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PART A - Risk Management

The company ADAMA FRANCE SAS has requested renewal of the marketing authorisation in France for the
product BACKPACK (product code: AG-FF1-101 SE; marketing authorisation n°2150845), containing 1 g/L
florasulam and 100 g/L fluroxypyr 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
BACKPACK (AG-FF1-101 SE) where those data have not been considered in the EU peer review process.
Otherwise assessments for the safe use of BACKPACK (AG-FF1-101 SE) have been made using endpoints agreed
in the EU peer review of florasulam.

This document describes the specific conditions of use and labelling required for France for the registration of
BACKPACK (AG-FF1-101 SE).

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 ADAMA FRANCE SAS’s application to market
BACKPACK (AG-FF1-101 SE) 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 approval of the active substance of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Florasulam

Commission Implementing Regulation (EU) 2015/1397 of 14 August 2015 renewing the approval of the active
substance florasulam in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the
Council concerning the placing of plant protection products on the market, and amending the Annex to
Commission Implementing Regulation (EU) No 540/2011.

Specific provisions of Regulation (EU) No 2015/1397 were as follows :

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 florasulam, and in particular Appendices | and Il thereof, shall be taken into
account.

In this overall assessment Member States shall pay particular attention to the risk to aquatic organisms and non-
target terrestrial plants.

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

An EFSA conclusion is available (EFSA Journal 2015;13(1): 3984).

A Review Report is available (SANTE/10542/2015 Rev 1, 14 July 2015) and List of studies which are considered
as relied upon by the RMS for the renewal of approval (January 2016).

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 25/09/2021
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13 Regulatory approach

The present applications (2016-1271, 2018-1246 and 2018-3729) were 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 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 amended French Order of 4th May 20173 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 546/2011°, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

Finally, the French Order of 12 April 2021° 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

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, amended by the arrété du 27 décembre 2019 relatif aux mesures de protection des personnes
lors de l'utilisation de produits phytopharmaceutiques https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/joltexte ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieLien=id

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

& https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456

7 SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting
MRLs”: SANCO/ 7525/V1/95 - rev.9

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 25/09/2021
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applicant.

The Decision, as reproduced in Appendix 1, takes also into account national provisions, including national
mitigation measures.

The risk assessment report for the sections only applies for the active substance florasulam following its renewal of
approval. For fluroxypyr, provisions of the initial evaluation and authorisation remain.

14 Data protection claims

Where protection for data is being claimed for information supporting registration of BACKPACK (AG-FF1-101
SE), it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

The applicant has provided a letter of access for active substance. This letter of access is available upon request.

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 25/09/2021
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2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code)

BACKPACK (AG-FF1-101 SE)
Second trade name : CROW

Authorisation number 2150845

Function herbicide

Applicant ADAMA FRANCE SAS
Composition 1 g/L florasulam

100 g/L fluroxypyr

Formulation type (code)

Suspo-emulsion (SE)

Packaging

HDPE/EVOH :1L, 5L
HDPE/PE-PA : 5L, 10L

2.2 Classification and labelling

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

Physical hazards

Health hazards

Skin irritation, Hazard Category 2

Skin sensitizer, Hazard Categoryl
Eye irritation, Hazard Category 2

Specific target organ toxicity — Single exposure cat. 3 — Narcosis

Environmental
hazards

Hazardous to the aquatic environment, acute, Hazard Category 1
Hazardous to the aquatic environment, chronic, Hazard Category 1

Hazard pictograms

)

Signal word Warning
Hazard statements H315 Causes skin irritation
H317 May cause an allergic skin reaction
H319 Causes serious eye irritation
H336 May cause drowsiness or dizziness
H400 Very toxic to aquatic life
H410 Very toxic to aquatic life with long lasting effects

Precautionary
statements —

For the P phrases, refer to the extant legislation

Applicant: ADAMA FRANCE SAS

Evaluator: FRANCE
Date: 25/09/2021
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Supplementary With or | Contains 1.2 benzisothiazole-3(2H)-one. May cause an allergic reaction.
information (in | without EUH
accordance with

Avrticle 25 of
Regulation (EC) No
1272/2008)

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

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

The authorisation of the preparation is linked for professional uses only to the following conditions:

SP1 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.

SPe3 To protect non-target plants, respect an unsprayed buffer zone of 5 meters to non-agricultural land.

SPe3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 meters® to surface water bodies
for uses on spring cereals and maize.

SPe3 To protect aquatic organisms, respect an unsprayed buffer zone of 20 meters® including a strip of
permanent, unsprayed plant cover 20 meters wide near surface water bodies for uses on winter straw
cereals.

2.2.3  Other phrases linked to the preparation

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

Bystander and resident protection: Respect an unsprayed zone of 3 meters from the extremity of the boom and :
- areas where bystanders are present during treatment,
- areas where residents could be present.

Re-entry period*': 48 hours

Pre-harvest interval'?:
F- Application must be made at growth stage BBCH 39 at the latest for winter barley, winter wheat.

F- Application must be made at growth stage BBCH 32 at the latest for spring barley, spring wheat, oats, winter rye,
winter triticale.

F- Application must be made at growth stage BBCH 18 at the latest for maize/corn.

Other mitigation measures:
- To prevent the presence of residues, do not grow root and tuber crops less than 10 months after treatment.

The label must reflect the conditions of authorisation.

8 In consistency with French Order of 4 May 2017 (Arrété du 4 mai 2017 relatif & la mise sur le marché et a I’utilisation des produits
phytopharmaceutiques et de leurs adjuvants visés a article L. 253-1 du code rural et de la péche maritime), modified by the French Order of
27 December 2019.

9 In consistency with French Order of 4 May 2017 (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 article L. 253-1 du code rural et de la péche maritime), modified by the French Order of
27 December 2019.

10 |If a tractor with cab is used, wearing gloves during application is only required when working with the spray mixture

1 The legal basis for this is Titre | 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, amended by the arrété du 27 décembre 2019 relatif aux mesures de protection des personnes lors de
l'utilisation de produits phytopharmaceutiques https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte ; [that is, plant
protection products/pesticides]

12 According to the French Order of 4th May 2017, PHI cannot be lower than 3 days unless specifically stated in the assessment and decision.

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 25/09/2021
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2.3 Product uses

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 12 April 2021, 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.

When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold.

GAP rev. , date: 25-09-2021
PPP (product name/code): BACKPACK / (AG-FF1-101 SE) Formulation type: SE @b
Active substance 1: Florasulam Conc. of as 1: 1g/L©
Active substance 2: Fluroxypyr Conc. of as 2: 100 g/L ©
Applicant: ADAMA FRANCE SAS Professional use: X
Zone(s): southern Non professional use: d
Verified by MS: yes
Field of use: herbicide
1 2 3 4 5 6 7 8 9 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 / Growth Ma}x. pumber Min. interval kg, L product/ | g, kg as’tha Water e.g. safener/synergist per ha
(crop destination / I | (additionally: Kind stage of crop & (min. interval betv\{een. ha L/ha
purpose of crop) developmental stages of season bet"‘{ee”_ applications a) max. rate per | a) max. rate per | e.g. recommended or
the pest or pest group) applications) | (days) appl. appl. min / max mandatory tank mixtures
a) per use b) max. total b) max. total
b) per crop/ rate per rate per
season crop/season crop/season

Applicant: ADAMA FRANCE SAS

Evaluator: FRANCE
Date: 25/09/2021
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1 2 3 4 5 6 7 8 9 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 Method/ | Timing / Growth | Max. number | Min. interval kg, L product/ | g, kg astha Water e.g. safener/synergist per ha
(crop destination / I (additionally: Kind stage of crop & (min. interval | between ha L/ha
purpose of crop) developmental stages of season between applications a) max. rate per | a) max. rate per | e.g. recommended or
the pest or pest group) applications) | (days) appl. appl. min / max mandatory tank mixtures
a) per use b) max. total | b) max. total
b) per crop/ rate per rate per
season crop/season crop/season
a)lsg Acceptable
florasulam + Modification of the
. 180 g minimum application
BBCH 20-39
Winter Whe_at weeds (dicots, post- Foliar . a)l a)l.8 fluroxypyr stage from BBCH 13 to
1 France (TRZAW), Winter | F Spring/summer 80-400 | F*
Barley (HORVW emergence) spray licati b)1 b)1.8 b) 1.8 BBCH 20 because the
arley ( ) application florasulam + benefit of the prOdUCt in
180¢g early application and
fluroxypyr before vegetative rest has
not been demonstrated.
a)l8g
florasulam +
Spring Wheat 180¢g
(TRZAS), Spring weeds (dicots, post- Foliar a)l a)l.8 fluroxypyr
2 France F BBCH 13-32 80-400 F*
Barley (HORVS), emergence) spray b)1 b)1.8 b) 1.8 g Acceptable
Spring Oat (AVEFA) florasulam+
180 ¢
fluroxypyr

Applicant: ADAMA FRANCE SAS

Evaluator: FRANCE
Date: 25/09/2021
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1 2 3 4 5 6 7 8 9 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 / Growth Ma}x. pumber Min. interval kg, L product/ | g, kg astha Water e.g. safener/synergist per ha
(crop destination / | (additionally: Kind stage of crop & (min. interval betv\{eeq ha L/ha
purpose of crop) developmental stages of season between applications a) max. rate per | a) max. rate per | e.g. recommended or
the pest or pest group) applications) | (days) appl. appl. min / max mandatory tank mixtures
a) per use b) max. total b) max. total
b) per crop/ rate per rate per
season crop/season crop/season
a)l8g Acceptable
. florasulam + ificati
Winter Oat P qulflcatlonl9f the
(AVESW), winter weeds (dicots, post Foliar BBCH 20-32 a)l a)l.8 fluroxypyr mlnl;n o ;%pclﬁatllgn
3 | France |Rye (SECCE), winter | F P Spring/summer ' 80-400 | Fx | Stagefrom o
o emergence) spray - b)1 b)1.8 b)1.8¢g BBCH 20 because the
Triticale (TTLSO, application . .
florasulam+ benefit of the product in
TTLWI) o
180¢g early application and
fluroxypyr before vegetative rest has
not been demonstrated.
a)l2g
florasulam + Acceptable
120¢g
weeds (dicots, post- Foliar a)l a)l.2 fluroxypyr Full rate (1.2 L/ha) before
4 France Corn (ZEAMX F BBCH 13-16 80-400 F*
( ) emergence) spray b)1 b)1.2 b)1.2g 6 leaves (BBCH 16)
florasulam+
120¢g
fluroxypyr
a)l2g
florasulam + Not acceptable
isk f ti
ds (dicots, post Foli BBCH 13-16 ! 09 fluis)(() X r (”Zr ;:.ifnﬁ :
5 | France Com (ZEAMX) | F | weeds (dicots, post- | Foliar + + + YY1 90400 | F* .
emergence) spray b)1.2g
BBCH 18 1 0.3
florasulam+
120 g
fluroxypyr

Applicant: ADAMA FRANCE SAS

Evaluator: FRANCE
Date: 25/09/2021




Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
No authorisation possible for uses where the line is highlighted in grey.

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

The maximum number of application possible under practical conditions of use must be provided.
Minimum interval (in days) between applications of the same product

For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.

The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,

If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
mentioned under “application: method/kind”.
PHI - minimum pre-harvest interval
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Remarks (@  e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d)  Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(c) glkgorg/L ®
Remarks 1 Numeration necessary to allow references 7
columns: 2 Use official codes/nomenclatures of EU Member States
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10
use, Gpn: professional and non-professional greenhouse use, I: indoor application
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12
application must be named.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14

type of equipment used must be indicated.

Remarks may include: Extent of use/economic importance/restrictions

Applicant: ADAMA FRANCE SAS

Evaluator: FRANCE
Date: 25/09/2021
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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 BACKPACK (AG-FF1-101 SE) is a suspo-emulsion (SE). All studies have been performed in
accordance with the current requirements and the results are deemed to be acceptable. The appearance of the product
is that a white liquid, with characteristic odour suspo-emulsion. It is not explosive and has no oxidizing properties.
The product is not flammable. It has a self-ignition temperature of >400°C. In aqueous solution (1%), it has a pH
value 6 at 20°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.
The content of relevant impurities and NMP are required in post-registration before and after storage at ambient
temperature during 2 years or a justification of non-submission. As the stability was performed on HDPE/EVOH
packaging, the HDPE/PE-PA packaging can be considered as acceptable. Its technical characteristics are acceptable
for a suspo-emulsion (SE) formulation.

The formulation is not classified for the physical-chemical part.

3.1.2  Methods of analysis

Analytical methods for the determination of the active substance florasulam in the formulation is available and
validated. Analytical method for the determination of relevant impurity 2,6-DFA in the formulation and in technical
substance are available and validated.

3.1.2.2 Analytical methods for residues

Analytical methods are available in this dossier and validated for the determination of residues of florasulam in
plants, food of animal origin, soil, water (surface and drinking) and air.

The active substance florasulam is neither toxic nor very toxic hence no analytical method is required for the
determination of residues in biological fluids and tissues.

3.1.3  Mammalian Toxicology

Endpoints used in risk assessment

Active Substance: florasulam
ADI 0.05 mg kg bw/d
ARfD Not applicable EU (2016)
AOEL 0.05 mg/kg bw/d
Dermal Based on an in vitro human study performed on BACKPACK (AG-FF1-101 SE) according
absorption to guidance on dermal absorption (Efsa 2012):
Concentrate (tested) Diluted formulation
1all (tested)
g 0.00075 g/L
In vitro (human) % 2% 11%
Concentrate Spray dilution
(used in formulation) (used in formulation)
1g/L 0.00075 g/L
Applicant: ADAMA FRANCE SAS Evaluator: FRANCE

Date: 25/09/2021
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Dermal absorption endpoints % 2% 11%

3.1.3.1 Acute Toxicity
BACKPACK (AG-FF1-101 SE) containing 1 g/L of florasulam and 100 g/L of fluroxypyr has a low toxicity in
respect to acute oral, inhalation and dermal toxicity and is irritating to the rabbit skin or eye and is a skin sensitiser

Note: Acute oral toxicity studies have been performed with the similar product AG-FF2-102.5 SE which differs from
AG-FF2-101- SE only in regard to the content of the active substance florasulam (2.5g florasulam/L instead of 1 g
florasulam/L.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases):

Application rate Spray
Crop FIG13 Equipment L product/ha dilution | Model
(g as/ha) (L/ha)
Winter and spring F Tractor- 18 L/ha EFSA-
cereals (wheat, mounted/traile (18 flo}asulam /ha and 80-400 OPEX
bgr_ley, oat, rye, d boom 180 g fluroxypyr/ha) (2014)
triticale) sprayer,
Corn F hydraulic 1.2 L/ha
nozzles (1.2 g florasulam/ha and 80-400
120 g fluroxypyr/ha)
Corn F total dose 1.2 L/ha fractionated in :
¢ 0.9 L/ha (0.9 g florasulam/ha and 90
g fluroxypyr/ha) 80-400
¢ 0.3 L/ha (0.3 g florasulam/ha and
30 g fluroxypyr/ha)
Considering proposed uses, operator systemic exposure was estimated using the EFSA-OPEX Model:
Crop Equipment PPE and/or working coverall f(;/OOI’I:S(L)JErLT]
Winter and spring Tractor-
cereals (wheat, mounted/trailed | Work wear and gloves during 0.12%
barley, oat, rye, boom sprayer, mixing/loading and application '
triticale) hydraulic nozzles

According to the model calculations, it can be concluded that the risk for the operator using BACKPACK (AG-FF1-
101 SE) is acceptable with a work wear 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

Only resident exposure estimation is provided since, according to EFSA Guidance on the assessment of exposure of
operators, workers, residents and bystanders in risk assessment for plant protection products (EFSA Journal
2014;12(10):3874): “No bystander risk assessment is required for PPPs that do not have significant acute toxicity or
the potential to exert toxic effects after a single exposure. Exposure in this case will be determined by average
exposure over a longer duration, and higher exposures on one day will tend to be offset by lower exposures on other
days. Therefore, exposure assessment for residents also covers bystander exposure.”

18 Open field or glasshouse

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 25/09/2021
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3.1.3.4 Worker Exposure

Workers may have to enter treated areas after treatment for crop inspection activities. Therefore, estimation of
worker exposure was calculated according to EFSA-OPEX Model. Exposure is estimated to 0.06% of the AOEL of
florasulam .

It is concluded that without taking into account a re-entry period, there is no unacceptable risk anticipated for
workers with work wear, when re-entering crops treated with BACKPACK (AG-FF1-101 SE).

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

3.1.3.5 Resident Exposure

Residential exposure was assessed according to EFSA-OPEX Model. For child exposure is estimated to 2.27% of
the AOEL of florasulam. For adult exposure is estimated to 0.51% of the AOEL of florasulam.

It is concluded that there is no unacceptable risk to the resident exposed to BACKPACK (AG-FF1-101 SE) with an
unsprayed zone of 3 meters.

3.1.3.6 Relevance of metabolites

3.1.4  Residues and Consumer Exposure

The data available are considered sufficient for risk assessment. An exceedance of the current cereals MRLs of
0.01* mg/kg for florasulam as laid down in Reg. (EU) 396/2005 is not expected.

The chronic intake of florasulam residues is unlikely to present a public health concern. Since the substance active
florasulam is characterised by low acute toxicity, it was not deemed necessary to set or propose an ARfD for this
compound. Thus, short-term intake is out of concern for the active substance florasulam.

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

Data gaps

Noticed data gaps for florasulam (EFSA, 2015):

e Data and/or information addressing the toxicity of the major plant metabolite 4-OH-florasulam and the
potential exposure of livestock and subsequently the consumer through animal commodities to metabolite
4-OH-florasulam

e Rotational crop data considering the crop groups and plant back intervals as required by current guidance.
Data required in post-authorisation
None.

3.1.41 Residues
The preparation BACKPACK (AG-FF1-101 SE) is composed of florasulam and fluroxypyr.

Summary for florasulam

Table 1: Summary for florasulam

Sample | MRL
Plant sufficient | PHI storage compliance C_hronlc Acute risk
Use- . . . covered risk for for
No.* Crop |metabolism | residue sufficiently Reg (EU) Comments
0. covered? | trials? supported? by N consumers | consumers
' ' “ | stability | N0 identified? | identified?
data? 1317/2013
Cereals No /
(wheat,
/ durum |Yes Yes Yes Yes Yes No
wheat,
barley,
Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
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Sample MRL
Plant Sufficient | PHI storage compliance Qhronlc Acute risk
Use- . . . covered risk for for
No.* Crop |metabolism | residue sufficiently b Reg (EV) Comments
o covered? |trials? supported? y N consumers | Consumers
' ' * | stability |0 identified? | identified?
data?  |1317/2013
oats,
rye,
triticale
and
spelt
/ Maize |Yes Yes Yes Yes Yes No /
*  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column
1

As residues of florasulam 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.
Nonetheless, submission of additional rotational crop data at EU level, addressing a plant-back interval of 365 days
and taking into account persistent metabolites TSA and ASTCA considering the crop groups and plant back
intervals, are desirable to address residue definition in rotational 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. However, it should be noted that further evidence with regard to occurrence, behaviour
and/or toxicity of 4-OH-phenyl-florasulam is still required to finalise livestock residue definition for risk assessment
and determine potential exposure of livestock and subsequently the consumer through animal commodities to
metabolite 4-OH-florasulam (EFSA, 2015).

Summary for BACKPACK (AG-FF1-101 SE)

Table 3.1.4-2: Information on BACKPACK (AG-FF1-101 SE) (KCA 6.8)

PHI for PHI/ Withholding period* | PHI for
BACKPACK sufficiently supported for BACKPACK |zRMS Comments

Crop (AG-FF1-101 SE) (AG-FF1-101 | (if different PHI
proposed by SE) proposed | proposed)
applicant florasulam by zZRMS

Winter barley, Winter | .ex (ppcH 39) | Yes F** (BBCH 39) |/

wheat

Spring barley, spring

wheat, oats, winter rye, |F** (BBCH 32) Yes F** (BBCH 32) |/

winter triticale

Maize/corn F** (BBCH 18) Yes F** (BBCH 18) |/

*  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).

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE

Date: 25/09/2021
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Table 3.1.4-3: Waiting periods before planting succeeding crops

Waiting period before planting succeeding crops . .
Overall waiting period proposed by zZRMS for

Crop group Led by florasulam BACKPACK (AG-FF1-101 SE)

Root and tuber
vegetables

NR: not relevant

3.1.5 Environmental fate and behaviour

The risk assessment report for the sections “Fate and behaviour in the Environment / Ecotoxicology” only applies
for the active substance florasulam following its renewal of approval. For fluroxypyr, provisions of the initial
evaluation and authorisation remain.

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 florasulam and its 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 florasulam and its 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 florasulam and its metabolites are used for the ecotoxicological risk assessment,
and mitigation measures are proposed.

PECgw for florasulam and its 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 florasulam and its
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 birds, aquatic organisms, mammals, bees and other non-target
arthropods, earthworms, other soil macro-organisms and micro-organisms and terrestrial plants are acceptable for
the intended uses.

Risk mitigations measures are required in order to protect aquatic organisms and non-target plants.

For uses on maize, split applications are not considered covered by the single application on maize and thus
the risk assessment for aquatic organisms is not finalize for split application on maize.

1 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: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 25/09/2021
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3.1.7 Efficacy

Considering the data submitted:
0 the efficacy level of BACK PACK (AG-FF1-101 SE) is considered as satisfactory for all the claimed uses.
0 the selectivity level of BACKPACK (AG-FF1-101 SE) is considered as acceptable for all the claimed uses.

0 the risks of negative impact on yield, quality, transformation processes, propagation, succeeding crops,
adjacent crops are considered as acceptable.

0 the risk of negative impact on succeeding crops is considered as acceptable. Nevertheless a specific attention
should be paid on the conditions of implementation of the following crops.

0 there is a risk of resistance development or appearance to florasulam for some dicots requiring a
monitoring.

Restrictions -

Resistance monitoring data: There is a risk of resistance development or appearance to florasulam for some
dicots requiring a monitoring.

Post-authorization data: -

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.

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

Set up a resistance monitoring to florasulam. Any new information which would change the resistance risk analysis
must be provided to the competent authorities immediately for the whole uses.

3.4.2  Post-authorisation data requirements

- None.

3.4.3 Label amendments

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.

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 25/09/2021
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Appendix 1 — Copy of the French Decision

DocuSign Envelope ID: DDES4C6E-SBEF-4581-6686-FEC24TE0C1BC

EN
REPUBLIQUE

FRANCAISE wr
el anses

Décision relative & une demande de renouvellement de I"autorisation de
mise sur le marché d'un produit phytopharmaceutique et aux demandes
associées

Vu les dispositions du réglement (CE) N* 1107/2003 du 21 ocfobre 2009 of de ses textes d'application,

Vu le code rural ef de la péche maritime, nofasmment le chapifre Il du fiftre V du livre |l des parfies 1égislafive et
réglementaire,
Vu les demandes de rencuvellement de l'auiorisafion de mize sur le marcheé, suite au rencuvellement de
I'spprobafion de la substance active florasulame, et de modification du doszsier, ef les données foumies en
réponse aux demandes de post-autorization du produit phytopharmaceufigue BACKPACK

de la socists ADAMA FRANCE SAS

enregistrées sous flez  n°2016-1279, 2018-1246 ef 2018-3723

Vu les conclusions de 'evaluation de M'nzes du 19 juillet 2021,

L'autorization de mise sur le marché du produit phytopharmaceutique désigné ci-aprés est remouvelée en

France, sous réserve du respect de la compesition du produit autorisée dans les conclusions de I'évaluation,
pour les usages et dans les conditions précisés dans la présente décision et son annexe.

La présente décision s'appligue sans préjudice des autres dispositions applicables.

Avertissement :

Le non-respect des conditions décrites ci-dessous peut enfrainer le retrait ou la modification de Mautorisation
ainsi que toute action incluant des poursuites judiciaires.

BACKPACK
AR 12150845 Page 1 5ur 8
Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
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DocuSign Envelops ID; DD9SSCEE-SBEF-4581-88B8-FECZ4T50C1BC

REPUBLIQUE b\
FRANCAISE ur
Libered
Epuiief
== anses
Informations générales sur le produit
MNoms du produit BACKPACK
CROW
Type de produit Produit de référence
ADAMA FRANCE SAS
— 33 rue de Verdun
e 92156 SURESNES
France
Formulation Suspo-emulsion (SE)
Conternant 1 g/L - florasulame ) ) .
144 gilL - fluroxypyr-meptyl (equivalent 2 100 g/L de flurcxypyr)
Muméro dintrant gre-2013.01
Muméro d"AMM 2150845
Fonction Herbicide
Gamme d'usage Professionnel

L'echeance de validite de la présente decision est ficee 3 douze mois a compter de la date d'expiration de
l'approbation de la substance active qui arrivera a echéance le plus tt. A titre indicatif, dans I'#tat actuel du
calendrier d'approbation des substances actives, Pecheance de 'autorisation est fixee au 31 decembre 2025,

Le dépdt d'une demande de rencuvellement conformement & l'article 43 du réglement (CE) n*1107/2009, dans
les trois mois suivant le renouvellement de Fapprobation de la substance active, prolonge de plein droit
l'autorisation de mise sur le marché aprés son amivée 3 échéance de la durée nécessaire pour mener & bien
l'examen et adopter une décision sur le renouvellement.

La présente decision peut &tre retirée ou modifiee avant cette echeance si des elements le justifient.

A Maisons-Alfort, le z5/09/2021

DisnaSigrid by

(loartatte. Grashilli
e AL T A AT
Directrice générale délégues
en charge du pdle produits réglementés
Agence nationale de sécurité sanitaire de
lalimentation, de lenvironnement et du travail (ANSES)

BACKPACK
AMM 1*2150845 Page 2 sur 8
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DocusSign Envelope ID: DD¥ES4CEE-SEEF-4561-B8B8-FEC24760C1BC

EX

REPUBLIQUE 4
FRANGAISE wr
i anses

ANNEXE : Modalités d autorisation du produit

Vente et distribution

Le titulaire de l'autorisation peut mettre sur le marché le produit uniquement dans les emballages -

Emballage Contenance

Bouteilles en polyethylene haute densite /! sthylene .
alcool vinylique
Bidons en polyéthyléne haute densité | éthylene 5L
aleool vinylique
Bidons en polyethyléne haute densité polyamide S5L:10L
Classification du produit
La classification retenue est la suivante :

Catégorie de danger Mention de danger
Comosion cutanéefimtation cutanée - Catégorie 2 H315 : Provogue une imitation cutanée
Sensibilisants cutanés - Catégarie 1 H317 : Peut provoguer une allergie cutanés
Leésions oculaires graves et imitation oculsire - | H319 : Provogue une severe imitation des yeux

Catégorie 2

Toxicité spécifigue pour certains crganes cibles & la | H338 : Peut provoguer somnolence ou des vertiges
suite d'une exposition unigue - Catégorie 3 - effets
narcotiques

Darrlgers pour le milieu aquatique - Danger aigu. | 4400 : Trés toxigue pour les organismes aguatiques
categorie 1

Dangers pour le milieu aquatique - Danger chronique, | paqp - Tras toxique pour les organismes aguatiques,

catégorie 1 entraine des effets néfastes 4 long terme

Pour les phrases P se référer 4 la réglementation en vigueur.

Le titulaire de I'autorisation est responsable de la mise a jour de la fiche de données de sécurité et de
la classification du produit en tenant compte de ses eventuelles evolutions.

BACKPACK
AMY 2150845 Page 3 sur 8
Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
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DocuSign Envelope ID; DD9S4CEE-SEEF-45E1-B8B8-FEC24780C1BC

REPUBLIQUE [
FR&NCAISE ar
i anses

Conditions demploi du produit

Protection de I'opérateur et du travailleur
Des informations geénérales relatives aux bonnes pratiqgues de protection poumont &tre mises & disposition de
l'utilisateur :

- l'utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections collectives constituent la
premiére mesure de prévention contre les risques professionnels, avant la mise en place de protections individuelles
- le port de combinaison de travail dédiee ou d"EP| doit étre associe 4 des réflexes d'hygiéne (ex : lavage des
mains, douche en fin de traitement) et & un comportement rigoureux (ex © procédure d'habillage/déeshabillage).

- les modalités de nettoyage et de stockage des combinaisons de travail et des EP| réutilisables doivent &tre
conformes & leur notice d'utilisation.

Four l'opérateur, porter

Dans le cadre d'une application effectuee a I"aide d'un pulveérisateur a rampe

+ pendant le mélange/chargement

- Gants en nitrile cerifiés NF EN IS0 374-1/A1 et NF EN 16523-1+A1 (type A) ;

- EPI vestimentaire conforme & la norme NF EN 150 27085/A1;

- EPI partiel (blouse ou tablier & manches longues) de catégore Il et de type PB (2) & porter par-dessus FEPI
vestimentaire précite ;

- Demi-masque certifie (EN 140) éguipe d'un filtre F3 (EM143) cu AZFP3 (EN 14387}

« pendant 'application

5i application avec fracteur avec cabine

- EPIlvestimentaire conforme & la norme NF EN 150 2T085/A1;

- 3ants en nitrile certifies NF EN IS0 374-1/A1 et NF EN IS0 374-2 (types A, B ou C) a usage unique, dans le cas
d'une intervention sur e matériel pendant la phase de pulvérisation. Dans ce cas, les gants ne doivent étre
portés qu'a 'extérieur de la cabine et doivent étre stockés aprés utilisation a 'extérieur de la cabine ;

5i application avec fracfeur zans cabine

- EPIlvestimentaire conforme & la norme NF EN 150 2T085/A1;

- Gants en nitrile certifies NF EN IS0 374-1/41 et NF EN IS0 374-2 [types A, B ou C) a usage unique, dans le cas
d'une intervention sur le matériel pendant la phase de pulvérisation ;

- En cas d'exposition aux goutteleties pulvérisées, porter un demi-masque filtrant & particules (EN 148) ou un
demi-masque (EN 140) équipé dun filire 3 particules P2 (EN 143) ;

+ pendant le nettoyage du matériel de pulvérisation

- Gants en nitrile certifies NF EN IS0 374-1/A1 et NF EN 18523-1+A1 {type A) ;

- EFI westimentaire conforme & la norme NF EN 150 2T085/A1;

- EPI partiel (blouse ou tablier & manches longues) de catégore Il et de type PB (3) 3 porier par-dessus I'EP|
vestimentaire pracite,

Powr le fravailleur, porfer
- EPI vestimentaire conforme a la norme NF EN (SO 27085/A41.

Délzi de rentrée en application de 'arrété du 4 mai 2017 :
- 48 heures.

Protection des personnes présentes et des résidents (au sens du réglement (UE) N°284/2013)

Respecter une distance d'au moins 2 méfres entre la rampe de pulvérisation et :
- l'espace frégquenté par les personnes présentes lors du traitement ;
- l'espace susceptible d"&tre fréquenté par des résidents.
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REPUBLIQUE [
FRANCAISE -wr
=~ anses

Respect des limites maximales de résidus (LMR)

Pour chague usage figurant dans la liste des usages autorisés, les conditions d'utilisation du produit permetient de
respecter les limites maximales de résidus.

Afin d'éviter la présence de résidus dans les cultures suivantes, ne pas implanter de cultures de racines ou de
tubercules moins de 10 mois apres traitement.

Protection de I'environnement (milieux. faune et flore)

Profection de I'eau

- 5P 1:Me pas polluer lfeau avec le produit ou son emballage. Me pas nettoyer le miatériel d'application prés des
eaux de surface. Eviter la contamination via les systémes d'évacuation des eaux a partir des cours de ferme ou
des routes.

Protection de la faune

- SPe 3 : Pour protéger les organismes aquatigues, respecter une zone non traitée de 5§ métres par rapport aux
points d'eau pour les usages sur cereales de printemps et mais.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non fraitée de 20 métres comportant un
dizpositif vegétalisé permanent non traité d'une largewr de 20 métres en bordure des points d'eau pour les usages
sur céréales 3 paille d'hiver.

FProtection de la flore
- SPe 3 : Pour protéger les plantes non cibles, respecter une zone non traitée de 5 métres par rapport 4 la zone
non cultivée adjacents.

Le produit peut &tre utilisé sur les usages autorisés, y compris sur les cultures gqui seraient exclues de la
portée par la présente décision, conformément aux conditions d'emplei antérisures pendant une période de &
miois, a lexception des mesures concermnant la protection de lopérateur gui doivent étre appliquées
immédiatement.

Exigences complémentaires post-autorisation

A defaut de transmission de ces donnees dans les delais impartis a compter de la date de la présente decision, la
présente décision pourra étre retirée ou modifiee.

Delai Recurrence

Détail de la demande post autorisation - -
(miais) [{mois)

Mettre en place un suivi de la résistance au florasulame.

Foumnir, aux autorités compeétentes, toute nouvelle information susceptible de - -
modifier l'analyse du risque de résistance.

Recommandations relatives a I'etiquette du produit
Il est recommandé de faire figurer l'information suivante sur l'étiguette :

Contient de la 1,2-benzisothiazol-3(2H }-one. Peut produire une reaction allergique.

BACKPACK
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Appendix 2 — Copy of the draft product label as proposed by the applicant

' I
Fluroxypyr (ester 1-methylheptyl) 100 g/L
+ florasulame 1 g/L
Herbicide de post levée.
Cultures
Céréales, mais.
Lo ficha da donnéss de sécurttd paut &tra abtenue grotutarmant
o bnoruat e uckide.com a1 i oot ¢ k@ com HERBICIDE
Infr:hl:ndn wn-cvn‘trntdl:g;hn-nn mabils. )
5E - Suspo émulsion
AMM M 2150845
Titulaire de FAMM :
ADAMA Frances.a.s FTOCKER ENTRE
&8, avenue de la Cristallerie \
92314 Sévras Cedax ‘%
Tél.: 01 41 2014 94 - Fax: 0144 42 7117 _{,f-"l E ADAMA
& MOrqus anregisTés par urk Socléd du groupe ADAMA
-
o ,x
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MODE CYACTION - PROPRIETES
Backpack® est un herbicide da post levde das cardales d'hiver e da printemps et du mals. Bockpadk® st une spacialns a base de fluracypyr,
matkne active de ka fomille des addes picolinigues caorboyliques et de florasulome, madére active dea la famille das Tizolepyrimidines. Les deux
substances ogissent par absorprion follare : le fluromypyr perturbe la régulotion de Fauxine {mode d'acton du groupes HRAC O et ke florasulame
pravoque Finhibimon de FAcete- Locume Synthenase (ALS) (mode d'action du groupe HRAC B).

Backpack® est efficace commre les dicotylkdones sensibles oux inhibiteurs de FALS. Lo présence de dicoryl édones réststanmes oux herbicides inhibiteurs
de FALS emraine une bakse defficacta voire une ineffioacis: du produt.

MODE C¥EMPLOI
Usages et doses homologués :

. . B . Zone Mon Traitée par
el de I Cultures assocides Doze Mambre max itade d'applization Iore Mon Traitée par pa
Libelké de Fusage pour ke produit homologuée | d'applicatiors sur ka cubure rapport aux paints d'sau m&ﬁf&: L%;:cr:nr:‘:"

donit di : n.'h?! Etnlisd
Seigk*disherbage | seigle Chiver 12 Lfha Vo BECH 13-32 n!f_ltp‘:-‘;:’; a e
lez opplicotiors 4" outomne
ovoine de printemps 18 Lo Von BECH 13-32 5 metres
Boroirevdisherh S
oge ; . donit dispesitif wegétalisd
owmine dhiver 18 L ha Vo BECH 13-32 nerit de § prour
les opplicotions & outomne
orge de printemps 1.8 Lha Von BBCH 13-32 5 metres
5 metres
Orge¥désherboge . donit dispeaitif whgtalis
orge d'hiver 1.8 Lha Vo BBCH 13-39 nerit de § prour
les opplicotiors 4" outomne
bl& d= printemips
& = de printemps 18 Lfha Von BBCH 13-32 5 métres 5 .
5 métres
blé d'hiver donit dispesitif wegEtalisd

Blé*désherbage Epmmutre o hiver 18Lrha Von BBCH 13-39 permanent d= 5 peour
les opplicotiors: & outomne

danit di :mi'l:if'ri Etolisé
- E H - g a
triticale 18 L'ha Ven 8 1532 permanent de 5 mitres pour
les opplicotions " outomne

BBCHIZ- 16
1.2 Lfha Vo dase plene]
| appiaon S 1 da de B3 Liha
Mordézhark = oppication e § mitres
Erange | ma au stode BECHI 16, EBCHIT 1B
i (froctionnement)

puis
| applicotion 4 ko das= de 0.5 Lika
au stade BECH 16-18.

ADAMA France ne praconise Futllisotion de ce prodult que sur kes auloures et dbles menmionnises dons le ableou o-dassus et, 8 cethre, dedine toute
resporeabiling concarnar Félargssement de son utlisation 4 d°autres cubtures et dbles telles que prévues par le cotalegue des usoges feé par Farreoa
duZ&mars 2014,

Alngl, 'ocrention de Futlisgueur ast autirss surles risques &ventuaks de ron-conforming de cet élargissement parmis par ce catalogue.

Toumefols sur mioka, miscanthus, panic ou switchgrass | en Fabsence d'essal sur Pensemble desvarkues, Adarma France ne peut garanr une parfaie
salectd de Backpack® sur ces culres. Lapplicotion se foir sous ka responsabiing de Pudlisatewr. Cormocter votre consaller-culure avant toute
utilsanion sur ces cultunes,

Dislal de rermrée des trawallleurs sur ka parcelle : 48 heures oprés tralterment conforrmamen a Farreos du 12 juin 3013 redouf o la mise sur e marchs ex
a Furllsauon des produits visas a Foricle L.253-1du code rural.

Les medonges dotverm &tre mis en ceuvre conformemen a b reglemermarion en vigueur selom Farmere du 7 aerl 2010 medifie par Farrés du 12 juin 2015
b
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'IfLs Limites Maxdmales de Résidus sort consultables sur le sive Interner de lo Commitssion - Direction Générale Sarme et protection du Consommaueur
4 l'ndresss subvianme |

b ffec.suropa. ew'sanco_pesticides/public/index.cfm

Sensibilite des mawvaises herbes

Bockpack® est afficoce comre les advermices lewdes en cérdales. Pour [ dose de 1,8 L', les niveaus de sensiblling obmenus sont les subsvants ©
» Espdicas trés sansibles : galller gratraron, stellaire, sénecon commun, matdcalres.

» Espdces sensibles : somve, rovenale coquelicor.

» Espdcas moyennement sensibles @ ranouée das clseaux .

» Espicas tolérantes | véroniques, persdes.

Bockpack® est efficace comre les odvermices lewdes en meds. Four la dose da 1.2 Lrha (ou 09 L'ha 4+ O3 L'ha). les riveaus de sensibii obenus
SO les sUkanTs |

» Espdces trés sansibles : sarve (gpplications fractionmses), colza, marricares.

» Espdicas sansibles : Iseron des hales et ronces (applications fractionnées), remoude liseron (applicotions frocdonnges).

» Espbces moyennement sensibles @ Iseron des hales (une seule application), liseron des champs (opploatiens froctionnées).

» Espdcas moyennement talérantes et tolérantes : cheénopede blanc, chénopodes hybrides.

En présence de ces adwentices toléranmes, Futllisouon de Bodepadk® devro 5'inscrire dans un programme de e afin de matrker Fersemble des
advermoas (nous corsuber ou corsuber votre founsseur habiouel].

| RECOMMANDATION D'EMPLOI |

Conditions demploi

Backpack® paut &tre applqus sur Toutes les céreéales dés le stade 3 feullles de la carzale (BBCH 13) et Jusquia stode deux noewds (BBCH 32). De
plus, Back paock® peur s'utiiser du stade 3 feulles (BBCH 13) a dernigne feulle atales (BBCH 39) sur les ceréales dhiver : ble teandre, orge, ble dur.
Sur mats, Backpack® ser uilisé soi emre le stade 3 feuilles (BBCHIS) et Jusquia & feulles (BBCH 16) soit en applications fractionmses : un trale-
ment sera effectud antre le stode 3 feulles (BECH 13) et & feulles (BBCH 18] du marls 4 b dosa de 09 L'ha suwi 13 jours plus tard d'un traemen a
la dose de 0.3 L'ha ou stode 8 feullles {BBCH 18) du mats. Me pas tralter ou stade 7 feullas du mak.

L’ ocuivine de Backpack® est pew sensible oux condtions de empérarure lors de Fapplcadon. Les mellewres cordidons d'applicotion sont ceperdant
réunies en sorde dhiver, dés 5°c au débur de lo reprise da lo wagénauion. Un delal &'ure heurs sans plule est suffisant pour ume baonne pénétration
du prodult dans ka plarme,

Ne pas stocker @ des tam pargrures Inférieures 0 0fc et suparieures a 33°c

Précenisations de Backpack

Pour une manrise da Fersemble de la flore (Inclion les véroniques et persses), les doses de Bockpack® a appligquer en programme ou enmaange
awac dautres produis herbicides, sl les condidons précgdenes som respectdes et dans les cérddes d'hiver unkguenent, som les suvanes ;

» 1.2 L'ba minimum de Backpack® pour des gaillets d'une tallle inférieure @ 30 cm. Les tempéramares moyennes joumdallénes dewront &Te supériewres
all.

» lo dose peun e réduite sur la stelkdre 4 condition que Fapploation sott effecude avant la floratzon.

Pour les aurres adventices sensibles 4 trés sersibles, en partculer la matricaire dons les cardales Jusquiou stade resete |l faur traner 4 pleine dose.
En mmats, Il fiut tenir compre du spectre de Backpack® dans le chote ex o dose des autres produits herbicides ulisés,

Préparation de la bouillie

‘Verser Backpack® dans lo ouve pardellement remplie deau puls compléter avec lo quantié d'eau nécessaire et malmmenir Fagitadon.

‘olume de boullie ; 20 a 400 L'ha.

Lhilser un apparsil de pubvérization propre et en bon éuan da fonctlonmement.

RECOMMANDATIONS PARTICULIERES
Eeter toume dariwe d'emmbruns de pubeérisodon sur les culres vokines sansibles @ colma (ne pas pulvériser @ moirs de 1 m), betterave (au
printemps ne pas pubvériser @ moins de 3m). oumesol (ne pas pubvériser 4 moins de Tm), pois, cultures légurmiéres ev omementales,
pepinieres, in. ainsl que surles cubures pérennes tvignes, arbres fruiers. Aprés une opplioaton 'owomne, le pols provéaginews & hiver peuat desenir
sensible en oos de mauwvalses condilors dimatiques : ne pas pubsérser  moirs de 5 m.

Par risque devent pormant vers les aulires wolsines, ne pas pubsériser 4 molns de 5 m de cas cultures.
Tramer seulement par temps calme avec des rampes oussl basses que possible, sans vent {ou verm de vitesse Inférieure a 3 m'seconde) 1 4 une
Temparature re dépassant pas 23 %C a Fombre,

l\._ We pas utliser Backpack® pour désherber une cansale sous-ersemencee & ure legumineuss.

iy
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e ™
Pendam le nettoyoage du marériel de pubvérisarion ©
» Gants en niTile certifies EN 374-5;
» Combinatson de taval en palyester £5%/coton 35% avec un grammage de 230 g'm? ou plus ovec tramement déperkant;
» EPI partiel [mblier ou blouse a manches lengues) de carggorie lll e de type PB(3) a porter par-dessus ka combirdlson pracise.
Four le travailleur amené & entrer dans la culture aprés le traftement, porter
Corrbinalson de travall [cotte en cotondpolyester 353%555% - grammaoge d'ou moins 230 g/m?) avec un traitement daperlan.
Dans ke cadre des bonnes pratiques agricoles
Gestion du risque d'apparition de résistance : L'utilisation répsmés, surune meme parcele, de prépararions & base de substances actives da la
méme famille chimique cu ayant le méme mode d'acden, peut condulre d Fapparkion dorganismes réskstanTs.
Pour radure ce risque, Il est corsallle d'averner ou d'assocler, sur une meme parcelle, des préparodons 0 bose de substances actives da familles
chimiques différemes ou 0 modes d'action différernms, Tart au cours dure salson cublurde que dans ka rerarion.
Emballages vides : Rgemplal de Femballage mrerdic. Lors de Purilisatien du predur, bBlen vider et Paiminer wa les collectes orgontses par les
distributeurs partenaires de lo fillkre ADMALOR cu tout autre service de collecte spacifique. Pour Féliminaden des produns ron utdlsables, faire
appe 4 ure enmeprise habllipe pour la collecte et Féiminadon des produits dangereu.
Pour Falimireation des produits non utllisables, faire appel 4 une entreprise hoblltée pour la collecte et Penkverment des produfs dangereux.
Mettoyage de Féquipement : Me pas laisser de boullle prét a Femplel dans le pubrérisareur. Eliminer les fonds de ouve ot les 2o da rinage
confermement 4 ka réglermenmation en vigueur. Eviter tout commaminarion des miares, pulsards, rukssear, agu souterraines ou de distribution ou de
tout aume point d'eau par le produlr, la boulllie de pubsérisarion et les eoux da incoge des emballages et equipements de Tatemeant.
Premiers secours
Inhalation : Trarsporter lawictime a Par frals. En cos de respirodon irréguliere ou d'obsence de respiration, praviquer ka respiration artficiele,
Corsulter um médecin.
Conbact avec la peau : Rincer Immeédiotement ad savon 1 a grande eau en retinant kes choussures e1 watemens comamings, Corsulter Imimie-
digrerment un medecin.
Contact avec les yeus : Rincer iImmediouerment et abondamment gvec de Peau. Apres le ingage infmal, retrer les evermuelles lenmiles des cormoct
et continuer 4 rincer perdan au mors 15 minutes. Maimenir Fosdl grand cuvert pendant ke rincoge. 3 les symprémes persistent, consuber un

rmedecin.
Ingestion : Rirncer Io bouche. Bore beaucoup d'eau. Corsubter un meadecing
Mesures d urgence

Em cos d'urgerce, comoacter le cermre armipolsen ke plus proche davare domicile cu oppeler le 15 Présenmez aux secours lo fiche de donrees de
sacurié. Puls signdlez vos symprames au réseau Phyt'arude :wal. 0 800 887 BA7 {numene wert).

IMPORTAMT : Raspactar les usages, doses, conditiors a1 précadtiens demplol merdennés sur Femballoge qul ont ére dérermings en fonction
des caracrénstques du produit et des applications pour lesqueles Il est préconisé. Condutser sur ces bases, lo culure et les Taremens selon
lo bonne pratique agricole en Tenant comipee, sous votre respensabilita, de tous facteurs particulers concermant vore explofation, Teks que lo
narure du sal, les corditions métdarclogiques, les methiodes culturales, les varkenss vagatales, o résistance des espéces, o pression parasitare...
Le fabrcant garantt lo quaite de ses produrts vendus dars leur embalage dorigire ansi que leur conformite a Foutorsodon de mise sur ke
marche. Compre-tenu de la diversivg des |égiskations esstanmes, || est recommand?, dons le cos ol les dennées protégees ou Issues de culures
protégées avec cette spaclaime somt desdnaes 4 l'expartation de warifier la réglementarion en viguewr dans ke pays Imporoaeur ACAMA France
5.0.5 NE 5aUraiT &TTe TenU &n aucun oos responsable des conséquences inhérermes 0 toute cople (totdle ou partielle) de cette stiquete, a sa
diffusion ou son utlisation ren utorisde,
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BACKPACK"®

AbM M=2150845

SE - Suspo émulsion

Flurcecypyr (ester 1-methylhe ptyl) 100 g/L (10%) + florasulame 1 g/L
(0,1%]

Attention

H315 : Provoque une irritation cutanée.

H37 : Peut provoguer une allergie cutanée.

H¥? : Provogque une sévére irfitation des yeux.

H33& : Peut provoguer somnalence ou vertiges.

H410 : Trés toxique pour les erganismes aquatiques.

EUH401 : Respecter les instructions o' utilisation afin d'éviter les risques
pour la santé hurmaine et Penvironnement.

Délai de rentrée des travailleurs sur la parcelle :48 h aprés traiternant

P102 : Tenir hors de portée des enfants.

P241 : Eviter de respirer les poussiéres fumées/gaz/ brouillards/ va peurs/faéroscls.
P2B0 : Porter des gants de protection / des vétements de protection £ un
Equipement de protection des yeur/ du visage

P302/552 EM CAL DE COMTACT AVEC LA FEAL @ lover abomdamment @ Feau
2t au sovon.

P303F351/73358 EM CAS DE COMTACT AVEC LES YEUX : rincer avec précaution @
'equ pendant plusieurs minutes. Enlever les lentilles de contact si la victime en
porte et si elles peuvent focilement &tre enlevées. Continuer 4 rimcer,

P51 : Eliminer le contenu f récipient dans un centre de collecte des déchets
dongereux ou spéciou.

5P1: Ne pas peliuer Feou avec le produit ou son emballage.

5Pe3 : Pour protéger les organismes oquotiques, respecter une zone non traiée
de 5 métres par rapport ouk points d'eau pour les usoges sur céréales d'hiver
{application au printemps), sur céréales de printermps et mais.

5Pe3 : Pour protéger les organismes oquotiques, respecter une zone non traiée
de 5 métres par rapport oux points d'eau comportant un dispositit wagétalisé
permranent non traité 4’ une kargeur de 5 métres en bordure des points d'eau pour
les usoges sur céréa les d'hiver {application 4 Fautomine).

5Pe3 : Pour protéger les plamtes non-cibles, respecter une zone non traitée de 5
métres par rapport 4 ka zone non cultivée odjacente.

PRODIIT POUR LES PROFESSIOMMELS : RESPECTER LES COMDITIONS
CYEMPLOI.
Lire les instructions ci-jeimes avanmt emploi.

Titulaire de FAMM : ADAMA France s.a.s
478, avenue de o Cristallerie - 923146 Sévres Cedex
TéL 01 901696 - Fax : 0146427117

. i
- Produit fabriqué en lsrogl
N* de lot
VOIR SUR
L'EMBALLAGE
Date de fabrication
L
\ /
Applicant: ADAMA FRANCE SAS Evaluator: FRANCE

Date: 25/09/2021
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Appendix 3 — Letter(s) of Access

Letter(s) of access and, if necessary, an argumentation according to art. 62.4 of Reg (UE) No 1107/2009 have been
submitted and are available under request.

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 25/09/2021



