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PART A
RISK MANAGEMENT
1 Details of the application

The company ADAMA France S.A.S. has requested a marketing authorisation in France for the product
CHROME (formulation code: AG-FDC1-400 SC), containing 280 g/L chlorotoluron, 80 g/L flufenacet and
40 g/L diflufenican, for professional uses.

Appendix 1 of this document provides a copy of the product authorisation.

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

1.1 Application background

The present registration report concerns the evaluation of ADAMA France S.A.S.’s application submitted
on 19/08/2019 to market CHROME (AG-FDC1-400 SC) in France (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 Member States (MSs) of the
Southern zone.

The present application (2019-4926) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC) no
1107/2009%, the implementing regulations, and French regulations. This application was assessed in the
context of the zonal procedure for all MSs of the Southern zone, taking into account the worst-case uses
(“risk envelope approach”)?. When risk mitigation measures were necessary, they are adapted to the
situation in France.

The data taken into account are those deemed to be valid either at European level (Review Report and
EFSA conclusion) or at zonal/national level. The assessment of CHROME (AG-FDC1-400 SC) have been
made using endpoints agreed in the EU peer reviews of chlorotoluron, flufenacet and diflufenican. It also
includes assessment of data and information related to CHROME (AG-FDC1-400 SC) where those data
have not been considered in the EU peer review process.

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 risk assessment conclusions provided in
this document are based on the information, data and assessments provided in the Registration Report, Part
B Sections 1-10 and Part C, and where appropriate the addendum for France.

The conclusions on the acceptability of risk are based on the criteria provided in Regulation (EU)
No 546/2011%, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

This document also describes the specific conditions of use and labelling required for France for the
registration of CHROME (AG-FDC1-400 SC).

1 REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant pro-
tection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC

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

8 COMMISSION REGULATION (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament
and of the Council as regards uniform principles for evaluation and authorisation of plant protection products



http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
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1.2 Letters of Access

Not necessary:
The applicant is the owner of data which support the approval of the chlorotoluron.
Active substance data for diflufenican are not protected any more.

Part of flufenacet data are not protected anymore and the applicant has provided a letter of access for data
that are still under protection. This letter of access is available upon request.

1.3 Justification for submission of tests and studies

According to the applicant: « All reports submitted are needed for the first registration of AG-FDC1-400
SC in accordance to the data requirements laid down in Regulation (EC) No. 284/2013. ».

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of CHROME (AG-
FDC1-400 SC), itis indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections

1-7.

2 Details of the authorisation decision

2.1 Product identity

Product code

AG-FDC1-400 SC

Product name in MS

CHROME

Authorisation number

N/A : no marketing authorisation granted

Kind of use Professional use

Low risk product (article 47) No

Function Herbicide

Applicant ADAMA France S.A.S.

Active substance(s)
(incl. content)

Chlorotoluron, 280 g/L
Flufenacet, 80 g/L
Diflufenican, 40 g/L

Formulation type

Suspension concentrate [SC]

Packaging

Bottle in HDPE* (1 L)
Canin HDPE (5 L, 10 L)

Can in HDPE wich can be equipped with a homogeneisation system (20 L)

Coformulants of concern for
national authorisations

Restrictions related to identity

4 High density polyethylene
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Mandatory tank mixtures None

Recommended tank mixtures None

2.2 Conclusion

The evaluation of the application for CHROME (AG-FDC1-400 SC) resulted in the decision to refuse the
authorisation.

2.3 Substances of concern for national monitoring

Refer to 5.1.1.

2.4 Classification and labelling

24.1 Classification and labelling under Regulation (EC) No 1272/2008

The following classification is proposed in accordance with Regulation (EC) No 1272/2008:

N/A : no marketing authorisation granted.

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

2.4.2 Standard phrases under Regulation (EU) No 547/2011

N/A : no marketing authorisation granted.

2.4.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)
None.
2.5 Risk management

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

The French Order of 4 May 2017 5 provides that:

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

- unless otherwise stated in the product authorisation, the minimum buffer zone alongside a water body
is 5 metres for products applied through spraying or dusting;

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

5 Arrété du 4 mai 2017 relatif a la mise sur le marché et & I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche maritimehttps://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/joltexte



https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
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Drift reduction measures such as low-drift nozzles are not considered within the decision-making process
in France. However, non-spraying buffer zones may be reduced under some circumstances as explained in
appendix 3 of the above-mentioned French Order.

Finally, the French Order of 12 April 2021° provides that:

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

- the “reference” and “related” 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 “related” ones are undertaken even if not clearly requested by the applicant in
their dRR, and a conclusion is also reached on the acceptability of the intended uses on those “related”
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.

251 Restrictions linked to the PPP

The authorisation of the PPP is linked to the following conditions:

N/A : no marketing authorisation granted.

2.5.2 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions in addition to those listed under point
2.5.1 (mandatory labelling):

None.

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



https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
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2.6 Intended uses (only NATIONAL GAP)

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 (highlighted in green), 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.

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

GAP rev. 1, date: 2024-11

PPP (product name/code): CHROME / AG-FDC1-400 SC Formulation type: SC @b)
Active substance 1: Chlorotoluron Conc. of a.s. 1: 280 g/L ©
Active substance 2: Flufenacet Conc. of a.s. 2: 80¢g/L @
Active substance 3: Diflufenican Conc. of a.s. 3: 40 g/L ©
Safener: - Conc. of safener: -
Synergist: - Conc. of synergist: -
Applicant: ADAMA France S.A.S. Professional use: X
Zone(s): Southern Zone @ Non-professional use: ]
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 Fn, |controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval |L product/ha gas./ha Water e.g. g safener/synergist
(crop G (additionally: nd stage of crop & a) per use between a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | ®
of crop) Gpn | the pest or pest group) season (days) b) max. total appl. min/ma
or rate per b) max. total rate | x
| crop/season per crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Cropand/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) |or situation Fn, |controlled N . (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha gas./ha Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop & a) per use between a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | o
of crop) Gpn | the pest or pest group) season (days) b) max. total appl. min/ma
or rate per b) max. total rate | x
) crop/season per crop/season

Remarks (a)
table (b)
heading:

(©

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
Catalogue of pesticide formulation types and international coding system CropLife
International Technical Monograph n°2, 6th Edition Revised May 2008

glkg or g/l

(d)
(e)

®

Select relevant

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

given in column 1

No authorisation possible for uses where the line is highlighted in grey, Use should be crossed
out when the notifier no longer supports this use.
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Remarks Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,

columns: Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
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 The maximum number of application possible under practical conditions of use must be provided.
F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10  For specific uses other specifications might be possible, e.g.: g/m?3 in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
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 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14 Remarks may include: Extent of use/economic importance/restrictions

type of equipment used must be indicated.

10
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3 Background of authorisation decision and risk management
3.1 Physical and chemical properties (Part B, Section 2)

CHROME (AG-FDC1-400 SC) is an aqueous suspension concentrate (SC) containing 280 g/L of
chlorotoluron (CTU), 40 g/L of diflufenican (DFF) and 80 g/L of flufenacet (FFA). 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 a yellow liquid suspension. It is not explosive and has no oxidising properties.
The product is has a flash point up to 100 °C. It has a self- ignition temperature of 435 °C. The pH value of
the neat formulation is 5.2 at ambient temperature. There is no effect of low temperature on the stability of
the formulation, since after 7 days at 0°C and 14 days at 54°C, neither actives ingredients contents nor the
technical properties were changed. The 2 years shelf life study is on-going and should be provided at post-
authorization. Based on the accelerated storage stability study, the shelf life is expected to be at least 2 years
at ambient temperature when stored in 1L HDPE bottle. Final report of the long term stability study in the
commercial packaging is required in post-authorization. Its technical characteristics are acceptable for an
aqueous suspension concentrate (SC) formulation.

3.2 Efficacy (Part B, Section 3)

From the submitted data, representative only of French conditions of use, it can be conluded that:

0 the efficacy level of CHROME (AG-FDC1-400 SC) when applied in autumn in pre emergence or
in post emergence of winter cereals at the dose rate of 1.8 L/ha is considered satisfactory for all the requested
uses.

0 the efficacy level of CHROME (AG-FDC1-400 SC) when applied in autumn in pre emergence or
in post emergence of winter cereals at the dose rate of 1.5 L/ha is considered acceptable for all the requested
uses. It has to be noted that the level of effectiveness of the product applied post emergence has only been
demonstrated on newly emerged weeds (growth stage BBCH 08-13). It is therefore not recommended to
use the product on highly developed flora.

0 the phytotoxicity level of CHROME (AG-FDC1-400 SC) is considered satisfactory for all the
requested uses. For reasons of selectivity, the product should not be applied at the “first pointing leaf
(BBCH 10)” stage on all crops claimed. For the same reasons, it is recommended not to reapply flufenacet-
based products on crop.

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

0 the risk of negative impact on succeeding crops is considered acceptable. Nevertheless, specific
attention should be paid to susceptible succeeding crops in case of crop failure.

0 the risk of negative impact on adjacent crops is considered acceptable. Nevertheless, specific
attention should be paid to susceptible adjacent crops.

0 There is a risk of resistance development or appearance for flufenacet requiring a survey of
resistance for the claimed uses, especially on Lolium sp. and Alopecurus myosuroides.

11
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3.3 Methods of analysis (Part B, Section 5)

3.3.1 Analytical method for the formulation

Analytical methods for the determination of chlorotoluron, diflufenican and flufenacet in the formulation
are available and validated.

3.3.2 Analytical methods for residues

Pre-registration analytical methods are available for the determination of chlorotoluron, diflufenican and
flufenacet residues in plant/animal products, water and bee (ecotoxicological studies). Some residue trials
cannot be taken into account for the risk assessment of this dossier (See dRR Part B5).

Post-authorisation control and monitoring analytical methods are available in the Draft Assessment
Report/Renewal Assessment Report/this dossier and validated for the determination of residues of chloro-
toluron, diflufenican and flufenacet in plants (dry and high water content), food of animal origin, soil, water
(surface and drinking), air and body fluids.

3.4 Mammalian toxicology (Part B, Section 6)

34.1 Acute toxicity

CHROME (AG-FDC1-400 SC) containing 80 g/L flufenacet, 40 g/L diflufenican and 280 g/L chlorotoluron
has a low toxicity in respect to acute oral, inhalation and dermal toxicity and is not irritating to the rabbit
skin or eye and is not a skin sensitizer.

3.4.2 Operator exposure

Considering proposed uses, operator systemic exposure was estimated using the EFSA model®:

8 AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)

12
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Flufenacet Diflufenican Chlorotoluron
Model data | Level of Total absorbed | % AOEL | Total absorbed | % AOEL | Total absorbed | % AOEL
PPE dose dose dose
(mg/kg/day) (mg/kg/day) (mg/kg/day)
Cereals
Outdoor — Downward spraying — vehicle mounted
Application rate: 0.144 kg flufenacet/ha, 0.072 kg diflufenican/ha and 0.504 kg chlorotoluron/ha
EFSA Op- i
crator Ef;%gﬂfé 0.0092 54.14 0.0047 43 0.1966 91.43
Model (75t
quantile re- [\work wear -
gression)
Body Zgﬁeg?dy 0.006 35.34 0.003 2.75 0.1256 58.43
weight: 60 | covered
kg
Work wear -
arms, body
and legs
covered and 0.0009 5.12 0.0004 0.4 0.0048 2.24
gloves
during M/L
and A
3.4.3 Worker exposure

Workers may have to enter into treated areas after treatment for crop inspection/irrigation activities.
Therefore, estimation of worker exposure was calculated according to AOEM model:

Outdoor

Inspection, irrigation

Work rate: 2 hours/day
DTso: 30 days
DFR: 3 pg/cm?/kg a.s./ha

Flufenacet Diflufenican Chlorotoluron
Model data | Level of PPE Total ab- |% ofsys-| Totalab- |%ofsys-| Totalab- |%o of sys-
sorbed dose temic sorbed dose temic sorbed dose temic
(mg/kg/day) | AOEL | (mg/kg/day) | AOEL | (mg/kg/day) | AOEL
Cereals

13
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Number of applications and

o ) 1x0.144 kg a.s./ha 1x0.072 kg a.s./ha 1 x 0.504 kg a.s./ha
application rate:

Body weight: |Potential
60 kg TC: 12500 0.0432 254.12 0.0144 13.09 0.0756 35.16
cm?/person/h

Work wear
(arms, body and
legs covered) 0.0048 28.46 0.0016 1.47 0.0085 3.94
TC: 1400
cm?/person/h

Work wear
(arms, body and
legs covered)
and gloves

TC: Not
available

3.4.4 Bystander and resident exposure

Bysander

In the absence of AAOEL determined for the 3 a.s., it is considered that the risk assessment for the bystander
is covered by the resident risk assessment.

Indeed, only resident exposure 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.”

Resident

Resident exposure was assessed according to EFSA model without mitigation measures, a distance of 2-3
metres from the spray boom and no drift reduction technology was considered:

Flufenacet Diflufenican Chlorotoluron
Model data Total ab- % Total ab- % Total ab- %
sorbed dose | AOEL | sorbed dose | AOEL | sorbed dose | AOEL
(mg/kg/day) (mg/kg/day) (mg/kg/day)
Cereals
Downward — Vehicle mounted
Buffer zone: 2-3m
Drift reduction technology: no
Number of applications : 1
Interval between treatments: 365 days
DTso 30 days 30 days 30 days
DFR 3 ug/cm?/kg a.s./ha 3 pg/cm?/kg a.s./ha 3 ug/cm?/kg a.s./ha
Resident | Spray drift (75thper- | 3116 | 837 | 00039 3.53 0.0143 6.66
(children) | centile)

14
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Body | Vapour (75thpercen- | 5094 6.29 0.0011 0.97 0.0011 05
weight: 10 [tile)
kg -
Surface deposits (75th | ) 506 3.65 0.0002 0.18 0.0013 0.6
percentile)
Entry into treated 0.0058 34.31 0.0019 1.77 0.0102 475
crops (75th percentile)
All pathways (mean) 0.0126 7401 | 0.0049 4.46 0.0181 8.4
Resident | Spray drift (75thper- | 50)q 1634 |  0.0009 0.84 0.0034 1.59
(adults) centile) ' ' ' ' ' '
Body
weight: 60 ?i’lae';"’“r (75thpercen- |, 5002 1.35 0.0002 021 0.0002 0.11
kg
Surface deposits (75th | 550, 1.39 0.0001 0.07 0.0004 0.19
percentile)
Entry into treated 0.0032 19.06 0.0011 0.98 0.0057 2.64
crops (75th percentile)
All pathways (mean) 0.0043 25.33 0.0016 1.44 0.0067 3.11
3.4.5 Combined exposure

Currently no EU-harmonised guidance is available on the risk assessment of combined exposure to multiple
active substances. Most assessment approaches employed up to now make use of the Hazard Index (HI)
concept. It is therefore suggested to use this as a first tier assessment.

A cumulative assessment for operators, bystanders/residents and workers has been performed. At the first
tier, combined exposure is calculated as the sum of the component exposures without regard to the mode
of action or mechanism/target of toxicity.

Hazard quotients (HQ) for each active substance and the HI (sum of hazard quotients) are:

Estimated ex-

Population groups and PPE Active ingredient posure / AOEL
(HQ)
Flufenacet 0.0512
Workln_g covergll and glove_s dL_Jrlng mix- Diflufenican 0.004
ing/loading and application
Operators
Chlorotoluron 0.0224
Cumulative risk operators (HI) 0.0776
Flufenacet 0.2846
Working coverall and gloves Diflufenican 0.0147
Worker
Chlorotoluron 0.0394
Cumulative risk workers (HI) 0.3387

15
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Flufenacet 0.7401
Children - All pathways (mean) Diflufenican 0.0446
Chlorotoluron 0.084
Cumulative risk bystanders/residents (child) (HI) 0.8687
Bystanders
/Residents
Flufenacet 0.2533
Adults - All pathways (mean) Diflufenican 0.0144
Chlorotoluron 0.0311
Cumulative risk bystanders/residents (adult) (HI) 0.2988

The Hazard Index is < 1. Thus combined exposure to all active substances in CHROME (AG-FDC1-400
SC) is not expected to present a risk for operators, workers, residents and bystanders. No further refinement
of the assessment is required.

3.5 Residues and consumer exposure (Part B, Section 7)

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of
cereals for flufenacet, diflufenican and chlorotoluron as laid down in Regulation (EU) 396/2005 is not
expected.

The acute and chronic intakes of the active substances flufenacet, diflufenican and chlorotoluron residues
are unlikely to present a public health concern.

As far as consumer health protection is concerned, FR, ZRMS, agrees with the authorisation of the intended
uses.

Table : Information on CHROME (KCA 6.8)
PHI for PHI/ Withholding period* sufficiently sup- PHI for
CHROME ported for CHROME | ZRMSComments
Crop (if different PHI pro-
proposed by _ ) Chloroto- proposed by osed)
applicant Flufenacet | Diflufenican luron ZRMS P
Cereals | F** Yes Yes Yes F** last appli-
(wheat, cation at BBCH
barley, 29
rye,
triti-
cale,
spelt)

* 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).

3.6 Environmental fate and behaviour (Part B, Section 8)
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The fate and behaviour in the environment have been evaluated according to the requirements of Regulation
(EC) No 1107/2009.

The PEC of flufenacet, diflufenican, chlorotoluron and their metabolites in soil, surface water and ground-
water 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.

Itis highlighted that available PECgw and PECsw calculations cover only applications done pre-emergence
or post-emergence before dormancy.

PEC soil and PECsw derived for the active substances and their metabolites are used for the ecotoxicolog-
ical risk assessment, and mitigation measures are proposed.

PECgw for flufenacet, diflufenican, chlorotoluron and their metabolites do not occur at levels exceeding
those mentioned in regulation EU No 546/2011 and guidance document SANCO 221/2000°. Therefore, no
unacceptable risk of groundwater contamination is expected for the intended uses before dormancy.

3.7 Ecotoxicology (Part B, Section 9)

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

Based on the guidance documents, the risks for birds, mammals, other non-target arthropods, earthworms
and other soil macro-organisms, micro-organisms are acceptable for the intended uses.

For aquatic organisms, the risks are acceptable when the mitigation measures reported in point 2.5.1 are
applied.

In addition, as the method of analysis cannot be validated for toxicity tests on non-target plants (seed-
ling emergence and vegetative vigour), no reliable endpoint could be determined from these studies
and thus, it is not possible to finalize the risk assessment for non-target plants.

3.8 Relevance of metabolites (Part B, Section 10)

An assessment was conducted according to the SANCO/221/2000 guidance document. Please refer to

environmental fate and behaviour above for conclusion on the risk of groundwater contamination.

4 Conclusion of the national comparative assessment (Art. 50 of
Regulation (EC) No 1107/2009)

CHROME (AG-FDC1-400 SC) contains active substances approved as a candidates for substitution,

- because two of the criteria for PBT are met (persistent, bio accumulative, toxic) for chlorotoluron,

° Guidance document on the assessment of the relevance of metabolites in groundwater of substances regulated under Council directive
91/414/EEC. Sanco/221/2000-rev10-final, 25 February 2003.
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flufénacet and diflufénican;
- because of its suspected endocrine disruption properties for chlorotoluron.
Step 1.

- Taking into account the management of resistance in accordance with Articles 50(1)(c) of Regulation
(EC) No 1107/2009:

- As the active substances candidates for substitution are an important part of the resistance management
strategy and the diversity of available modes of action is not sufficient against grassweeds (especially
Lolium sp. and Alopecurus myosuroides), the substitution is not considered for the uses on cereal crops
(winter wheat, winter barley, rye, triticale, spelt).

5 Further information to permit a decision to be made or to support
a review of the conditions and restrictions associated with the
authorisation

When the conclusions of the assessment is « Not acceptable », please refer to relevant summary under point
3 “Background of authorisation decision and risk management”.

5.1.1 Post-authorisation monitoring

N/A : no marketing authorisation granted.

5.1.2 Post-authorisation data requirements

N/A : no marketing authorisation granted.

18
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Appendix 1  Copy of the product authorisation

Docusign Envelope I0: 23025488-D5FD-4CE2-A03A-33 18020TEBE

Fraerurté

EN

REPUBLIQUE \
FRANCAISE wur
o anses

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

Vu les disposifions du réglement (CE) n® 1107/2009 du 21 octobre 2009 et de ses textes d'application,

L{u Ie code rural et de la péche maritime, notamment le chapitre Il du titre V' du livre Il des parties egisiative et
aire:

]

Vu la demande d'autorization de mise sur le marché et les demandes associées du produit phytopharmaceutigue
CHROME

de la sociéte ADAMA FRANCE 5A5

enregistrées sous les n® 2018-4926, 2020-3275, 2021-2850 ef 2023-2447

Vi les conclusions de 'Svaluation de FAnses du 26 juillet 2024,

Considérant gue les méthodes d’analyses ulilisées dans les tests de foxicité observant les effets sur Fémergence
des graines ef la vigueur végétative nlont pas éfé validées,

Considérant en conséguence qu'un risque d'effet inacceptable pour les plantes terrestres non-cibles, g &
l'utilisation du produit ne peut ire exclu,

Considérant qu'il ne peut pas éfre éfabli gque les exigences mentionnées & larficle 29 du réglement (CE)
n*1107/2009 sonit respectées,

La mig2 =ur l2 marché du produit phytopharmaceutique désigné ci-aprés n'est pas autorizée en France.

AMM n® - Fage 1 sur 3
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Docusign Envelope 10: 23025488-05FD-4CE2-AG3A-331802DTEBE

EX
REPUBLIQUE b\
FRANCAISE ar
Libersé
il anses
Fraizrunié ARECL o) | b

Informations générales sur le produit
Hom du produit CHROME
Type de produit Produit de référence

ADAMA FRANCE SAS

. 33 rue de Verdun

Titulaire 92156 SURESNES

France
Formulation Suspension concentrée (SC)

80 g/l - flufénacet

Contenant 40 g/l - diflufénicanil

280 giL - chiorotoluron
Huméro d'intrant B54-2019.01
Huméro d"AMM -
Fonction Herbicide
Gamme d'usage Professionnel
& Maisons-Alfort, le 27/11/2024

o Dz uBigried iy
| (vt Crastilin
Directrice générale deléguée
en charge du pdle produits réglementés
Agence nationale de sécurité sanitaire de
Falimentaticn, de 'environnement et du travail (ANSES)
CHROME
Al n® - Page 2 5ur 3
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Docusign Envelope 10 23025483-D5FD-4CE2-AG3A-331E020TESET

REPUBLIQUE
FRANCAISE
Libersé

Eigalied

Fraeruitf

b\
wr

anses

ANNEXE : Conditions de mise sur le marché demandées

Liste des usages refusés
Délai avant récolte
Usages Dosze demploi Nombre maximum d'applications
(jours)
1,5 Lha 1fan F (BBCH 29)
15105912 —
Blé*Désherbage Maotivation du refus :
L'usage est refusé car les données disponibles ne permettent pas dexclure un risque d'effet inacceptable pour les plantes
termmrestres non-cibles, ni d'exclure un rizsque d'effet inacceptable pour les organismes aquatiques et un risque inacceptable de
contamination pour les eaux souterraines pour une application aprés la reprise de végétation.
1,5 Lha 1fan F (BBCH 29)
15105913 —
Crge*Désherbage Motivation du refus :
L'usage est refusé car les données disponibles ne permettent pas dexclure un risque d'effet inacceptable pour les plantes
termestres non-cibles, ni d'exclure un risque d'effet inacceptable pour les organismes aquatiques et un risque inacceptable de
contamination pour les eaux soutermaines pour une application aprés la reprise de vegeétation.
1,5 Lha 1fan F (BBCH 29)
15105915 —
Seigle*Désherbage Motivation du refus :
L'usage est refusé car les données disponibles ne permettent pas dexclure un risque d'effet inacceptable pour les plantes
termresires non-cibles, ni d'exclure un risque d'effet inacceptable pour les organismes aguatiques et un risque inacceptable de
contamination pour les eaux souterraines pour une application aprés la reprise de végétation.
CHROWE
AMM n® -

Page 3 sur 3
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Appendix 2  Copy of the product label

The draft product label as proposed by the applicant is reported below. The draft label may be corrected with consideration of any new element. The label shall reflect
the detailed conditions stipulated in the Decision.

Protection de Papé rateur et du travailleur

I comviant da roppalar qua [utilsotion d'un motanal odapta t antratanu et ka mise an senma da protections cob
lactres coratituamt la pramidra mesure da prévention contra bes risques professionnels, ovant o misa an place da
protecticns complimantaires comima ks protections ndiiduales.

En tout étot de oousa, le port da combinason de trevoll dedke ou ddguipament da protection indwiduslla [EFT)

Hettoyage du pubvérisateur et gestion des fonds de cuwe
Ha pas labser da boulla préta & lamplol dors & pubsriateur. Biminer ks fonds da cuve ot les sou da
ringaga canformémant & ko réglamantotion an vigusur. Bviter touts contominatian das marss, pusords, ADAMA

MLISS@ILN, 0L SCUTRMaines ou de distibution ou de tout outra paint daou por k prodatt, la Eoulie de

pubsdrisotian et las ¢o.0 de ingoga das amballoges et squpsmants de trotemant.

Caractéristigues des EP1

® EM-CAS CPINTERY ENTION A L'EXTERIECR: ; MG CE CAG LES GANTT DOVENT EIRE SO0 ETPORTES A LEXTEREUR [E L (ABNE

dalt Sra ossocd @ des réfioes O hygkne [@c: lovege des moing, dowche an fin da trakament) et & un comporte-
mant rigoures (o procddune & habilogedéshabillage). Les modaolitds de nettoyoge o do stocknga des combk

Elimination du produit, de Femballoge
Riarnplol da Fembollagae interdit. Lors da Mutilsotion du produit, bien wider et Faliminer wia ks colloctas

Sa pratager (EA) et séouriser ko zona.

Prérvarir les pompiers (15 cu 112] en cos da dongar iImmediat pour Manv ronnament Qus YoUS NE poUvaT
QErEr VBSOS PITETRS MO,

‘Collectar tout ca qul a pu dtra sn corkoct ovec b produt, rm soulkes inchase. Nattorsr b sita at ks mo-
térial utlisd, &n prerant soin da confirer ke effluents gananis par Foperotion da nettoyage. Las dlminer
salon o réglamentation an viguear.

@]rm r_“_. Br::-:-n“

O ome,., Orme. Conem

Raspactar ks usoges, dosss, condibons & précoutions dFamplal mamionnés sur Fenbalinge qui o éed démar
mirds anfonciion des camcuinistigues du prosdut et des opplications pour ks qusl ks 1l est prbcoriss. Conduke:
oo ces baves, lo cuhura @ s TOkemencs Seon ka1 bonne protique agricole e TeNonT COMEte, SOJS Vot
repersntdinTg db TS TOCTEJrS partCUlkrs COMCOMANT YOTrs 66 pICHDT o, Tall Qs K NaTuns ou 5ol ks cond-
Tions rrmb%qlu ks méthodes ounurakes, les varidcds las, la réshrono des & la presson
parnshoire... L fabrcon: garantit i quoikd oo ses produtsvendus dars kur embologe derging oirsl Jus e
«conformicd & Fourersotion de mise sur k manchd. Compes- tery da ko dwersind des KMghlorions o imonme, § et
recommardd. dons koot ol ke dennes protégeas ou Bsues de outunes protdglas VeC CaTe specinling son
mmﬁwmuummnrhw“ N wigueur dars ke poys mponoueur ADAMA ra sounak
2670 TarU BN oUCun £os LSnCos INhénareas & Touts Copla (Tonak DU partielic) 4o CoTT
aciquacts, 4 1o diffusion su snnudbuﬂunmﬂmm’bﬂ

CHROME®

nateans de troval et des EFl rutiisobles dobvant 8t conformas @ ker notia dutilsotion. angorisdas par les distributeurs porterares da b filkes ACAVALOR cu tout autre sarvica da collecta spé- “_'!m:f__ﬂu.
<ifiqua. batenacat 40 /L (6% + difumnleanil 40 91 (.7%)
En cas de déversement acciderrte| +ahlartabiran 380 gl [35.6%)
Artention

H1 : Susceptible de provoquer l corcar.
Hmzsmnmhhﬂnpnuﬁnum
H410 2 Trés vooique pour ks organismas oquatques, srering des effecs 4 long

TAMTE.

EUHIE : Cormkere du fluferoce, e lo 1, 2-benzochiazolin-3-ore &1 du
melarge & 3-chinrn- 2-mat k-4 o ikl in- 3-00a T de 2-maty -4
Isachibazad In-3-ora. Paut produire una résccion allangiqua.

EUH401 1 ASSpacTar ks INStrucTions 4 uciisarion pour svier s nsquas pourlo
armd humaing &t I'srvirorrmarnt.

Cxilal da ramrés das Travalllaurs 1 48 heures Opnes TR Emsnt.

PYI2 = Tarir hors ca pormia des snfones.
F201 - 5@ procurer s InsnucTions spécicles avam udizaion.

P2E0: Forneros gans oo promction oes wismams da procsction.un dquipsmanm

l:h[ra-cncnﬂm mfdnvbnga

I:Emwh?nmwu.f iplant dans un ceme de ool ces ddchens
CONgEL ou Sl chas.

5F| - Ha pas poldusr Feow mwec ke produi ou son embalioge.

5Ped 2 Four prodger ke arganismes o agues, fe pas appliqusn i préponion sur
ke 50k arcfidedermam droinds.

5Pl : Pour provdger ket orgoniames QQUOTIUES, MRSEOCTST UNG TONE Ron Troids

oo 20 meTre ns o0 COMpTOT Un dEponit vigdmles
mmm(mpﬂuﬁmn\gumlbm

RESERVE R UN LISAGE EXCLLSIVEMENT FROFESEICRMEL .
Consuhar lg Ivra avwam touts udlisadon.

REEMPLOI DE L'EMBALLAGE INTERDIT.

Proden fobiqul an eoel
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