w brodifacoum  

 = 3.4 × 10-3 mg a.s./day 

Systemic dermal exposure  = 3.4 × 10-3 mg a.s./day × 6.5% dermal absorption ÷ 60 kg bw 

 = 3.65 × 10-6 mg a.s./kg bw/day 

 

Inhalation 

Number of decants = 2 per day  

Time spent decanting = 2 per day × 3 min per decant = 0.1 h 

Amount of air inhaled  = 0.1 h × 1.25 m3/h = 0.125 m3 

Amount of b.p. inhaled = 0.125 m3 × 9.62 mg product/m3 = 1.203 mg product/day 

Amount of a.s. inhaled = 1.203 mg product/day × 0.0023% w/w brodifacoum 

 = 2.8 × 10-5 mg a.s./day 

Systemic exposure via  = 2.8 × 10-5 mg a.s./day ÷ 60 kg bw 

inhalation = 4.61 × 10-7 mg a.s./kg bw/day 

 

Total exposure = Dermal + Inhalation 

 = 4.11 × 10-6 mg a.s./kg bw/day 

Tier 2, gloves 

Dermal 

Amount used per day  = 63 manipulations × 75 g/bait box = 4.725 kg 

Exposure to b.p. = 4.725 kg × 31 mg product/kg decanted = 146.49 mg product/day 

Exposure to a.s.  = 146.49 mg product/day × 0.0023% w/w brodifacoum  

 = 3.4 × 10-3 mg a.s./day 

Systemic dermal exposure  = 3.4 × 10-3 mg a.s./day × 6.5% dermal absorption × 10% glove penetration ÷ 

60 kg bw 

 = 3.65 × 10-7 mg a.s./kg bw/day 

 

Inhalation 

Number of decants = 2 per day  
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Time spent decanting = 2 per day × 3 min per decant = 0.1 h 

Amount of air inhaled  = 0.1 h × 1.25 m3/h = 0.125 m3 

Amount of b.p. inhaled = 0.125 m3 × 9.62 mg product/m3 = 1.203 mg product/day 

Amount of a.s. inhaled = 1.203 mg product/day × 0.0023% w/w brodifacoum 

 = 2.8 × 10-5 mg a.s./day 

Systemic exposure via  = 2.8 × 10-5 mg a.s./day ÷ 60 kg bw 

inhalation = 4.61 × 10-7 mg a.s./kg bw/day 

 

Total exposure = Dermal + Inhalation 

 = 8.26 × 10-7 mg a.s./kg bw/day 

 

Calculations for Scenario 2, Decanting pellets from large bag into a bucket for the control of mice 

Tier 1, no PPE 

Dermal 

Amount used per day  = 63 manipulations × 50 g/bait box = 3.15 kg 

Exposure to b.p. = 3.15 kg × 31 mg product/kg decanted = 97.66 mg product/day 

Exposure to a.s.  = 97.66 mg product/day × 0.0023% w/w brodifacoum  

 = 2.25 × 10-3 mg a.s./day 

Systemic dermal exposure  = 2.25 × 10-3 mg a.s./day × 6.5% dermal absorption ÷ 60 kg bw 

 = 2.43 × 10-6 mg a.s./kg bw/day 

 

Inhalation 

Number of decants = 2 per day  

Time spent decanting = 2 per day × 3 min per decant = 0.1 h 

Amount of air inhaled  = 0.1 h × 1.25 m3/h = 0.125 m3 

Amount of b.p. inhaled = 0.125 m3 × 9.62 mg product/m3 = 1.203 mg product/day 

Amount of a.s. inhaled = 1.203 mg product/day × 0.0023% w/w brodifacoum 

 = 2.8 × 10-5 mg a.s./day 

Systemic exposure via  = 2.8 × 10-5 mg a.s./day ÷ 60 kg bw 

inhalation = 4.61 × 10-7 mg a.s./kg bw/day 

 

Total exposure = Dermal + Inhalation 

 = 2.89 × 10-6 mg a.s./kg bw/day 
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Tier 2, gloves 

Dermal 

Amount used per day  = 63 manipulations × 50 g/bait box = 3.15 kg 

Exposure to b.p. = 3.15 kg × 31 mg product/kg decanted = 97.66 mg product/day 

Exposure to a.s.  = 97.66 mg product/day × 0.0023% w/w brodifacoum  

 = 2.25 × 10-3 mg a.s./day 

Systemic dermal exposure  = 2.25 × 10-3 mg a.s./day × 6.5% dermal absorption × 10% glove penetration 

÷ 60 kg bw 

 = 2.43 × 10-7 mg a.s./kg bw/day 

 

Inhalation 

Number of decants = 2 per day  

Time spent decanting = 2 per day × 3 min per decant = 0.1 h 

Amount of air inhaled  = 0.1 h × 1.25 m3/h = 0.125 m3 

Amount of b.p. inhaled = 0.125 m3 × 9.62 mg product/m3 = 1.203 mg product/day 

Amount of a.s. inhaled = 1.203 mg product/day × 0.0023% w/w brodifacoum 

 = 2.8 × 10-5 mg a.s./day 

Systemic exposure via  = 2.8 × 10-5 mg a.s./day ÷ 60 kg bw 

inhalation = 4.61 × 10-7 mg a.s./kg bw/day 

 

Total exposure = Dermal + Inhalation 

 = 7.04 × 10-7 mg a.s./kg bw/day 

Calculations for Scenario 3, Application: loading and placing bait boxes for the control of rats and mice 

Tier 1, no PPE 

Dermal 

Number of manipulations  = 63  

Exposure to b.p. = 63 manipulations × 2.04 mg product/bait box = 128.52 mg product/day 

Exposure to a.s.  = 128.52 mg product/day × 0.0023% w/w brodifacoum  

 = 3.0 × 10-3 mg a.s./day 

Systemic dermal exposure  = 3.0 × 10-3 mg a.s./day × 6.5% dermal absorption ÷ 60 kg bw 

 = 3.20 × 10-6 mg a.s./kg bw/day 

 

Tier 2, gloves 

Dermal 

Number of manipulations  = 63  

Exposure to b.p. = 63 manipulations × 2.04 mg product/bait box = 128.52 mg product/day 

Exposure to a.s.  = 128.52 mg product/day × 0.0023% w/w brodifacoum  
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 = 3.0 × 10-3 mg a.s./day 

Systemic dermal exposure  = 3.0 × 10-3 mg a.s./day × 6.5% dermal absorption × 10% glove penetration ÷ 

60 kg bw 

 = 3.20 × 10-7 mg a.s./kg bw/day 

 

Calculations for Scenario 4, Cleaning of used bait boxes for the control of rats and mice 

Tier 1, no PPE 

Dermal 

Number of manipulations  = 16  

Exposure to b.p. = 16 manipulations × 3.79 mg product/bait box = 60.64 mg product/day 

Exposure to a.s.  = 60.64 mg product/day × 0.0023% w/w brodifacoum  

 = 1.4 × 10-3 mg a.s./day 

Systemic dermal exposure  = 1.4 × 10-3 mg a.s./day × 6.5% dermal absorption ÷ 60 kg bw 

 = 1.51 × 10-6 mg a.s./kg bw/day 

 

Tier 2, gloves 

Dermal 

Number of manipulations  = 16  

Exposure to b.p. = 16 manipulations × 3.79 mg product/bait box = 60.64 mg product/day 

Exposure to a.s.  = 60.64 mg product/day × 0.0023% w/w brodifacoum  

 = 1.4 × 10-3 mg a.s./day 

Systemic dermal exposure  = 1.4 × 10-3 mg a.s./day × 6.5% dermal absorption × 10% glove penetration ÷ 

60 kg bw 

 = 1.51 × 10-7 mg a.s./kg bw/day 

Calculations for Scenario 5, Filling bait boxes for the control of rodents 

Tier 1, no PPE 

Dermal 

Number of manipulations  = 5  

Exposure to b.p. = 5 manipulations × 2.04 mg product/bait box = 10.2 mg product/day 

Exposure to a.s.  = 10.2 mg product/day × 0.0023% w/w brodifacoum  

 = 2.3 × 10-4 mg a.s./day 

Systemic dermal exposure  = 2.3 × 10-4 mg a.s./day × 6.5% dermal absorption ÷ 60 kg bw 

 = 2.54 × 10-7 mg a.s./kg bw/day 

Calculations for Scenario 6, Cleaning of used bait boxes for the control of rodents 

Tier 1, no PPE 

Dermal 

Number of manipulations  = 5  
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Exposure to b.p. = 5 manipulations × 3.79 mg product/bait box = 18.95 mg product/day 

Exposure to a.s.  = 18.95 mg product/day × 0.0023% w/w brodifacoum  

 = 4.4 × 10-4 mg a.s./day 

Systemic dermal exposure  = 4.4 × 10-4 mg a.s./day × 6.5% dermal absorption ÷ 60 kg bw 

 = 4.72 × 10-7 mg a.s./kg bw/day 
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3.3. New information on the active substance 

None. 
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3.4. Residue behaviour 

Not applicable. 
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3.5. Summaries of the efficacy studies 

See IUCLID section 6.1 and Section 2.2.5 of the product assessment report.
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3.6. Confidential annex  

The confidential annex 3.6 has been submitted in a separate word document.  
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3.7. Other 

 

Environmental exposure assessment:  

During the RCOM NL CA received severeral comments, therefore calculated here also PECs with the updated ECHA 

sheets; for rats and mice, to show separately PECs around the buildings and in the buildings, as in the main text the 

emissions are shown together. In addition, default values as in the ECHA sheets are here used, as well the emissions 

“bank slopes’ has been added.  

Note that this additional calculations in the Annex do not change the conclusions.  

 



The Netherlands Klerat® Pellets XT  PT14 

 

126/131 

1) Exposure scenarios in and around buildings: rats (with default values): Rodenticide emissions to soil due to use around buildings on unpaved ground  

 

Input

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Rodent to be controlled Rat

Type of ba t formulat on Bagged baits, drinking through

Amount of product used at each 

refill for one bait station/box
Qprod 75 g S

Fract on of substance in product Fcprod 0.000023 [-] S

Number of appl cation sites Ns ites 10 [-] D

Number of appl cations (initial 

ba ting+refillings)
Nappl 5

Fract on of substance released 

directly to soil
Freleased-D, soil 0.01 [-] D

Fract on of substance metabolised Fmetab 0 [-] S

Fract on of substance released 

indirectly to soil
Freleased-ID,soil

a) no data on metabolism 0.9 [-] D

b) data on metabolism present ?? [-] O Freleased-ID,soil = 0.9 * (1 - Fmetab)

Soil area exposed directly AREAexposed-D 0.09 m2 D

Soil area exposed indirectly AREAexposed-ID 550 m2 D

DEPTHsoil 0.1 m D

Bulk density of wet soil RHOsoil 1700 kgwwt.m
-3 D

Output

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Local direct emission of substance 

to soil from a campaign

Elocalsoil-D-

campaign

8.63E-05 g O Elocalsoil-D-campaign = Qprod * Fcprod * Nappl * Freleased-D,soil

Local indirect emiss on of substance 

to soil from a campaign

Elocalsoil-ID-

campaign

#WAARDE! g O Elocalsoil-ID-campaign = Qprod * Fcprod * Ns ites * Nappl * Freleased-ID,soil

Concentrations

Clocalsoil-D 5.64E-03 mg.kgwwt-1 O Clocalsoil-D = Elocalsoil-D-campaign * 103 / (AREAexposed-D * DEPTHsoil * RHOsoil)

Local concentration in soil resulting 

from indirect exposure
Clocalsoil-ID ?? mg.kgwwt-1 O Clocalsoil-ID = Elocalsoil-ID-campaign * 103 / (AREAexposed-ID * DEPTHsoil * RHOsoil)

Total local concentration in soil 

resulting from direct plus indirect 

exposure

Clocalsoil ?? mg.kgwwt-1 O Clocalsoil = Clocalsoil-D + Clocalsoil-ID

1) S: data set; D: default; O: output; P: pick list

Depth of exposed soil 

Local concentration in soil resulting 

from direct exposure

Additional parameters needed to calculate concentrations in soil
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2) Exposure scenarios in and around buildings: rats (with default values): Rodenticide emissions to soil due to use in buildings and emissions to soil via rat carcasses, 

urine and faeces 

 

  

Input

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Type of ba t formulat on Solid baits, drinking through

Amount of product used at each 

refill for one ba t station/box (sol d 

ba t and drinking trough) /per 

building (contact formulat on)

Qprod 75 g S

Fract on of substance in product Fcprod 0.000023 [-] S

Number of application sites Ns ites 22 [-] D

Number of applications (initial 

ba ting+refillings)
Nappl 5 [-] D

Fract on of active ingredient 

metabolised
Fmetab 0 [-] S

Fract on released indirectly to soil Freleased-ID soil

a) no data on metabolism 0.5 [-] S

b) data on metabolism present 0.5 [-] O Freleased-ID,soil = 0.5 * (1 - Fmetab)

Soil area exposed indirectly AREAexposed-ID 1800 m2 D

DEPTHsoil 0.1 m D

Bulk density of wet soil RHOsoil 1700 kgwwt.m
-3 D

Output

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Local indirect emiss on of substance 

to soil from a campaign

Elocalsoil-ID-

campaign

9.49E-02 g O Elocalsoil-ID-campaign = Qprod * Fcprod * Ns ites * Nappl * Freleased-ID,soil

Concentrations

Local concentration in soil resulting 

from indirect exposure
Clocalsoil-ID 3.10E-04 mg.kgwwt-1 O Clocalsoil-ID = Elocalsoil-ID-campaign * 103 / (AREAexposed-ID * DEPTHsoil * RHOsoil)

1) S: data set; D: default; O: output; P: pick list

Additional parameters needed to calculate concentrations in soil

Depth of exposed soil 
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3. Exposure scenarios for bank slopes: rats (with default values):  

 

 

 

  

Input

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Amount of product used at each application for one 

ba t stat on/box
Qprod 75 g S

Fract on of substance in product Fcprod 0.000023 [-] S

Number of application sites Ns ites 12 [-] D

Number of applications Napp 7 [-] D

Fract on of substance released directly Freleased-D,water 0.4 [-] D

Water volume of channel Vchannel 450000 L D

Output

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Local direct emission of substance to water Elocalwater-D 5.80E-02 g O Elocalwater-D = Qprod * Fcprod * Napp * Ns ites * Frelease-D,water

Local concentration of substance in channel water Clocalwater-D 1.29E-07 g.L-1 O Clocalwater-D = Elocalwater-D / Vchannel

1) S: data set; D: default; O: output; P: pick list

Additional parameters needed to calculate concentrations in water



The Netherlands Klerat® Pellets XT  PT14 

 

129/131 

4) Exposure scenarios for in and around buildings: mice (with default values): Rodenticide emissions to soil due to use around buildings on unpaved ground 

 

 

Input

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Rodent to be controlled Mice

Type of ba t formulat on Bagged baits, drinking through

Amount of product used at each 

refill for one bait stat on/box
Qprod 50 g S

Fract on of substance in product Fcprod 0.000023 [-] S

Number of appl cation sites Ns ites 20 [-] D

Number of appl cations (in tial 

baiting+refillings)
Nappl 5

Fract on of substance released 

directly to soil
Freleased-D, soil 0.01 [-] D

Fract on of substance metabolised Fmetab 0 [-] S

Fract on of substance released 

indirectly to soil
Freleased-ID,soil

a) no data on metabolism 0.9 [-] D

b) data on metabolism present ?? [-] O Freleased-ID,soil = 0.9 * (1 - Fmetab)

Soil area exposed directly AREAexposed-D 0.09 m2 D

Soil area exposed indirectly AREAexposed-ID 550 m2 D

DEPTHsoil 0.1 m D

Bulk density of wet soil RHOsoil 1700 kgwwt.m
-3 D

Output

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Local direct emiss on of substance 

to soil from a campaign

Elocalsoil-D-

campaign

5.75E-05 g O Elocalsoil-D-campaign = Qprod * Fcprod * Nappl * Freleased-D,soil

Local indirect emiss on of substance 

to soil from a campaign

Elocalsoil-ID-

campaign

#WAARDE! g O Elocalsoil-ID-campaign = Qprod * Fcprod * Ns ites * Nappl * Freleased-ID,soil

Concentrations

Clocalsoil-D 3.76E-03 mg.kgwwt-1 O Clocalsoil-D = Elocalsoil-D-campaign * 103 / (AREAexposed-D * DEPTHsoil * RHOsoil)

Local concentrat on in soil resulting 

from indirect exposure
Clocalsoil-ID ?? mg.kgwwt-1 O Clocalsoil-ID = Elocalsoil-ID-campaign * 103 / (AREAexposed-ID * DEPTHsoil * RHOsoil)

Total local concentrat on in soil 

resulting from direct plus indirect 

exposure

Clocalsoil ?? mg.kgwwt-1 O Clocalsoil = Clocalsoil-D + Clocalsoil-ID

1) S: data set; D: default; O: output; P: pick list

Depth of exposed soil 

Local concentrat on in soil resulting 

from direct exposure

Additional parameters needed to calculate concentrations in soil
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5) Exposure scenarios for in and around buildings: mice (with default values): Rodenticide emissions to soil due to use in buildings and emissions to soil via rat carcasses, 

urine and faeces 

 

Input

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Type of ba t formulat on Solid baits, drinking through

Amount of product used at each 

refill for one ba t station/box (sol d 

ba t and drinking trough) /per 

building (contact formulat on)

Qprod 50 g S

Fract on of substance in product Fcprod 0.000023 [-] S

Number of application sites Ns ites 22 [-] D

Number of applications (initial 

ba ting+refillings)
Nappl 5 [-] D

Fract on of active ingredient 

metabolised
Fmetab 0 [-] S

Fract on released indirectly to soil Freleased-ID,soil

a) no data on metabolism 0.5 [-] S

b) data on metabolism present 0.5 [-] O Freleased-ID,soil = 0.5 * (1 - Fmetab)

Soil area exposed indirectly AREAexposed-ID 1800 m2 D

DEPTHsoil 0.1 m D

Bulk density of wet soil RHOsoil 1700 kgwwt.m
-3 D

Output

Variable/parameter Symbol Value Unit S/D/O/P 1 References / Calculation formulas / Explanations

Local indirect emiss on of substance 

to soil from a campaign

Elocalsoil-ID-

campaign

6.33E-02 g O Elocalsoil-ID-campaign = Qprod * Fcprod * Ns ites * Nappl * Freleased-ID,soil

Concentrations

Local concentration in soil resulting 

from indirect exposure
Clocalsoil-ID 2.07E-04 mg.kgwwt-1 O Clocalsoil-ID = Elocalsoil-ID-campaign * 103 / (AREAexposed-ID * DEPTHsoil * RHOsoil)

1) S: data set; D: default; O: output; P: pick list

Additional parameters needed to calculate concentrations in soil

Depth of exposed soil 






