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PART A – Risk Management 

The company PHYTEUROP has requested renewal authorisation and extension label in France for the product 

MENHIR FL, containing 300 g/L chloridazon and 280 g/L metamitron for use as a herbicide. 

The risk assessment conclusions are based on the information, data and assessments provided in Registration 

Report, Part B Sections 1-7 and Part C, and where appropriate the addenda for France. The information, data and 

assessments provided in Registration Report, Part B include assessment of further data or information as required at 

national registration by the EU review. It also includes assessment of data and information relating to MENHIR FL 

where that data have not been considered in the EU review process. Otherwise assessments for the safe use of 

MENHIR FL have been made using endpoints agreed in the EU review of both chloridazon and metamitron. 

This document describes the specific conditions of use and labelling required for France for the registration of 

MENHIR FL. 

Appendix 1 of this document provides a copy of the French decision. 

Appendix 2 of this document is a copy of the draft product label as proposed by the applicant. 

Appendix 3 of this document is a copy of the letter(s) of access. 

1 DETAILS OF THE APPLICATION 

1.1 Application Background 

The present registration report concerns the evaluation of PHYTEUROP’s application to market MENHIR FL in 

France as an herbicide (product uses described under point 2.3). France acted as a Zonal Rapporteur Member State 

(zRMS) for this request and assessed the application submitted for the renewal of authorisation after approbation of 

metamitron of this product in France and in other MSs of the Southern zone.   

1.2 Active substance approval 

Metamitron 

Regulations Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation 

(EC) No 1107/2009 of the European Parliament and of the Council as regards the list of approved active 

substances.  

Specific provisions of regulation were as follows : 

PART A  

Only uses as herbicide may be authorised. 

 

PART B  

In assessing applications to authorise plant protection products containing metamitron for uses other than on root 

crops, Member States shall pay particular attention to the criteria in Article 4(3) of Regulation (EC) No 1107/2009, 

and shall ensure that any necessary data and information is provided before such an authorisation is granted. 

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009, 

the conclusions of the review report on metamitron, and in particular Appendices I and II thereof, as finalised in the 

Standing Committee on the Food Chain and Animal Health on 28 October 2008 shall be taken into account. 

In this overall assessment Member States must pay particular attention to: 

— the operator safety and ensure that conditions of use prescribe the application of personal protective equipment 

where appropriate; 
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— the protection of groundwater, when the active substance is applied in regions with vulnerable soil and/or 

climatic conditions; 

— the risk to birds and mammals, and non-target terrestrial plants. 

Conditions of authorisation shall include risk mitigation measures, where appropriate. 

The Member States concerned shall request the submission of further information on the impact of soil metabolite 

M3 on groundwater, on residues in rotational crops, on the long-term risk to insectivorous birds and the specific 

risk to birds and mammals that may be contaminated by the intake of water in field. They shall ensure that the 

notifiers at whose request metamitron has been included in this Annex provide such information to the Commission 

by 31 August 2011 at the latest. 

An EFSA conclusion is available (EFSA Scientific Report (2008) 186, pages 1-43). 

A Review Report is available (SANCO/208/08 final, 6 January 2009, 20 March 2015). 

 

Chloridazon 

Regulations Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation 

(EC) No 1107/2009 of the European Parliament and of the Council as regards the list of approved active 

substances.  

Specific provisions of regulation were as follows : 

PART A  

Only uses as herbicide in application max. of 2,6 kg/ha only every third year on the same field may be authorised. 

 

PART B  

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009, 

the conclusions of the review report on chloridazon, and in particular Appendices I and II thereof, as finalised in 

the Standing Committee on the Food Chain and Animal Health on 4 December 2007 shall be taken into account. 

In this overall assessment Member States must pay particular attention to: 

— the operator safety and ensure that conditions of use prescribe the application of adequate personal protective 

equipment, 

— the protection of aquatic organisms, 

— the protection of the groundwater, when the active substance is applied in regions with vulnerable soil and/or 

climatic conditions. 

Conditions of authorisation should include risk mitigation measures and monitoring programmes should be 

initiated to verify potential groundwater contamination from metabolites B and B1 in vulnerable zones, where 

appropriate. 

An EFSA conclusion is available (EFSA Scientific Report (2008) 186, pages 1-43). 

A Review Report is available (SANCO/2822/07 – rev. 2, 25 October 2007). 
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1.3 Regulatory Approach 

The present application (2012-0985 and 2012-1006) was evaluated in France by the French Agency for Food, 

Environmental and Occupational Health & Safety (Anses)1 in the context of the zonal procedure for all Member 

States of the Southern zone, taking into account the worst-case uses (“risk envelope approach”)2 – the highest 

application rates over the Southern Zone. When risk mitigation measures were necessary, they are adapted to the 

situation in France. 

 

According to the French law and procedures, specific conditions of use are set in the decision letter. 

The French Order of 4th May 2017 3 provides that: 

- unless formally stated in the product authorisation, the pre harvest interval (PHI) is at least 3 days; 

- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body is 5 m; 

- unless formally stated in the product authorisation, the minimum re-entry period is 6 hours for field uses and 8 

hours for indoor uses. 

Drift reduction measures such as low-drift nozzles are not considered within the decision making process in France. 

However, drift buffer zones may be reduced under some circumstances as explained in appendix 3 of the above-

mentioned French order. 

The current document (RR) based on Anses’ assessment of the application submitted for this product is in 

compliance with Regulation (EC) no 1107/20094, implementing regulations, and French regulation. 

The data taken into account are those deemed to be valid either at European Union level or at zonal/national level. 

This part A of the RR presents a summary of essential scientific points upon which recommendations are based and 

is not intended to show the assessment in detail. 

 

The conclusions relating to the acceptability of risk are based on the criteria indicated in Regulation (EU) 

No546/20115, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria. 

 

The decision, as duplicated in Appendix 1, takes also into account national provisions, including national mitigation 

measures. 

1.4 Data Protection Claims 

Where protection for data is being claimed for information supporting registration of MENHIR FL, it is indicated in 

the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7. 

 

1.5 Letter(s) of Access 

The applicant has provided the supporting data in Document K; the ownership of the data is indicated in the 

reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7. A copy of the letter(s) of access is 

reproduced in Part A, Appendix 3. 

 

                                            
1 French Food Safety Agency, Afssa, before 1 July 2010 
2  SANCO document “risk envelope approach”, European Commission (14 March 2011).  Guidance document on the preparation and 

submission of dossiers for plant protection products according to the “risk envelope approach”; SANCO/11244/2011 rev.  5 
3  Arrêté du 4 mai 2017 relatif à la mise sur le marché et à l'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés à l'article 

L. 253-1 du code rural et de la pêche maritime https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte  
4  REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant 

protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC 
5  COMMISSION REGULATION (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European 

Parliament and of the Council as regards uniform principles for evaluation and authorisation of plant protection products 

http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
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2 DETAILS OF THE AUTHORISATION 

2.1 Product Identity 

Product name (code) MENHIR FL  

Authorisation number 9400479 

Function herbicide 

Applicant PHYTEUROP 

Composition 300 g/L chloridazon 

280 g/L metamitron 

Formulation type (code) Suspension concentrate (SC) 

Packaging High density polyethylene (HDPE) containers holding 5 L product 

 

2.2 Classification and Labelling 

2.2.1 Classification and labelling under Directive 99/45/EC 

Not applicable after 1st June 2015. 

2.2.2 Classification and labelling in accordance with Regulation (EC) No1272/2008 

Physical hazards - 

Health hazards - 

Environmental 

hazards 

Chronic aquatic toxicity: Category 2 

Hazard pictograms 

 

Signal word Warning 

Hazard statements H411 Toxic to aquatic life with long lasting effects. 

Precautionary 

statements –  

For the P phrases, refer to the extant legislation 

Supplementary 

information (in 

accordance with 

Article 25 of 

Regulation (EC) No 

1272/2008) 

 “contains 1,2-benzisolthiazolin-3-one and chloridazon . may produce an 

allergic reaction” 

See Part C for justifications of the classification and labelling proposals. 

2.2.3 Other phrases in compliance with Regulation (EU) No 547/2011 
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The authorisation of the preparation is linked for professional uses only to the following conditions: 

SP 1 Do not contaminate water with the product or its container. Do not clean application equipment near 

surface water. Avoid contamination via drains from farmyards and roads. 

SPe 1 To protect groundwater, do not apply this or any other product containing chloridazon or metamitron 

(at similar application rates 960 g/ha and 896 g/ha respectively) more than every third year. 

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres6 to surface water bodies. 

2.2.4 Other phrases linked to the preparation 

Wear suitable personal protective equipment7: refer to the Decision in Appendix 1 for the details 

Re-entry period8: 6 hours 

Pre-harvest interval9: F – last application at the latest at stage BBCH 18 

Other mitigation measures:  

- Do not to feed animals with the leaves of treated beets, after a cultural failure or a thinning. 

- Only cereals, root or tuber crops can be grown as succeeding or rotational crops. 

The label may include the following recommendations: - 

The label must reflect the conditions of authorisation. 

                                            
6  The legal basis for this is Titre III Article 11 of the French Order of 4th May 2017  concerning the marketing and use of products 

encompassed by article L.  253-1 of the rural code [that is, plant protection products/pesticides] 
7  If a tractor with cab is used, wearing gloves during application is only required when working with the spray mixture  
8  The legal basis for this is Titre I Article 3 of the French Order of 4th May 2017 concerning the marketing and use of products encompassed 

by article L.  253-1 of the rural code [that is, plant protection products/pesticides] 
9  According to the French Order of 4th May 2017, PHI cannot be lower than 3 days unless specifically stated in the assessment and decision. 

http://admi.net/jo/20060921/AGRG0601345A.html
http://admi.net/jo/20060921/AGRG0601345A.html
http://admi.net/jo/20060921/AGRG0601345A.html
http://admi.net/jo/20060921/AGRG0601345A.html
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2.3 Product uses 

Please note: The GAP Table below reports the intended uses proposed by the applicant, evaluated and concluded as safe uses by France as zRMS. 

When the conclusion is “not acceptable”, the intended use is highlighted in grey and the main reason(s) reported in the remarks. 
When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold. 

Use should be crossed out when the applicant no longer supports this use. 

  GAP rev. 1, date: 2018-07-02 

PPP (product name) MENHIR FL 

active substance 1 chloridazon 

active substance 2 metamitron 

Formulation type: SC 

Conc. of as 1: 300 g/L 

Conc. of as 2: 280 g/L 

Applicant:  PHYTEUROP 

Zone(s): southern 

professional use  

non professional use  

Verified by MS: yes  

Crop and/ 

or situation 

(a) 

Zone Product 

code 

F ; 

G 

or I 

(b) 

Pests or 

Group of 

pests 

controlled 

(c) 

 

Formulation 

 

Application 

 

Application rate per treatment 

PHI 

(days) 

(l) 

Remarks: 

(m) 

     Type 

(d-f) 

Conc. 

of as 

(i) 

method 

kind 

(f-h) 

growth 

stage & 

season 

(j) 

number 

min max 

(k) 

interval 

between 

applications 

(min) 

kg 

as/hL 

min 

max 

water 

L/ha 

min 

max 

kg as/ha 

min max 

  

Sugar & 
fodder 

Beet 

FR 13803500 F Weeds SC 

300 g/L 

Chloridazon 
280 g/L 

Metamitron 

Overall 

(Hydraulic 
Sprayer) 

Premergence 

(BBCH 00-
09) 

 

 

 

  

1 N/A - 80 - 
150 

Chl.: 0.90 

Met.: 0.84 

F – 
premergence 

(BBCH 09) 

Acceptable 

 

1 x 3,0 L/ha in 

premergence  

or  

up to 4 x0,8 L/ha 

per application 

in post-

emergence  

 

 

 

 

BBCH 10-18 4 7 - 80 - 

150 

Per 

applicationChl.: 

0.24 

Met.: 0.22  

F - later 
application 

growth stage 

BBCH 18  
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Seeds 

production 

: Sugar & 
fodder 

beet, 

garden 
beet 

(BEAVD), 
chard beet 

(BEAVV) 

FR 13803500 F Weeds SC 

300 g/L 

Chloridazon 
280 g/L 

Metamitron 

Overall 

(Hydraulic 
Sprayer) 

Premergence 

(BBCH 00-09  

 

 

1 N/A - 80 - 

150 

Chl.: 0.96 

Met.: 0.90 

F – 
premergence 

(BBCH 09) 

Acceptable 

 

1 x 3,2L/ha in 

premergence  

Or 

 up to 4 x0,8 L/ha 

per application 

in post-

emergence  

BBCH 10-18 4 7 - 80 - 

150 

Per 

applicationChl.: 

0.24 

Met.: 0.22  

F - later 
application 

growth stage 

BBCH 18  

Remarks: (a) For crops, the EU and Codex classifications (both) should be used; where relevant, the use 

situation should be described (e.g. fumigation of a structure) 
(b) Outdoor or field use (F), glasshouse application (G) or indoor application (I)  

(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds 

(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 
(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989 

(f) All abbreviations used must be explained 

(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 
(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of 

equipment used must be indicated 

 (i) g/kg or g/l 

(j) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, 
Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time 

of application 

(k) The minimum and maximum number of application possible under practical conditions of 
use must be provided 

(l) PHI - minimum pre-harvest interval 

(m) Remarks may include: Extent of use/economic importance/restrictions 
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3 RISK MANAGEMENT 

3.1 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles  

3.1.1 Physical and chemical properties 

The formulation MENHIR FL is a suspension concentrate. All studies have been performed in accordance with the 

current requirements. The appearance of the formulation is homogeneous beige opaque water-based liquid. It is not 

explosive and has no oxidizing properties. It has a self-ignition temperature of 595°C and a flash point above 190°C. 

In 1% aqueous solution, its pH is 6.5 at 21°C. Stability data indicate a shelf life of at least 2 years at ambient 

temperature (PE/PA packaging), nevertheless, seepage data for HPDE packaging must be provided in post 

authorisation. Its technical characteristics are acceptable for a suspension concentrate formulation. 

3.1.2 Methods of analysis 

3.1.2.1 Analytical method for the formulation 

Analytical methods for the determination of active substances and relevant impurities in the formulation are 

available and validated.  

As relevant the impurity 4-amino-5- chloro-isomer is a by-product of the manufacturing process for the active 

substance, an analytical method for the determination of the relevant impurity in the formulation must be provided 

or it must be proven it cannot be formed during the storage of the formulation. 

3.1.2.2 Analytical methods for residues 

Analytical methods are available in the monograph/this dossier and validated for the determination of residues of 

metamitron in plants, soil, water (surface and drinking) and air. Nevertheless, an analytical method for the 

determination of residues of metamitron in foodstuff of animal origin is required in post-authorisation. 

Analytical methods are available in the monograph/this dossier and validated for the determination of residues of 

chloridazone in plants, food of animal origin, soil, water (surface and drinking) and air. Nevertheless, confirmatory 

methods for determination residues of chloridazon in soil and water, and in air if no confirmatory method is 

available in soil and water must be provided in post-authorisation. A confirmatory method for the determination of 

residues of chloridazone in foodstuff of animal origin is also required in post-authorisation. 

The active substances are neither toxic nor very toxic, hence no analytical method is required for the determination 

of resides in biological fluids and tissues. 

3.1.3 Mammalian Toxicology 

3.1.3.1  Acute Toxicity 

MENHIR FL has a low toxicity in respect to acute oral, inhalation and dermal toxicity and is not irritating to the 

rabbit skin or eye and is not a skin sensitizer.  

3.1.3.2  Operator Exposure 

Summary of critical use patterns (worst cases): 

 

Crop F/G Equipment 
Application rate 

L product/ha (g as/ha) 

Spray 

dilution 

(L/ha) 

Model 

Sugar & 

fodder Beet 
F 

Tractor 

mounted with 

boom sprayer 

3 L product/ha 

(chloridazon: 900 g/ha 

metamitron 840 g/ha) 

100-150 German model 

 
 



Part A 
National Assessment - Country – FRANCE 

MENHIR FL 
Page 11 of 26 

Registration Report – 
Southern Zone 

 
 

 

Applicant: PHYTEUROP   Evaluator: FRANCE 
  Date: 2018-07-02 
 

Considering proposed use, operator systemic exposure was estimated using the German BBA model : 

 

Crop Equipment  PPE and/or working coverall 
% AOEL 

Metamitron 

% AOEL 

chloridazon 

Sugar & 

fodder Beet 

Tractor mounted 

with boom 

sprayer 

Working coverall and gloves during 

mixing/loading and application 
59 33 

 
According to the model calculations, it can be concluded that the risk for the operator using MENHIR FL is 

acceptable with a working coverall (90% protection factor) and gloves during mixing/loading and application. 

3.1.3.3  Bystander Exposure 

Bystander exposure was assessed according to EUROPOEM II. Exposure is estimated to 6.2 % of the AOEL of 

metamitron and 2.5% of chloridazon. 

It is concluded that there is no unacceptable risk to the bystander after incidental short-term exposure to MENHIR 

FL. 

3.1.3.4 Worker Exposure 

MENHIR FL is used as herbicidal treatment on several crops where there is no need to re-enter the treated area after 

application. Worker exposure is considered not relevant. 

3.1.4 Residues and Consumer Exposure 

3.1.4.1 Residues 

Primary crop metabolisms were sufficiently investigated to define the residue of chloridazon and metamitron for 

enforcement and risk assessment in crops under consideration.  

 

Regarding the magnitude of residues in sugar beet and fodder beet, a sufficient number of residue trials are available 

to support the intended GAPs in France. These data allowed to confirm that no MRL exceedance will result from 

intended uses. 

 

As residues of metamitron do not exceed the trigger value of 0.1 mg/kg in sugar beet, there is no need to investigate 

the effect of industrial and/or household processing. Magnitude of chloridazon residues in processed commodities 

was sufficiently documented to support the intended uses of the preparation MENHIR FL. 

 

Residues of metamitron in succeeding crops have been sufficiently investigated. It is very unlikely that residues will 

be present in succeeding crops.  

Concerning chloridazon residues, parent compound and its metabolite B may be present at quantifiable levels in 

foliar plant parts. Only cereals, root or tuber crops are possible to be grown as succeeding crop (in case of crop 

failure) or rotational crops. In these conditions, residues levels in the part of succeeding crops used for human 

consumption will be below the limit of quantification.  

 

Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated 

for livestock. Further investigation of residues as well as the modification of MRLs in commodities of animal origin 

is therefore not necessary.  

3.1.4.2 Consumer exposure 

The toxicological profile of chloridazon was evaluated at EU level, which resulted in the proposal of an ADI that 

was considered in the frame of this evaluation. An ARfD was not deemed necessary. 

Chronic consumer exposure resulting from the uses proposed in the framework of this application was calculated. 

Based on EFSA PRIMo (rev2), chronic exposure was considered as acceptable for all groups of consumers. 

 

The toxicological profile of metamitron was evaluated at EU level, which resulted in the proposal of an ADI and an 

ARfD that were considered in the frame of this evaluation. 

 



Part A 
National Assessment - Country – FRANCE 

MENHIR FL 
Page 12 of 26 

Registration Report – 
Southern Zone 

 
 

 

Applicant: PHYTEUROP   Evaluator: FRANCE 
  Date: 2018-07-02 
 

Chronic consumer exposure resulting from the uses proposed in the framework of this application was calculated. 

Based on EFSA PRIMo (rev2), chronic and acute exposures were considered as acceptable for all groups of 

consumers.  

3.1.4.3 Mitigation measures (Part B, Section 4, Point 8.11) 

According to available data, specific mitigation measures are recommended:  

- Tops should not be fed after thinning or crop failure. 

- Only cereals, root or tuber crops are possible to be grown as succeeding (in case of crop failure) or rotational 

crops. 

3.1.5 Environmental fate and behaviour 

The fate and behaviour in the environment of the formulation has been evaluated according to the requirements of 

Regulation (EC) No 1107/2009. Appropriate endpoints from the EU review were used to calculate PECs for the 

active substances and their metabolites for the intended use patterns. In cases where deviations from the EU agreed 

endpoints were considered appropriated (for example when additional studies are provided), such deviations were 

highlighted and justified accordingly. 

 

The PEC of metamitron, chloridazon and their respective metabolites desamino-metamitron, B and B1 in soil and 

surface water has been assessed according to FOCUS guidance documents, with standard FOCUS scenarios to 

obtain outputs from the FOCUS models, and the endpoints established in the EU review or agreed in the assessment 

based on new data provided. 

 

PEC soil and PECsw derived for the active substances and their metabolites are used for the eco-toxicological risk 

assessment, and mitigation measures are proposed.  

PECgw for metamitron, chloridazon and the metabolite desamino-metamitron do not exceed the trigger of 0.1 µg/L 

for applications every third year.  

Both metabolites B and B1 of chloridazon are not considered of toxicological relevance according to guidance 

document SANCO 221/2000. The PECgw calculated for metabolite B1 exceed the trigger of 0.1 µg/L for all 

scenarios but remain below 10 µg/L (maximum value of 7.8 µg/L). However, the PECgw calculated for the 

metabolite B are under the regulatory threshold of 10 µg/L only for the following applications: 

- 1 application of 3.0 L/ha of preparation on sugar beets every third year at pre-emergence; 

- 4 applications of 0.8 L/ha of preparation on sugar beets, every third year at post-emergence. 

Therefore, no unacceptable risk of groundwater contamination is expected following the use of MENHIR FL at a 

maximal application rate of 3.2 L/ha (with a maximum of 3L/ha in pre-emergence).  

 

Based on their vapour pressures, information on volatilisation from plants and soil, and DT50 calculations, no 

significant contamination of the air compartment is expected for the intended uses for the active substances.  

3.1.6 Ecotoxicology 

3.1.6.1 Effects on Terrestrial Vertebrates 

The risk assessment for effects on birds is carried out according to the EFSA guide “Risk Assessment for Birds and 

Mammals”, EFSA Journal 2009; 7(12):1438. 

The acute Tier 1 TERs are above the trigger value indicating an acceptable acute risk for birds. The long-term TER 

values are below the trigger value. Refined TER for omnivorous birds were below the trigger value. Additional data 

were required to notifier for granivorous and insectivorous birds but were not submitted. No long-term acceptable 

risks to birds were concluded for an application of 5 L/ha. For an application of 3.2 L/ha, the long-term risk to birds 

is acceptable for application on sugar beet at BBCH 10-19.  

 

The risk assessment for effects on terrestrial vertebrates other than birds is carried out according to the EFSA guide 

“Risk Assessment for Birds and Mammals”, EFSA Journal 2009; 7(12):1438. 

The acute Tier 1 TERs are above the trigger value indicating an acceptable acute risk for mammals. The long-term 

TER values are below the trigger value. Refined TER for herbivorous mammals were calculated based on DT50 of 

active substances in sugar beet, the TER values are above the trigger value indicating an acceptable risk to 

mammals. 
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3.1.6.2 Effects on Aquatic Species 

Based on NOAEC of 1.2 mg as/L from mesocosm and PEC Step 3, the risk is acceptable for aquatic organisms with 

respect of a buffer zone of 5 m.  

3.1.6.3 Effects on Bees and Other Arthropod Species 

The HQ values are below the trigger value of 50 for active substances and the preparation MENHIRL FL indicating 

acceptable risk to honeybees.  

 

The in-field predicted environmental rates of the preparation MENHIR FL are below the lethal and sublethal 

toxicity endpoints indicating that the risk to all in-field non-target arthropods is acceptable following use of 

MENHIR FL according to the proposed use pattern.  

3.1.6.4 Effects on Earthworms and Other Soil Macro-organisms 

The acute TER values for active substances, their metabolites and the preparation MENHIR FL are above the trigger 

values indicating an acute acceptable risk to earthworms. The chronic TER value for metabolite B is above the 

trigger value indicating an acceptable chronic risk to earthworms. 

 

No complementary study was conducted because as the TER are greatly above the trigger values, it can be 

considered than there is no potential risk of negative effect on other soil non-target macro-organisms. Moreover 

DT90 values of metamitron and chloridazon are less than 365 days.  

3.1.6.5 Effects on Soil Non-target Micro-organisms 

The deviation between treatments and control were below 25 % for nitrogen turnover as well as short-term 

respiration, so it can be concluded that MENHIR FL has no adverse effect to soil micro-organisms and the risk is 

acceptable. 

3.1.6.7 Assessment of Potential for Effects on Other Non-target Organisms (Flora and Fauna) 

A vegetative vigour test was conducted with the preparation MENHIR FL. Vegetative vigour TER based on drift at 

1 m from the crop edge exceeds the trigger value of 5. Based on active substances EU endpoints, seedling 

emergence TER exceeds the trigger value. The risk to non-target plants after application of MENHIR FL is 

considered acceptable following applications in accordance with label recommendations. 

3.1.7 Efficacy 

The product complies with the Uniform Principles. 

Considering the data submitted: 

- the efficacy of MENHIR FL is considered as satisfying, 

- the selectivity of MENHIR FL is considered as satisfying. 

-  the risk of negative impact (yield, quality, transformation processes, propagation, succeeding crops, 

adjacent crops) is considered as negligible.  

-  the risk of resistance development or appearance is considered as low. 

3.2 Conclusions arising from French assessment 

Taking into account the above assessment, an authorisation can be granted as proposed in Appendix 1 – Copy of the 

product decision. 

3.3 Substances of concern for national monitoring 

No information stated. 
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3.4 Further information to permit a decision to be made or to support a review of the conditions and 

restrictions associated with the authorisation 

3.4.1 Post-authorisation monitoring  

No further information is required. 

3.4.2 Post-authorisation data requirements 

The French decision requests the submission of post-authorisation confirmatory pieces of information within 24 

months regarding: 

- As relevant the impurity 4-amino-5- chloro-isomer is by-product of the manufacturing process for active 

ingredient, an analytical method for the determination of the relevant impurity in the formulation. 

- Confirmatory method for the determination of residues of chloridazon in foodstuff of animal origin. 

- An analytical method for the determination of residues of metamitron in foodstuff of animal origin. 

- Confirmatory methods for determination residues of chloridazon in soil and water, and in air if no 

confirmatory method is available in soil and water.  

3.4.3 Label amendments (see label in Appendix 2): 

The draft label proposed by the applicant in appendix 2 may be corrected with consideration of any new element 

under points 2.2.1 (or 2.2.2), 2.2.3 and 2.2.4. 

The label shall reflect the detailed conditions stipulated in the Decision. 
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Appendix 1 – Copy of the French decision 
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Appendix 2 – Copy of the draft product label as proposed by the applicant 

 

 

IMPORTANT : 
Respectez les usages, doses, conditions et précautions d’emploi mentionnés sur 
l’emballage qui ont été déterminés en fonction des caractéristiques du produit et des 
applications pour lesquelles il est préconisé. Conduisez sur ces bases, la culture et les 
traitements selon la bonne pratique agricole en tenant compte, sous votre responsabilité, 
de tous les facteurs particuliers concernant votre exploitation tels que la nature du sol, les 
conditions météorologiques, les méthodes culturales, les variétés végétales, la résistance 
des espèces … 
Le fabricant garantit la qualité de ses produits vendus dans leur emballage d’origine ainsi 

que leur conformité à l’autorisation de vente du Ministère de l’Agriculture. 

La fiche de données de sécurité peut être obtenue gratuitement sur Internet à 

l’adresse www.quickfds.com. 

EMB : 49215 F 
     Volume net : 

MENHIR FL 
contient : chloridazone, peut déclencher une réaction allergique 

 R51/53 Toxique pour les organismes 
aquatiques, peut entraîner des effets 
néfastes à long terme pour 
l’environnement aquatique. 

 

  S61 Eviter le rejet dans 
l’environnement. Consulter les instructions 
spéciales / la fiche de données de 
sécurité. 

SP1  Ne pas polluer l’eau avec le produit ou son emballage. [Ne 
pas nettoyer le matériel d’application près des eaux de 
surface. Eviter la contamination via les systèmes d’évacuation 
des eaux à partir des cours de ferme ou des routes. 

 Respectez les instructions d’utilisation pour éviter les risques pour 
l’homme et l’environnement. 

Distribué par : 
PHYTEUROP - 53, rue Raspail - 92594 Levallois-Perret Cedex 

Tél.: 01 47 59 77 00 - Fax : 01 47 37 54 52 - www.phyteurop.com 

Bonnes Pratiques Phytosanitaires 

 Toujours conserver le produit dans leur emballage d’origine. Le stocker dans un local réservé à cet 
usage, frais, sec, bien ventilé et fermant à clé, à l’abri du gel et de la chaleur 

 Réservé à un usage professionnel. 
 

Elimination du produit et de l’emballage : 

 Pour l’élimination des produits non utilisables, faire appel à une entreprise habilitée pour la collecte 
et l’élimination des produits dangereux. 

 Réemploi de l'emballage interdit. Lors de l'utilisation du produit, bien vider et rincer le bidon en 
veillant à verser l'eau de rinçage dans la cuve du pulvérisateur. Eliminer les emballages vides via 
les collectes organisées par les distributeurs partenaires de la filière ADIVALOR. 

 Eliminer les fonds de cuve conformément à la réglementation en vigueur. 

Performances : 

MENHIR FL agit préférentiellement par voie racinaire. Les substances actives agissent par systémie 
ascendante et inhibent la fonction chlorophyllienne.  
MENHIR FL est actif sur de très jeunes plantules avec un spectre essentiellement 
antidicotylédones .Les espèces les plus sensibles sont : Amarante, Capselle, Chénopode, Coquelicot, 
Fumeterre, Lamier amplexicaule, Matricaire, Morelle noire, Mouron rouge, Pensée, , Ravenelle, Réséda, 
Sanve, Repousses de colza, Renouée des oiseaux, Renouée persicaire, Renouée liseron, Stellaire, 
Véroniques.  

Sur ombellifères, mercuriale et gaillet, prévoir un partenaire spécifique complémentaire. 

Périodes et doses d’emploi : 

Post-semis/prélevée : MENHIR FL s’utilise à la dose 3,0 l/ha. Les meilleures performances sont 
obtenues sur sol frais. Eviter d’intervenir en cas d’épisodes pluvieux significatifs. 
Post-levée : MENHIR FL peut être utilisé en post-levée en complément des herbicides de base. 
L’intervention doit toujours être effectuée sur des adventices jeunes et sur une culture en bon état 
végétatif, le stade de la betterave étant secondaire. La dose pivot recommandée pour MENHIR FL est 
de 0,8 l/ha. Selon la cadence de traitement, le type de sol, le niveau d’infestation, les herbicides de base 
mis en œuvre, cette dose peut être ajustée de 0,6 à 1,0 l/ha par passage. 
•Adaptez votre stratégie de désherbage en tenant compte d’une limitation à 2,6 kg/ha de chloridazone 
sur une période de trois ans. 

Préparation : 

Verser directement MENHIR FL dans la cuve du pulvérisateur à demi remplie d’eau. MENHIR FL se 
mélange directement par simple brassage. Il est recommandé d’utiliser la bouillie immédiatement après 
la préparation et de maintenir une agitation pendant toute la durée du traitement. 

 NOM COMMERCIAL : MENHIR FL 
 N° D’AMM :  9400479 
 DETENTEUR DE L’AMM : Phyteurop (53 rue Raspail 92594 LEVALLOIS-PERRET CEDEX) 
 TYPE D’ACTION : Herbicide (HRAC : C1) 
 FORMULATION : Suspension concentrée (SC) 
 COMPOSITION : 300 g/l (24,69%) chloridazone 
   280 g/l (23,05%) métamitrone 

  Limites maximales de résidus : se reporter aux LMR définies au niveau de l’Union Européenne,  consultables à 
l’adresse :  http://ec.europa.eu/sanco_pesticides/public/index.cfm. 

 Les mélanges doivent être mis en œuvre conformément à la réglementation en vigueur. 

 Délai de rentrée : 6 heures (non pertinent pour les usages en prélevée). 

MENHIR
®

 FL 

®Marque déposée par PHYTEUROP SA 

N – Dangereux 
pour 

l’environnement 

Culture / Organisme nuisible Dose* ZNT DAR 

Betteraves industrielles et fourragères / désherbage 5,0 l/ha 5 m 90 jours 

 

Premiers soins 

 Enlever immédiatement les vêtements contaminés par le produit 

 Après inhalation : Donner de l’air frais 

 Après contact avec la peau : Laver immédiatement et abondamment à 
l’eau et au savon. Bien rincer. 

 Après contact avec les yeux : Rincer les yeux pendant plusieurs 
minutes, sous l’eau courante en écartant bien les paupières. 

 Après ingestion : Rincer la bouche à l’eau. Ne pas faire vomir. 

 Dans tous les cas, si les symptômes persistent ou en cas de malaise, 
consulter un médecin et lui présenter l’étiquette et/ou la fiche de 
données de sécurité. 

 

Date de fabrication : Voir sur le bidon 
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Appendix 3 – Letter(s) of Access 
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