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OVERVIEW OF APPLICATIONS  

Overview regarding all relevant applications 
 

Application 
type  

refMS  cMS Case number in 
the refMS  

Decision 
date  

Assessment carried out   

NA-APP BE AT, DK, 
FR, DE, 
IE, IT, 
LT, NL, 
NO, PT, 
CH, UK, 
ES 

BC-CS005323-43 07/10/2016 First authorisation (and 
NA-MRP) 

NA-ADC 
(grouped 
submission) 

BE LU, DK, 
UK, DE, 
CH, FR, 
ES 

BC-KC030472-61 10/05/2017 Addition of a 
manufacturer of the 
active substance: Lodi 
SAS 
+ Only in FR, change of 
the biocidal product 
name 

NA-TRS BE AT, CH, 
DE, DK, 
ES, FR, 
IE, IT, 
LU, LT, 
NO, NL, 
PT 

BC-FL044295-38 09/07/2019 Transfer of the 
authorisation to a new 
holder established in the 
European Economic Area 
(EEA): 
Rentokil Initial Limited 

NA-ADC IT IT BC-XK061101-40 23/07/2020 Addition of a trade name, 
RattiPro 

NA-MIC 
(grouped 
submission) 

BE IT  BC-GH074931-39 On going Increase shelf life from 12 
months to 24 months 

/ BE  RO / On going NA-MRS (BC-EF074530-
55) submitted in RO 
21/03/2022 
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1 CONCLUSION 

The product can be authorised for use as an indoor rodenticide (PT14) for professional use against mice only. 

Optimal efficacy is achieved at low room temperatures, i.e. preferably as low as or lower than +16°C. The product 

is efficacious at +16°C±2°C and not at +21°C±2°C, according to the 90 % criteria defined by TNsG. Please note 

that the influence of temperature on the efficacy of the a.s/product has been clearly established and reported in the 

CAR for alphachloralose and in this dossier. Therefore, PCO have to take this parameter into account in order to 

achieve an optimal efficacy of the product. 
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MUMBAI - 400 062 - INDIA 

Name of manufacturer  Lodi S.A.S 

Address of manufacturer Parc d’Activites des Quatre Routes  

35390  

Le Grand Fougeray  

France  

Location of manufacturing sites LODI Group  

Site HIKAL Ltd.  

T-21. MIDC Industrial Area  

Taloja Raigad District  

410208  

Maharashtra  

India  
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 Candidate(s) for substitution 

Not applicable, alphachloralose is not a candidate for substitution. 
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 Quantitative information on the composition of the biocidal product  

Common name IUPAC name Function CAS number EC number Content (% w/w) 

Alphachloralose (R)-1,2-O-

(2,2,2-

Trichloroethyli

dene)-a-D-

glucofuranose 

Active 

substance 

15879-93-3 240-016-7 3.996 

 

Full composition available in confidential annex. 

 

 Information on the substance(s) of concern 

The product contains no SoC’s.  

 

 Type of formulation 

RB – product is a ready to use bait in the form of a paste 

 

 

2.1.3 Hazard and precautionary statements 

Classification and labelling of the products of the family according to the Regulation (EC) 1272/2008 

 

 

Classification 

Hazard category Aquatic Acute 1; Aquatic chronic 1 

Hazard statement Very toxic to aquatic life (H400); very toxic to aquatic life with long lasting 

effects (H410) 

 

Labelling 

Signal words Warning 

Hazard statements Very toxic to aquatic life with long lasting effects (H410) 

Precautionary statements P273:  Avoid release to the environment  

P391: Collect spillage 

P501:   Dispose of contents/container  in accordance with 

 local/regional/national requirements. 

 

 

2.1.4 Authorised use(s) 

 Use description 

Table 1. Professionial indoor control of mice  

Product Type 14, rodenticides 

Where relevant, an exact 

description of the authorised use 

Professional indoor control of house mice. 

Target organism (including 

development stage) 

house mouse (Mus musculus), all stages. 

Field of use Indoor 

For use indoors only. 

Application method Method: Bait application 
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Detailed description: 

VI.2.1 Bait stations (covered application) 

Application rate Application Rate: Up to 8g per bait point. 

Dilution (%): 

Number and timing of application: 

 

Up to 8g per bait box (2 x4g) applied with a caulking gun applicator. 

 

The number of bait boxes used is dependent on the site of treatment, the 

context location, the size and severity of the infestation.  

 

Place bait boxes 2 to 3 metres apart (3 metres apart in case of low infestation 

to 2 metres apart in case of high mouse infestation) 

 

Check bait boxes frequently. 

Replace any eaten bait. Replace bait until consumption stops. Replace any 

mouldy or contaminated bait. 

 

The dose or the number of sachets placed per bait station must be adapted to 

the validated application rates. Inspect and replenish at regular intervals. 

 

 

If all bait is eaten, increase number of bait boxes and / or visit frequency. Bait 

should be laid for periods of at most 7 – 10 days. If control is not achieved, 

survey site again to establish reasons and consider re-siting or increasing bait 

boxes. 

 

Category(ies) of users Professional users 

Pack sizes and packaging 

material 

300g HDPE tube 

400g HDPE tube. 

 

HDPE tube for use with caulking gun 

 Use-specific instructions for use 

See General directions for use 

 Use-specific risk mitigation measures  

See General directions for use 
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 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 
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2.1.5 General directions for use 

 Instructions for use 

 

Read label before use and follow instructions. Before using this product, make sure you have the required 

training or have received the necessary instructions. 

 

The product must not be used indiscriminately.A thorough survey of the infested area is essential, particularly 

in secluded and sheltered places,to determine the extent of the infestation. 

 

Do not eat, drink or smoke while handling this product. Wash hands and directly exposed skin after handling 

product and before eating, drinking,smoking. 

 

Place bait boxes where the rodents are seen in or near burrows and harbourages, on runs and places where they 

find food or gnaw.  

 

The bait must be placed inside bait boxes out of reach of children, birds, pets and other non-target animals. 

 

Bait boxes must be clearly marked to show that they contain rodenticides and must not be disturbed. 

 

Remove all baits after treatment.  

 

When control has been achieved, consider control measures (plug holes, remove potential food, etc.) to reduce 

the likelihood of reinvasion. 

Optimal efficacy is achieved at low room temperatures, i.e. preferably as low as or lower than 16°C. 

 

The delay of action is between 24-48h. 

 

Dead rodent bodies, remains of unused bait or any fragments of bait found away from the bait station must 

be collected during all control operations to minimize the risk of consumption and poisoning to children, 

companion animals and other non-target animals. 

 

Dead rodent bodies, remains of unused bait or any fragments of bait must be disposed of in accordance with 

local requirements. 

 

 Risk mitigation measures 

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

 

To maximize the bait take, ensure that alternative food sources have been removed wherever possible. 

 

Do not use product where it can come into contact with food, drinking water, animal feeding stuffs, utensils 

that have contact with food. 

 

Do not clean bait boxes between applications. 

 

Rodents can be disease carriers (e.g. Leptospirosis). Wear adequate protective gloves when disposing off dead 

rodents. 

 

Minimum information to be given on the bait box: Name and telephone number of the company responsible for 

the treatment, product name and maximum amount of product used (in the bait box), name and concentration 

of the active substance and the text:"In case of accidents or if you feel unwell, seek medical advice or contact 

the Poisons Information Centre” 
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derivatised by Tri-Sil Z. Quantification of extracts was performed by linear or quadratic regression using peak areas of external calibration 

standards or peak area ratios using an internal standard. LOQ of 0.01 mg/kg validated for cucumber  

 

From animal origin: 

The analytical procedures consisted of extraction from meat with solvent followed by a clean up procedure, if appropriate, and determination by 

GC-ECD and GC-MS. The extracts were then derivatised by Tri-Sil Z. Quantification of extracts was performed by linear or quadratic 

regression using peak areas of external calibration standards or peak area ratios using an internal standard. No LOQ validated.  
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The delay of action is between 24h (with fresh baits) and 5 days (with 12 months-aged baits). 

 

 Efficacy data  

2.2.5.5.1 Efficacy data on the representative product of the Alphachloralose 
CAR 

Alphablock (a RTU fat based bait solid block)  is the accompanying product in the Assessment Report for 

inclusion to Annex I, which also contains 3.996% w/w Alphachloralose. 

Several lab choice-tests were performed on mice at 16°C and 21°C to evaluate the palatability and efficacy of fresh 

and 2-week accelerated aged  Alphablock (4% w/w) : regardless temperature, complete mortality was accomplished 

in 29.5 hours. Laboratory tirals showed that efficacy is not affected by temperature in the range used (16°C and 

21°C). The palatability is unaffected when using two week accelerated aged samples. 

 

No field studies were performed.  

 
Conclusion : Laboratory studies have demonstrated a sufficient degree of efficacy of alphachlorahloralose 

(3.996% w/w) against mice. 

 

 
5 References to the Alphachloralose CAR 

Efficacy of  Alphablock  

Test organism Test conditions Results Comments Reference5 

Mus musculus  

Albino TO  

Palatability and 

Efficacy of Fresh   

Alphablock 

4% Bait at +16°C 

(+/- 2°C) or at 

+21°C (+/- 2°C). 

 

Choice test with 

fresh bait/  Test 

period 4 days /5♀ + 

5♂ 

At +16°C : 

• 100% mortality within 22 h  

• Mean bait intake (of the 

total food consumption) = 

17.7% 

 

At +21°C : 

• 100% mortality within 22 h  

• Mean bait intake (of the 

total food consumption) = 

41.1% 

 

 

Requirements according 

requirements in the 

TNsG PT14 Product 

Evaluation : 

- Mean bait intake (of 

the total food 

consumption) > 20%* 

- Mortality > 90% 

within 20 days 

 

In trials performed  with 

fresh samples at +16°C, 

the intake of 

contaminated food was 

17.7% and 15.4% of the 

total food consumption. 

As the final mortality 

was 100% in both trials, 

this can be accepted. 

Doc 

IIIB_B5.10.2  

 

 

 

 

Mus musculus  

Albino TO  

Palatability and 

Efficacy of 2-week 

accelerated aged  

Alphablock 

4% Bait at +16°C 

(+/- 2°C) or at 

+21°C (+/- 2°C). 

 

Choice test with 2-

week accelerated 

aged  bait/  Test 

period 4 days /5♀ + 

5♂ 

At +16°C : 

• 100% mortality within 29.5 

h 

• Mean bait intake (of the 

total food consumption) = 

15.4% 

 

At +21°C : 

• 100% mortality within 24 h  

• Mean bait intake (of the 

total food consumption) = 

24.1% 



BE Rentokil RapidPro PT 14 

 

25 

 

2.2.5.5.2 Efficacy tests on Rentokil RapidPro 

An efficacy/palatability lab test on fresh Rentokil RapidPro has been conducted in order to compare this 

new improved formulation against an existing product Rentokil RapidPro with mice according 

requirements in the TNsG Product Evaluation for PT14. 

 

Results are resumed below:  

 

 

According to the results of the efficacy tests, efficacy has only been tested at +16°C±2°C and +21°C±2°C. 

From a scientific point of view, the only overall conclusion possible should be : “The product is 

efficacious at +16°C±2°C and not at +21°C±2°C, according to the 90 % criteria defined by 

TNsG”.Optimal efficacy is then achieved at low room temperatures, i.e. preferably as low as or lower 

than +16°C 

 

 

Three field trials have been submitted on support of fresh Rentokil RapidPro and were carried out  on 

mice (Mus domesticus). 

 
6 The references in this table and the next are refer to documents in the Alpha Paste dossier 

Test organism Test conditions Results Comments Reference6 

Mus musculus  

Albino TO  

Bioassay : Palatability and 

Efficacy of Fresh Rentokil 

RapidPro  

 

Choice test with fresh bait 

(/powdered lab diet) : 

- Test period 4 days 

-  At +21°C (+/- 2°C) 

- With 10♀ and  10♂ TO mice 

in individual cages 

- Acclimatisation for 72h 

Rentokil RapidPro 

0100% mortality 

not reached within 

4 days (only 50% 

mortality within 4 

days) 

 

/ 

 

Technical 

Report 

2014/248/39 

Mus musculus  

Albino TO  

Comparative bioassay : 

Palatability and Efficacy of 

Fresh Rentokil RapidPro  

 

Choice test with fresh bait 

(/powdered lab diet) : 

- Test period 4 days 

-  At 16°C (+/- 2°C) 

- With 10♀ and  10♂ TO mice 

in individual cages 

- Acclimatisation for 72h 

Rentokil RapidPro 

• 
100% mortality 

within 24 h  

• 
Mean bait intake 

(of the total food 

consumption) = 

23% 

According to 

requirements in the 

TNsG Product 

Evaluation, all the 

results are acceptable: 

- Mean bait intake (of 

the total food 

consumption) > 20% 

- Mortality > 90% 

within 20 days 

 

Technical 

Report 

2014/248/47 

Mus musculus  

Oaklease wild mice  

Comparative bioassay : 
Palatability and Efficacy of aged 
(12 months at ambient 
temperature) Rentokil RapidPro  
 
Choice test with fresh bait 
(/powdered lab diet) : 
- Test period 4 days 
-  At 16°C (+/- 2°C) 
- With 12 mice in individual 
cages 
- Acclimatisation for 72h 

Rentokil RapidPro 

• 

100% mortality 
within 5 days . 

•  
Mean bait intake 
(of the total food 
consumption) = 
27% 

According to 
requirements in the 
TNsG Product 
Evaluation, all the 
results are acceptable: 
- Mean bait intake (of 
the total food 
consumption) > 20% 
- Mortality > 90% within 
20 days 

 
Technical 
Report 
2014/248/50 
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Results are resumed below:  

Test organism 

+ 
Test conditions Results 

Comments 
Reference 
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MICE (Mus 

domesticus) 

Efficacy of Fresh Rentokil 

RapidPro in a Field trial – at an 

animal feed manufacturer SCA 

Nutrition Nutech, Naas, Co 

Kildare (Ireland) : 

- With a very large mouse 

infestation 

- The trial site have a large amount 

of food sources available to mice 

- Mice have been seen by workers 

and Rentokil personnel and 

droppings and gnawing damage 

are evident in many parts of the 

building 

- Measure of mouse activity with 

infra-red detection unit (3 days) 

 

- Test carried out in 7 areas with 

156 bait boxes (with 8g Rentokil 

RapidPro each) deployed / 93 m2 

 1.6 bait boxes / m2 

- Treatment baits were in place for 

6 days 

Method and report 

with a lot of 

details. 

 

Efficacy based on 

total census bait 

take = 90.6% 

(processing areas 

of the site) with 

dead mice 

observed in the 

vicinity of the bait 

boxes. 

= 80% (in 2 areas 

where re-

infestation from 

external sources 

was strongly 

suspected) 

 

CONCLUSION : 

1.6 bait boxes 

(with 8g Rentokil 

RapidPro each) / 

m2 is quickly 

effective against 

house mice 

infestation even in 

case of a very large 

mouse infestation 

and in the presence 

of huge amounts of 

alternative food 

sources. 

 

Reliability 

2 

(study not 

conducted 

to GLP 

standards) 

Technical 

Report 

2014/AP1 
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MICE (MUS 

DOMESTICUS) 

 

Efficacy of Fresh Rentokil 

RapidPro in a Field trial – at 

Kilashee House Hotel, Naas, Co 

Kildare (Ireland) in 2 sites 

(Gymnasium canteen and Grayden 

Wing Boiler Room and Basement) 

: 

- With a discreet infestations of 

house mice 

- Mice have been seen by hotel 

staff in several areas 

- Measure of mouse activity with 

infra-red detection unit (3 days) 

- Two trial sites with a certain 

amount of food sources (i.e. with a 

discarded room service) available 

to mice : 

➢ Gymnasium canteen : 15 

bait boxes (with 8g 

Rentokil RapidPro each)  

 1 bait box / m2 

➢ Grayden Wing Boiler 

Room and Basement : 48 

bait boxes 

(with 8g Rentokil RapidPro each)  

 1.7 bait boxes / m2 

- Treatment baits were in place for 

7 days 

 

Method and report 

with a lot of 

details. 

 

Efficacy based on 

total census bait 

take = 100% 

 

CONCLUSION : 

1-1.7 bait boxes 

(with 8g Rentokil 

RapidPro each) / 

m2 is quickly 

effective against 

house mice even in 

the presence of 

huge amounts of 

alternative food 

sources. 

 

 

 

 

 

 

 

Reliability 

2 

(study not 

conducted 

to GLP 

standards) 

Technical 

Report 

2014/AP2 

 

MICE (Mus 

domesticus) 

Efficacy of Fresh Rentokil 

RapidPro in a Field trial – at an 

animal feed and fertilizer 

manufacturer (Grennan’s, Rath, 

Co Offaly, Ireland) : 

 

- With a moderate mouse 

infestation 

- The trial site have a large amount 

of food sources available to mice 

- Mice have been seen by workers 

and Rentokil personnel and 

droppings and urine pillars are 

evident in many parts of the 

building 

- Measure of mouse activity with 

infra-red detection unit (3 days) 

 

- Test carried out in 4 areas with 

120 bait boxes (with 8g Rentokil 

RapidPro each) deployed / 110 m2 

 1 bait box / m2 

- Treatment baits were in place for 

14 days 

Method and report 

with a lot of 

details. 

 

Efficacy based on 

total census bait 

take = 96.3% 

(processing areas 

of the site) with 

dead mice 

observed in the 

vicinity of the bait 

boxes. 

= 83.5% (including 

boiler house with 

the largest mouse 

infestation and 

higher 

temperature) 

 

CONCLUSION : 

1 bait box (with 8g 

Rentokil RapidPro 

each) / m2 is 

quickly effective 

against house mice  

 

Reliability 

2 

(study not 

conducted 

to GLP 

standards) 

Technical 

Report 

2015/AP3 
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The label claim ‘Indoor control of house mice. Professional use only’ is acceptable and fully supported by the 

submitted test reports and documentation. 

 

Applicable label claims/restrictions: 

 
 

 Relevant information if the product is intended to be authorised for use with 

other biocidal product(s) 

Not applicable 

Only for indoor treatment 

Only for house mice 

Application rate : place bait boxes (with 8g Rentokil RapidPro each) 3 meters apart in case of 

a low infestation to 2 meters apart in case of high mouse infestation. 

For optimal results : 

- Optimal efficacy is achieved at low room temperatures, i.e. preferably as low as or lower 

than +16°C (i.e. not near hotpipes, ovens etc).  
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Classification of the 

product according to 

CLP and DSD 

Active substance has an dermal LD50 >2000 mg/kg. At 3,996 % w/w, this does not 

trigger classification in this category for the product RapidPro according to the 

calculation by additivity formula (Annex I, part 3.1.3.6 Regulation (EC) N°1272/2008). 
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application and loading process where plastic bait box inserts were not used were also found to be below the 

Limit of Detection. 

 

Dermal exposure data reported in the study were calculated on a “per manipulation” basis for use in the risk 

assessment.  The arithmetic mean exposure estimates below are based on the average exposures measured in the 

study, and the maximum exposure estimates below are based on the maximum exposures measured in the study.  

 

Note from the RMS:  The Difenard is a paste like biocidal product with a similar manual use and same application 

than Alphapaste. Thus Difenard study data can be used in this evaluation. 

 

Where residues were non-detectable, a residue level of 0.75µg; equal to one half of the Limit of Detection has 

been used in the calculations. 

 

Exposure estimates for use in this risk assessment were calculated from data reported in the Rentokil Initial study 

as summarised in the following tables: 

 

Application and loading – hand residues per replicate without 

using plastic bait box inserts 

Manipulation 50 

 (mg/product/manipulation) 

Maximum 2.86 

Arithmetic mean 0.49 

 

 

Inspection, clean-up and disposal – hand residues per replicate without 

using plastic bait box inserts 

Manipulation 50 

 (mg/product/manipulation) 

Maximum ND < 1.5µg  

Arithmetic mean 0.000015 

 

Application and loading – hand residues per replicate  

using plastic bait box inserts 

Manipulation 50 

 (mg/product/manipulation) 

Maximum ND < 1.5µg  

Arithmetic mean 0.000015 
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Supervised trials to assess risks to non-target organisms under field conditions 

 

No further data available 

 

Studies on acceptance by ingestion of the biocidal product by any non-target organisms thought to be at risk 

 

No further data available 

 

 

Secondary ecological effect e.g. when a large proportion of a specific habitat type is treated (ADS) 

 

Not relevant. 

 

 

Foreseeable routes of entry into the environment on the basis of the use envisaged 

 

Please refer to fate and distribution section of the alphachloralose car 

 

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

 

No further data available 

 

 

Leaching behaviour (ADS) 

Not relevant 

 

 

Testing for distribution and dissipation in soil (ADS) 

 

No further data available. 

 

 

Testing for distribution and dissipation in water and sediment (ADS) 

 

No further data available. 

 

Testing for distribution and dissipation in air (ADS) 

 

Nofurther  data available. 

 

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 

 

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 

 Exposure assessment 

 

 

General information 
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2.2.9 Measures to protect man, animals and the environment 

[See Summary of Product Characteristics (SPC).] 

 

 

2.2.10 Comparative assessment 

Comparative assessment not relevant, the active substance is not a candidate for substitution. 
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3.2 Output tables from exposure assessment tools 

Not relevant 

3.3 New information on the active substance 

Not relevant 

3.4 Residue behaviour 

Not relevant 

3.5 Summaries of the efficacy studies (B.5.10.1-xx) 

Not relevant (IUCLID file available) 

3.6 Confidential annex  

See separate file 

 




