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PART A - Risk Management

The company SAPEC Agro S.A. has requested marketing authorisation in France for the product ORIONIDE
(product code: SAP240H), containing 240 g/L Clodinafop-propargyl and 60 g/L Cloquintocet-mexyl 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
ORIONIDE (SAP240H) where those data have not been considered in the EU peer review process. Otherwise
assessments for the safe use of ORIONIDE (SAP240H) 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
ORIONIDE (SAP240H).

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 ORIONIDE
(SAP240H) in France as a 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-proparagyl

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 1l 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 Journal 2005;3(8):RN-34a, 78 pp.).
A Review Report is available (SANCO/10530/2005 — rev. 3, 27 January 2006).

1.3 Regulatory approach

The present application (2014-1902) was evaluated in France by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses)?® in the context of the zonal procedure for all Member States of the Southern

L French Food Safety Agency, Afssa, before 1 July 2010.
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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 1107/2009%, 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 546/2011°, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

Finally, the French Order of 26 March 20145 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.

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 ORIONIDE (SAP240H), it is
indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

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.

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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15 Letter(s) of Access

No access to data has been provided.
2

2.1 Product identity

DETAILS OF THE AUTHORISATION

Product name (code)

ORIONIDE (SAP240H)

Authorisation number

N/A : no marketing authorisation granted

Function Herbicide
Applicant SAPEC Agro S.A.
Composition 240 g/L Clodinafop-propargyl

60 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) N01272/2008

Physical hazards

Health hazards

Skin Sensitisers - Category 1
Specific target organ toxicity (repeated exposure) - Category 2
Aspiration Toxicity - Category 1

Environmental hazards

Hazard pictograms

Aquatic chronic 1

Signal word Danger

Hazard statements H317 May cause an allergic skin reaction
H373 May cause damage to organs
H304 May be fatal if swallowed and enters airways
H410 Very 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)

EUHO66 | Repeated exposure may cause skin dryness or cracking.

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

222
N/A: Not registered in France.

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

Applicant: SAPEC Agro S.A.

Evaluator: FRANCE
Date: 09/01/2019
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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
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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 zZRMS.
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) ORIONIDE (SAP240H) Formulation type: EC
active substance 1 clodinafop-propargyl Conc. of as 1: 240 g/L
safener cloquintocet-mexyl Conc. of safener: 60 g/L
synergist N.A. Conc. of synergist: N.A.
Applicant: SAPEC AGRO S.A. professional use X
Zone(s): Southern/EU 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 . (days)
or M_ethod / Timing / Me}x. r_1umber L product/ha |gas/ha Water e.g. safener/synergist per ha
(crop destination/ |1 | (additionally: Kind Growth stage of | (min. interval | g max rate per | @) 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 mla?(/ mixtures
a) per use rate per rate per
b) per crop/ | crop/season crop/season
season
1 SEU Wpteat (durumand |F Alopecurus myosuroides Tract(:rd BBCH 13-39 a)l a) 0.250 a) 60 200-300 | N.A. Not acceptable
so- ) Lolium spp. bmo(:)urg ¢ b) 1 b) 0.250 b) 60 (selectivity for spring cereals and
Triticale Avena spp. spraying risk for earthworms and other soil
Rye Phalaris spp. macroorganisms)
Poa annua

Applicant: SAPEC Agro S.A.

Evaluator: FRANCE
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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/kgordgll.

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

3.1.1  Physical and chemical properties

ORIONIDE (SAP240H) is a brown, with organic solvent odour, emulsifiable concentrate, containing 240 g/L of
clodinafop propargyl and 60 g/L of cloguintocet 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 102°C. It has a self- ignition temperature of 358°C. In aqueous solution (1%), it has
a pH value of 5.8 at 25°C. 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 clogquintocet mexyl
residues (cloquintocet) in dry commaodities.

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)
240 g/L 0.2-0.3 g/L
Dermal absorption endpoints % 25% 75%
Active Substance: Cloquintocet-mexy| (safener)
ADI 0.04 mg/kg body weight
ARfD 1 mg/kg body weight EU agreed endpoint (2016)
AOEL 0.05 mg/kg body weight
Dermal absorption | Based on default values according to guidance on dermal absorption (Efsa 2012):
Concentrate Spray dilution
(used in formulation) (used in formulation)
60 g/L 0.05-0.075 g/L
Dermal absorption endpoints % 25% 75%
Applicant: SAPEC Agro S.A. Evaluator: FRANCE

Date: 09/01/2019
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3.1.3.1 Acute Toxicity
ORIONIDE (SAP240H) containing 240 g/L of clodinafop-propargyl and 60 g/L of cloquintocet-mexyl (safener) has

a low toxicity in respect to acute oral, inhalation and dermal toxicity, is not irritating to the rabbit skin or eye and is
a skin sensitizer.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases):

Application rate Spray
Crop FIG8 Equipment kg/L product/ha dilution Model
(g as/ha) (L/ha)
Tractor mounted/trailed 0.25 L ORIONIDE
Cereals F boom sprayer (SAP2.4OH) - BBA
hydraulic nozzlles 60 g clodinafop/ha
15 g cloguintocet/ha

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

% AOEL % AOEL
Crop Equipment PPE and/or working coverall (5 Ié’;én;g}ﬁg cloquintocet
bw/d) (0.05 mg/kg bw/d)
Tractor
Cereals mounted/trailed Wor!<|_ng cover.all and glovgs d.urlng 17% 2 204
boom sprayer, mixing/loading and application
hydraulic nozzles

According to the model calculations, it can be concluded that the risk for the operator using ORIONIDE (SAP240H)
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 1. 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
ORIONIDE (SAP240H).

3.1.3.4 Worker Exposure

ORIONIDE (SAP240H) 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 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 ».

8 Open field or glasshouse.

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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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, zRMS 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

The preparation ORIONIDE (SAP240H) is composed of clodinafop-propargyl and Cloquintocet-mexyl (safener).

Summary for clodinafop-propargyl

Sample
Use- Plant Sufficient PHI ggc\)/:,\?gg corrI:/I ﬁ{a_nce (r:iz;;ofryrc 'A\Cuftc?rrISK
N * Crop metabolism | residue | sufficiently P Comments
0. covered? trials? supported? by Reg EU consumers | consumers
' ' " | stability | 777/2013 | identified? | identified?
data?
Wheat, Yes
1 triticale Yes (22 NEU Yes Yes Yes No No See (1)
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
ORIONIDE (SAP240H). 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.

Evaluator: FRANCE
Date: 09/01/2019
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Summary for Cloquintocet-mexyl (safener)

Sample
- storage Chronic | Acute risk
Use- Plant. SUH!C'ent PHI covered | French MRL risk for for
N * Crop | metabolism | residue | sufficiently - . Comments
0. covered? trials? | supported? by compliance consumers | consumers
' ' " | stability identified? | identified?
data?
Wheat, Yes (4
1 | triticale Yes NEU + 4 Yes Yes Yes No No
and rye SEU) @

* 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.

(1) Only 4 NEU trials and 4 SEU trials on wheat were available. However as all residue levels of Cloguintocet were
below LOQ of 0.02 mg/kg, is considered to be sufficient.

As residues of Cloquintocet-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 commodities of animal origin
is therefore not necessary.

Summary for ORIONIDE (SAP240H)

PHI for PHI/ Withholding period* sufficiently PHI for
ORIONIDE supported for ORIONIDE zZRMS Comments
Crop (SAP240H) : (SAP240H) (if different PHI
proposed by | clodinafop-propargyl Cloquintocet-mexyl | proposed by proposed)
applicant (safener) ZRMS
Wheat
" ’ NA F
”'“Cray'g and | BBCH 13-39 ves ves BBCH 13-39

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
Led by clodinafop- | Led by Cloquintocet- for ORIONIDE (SAP240H)

Crop group 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.

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
Date: 09/01/2019
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The PEC of clodinafop-propargyl, cloquintocet-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.

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

PECgw for clodinafop-propargyl, cloguintocet-mexyl and their metabolites do not occur at levels exceeding those
mentioned in regulation EC 1107/2009 and guidance document SANCO 221/2000°.

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 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 ORIONIDE (SAP240H) 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 ORIONIDE (SAP240H) can be considered acceptable
with a 5 m unsprayed buffer zone OR with at least 50% drift-reducing nozzle for the uses on cereals.

3.1.7 Efficacy

o The efficacy level of ORIONIDE (SAP240H) is considered acceptable for all the claimed uses.

o The selectivity level of ORIONIDE (SAP240H) 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 ORIONIDE (SAP240H) on quality, bread-making processes and propagation are

considered acceptable for the claimed uses.

o The risks of negative impact of ORIONIDE (SAP240H) 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 ORIONIDE (SAP240H) 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 ORIONIDE (SAP240H) requires monitoring data for all the claimed uses.

9 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.

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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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.

3.3 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

E 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 Il du titre V du livre Il des parties législative et
reglementaire,

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

enregistrée sous le n°2014-1902

Vu les conclusions de I'évaluation de I'Anses du 13 juin 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.

ORIONIDE
AMM n°- Page 1sur3
Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

anses {J

Informations générales sur le produit

Nom du produit

ORIONIDE

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

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

Formulation Concentré émulsionnable (EC)

Contahant 240 g/L - clodinafop-propargyl

60 g/L - cloquintocet-mexyl

Numeéro d'intrant

9647-2014.01

Numéro d'AMM -
Fonction Herbicide
Gamme d'usage Professionnel

A Maisons-Alfort le, %% : h”’léj
09 JAN, 2019
ORIONIDE
AMM n*-

Frangoise ER
Directrice générale déléguée
en charge du p6le 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

PFROJET D'ETHAETTE
{SURFACE PRINCIPALE)

HERBICIDE

ORIONIDE

Conceniré Emalsionnable (EC)

COMPOSITION:

Clodinafiopspropargyl 240 g (24% piv)

Numero d" Amorisation de Mise sor le Manche - KO
COMTEMU NET: XXX

Date de production f mumérn de bot : voir emballage

HOMOLOGUE and DISTRIBUE PAR:

SAPEC Agro 5.4,
Alsmeda dos Oceanos
Lode 106001 =374
Parqoe dax Nagibes
151207 Lishonn
Portugal

LIRE TOUTES LES INSTRUCTICNS DE CETTE ETIQUETTE AVANT D'UTILISER LE PROCAAT

USAGE PROFESSIONNEL

Applicant: SAPEC Agro S.A.

Evaluator: FRANCE
Date: 09/01/2019
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{PARTIE GAUCHE)
DONMEES DE SECURITE

H317 = Un contact avec |a pesa peut provoguer une résction allergique cutmnée.
H3T3 = Risque présumé deffeis graves pour les organes a la suite dexpositions répéides ow

P26 m e pass respirer les ponssiéresfuméesgaorbrouillardsivapeuns sérosols.

PET3+ P39 - Eviter le refiet dans Penviroomement. Recueilli le produit répandu.

P80 - Porier des ganis de progectionddes visemenis de protectionfun éguipement de
protection des youx! du visage.

P3024PIEY = EN CAS DE CONTACT AVEC LA PEALL laver abondamment i Feau e au
swarn.

P314 = Consalier un médecin en cas de malsise.

P50 - Eliminer le contenuirécipient sclon la réglementation localefrégionalefationale e
vigueur.

PR02 = Tenir hors de ponée des enfants.

EUHB66 « L'exposition répéiée peut provoguer desséchement ou gerpures de la peau.
EUH4M = Respecter les instnoctions " utilisation pour éviter les risques pour la sanké
hemaine et I'environnement.

RECOMMANDATIONS EN CAS DFINTOMICATION QL D*ACCIDENT

Premiers soins:

Transparter la personne i I"écart de la zone comiaminde.

Enlever immédiaternent les vétements souillés ou éclaboussés.

Eni cas de contsct aver les yeux, rincer aver mne grande qoantité d'ean pendant aw minimum 13 minutes ; ne pas
oublier d"enlever les lentilles de coniact =i la victime en porse

Laver la pean aver beasucoup d'eau et da savon, sans frotter.

" admimistrer auoune substance par voic omle & ln victime.

En cos d'imgestion ne pas provoquer de vidmissement.

Garder la viciime s calme.

Maimienir la tempérabare corparelle de la victime.

¥érifier la respiration o pratiquer la respiration artificielle si besoin.

Si b personmne et inoonsciente, allongez=la sur ke coté aver b idie plis basse que ke resie do coms et les genoax &
demi fléchis (Position Latérale de Séoariné, PLSL

Tramsporier la victime d 'hopital et, si possible, apporier Iétiquetie ou l'emballage do produit avec elle.

EN ALCLIN CAS NE LAISSER LA VICTIME SEULE

EM CAS D'INTOXICATION COMPOSER LE NUMERD DE TELEPHONE IFURGENCE (SAMLU : 15 / numéro:
d"appel d"wrgence dans Messemile de "Union Européenne : 112

H411 - Toodque pour les organismes squatiques, entmine des effets néfaxies 3 long terme.

POUR EVITER LES RISQUES POUR L'HOMME ET L'ENWVIRONMEMENT
RESPECTER LES COMSIGNES D'UTILISATION

Ddsipereus. poar
Tewvironmement

Applicant: SAPEC Agro S.A. Evaluator: FRANCE
Date: 09/01/2019
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Mesures ol ‘artémugnion e i gues o8V ORI

o requis

Mesures o ‘arifmuarton des risnpaes de maripiarions:

Cf. parngraphe Protection de Mmtilissoor

Diélai de réenirée des travaillewrs sur |a parcelle - 48 heures aprés le raitemen.

s Elimination de "emballage: | ex emballages wides doivent ére rincés trods fois. Les emballages vides
doivent étre éliminés en accord avec la réglementation localefnationale en vigueur o via les collectes
organisées par les distribatenrs partenaires de la filicre ADNYALOR jconsalter le siie www.adivalor. fr
o appelez le 0210 12 18 85),

*  Bocmploi de lemballaze interdit

(PARTIE DRCHTE)
INSTRUCTHONS D'EMPLOI

CARACTERISTHMIES:
Gnd:md'np-prnpﬂ.rg_lﬁ appﬂ.l.'i.h!ﬂl la famille chimique des Aryloxyphenoxy-propionate {FOPs )L

icre active chodi g et le phylogroieciear clogquiniooet-mexy] sont absorbés par les feuilles et
I:splamulu.f:ssuhnux::mntnpdmm mansloquées et siockées dans les tissus ménisicmatiques.

L"effet obienm est I'inhibdison de Meneyme acety] CoA carbencylase {ACC-aze). 48 heures aprés "application, le
diéveloppement cellulaire des planies sensibles cesse. Un dépérissement s opére sous 2 4 4 semaimes, les planses
sensibles sont détngites sous wn délai de 43 6 semaines.

DOSE ET INSTRIUCTIONS DEMPLOI-

Appliquer direciement par  pulvérisation en direction do sol pour une comverture sotale du produit sor les partics
veres des plantes. Veiller que la céréale ne fasse pas écran sux adventices pour goe celle-ci soient suffisamment
tomchées pour éire détruites

Appliguer sor des oaltures en bon éiat wégémtif et non stressées.

PRECAUTIONS PARTICULIERES :

Une pémionde de d'une semaine doit étre respecsée entre opplication do produit et celle de cerains
anidicotylédones & base de phyvichormones et de bifénox.

S'assarer d'un volume deswtha suffisant, aseorand ainsi une couvertore optimale du feuillage des adventices et
ce, d'autant phes gue les adventices sont développées ou avec une pression pamsitaire édlevée. L'emploi de buses
i femtes classiques st @ privilégier. Le taitement est possible dés % avec mne bygromeirie sapéricoane a 60

Les doses et volumes recommandés sont:

Culture Stade de Ia cubiure Dhase Valame ombre e
Blé
Triticale BECH 13.5% 0.250 Liha 150 =300 Liha 1
rE el
Les limites maximales de résidus sont dispondbles sar le sise -
e sanco icidespublic/index cfm *
Applicant: SAPEC Agro S.A. Evaluator: FRANCE
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BLANTES CIBLES;
Adapecsrus myvosireides (BBCH | 23299, dvens spp. {BBCH 13.32), Lodium spp. (BRBCH 13-32) & Phrlaris spp.

(BBCH 13-29); Po (ortvialish (BBCH 1320,

Stade des Adventices Daose d”emploi en Dose d"emplod en conditions
adventices comditions nonmales Dufficiles**
Stade 1 3 feilles | Folle Avoine 009 La + | Lha haile * 01250 Ma + | Lha huile *
Vulpin L% Lha + | Lha haile * 0.1250LMa + | Liha huile *
Ray Grass 0170 Lha+ | Lia baile® | 0210 Lia + | Lha haile *
Faturin commun 0L1250/Ma + | Lita baile * | U170 Liha + 1| Lha haile *
Stade debut @ mi- | Folle Avoine 0L1250LMa + | Lita baile * | U170 Liha + | L'ha haile *
tallage Vulpin 0 1250/Ma + | Lita baibke* | 0U170 Liha + | L'ha haile *
Ray Grass 0250 La + | Lia baile* | 0250 Lia + | Lha haile *
Paturin commun 017 Lha + | Liha haile * 0210 Ltz + | Liha haile *
Stade Fin Tallage | Folle Avoine 017 L/ha + | Liha haile * 0210 Liha + | Liha haile *
Yulpin 017 Liha + | L'ha haile * 0210 Liha + | L'ha haile *
Paturin commun 017 L/a + | Liha haile * 0210 Liha + 1| Liha haile *
Stade Fin Tallage | Folle Avoine 0210 Lha+ | Lia baile*® | 0250 Lia + | Lha haile *
::;IE_II Vulpin 0210 La+ | Lia baile*® | 0250 Lia + | Lha haile *

* : Hudle wigdiale extérifide est recommandic
- Srrems Hydrigyee , gelies sochames | cullure pe coRcurTenies

Préparation de la bouillie:
Commencer i remplir la oove de pulvérisation avec de "o, oot en ajostant b quantité recommandée de produi,

puis compléter s volume d'esn requis en enant compe de 1a surface & rafier. Mainienic une sgitation ©
réservoir pendani la préparation et spplication. Ne pas préparer phis de bouillie goe nécessaire.

DELAL AVANT RECOLTE:

o regumis.

PFROTECTHON DE L*UTILISATEUR

- Pendant le mélang
+  Gamis en nairibe cemifiés BN 3743,

» (ombinaizon de travail cotie en pobyester 65 %w'coton 35 % avec un gmmmage d"au moins 230

ghm® avec traitement déperlant,

s YWisemeni imperméable {imblier ou blouse & manches bngues certifiéss cai 1 type 3 (PR3 &

porter parsdesses |a combinaison précisée,
» Boties de protection certifides EN 13 832.3,

- Pendant Fapplication :

» (ombinaizon de travail cotie en polyester 65 %w'coton 35 % avec un grammage d"au moins 230

g'm® avec traitement déperlant,
s Boties de protection certifides EN 13 832:3.

= Application aver tmcieur sans cabime -

» (amts certifiés pour la protection chimigee sclom la nome de référence EN 374-3 de type

nisrile i usage unigue pendant Fapplication,

Applicant: SAPEC Agro S.A.
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Date: 09/01/2019



Part A SAP240H Registration Report —
National Assessment - Country — FRANCE (ORIONIDE) Southern Zone
Page 22 of 23

= Applicstion aver imcieur aves cabime -
» (amis en mitrile cerifids EN 3743 4 usage mmique, dans le cas d'une imtervention sur le masériel
pendant la phase de pubvénisation. Dans ce cas, les gants ne doivent ére poriés gu'i Fexiérieur
de la cabine et sockes apris Futilisation a Fexiérieur de la cabine.

- Pendant ke nettoyage du masériel de pulvérisation :
s (ramis en mairibe cemifiés EN 5743,
& Combinaizon de travail cofie en palyester 65 %ufecnton 35 % aver un grammage d'su moins 230
gim® avec iraitemens déperlan,
» EPl particl {vétement imperméable type blouse i manches longues centifiés cat. Il type 3
(PR3} i porter parsiessms la combinaison préciice
& Boties de protection certifides EN 13 8323,

- Pour bz mavailleur :
# Combinaizon de travail cofie en polyester 65 %wfooton 35 % avec un gmnmmage d"au moins 230
gim® avec iraitemens deperlam.

Il convient de mppeler que 'atilisation un maiériel adapié et enirctenu et la mise o cuvTe de protections
collectives constitoent la premicre mesore de prévention conire les risgqoes professionnels, svamt la mise en place
de prodeciions complémentaires comme les proiections mdividuelles.

Le port d"ume combinaison de travail dédiée ou d’EF] doit éne associé @ des réflexes d hygiéne (ex © lovage des
mairs, douche en fin de maitement) et & un comporiement Mgourens (ex - procédure " habillapefdéshabillage).
Les modalités de nettoyages of de stocksge des combimizons de ravail et des EP réutilisables doivent étre
conformes & lewr notice d ublsabon

MELANGES

Lies meélanges doivent étre mis en auvre conformément & la Mégislation en vigueur o aux recommandations des
guides de boomes pratigues des officiels.

Consulier ke site - hispa¥fe=phy. agricultare. gowy_fr

Important

Respecter les usages, doses, conditions et précautsons Jemplod wnnées sur Femballage. Elles ont &é
déterminées en fonction des caracéristiques du produit =t des applications poar lesquelles il est préconisé.
Conduiser sur ces bases, la culivre et les mitements selon la bonne pratique sgricole en terant compae, sous
woire: responsabilinég, de sous facteurs particuliers concemant voire exploimtion, tels goe la miore du sol, les
conditions météorlogiques, les méthodes culturales, bes vanéiés végétales, la résistance des espéors...

Le fabricant garantit ka qualité de ses produits vendus dans leur emballage dorigine ainsi que leur conformité &
Famorisation de vente du Minisiéne de FAgriculture.

Compae tenu de la diversisé des législations existamies, il est recommands, dans le cas oil les denrées issues des
culbarez protégées aver cetle spévinliid som destindes @ Pexportation, de virifier la réglemeniation &n viguear
danz le pays imporiatewr.

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

Not applicable.
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