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PART A - Risk Management

The company SAPEC Agro S.A. has requested marketing authorisation in France for the product JEXTIRP (product
code: SAP100H), containing 100 g/L clodinafop-propargyl and 25 g/L cloquintocet-mexyl (safener) for use as an
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 peer review. It also includes assessment of data and information relating to
JEXTIRP (SAP100H) where those data have not been considered in the EU peer review process. Otherwise
assessments for the safe use of JEXTIRP (SAP100H) have been made using endpoints agreed in the EU peer
review(s) of both clodinafop-propargyl and cloquintocet-mexyl.

This document describes the specific conditions of use and labelling required for France for the registration of
JEXTIRP (SAP100H).

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

11 Application background

The present registration report concerns the evaluation of SAPEC Agro S.A.’s application to market JEXTIRP
(SAP100H) 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 first authorisation of this
product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Clodinafop-propargyl

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 (EU) No 540/2011 were as follows:
PART A

Only uses as herbicide 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 clodinafop, and in particular Appendices | and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 27 January 2006 shall be taken into account.

An EFSA conclusion is available (EFSA Scientifi report (2005) 34, 1-78
A Review Report is available (SANCO/10530/2005 — rev. 3, 27 January 2006).

13 Regulatory approach

The present application (2014-1900) was evaluated in France by the French Agency for Food, Environmental and
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Occupational Health & Safety (Anses)! 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”)? — 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 out in the Decision letter.
The French Order of 4th May 20172 provides that:
- unless formally stated in the product authorisation, the pre harvest interval (PHI) is at least three days;

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

- unless formally stated in the product authorisation, the minimum re-entry period is six hours for field uses and
eight 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’s assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/20094, implementing regulations, and French regulations.

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)
No 546/20115, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

Finally, the French Order of 26 March 20146 provides that:

- an authorisation granted for a “reference” crop applies also for “linked” crops, unless formally stated in the
Decision

- the “reference” and “linked” crops are defined in Appendix 1 of that French Order.

Thus, at French national level, possible extrapolation of submitted data and the corresponding assessment from
“reference” crops to “linked” ones are undertaken even if not clearly requested by the applicant in their dRR, and a
conclusion is reached on the acceptability of the intended uses on those “linked” crops. The aim of this Order,
mainly based on the EU document on residue data extrapolation’ is to supply “minor” crops with registered plant
protection products.

Therefore the GAP table (Section 2.3) and Decision may include uses on crops not originally requested by the
applicant.

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 Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche 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://iwww.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo.

7 SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting
MRLs”: SANCO/ 7525/V1/95 - rev.9.
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The Decision, as reproduced 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 JEXTIRP (SAP100H), it is
indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

Not necessary.
2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) JEXTIRP (SAP100H)
Authorisation number N/A : no marketing authorisation granted
Function Herbicide
Applicant SAPEC Agro S.A.
Composition 100 g/L Clodinafop-propargyl
25 g/L Cloquintocet-mexyl
Formulation type (code) Emulsifiable concentrate (EC)
Packaging -
2.2 Classification and labelling

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

Physical hazards
Health hazards Skin sens. 1
Eye dam. 1
STOT RE 2
Asp Tox 1
Environmental hazards Aquatic Chronic 2
Hazard pictograms ‘ : C ‘
Signal word Danger
Hazard statements H304 May be fatal if swallowed and enter airways
H317 May cause an allergic skin reaction.
H318 Causes serious eye damage.
H373 May cause damage to organs through prolonged or repeated
exposure if swallowed.
H411 Toxic to aquatic life with long lasting effects.
Precautionary statements — For the P phrases, refer to the extant legislation
Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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Supplementary information (in
accordance with Article 25 of
Regulation (EC) No 1272/2008)

EUHO066

Repeated exposure may cause skin dryness or cracking

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

2.2.2  Other phrases in compliance with Regulation (EU) No 547/2011

N/A: Not registered in France.

2.2.3  Other phrases linked to the preparation

N/A: Not registered in France.

Applicant: SAPEC Agro S.A.

Evaluator: FRANCE
Date: 09/01/2019




Part A SAP100H Registration Report —
National Assessment - Country — FRANCE (JEXTIRP) Southern Zone
Page 7 of 21

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 zZRMS. Those uses are then granted in France.
When the conclusion is “not acceptable” the intended use is highlighted in grey and the main reason(s) reported in the remarks.
GAP rev. 1, date: 2019-01-09

PPP (product name/code) SAP100H Formulation type: EC
active substance 1 clodinafop-propargyl Conc. of as 1: 100 g/L
safener cloquintocet-mexyl Conc. of safener: 25¢g/L
synergist N.A. Conc. of synergist: N.A.
Applicant: SAPEC AGRO S.A. professional use X
Zone(s): Southern non professional use [l

Verified by MS: y

1 2 3 4 5 6 7 8 10 ‘ 11 ‘ 12 13 14
Use- | Member | Crop and/ F Pests or Group of pests Application Application rate PHI Remarks:
No. | state(s) or situation G | controlled T (days)
or M_ethod / Timing / Mé}X. pumber L product/ha |gas/ha Water e.g. safener/synergist per ha
(crop destination/ |1 (additionally: Kind Growth stage of | (min. interval a) max. rate per a) max. rate per | L/ha
purpose of crop) developmental stages of crop & season | between appl. appl. _ e.g. recommended or mandatory tank
the pest or pest group) applications) b) max. total | b) max. total min/ mixtures
APeruse | e per rate per max
b) per crop/ | crop/season crop/season
season
1 FR Wheat (durumand | F Alopecurus myosuroides | Tractor BBCH13-39 a)l a) 0.600 a) 60 200-300 |F Not acceptable
soft) Lolium spp. mounted b) 1 b) 0.600 b) 60 (selectivity for spring cereals and
Triticale Avena spp. boom risk for earthworms and other soil
Rye Phalaris spp SPRIY macroorganisms)
Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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Registration Report —
Southern Zone

Remarks: @)

(b)
©
(d)
Q]

@)
(h)

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).

Outdoor or field use (F), glasshouse application (G) or indoor application (1).

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

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR).

GCPF Codes - GIFAP Technical Monograph No 2, 1989.

All abbreviations used must be explained.

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench.

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of
equipment used must be indicated.

(i) g/kgorgll.

(i) 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.

() PHI - minimum pre-harvest interval.

(m) Remarks may include: Extent of use/economic importance/restrictions.

Applicant: SAPEC Agro S.A.

Evaluator: FRANCE
Date: 09/01/2019
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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

JEXTIRP (SAP100H) is a brown, with organic solvent odour, emulsifiable concentrate, containing 100 g/L of
clodinafop-propargyl and 25 g/L of cloquintocet-mexyl. All studies have been performed in accordance with the
current requirements and the results are deemed to be acceptable. It is not explosive and has no oxidising properties.
The product has a flash point of 86°C. It has a self- ignition temperature of 361°C. In aqueous solution (1%), it has a
pH value of 5.7 at ambient temperature. There is no effect of low and high temperature on the stability of the
formulation, since after 7 days at 0°C and 14 days at 54°C, neither the active ingredient content nor the technical
properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when
stored in HDPE/EVOH packaging. Its technical characteristics are acceptable for an EC formulation.

The content of H304 compounds is >10% and kinematic viscosity is below 20.5 mm?/s. Therefore, the formulation
is classified H304 Cat.1.

3.1.2  Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical methods for the determination of the active substances in the formulation are available and validated. As
the active substance clodinafop-propargyl and the safener cloquintocet-mexyl do not contain relevant impurity, no
analytical method is required.

3.1.2.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report and validated for the determination of residues of
clodinafop propargyl in plants (dry commodities), food of animal origin, soil, water (surface and drinking) and air.

To update the dossier, a fully validated method and its ILV are required for the determination of cloquintocet mexyl
residues (cloquintocet) in dry commodities.

3.1.3  Mammalian Toxicology

Endpoints used in risk assessment

Active Substance: Clodinafop-propargyl

ADI 0.003 mg / kg body weight/day
ARfD 0.05 mg/kg body weight EU (2007)
AOEL 0.026 mg/kg body weight/day
Dermal absorption | Based on default values according to guidance on dermal absorption (Efsa 2012):
Concentrate Spray dilution
(used in formulation) (used in formulation)
100 g/L 0.2g/L
Dermal absorption endpoints % 25% 75%
Active Substance: Cloquintocet-mexy! (safener)
ADI 0.04 mg/kg body weight/day
ARfD 1 mg/kg body weight EU agreed endpoint (2016)
AOEL 0.05 mg/kg body weight/day
Dermal absorption | Based on default values according to guidance on dermal absorption (Efsa 2012):
Concentrate Spray dilution
(used in formulation) (used in formulation)
Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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25g/L 0.05g/L

Dermal absorption endpoints % 25% 75%

3.1.3.1 Acute Toxicity

JEXTIRP (SAP100H) containing 100 g/L clodinafop-propargyl and 25 g/L cloquintocet-mexyl has a low toxicity in
respect to acute oral, inhalation and dermal toxicity, is not irritating to the rabbit skin.

It is irritating to the rabbit and it is a skin sensitizer.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases):

Application rate Sprav dilution
Crop FIG Equipment kg/L product/ha pray Model
(L/ha)
(g as/ha)
Cereals F Tractor mounted/trailed boom sprayer, hydraulic nozzles 0.25 L SAP100H - BBA
60 g clodinafop/ha
15 g cloquintocet/ha
Considering proposed uses, operator systemic exposure was estimated using the German BBA model:
Crop Equipment PPE and/or working coverall p cloquintocet
(0.026mglkg 14 05 mg/kg bwid)
bw/d) ‘
Tractor
Cereals mounted/trailed V\/_or_klng c0\_/erall and glgve§ during 17% 2204
boom sprayer, mixing/loading and application
hydraulic nozzles

According to the model calculations, it can be concluded that the risk for the operator using JEXTRIRP (SAP100H)
is acceptable with a working coverall (90% protection factor) and gloves during mixing/loading and application.
For details of personal protective equipment for operators, refer to the Decision in Appendix 1.

3.1.3.3 Bystander Exposure

Bystander exposure was assessed according to EUROPOEM Il. Exposure is estimated to 1.2% of the AOEL of
clodinafop-propargyl and to 0.2% of the AOEL of cloquintocet-mexyl.

It is concluded that there is no unacceptable risk to the bystander after incidental short-term exposure to JEXTIRP
(SAP100H).

3.1.3.4 Worker Exposure

JEXTIRP (SAP100H) 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.
For details of personal protective equipment for workers, refer to the Decision in Appendix 1.

3.1.4  Residues and Consumer Exposure

Critical GAP(s) and overall conclusion

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of 0.02 mg/kg
for clodinafop-propargyl as laid down in Reg. (EU) 396/2005 is not expected; nor an exceedance of the current
French MRL of 0.05* mg/kg for the safener cloquintocet-mexyl as laid down in the « Arrété du 8 novembre 1996
modifiant ’arrété du 10 février 1989 relatif aux teneurs maximales en résidus de pesticides admissibles dans et sur

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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les céréales destinées a la consommation humaine ».

The chronic and the short-term intakes of clodinafop-propargyl and the safener cloquintocet-mexyl residues are
unlikely to present a public health concern.

As far as consumer health protection is concerned, France zZRMS agrees with the authorization of the intended
use(s).

According to available data, no specific mitigation measures should apply.
Data gaps: None.

Data required in post-authorization: None.

Summary of the evaluation

Summary for clodinafop-propargyl

Sample
- storage MRL Chronic | Acute risk
Use- Plant_ Suff!ment PHI covered | compliance | risk for for
N * Crop metabolism | residue | sufficiently Comments
0. covered? trials? supported? by Reg EU consumers | consumers
| | " | stability | 777/2013 | identified? | identified?
data?
1 Wheat, Yes Yes Yes Yes Yes No No See (1)
triticale (22 NEU
and rye +7 SEU)

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

(1) 22 SEU trials and only 7 SEU trials on wheat grain were carried out according to the intended SEU GAP of
JEXTIRP (SAP100H). However, a total of 64 supervised residue trials were carried out on cereals in both Northern
and Southern regions, encompassing 4 growing seasons in the framework of the peer review and residues of
clodinafop (CGA 193 469) in grains were always below the LOQ, even under more critical conditions than the
proposed representative use (later growth stage of application — BBCH 69-73). Therefore, the number of NEU and
SEU residue trials on wheat grain is considered as sufficient.

As residues of clodinafop-propargyl do not exceed the trigger values defined in Reg (EU) No 283/2013, there is no
need to investigate the effect of industrial and/or household processing.

Residues in succeeding crops have been sufficiently investigated taking into account the specific circumstances of
the cGAP uses being considered here. It is very unlikely that residues will be present in succeeding crops.

Considering dietary burden and based on the intended uses, a significant intake was calculated for ruminants.
However, no modification of MRLs in commodities of animal origin is awaited.

Summary for Cloquintocet-mexyl (safener)

Sample
- storage Chronic | Acute risk
Use- Plant_ Suff!cuant PHI covered |French MRL risk for for
« | Crop | metabolism | residue | sufficiently - . Comments
No. covered? trials? | suoported? by compliance consumers | consumers
; ; PROFEEA? | stability identified? | identified?
data?
1 Wheat, |Yes Yes (4 Yes Yes Yes No No
triticale NEU + 4
and rye SEU) (1)

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
**  Arrété du 8 novembre 1996 modifiant I’arrété du 10 février 1989 relatif aux teneurs maximales en résidus de pesticides admissibles dans et
sur les céréales destinées a la consommation humaine

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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(1) Only 4 NEU trials and 4 SEU trials on wheat were available. However as all residue levels of cloquintocet were
below LOQ of 0.02 mg/kg, is considered to be sufficient.

As residues of clogquintocet-mexyl do not exceed the trigger values defined in Reg (EU) No 283/2013, there is no
need to investigate the effect of industrial and/or household processing.

Residues in succeeding crops have not been investigated but taking into account the specific circumstances of the
CGAP uses being considered here, it is very unlikely that residues will be present in succeeding crops.

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 commaodities of animal origin
is therefore not necessary.

Summary for JEXRIRP (SAP100H)

PHI for PHI/ Withholding period* sufficiently PHI for
JEXTIRP supported for JEXTIRP zRMS Comments
Crop (SAP100H) - (SAP100H) (if different PHI
proposed by | clodinafop-propargyl Cloquintocet-mexy!l | proposed by proposed)
applicant (safener) ZRMS
Wheat, NA Yes Yes F
triticale and | BBCH 13-39 BBCH 13-39
rye

NR: not relevant
* Purpose of withholding period to be specified
**  F:PHI is defined by the application stage at last treatment (time elapsing between last treatment and harvest of the crop).

Waiting periods before planting succeeding crops

Waiting period before planting succeeding crops

- - Overall waiting period proposed by zZRMS
Crop group Led by clodinafop- | Led by Cloquintocet- for JEXTIRP (SAP100H)
propargyl mexyl (safener)

Not relevant - - -

NR: not relevant

3.15 Environmental fate and behaviour

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation (EC)
No 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate PEC values for the active
substance, the safener and their metabolites for the intended use patterns. In cases where deviations from the EU
agreed endpoints were considered appropriate (for example when additional studies are provided), such deviations
were highlighted and justified accordingly.

The PEC of clodinafrop-propargyl, cloguintocet-mexyl and their metabolites in soil, surface water and groundwater
have 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 conclusions or agreed in the assessment based on
new data provided.

PECsoil and PECsw derived for the active substance, the safener and their metabolites are used for the
ecotoxicological risk assessment.

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
Date: 09/01/2019
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PECgw for clodinafrop-propargyl, cloquintocet-mexyl and their metabolites do not occur at levels exceeding those
mentioned in regulation EC 1107/2009 and guidance document SANCO 221/20008. Therefore, no unacceptable risk
of groundwater contamination is expected for the intended uses.

Based on vapour pressure, information on volatilisation from plants and soil, and DTso calculation, no significant
contamination of the air compartment is expected for the intended uses.

3.1.6  Ecotoxicology

The ecotoxicological risk assessment of the formulation was performed according to the requirements of Regulation
(EC) No 1107/2009. Appropriate endpoints from the EU conclusions for the active substance(s) and its/their
metabolites were used for the intended use patterns. In cases where deviations from the EU agreed endpoints were
considered appropriate (for example when additional studies are provided), such deviations were highlighted and
justified accordingly.

Based on the guidance documents, the risks for terrestrial vertebrates, bees and other non-target arthropods, and
micro-organisms can be considered acceptable for the intended uses.

The risk to aquatic organisms following the intended use of JEXTIRP (SAP100H) can be considered acceptable
with a 5m unsprayed buffer zone for the uses on cereals.

Since toxicity data for the chronic risk for earthworms and others soil macro-organisms are not available, it
is not possible to finalise the risk assessment for these organisms. Therefore it is not possible to conclude to an
acceptable risk for earthworms and others soil macro-organisms.

The risk to non-target plants following the intended use of JEXTIRP (SAP100H) can be considered acceptable
with a 5 m unsprayed buffer zone.

3.1.7  Efficacy

o The efficacy level of JEXTIRP (SAP100H) is considered acceptable for all the claimed uses.

o The selectivity level of JEXTIRP (SAP100H) is considered acceptable for all the claimed uses, except for spring
cereals for which no crop safety trials were submitted.

o The risks of negative impact of JEXTIRP (SAP100H) on quality, bread-making processes and propagation are
considered acceptable for the claimed uses.

o The risks of negative impact of JEXTIRP (SAP100H) on succeeding crops are considered acceptable for the
claimed uses. Nevertheless, specific attention should be paid to the establishment of replacement and succeeding
crops.

o The risks of negative impact of JEXTIRP (SAP100H) on adjacent crops are considered acceptable for the
claimed uses. Nevertheless, specific attention should be paid in case of adjacent grass crops regarding the nature
of the herbicide.

o The risk of resistance development to JEXTIRP (SAP100H) requires monitoring data for all the claimed uses.

Monitoring data: None.

8 Guidance document on the assessment of the relevance of metabolites in groundwater of substances regulated under Council directive
91/414/EEC. Sanco/221/2000-rev10-final, 25 February 2003.
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3.2 Conclusions arising from French assessment

Taking into account the above assessment, an authorisation cannot be granted (environmental risks). A copy of

the decision issued can be found in Appendix 1 — Copy of the product Decision.

33 Substances of concern for national monitoring

No information stated.

34 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

N/A: Not registered in France.

3.4.2  Post-authorisation data requirements

N/A: Not registered in France.

3.4.3 Label amendments

N/A: Not registered in France.

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
Date: 09/01/2019
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Appendix 1 — Copy of the French Decision

=N anses ()

Liberté « Egalité  Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande d’autorisation de mise sur le marché
d'un produit phytopharmaceutique

Vu les dispositions du réglement (CE) N° 1107/2009 du 21 octobre 2009 et de ses textes d'application,

Vu le code rural et de la péche maritime, notamment le chapitre Ill du titre V du livre Il des parties législative et
réglementaire,

Vu la demande d'autorisation de mise sur le marché du produit phytopharmaceutique JEXTIRP
de la société SAPEC AGRO France

enregistrée sous le n°2014-1900

Vu les conclusions de I'évaluation de I'Anses du 16 octobre 2018,

Considérant que les données fournies ne permettent pas d’exclure un risque inacceptable pour les vers de terre
et autres macroorganismes du sol,

Considérant qu'il ne peut pas étre établi que les exigences mentionnées a l'article 29 du réglement (CE)
n°1107/2009 sont respectées,

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés n'est pas autorisée en France.

JEXTIRP
AMM n°- Page 1sur3
Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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=

Liberté « fgnlil!  Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit

Nom du produit

JEXTIRP

Type de produit Produit de référence
SAPEC AGRO France
2/12 Rue du Chemin des Femmes

Titulaire Immeuble 'Odyssée — Batiment A — 3éme Etage
91300 MASSY
France

Formulation Concentré émulsionnable (EC)

Contonant 100 g/L - clodinafop-propargyl

25 g/L - cloquintocet-mexyl

Numeéro d'intrant

9637-2014.01

Numéro d'AMM o
Fonction Herbicide
Gamme d'usage Professionnel
A Maisons-Alfortle, J & 'A N, 3§19
Francoise WEBER

JEXTIRP
AMM n°-

Directrice générale déléguée
en charge du pdle produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)

Page 2 sur 3
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Appendix 2 — Copy of the draft product label as proposed by the applicant

PROJET IPETIQUETTE

(SURFACE PRINCIPALE)

HERBICIDE

JEXTIRP

Concentré Emulsionnable (EC)

COMPOSITION:

Clodinafop-propargyl 100 g/L (108 piv)

Mumiéro d" Autorisation de Mise sur le Marché - XXX

CONTENU NET: XXX

Date de production / numérne di lot © voir emballage

HOMOLOGUE and DISTRIBUE PAR:

SAPEC Agro S.A.
Alameda dos Oceanos
Lote 1.0601.1 -3%A

Parque das Nagdes

1990-207 Lisboa
Portugal

LIRE TOUTES LES INSTRUCTIONS DE CETTE ETIQUETTE AVANT D'UTILISER LE
PRODUIT

USAGE PROFESSIONNEL

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
Date: 09/01/2019
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36
R43
H48/Z1
Ry

52
513
513

K415
K16

5aT

{PARTIE GAUCHE)
DOMNNEES DE SECURITE

Irritant pour les yeus.

Peut entrainer une sensibilisabion par contact avec b pean.

Mocif: nague deffets graves pour b sanle en cas dexpombon prolongee par
ngesdian.

L exposition répetée peut provoguer dessechbament ou gerpures de la peaw.
Corserver hors de la poriée des enfanis.

Comserver a Iécart des alimenis et boissoms, ¥ cOmMpris UK pOUr amimaus.

Me pas respirer les vapeuars'agrosol s

Ewiter le contact avec b peau et bes veus.

En cas de contact aver les yeux, laver immédiatement puis consuller un

aphizlmolsgisie.

Porter des ganis appropriés.

En caz d'accident ou die mabvise consulter immédizternent um médecm et hm
montrer I'emballage ou I"étigquette.

RECOMMENDATIONS EN CAS DUINTONICATION OU 'ACCIDENT

Premiers smins:

Transporier la personne a 1"écart de la zone contaminée.

Enlever immediaterment les vélements soullis ou eclhboussés.

En cas die comtact avec ke yeux, rincer avec une grande quantité d’ean pendant au minimem 15 mimutes ; ne pas
oublier d enlever les lentilles de contact 51 la victime en porte.

Laver la pean avec beaucoup d'ezu of du savon, sans frofer.

M administrer aucune substance par vode orale a la vichime.

En cas d’ingestion ne pas provogquer de vomissement

Carder b wichime an cabme.

MMaintenir la iempérature comporelle de la victime.

Winifier la respiration @ pratiquer la respiration artificielle si besain.

51 la porsomme est mconscienle, allongez=la sur ke cole aver b e plus basse gue ke reste du corps 2 les gemoux 2
demi flechs (Position Latérale de Sécunbe, FLS).

Trarsparter b victime a ['hipital o, i possible, apporer Uétiquette oo Dembalbge du produnt avec elle.

EM ALNCLUN CAS NE LAISSER LA YVICTIME SEULE

EMN CAS DYINTOXICATION COMPOSER LE NUMERD DE TELEFHONE DURGENCE (SAMU : 15 f numérn
d"appel d urgence dars I ersemble de "Union Européenne - 112)

M

R51/53 Toxsgue pour les orgamsmes aquisques, peul entrainer des effets néfastes 4

long terme pour l'environmemenl aquatigue.

MOUR EVITER LES RISQUES POUR LHOMME ET LENVIEONNEMENT
RESPECTER LES CONSIGNES DFUTILISATIN

SPI: NE PAS POLLUER L"EAU AVEC LE PRODUIT OU SON EMBALLAGE (Me pas
metboyer le maténie] prés de point d eaw'éviter de contaminer les fosses)

L utilisateur dodt porter des gants de protectson durant le phase de préparation et de chargement.

Applicant: SAPEC Agro S.A.

Evaluator: FRANCE
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Me pas entrer dans bes champs!culiures traités avant que le prodhut épando sodt iolalement sec.

Elimination de "'emballage: Les emballages vides doivent étre rincés irois fois. Les emballages vides
doivent éire Eliminés en accord avec la réglementation localefaiionale en vigueur.

(PARTIE DROITE)
INSTRUCTIONS PEMPLOI

CARACTERISTIQUES:

Clodimafopepropargyl appartient 2 b famille chamgue des Arylocyphenosyspropionate (FOPs

La mabiére achve clodimafopspropangyl et ke phyioprolecteur cloguiniocetsmexyl somt absorbes par les fewilles et
les plantules. Ces subsiances sont mpsdement tansbgueées et siockées dams les bissus ménsbamatagues.

L effet obtemu est I'mhbibition de "emcyme acetyl CoA carboxybse (ACC-ase) 48 hewres aprés "apphbcation, ke
developpement cellulbyire des plantes semsables cesse. Les plantes mewnent sous 7 4 3 semaines.

Appliquer directement par aspersion en direction du sol pour une couveriure iofale du produit sur bes
parties veries des planies.

Les doses et volumes recommandés soni:

Culture Stade de la culture Duse Valume Pl o
Lraite meeEmks
Blé (dur et tendre)
Triticale BECH 13-39 0.600 Liha 200-300 Vha | |
Riz
PLANTES CIBLES:

Alopecwruy myvosrroider (BBCH 13=29), dAvene spp. (BBCH 13.32), Lolfrm spp. (BECH 13=32) et Pheleriy
spp. (BBCH 13-29%; Poa anang (BBCH 13-29).

Pri oo e e il
Commencer 2 remplhr b ouve de pulvensaison aver de e iout en ajoutant o quantite recommandée de produit,
puis completer an vidume d s regus enlemant compbe de b surface 3 taiker. Mamiemr e agiation constanbe di
réservoir pendamt b préparation et "applicatson. Me pas préparer plus die solution de pulvérisabion que nécessaine.

DELAIAPRES RECOLTE:

Mon requis.

ATTENTION ¢ Touls ks soonmmsanlaions dmdes ci-dcns, rdallen Tovelipfios muliple @ dpoeases. Ndmmoms, un nosiles &
fictries independants de notre vl ((propention du mdleng:, applicilion, chmokge, ded pot inflonesr s e, La eompagnic giratic k
compositan, Lo formulism of ke comken du pooht 1 olilistee o eepomable dies dommges e (mengue Sefliowstt losicilé en ginénal,
i, i) cn s I inshesnvnes: ille o partidle dis indeations de b présenle dioquee.

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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Appendix 3 — Letter(s) of Access

Not applicable.
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