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PART A
RISK MANAGEMENT
1 Details of the application

The company GLOBACHEM NV has requested a marketing authorisation in France for the product
BRANDO (product code: GLOB1296H), containing 500 g/L napropamide! and 100 g/L quinmerac?, as a
herbicide 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 GLOBACHEM NV’s application submitted on
11 February 2019 to market BRANDO (GLOB1296H) in France (product uses described under point 2.3).
France acted as a zonal Rapporteur Member State (zZRMS) 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 (2019-1086) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC)
no 1107/20093, 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 BRANDO (GLOB1296H) has been made
using endpoints agreed in the EU peer reviews of napropamide and quinmerac. It also includes assessment
of data and information related to BRANDO (GLOB1296H) 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.

1 Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the European
Parliament and of the Council as regards the list of approved active substances

2 Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011, as amended by Commission Implementing Regulation (EU)
2018/1260 of 20 September 2018 amending Implementing Regulation (EU) No 540/2011 as regards the extension of the approval periods of
the active substances pyridaben, quinmerac and zinc phosphide.

3 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

4 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

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



http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
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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This document also describes the specific conditions of use and labelling required for France for the
registration of BRANDO (GLOB1296H).

1.2 Letters of Access

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

1.3 Justification for submission of tests and studies

According to the applicant: “The application is for a new product that has never been authorised in the EU.
It follows the data requirements for the active substance laid down in Regulation (EC) No. 283/2013 and
the data requirements for the plant protection product 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 BRANDO
(GLOB1296H), it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sec-

tions 1-7.

2 Details of the authorisation decision
2.1 Product identity

Product code GLOB1296H.

Product name in MS BRANDO.

Authorisation number

N/A : no marketing authorisation granted

Kind of use Professional use.
Low risk product (article 47) No.

Function Herbicide.
Applicant GLOBACHEM NV.

Active substance(s)
(incl. content)

napropamide, 500 g/L.
quinmerac, 100 g/L.

Formulation type

Suspension concentrate [SC].

Packaging

N/A : no marketing authorisation granted

Coformulants of concern for
national authorisations

Restrictions related to identity

Mandatory tank mixtures

None.

Recommended tank mixtures

None.
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2.2 Conclusion

The evaluation of the application for BRANDO (GLOB1296H) 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:

Hazard class(es), categories: Hazardous to the aquatic environment - Acute Hazard, category 1
Hazardous to the aquatic environment - Chronic Hazard, category 1

Hazard pictograms: '

GHS09

Signal word: Warning

Hazard statement(s): H400: Very toxic to aquatic life.
H410: Very toxic to aquatic life with long-lasting effects.

Precautionary statement(s): For the P phrases, refer to the existing legislation

Additional labelling phrases: To avoid risks to man and the environment, comply with the instructions for
use EUH401.

Contains 1,2-benzisothiazol-3(2H)-one. May produce an allergic reaction
EUH208.

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

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

N/A : no marketing authorisation granted.

24.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)

None.



Page 7/26

GLOB1296H/BRANDO
Part A - National Assessment
FRANCE

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¢ 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.

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 26 March 2014’ 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

N/A : no marketing authorisation granted.

2.5.2 Specific restrictions linked to the intended uses

N/A : no marketing authorisation granted.

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/jo/texte ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieLien=id,

" http://lwww.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo

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/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
http://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo
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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 26 March 2014 (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. 1.0, date: 2021-04-15

PPP (product name/code): BRANDO/GLOB1296H Formulation type: SC @b
Active substance 1: napropamide Conc. of a.s. 1: 500 g/L ©
Active substance 2: quinmerac Conc. of a.s. 2: 100 g/L ©
Applicant: GLOBACHEM NV Professional use: =
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 |Cropand/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |controlled  — e (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha gas./ha Water e.g.9
(crop G, (additionally: nd stage of crop & a) per use bet\/\{een_ a) max. rate per L/ha safener/synergist
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | per ha
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)
1 FR Winter oilseed rape | F Weeds Normal Pre-emergence a)l / a)2.5 a) 1250 g napro- | 100- F —the latest | Not acceptable
(BRSNW) downward b) 1 every 3 b) 2.5 pamide/ha + 400 time of
spraying years 250 g quin- application (groundwater)
merac/ha must be
growth stage
b) 1250 g BBCH 09 at
napropamide/ha the latest.
+250¢
quinmerac/ha
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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)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(c) glkgorg/l () 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.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
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 The maximum number of application possible under practical conditions of use must be provided.
4 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/m3 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.
5 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”.
6 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.
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3 Background of authorisation decision and risk management

3.1 Physical and chemical properties (Part B, Section 2)

All studies have been performed in accordance with the current requirements and the results are deemed
acceptable.

The appearance of the product is that of a uniform white-coloured opaque liquid, with a faint sweet odour.
It is not explosive, has no oxidising properties and is not highly flammable. It has a self-ignition temperature
of more than 400 °C. In 1 % aqueous solution, it has a pH (1 % dilution) value around 3.87 at 20.1 °C. Its
viscosity ranges from 854.4 mPass (20.2 s*) to 4063 mPa's (2.6 s). There was no effect of low and high
temperatures on the stability of the formulation, since after seven days at 0 °C and 14 days at 54 °C, neither
the active substances’ content nor the technical properties were changed.

The surface tension of the diluted product (2.5 %) is 38.70 mN/m at 25 °C, which indicates that the product
is surface-active. The pourability-rinsibility characteristics are consistent with this type of product. Only
0.0524 % of material remained on a 75 um screen during a wet sieve test. After one minute, 2-4 mL of
persistent foam remained, indicating that the formulation is not a foaming product. Suspensibility was in-
vestigated at the maximum and minimum application rates and was 100.9/100.9 % for quinmerac and
100.5/100.6 % for napropamide respectively, meaning effect/no effect of the concentration.

The technical characteristics are acceptable for a suspension concentrate (SC) formulation.

The intended concentrations of use are 0.625 % (2.5 L in 400 L water) to 2.5 % (2.5 L in 100 L water).

3.2 Efficacy (Part B, Section 3)

Considering the data submitted:

The efficacy of the product BRANDO (GLOB1296H) applied pre-emergence is considered satisfactory to
control annual broadleaved weeds and grasses in winter oilseed rape.

The level of selectivity of the product BRANDO (GLOB1296H) is considered acceptable for the requested
use.

The risks of negative impact on yield, quality and multiplication are considered acceptable.

The risks of negative impact on succeeding and adjacent crops are considered acceptable. Nevertheless,
specific attention should be paid to susceptible succeeding crops.

The risk of resistance developing or appearing to napropamide does not require monitoring for the requested

use. There is a risk of resistance developing or appearing to quinmerac for Papaver rhoeas; this requires
monitoring.

10
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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 the active substances and the relevant impurity (toluene from
technical napropamide) in the formulation are available and validated.

3.3.2 Analytical methods for residues

Analytical methods are available in the Draft/Renewal Assessment Reports (DAR/RAR) and validated for
the determination of residues of napropamide and quinmerac in plants (oily crops), soil, water (surface and
drinking) and air.

A validated method (including its ILV) for the determination of quinmerac and napropamide residues in
foodstuffs of animal origin is required.

3.4 Mammalian toxicology (Part B, Section 6)

Active substance: napropamide

ADI 0.3 mg/kg bw/d
ARfD Not applicable
EU 2017/Efsa 2010
AOEL 0.5 mg/kg bw/d
AAOEL -

Dermal absorp-

Based on or default values according to guidance on dermal absor

ption (Efsa 2017):

(%)

tion Concentrate Spray dilution
(used in formulation) (used in formulation)
500 g/L (1:160)
Dermal absorption endpoints % 10 50
Oral absorption > 90 Efsa 2010

Active substance: quinmerac

ADI 0.08 mg/kg bw/d
ARfD 0.3 mg/kg bw
g EU 2017/Efsa 2010/Anses
05/2013
AOEL 0.08 mg/kg bw/d ( )
AAOEL -
Dermal absorp- | Based on default values according to guidance on dermal absorption (Efsa 2017):
tion Concentrate Spray dilution
(used in formulation) (used in formulation)
100 g/L (1:160)

11
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Dermal absorption endpoints % 10 50
Oral absorption
(%) 100 Efsa 2010
34.1 Acute toxicity

BRANDO (GLOB1296H), containing 500 g/L napropamide and 100 g/L quinmerac, has no acute oral,
dermal or inhalational toxicity, is not irritating to the skin, is not damaging to the eyes and is not a skin
sensitiser.

3.4.2 Operator exposure

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

Napropamide Quinmerac
Model data
Level of PPE % AOEL % AOEL
Application : Tractor (vehicle-mounted)/down
Outdoor
Crops winter oilseed rape (BRSNW)
Application rate: 2.5 L BRANDO/ha 1250 g napropamide/ha 250 g quinmerac/ha
Spray applica- | Working coverall 17.73 22.55
tion (ACEM; during mix/loading
75th percentile) |and application and
Body weight: gloves during
60 kg mix/loading

According to the model calculations, it may be concluded that the risk for the operator using BRANDO
(GLOB1296H) is acceptable with a working coverall during mixing/loading and application, and gloves
during mixing/loading.

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

3.4.3 Worker exposure

EFSA model: At the time of application (pre-emergence), the field is free from any crop or weed. Thus,
no contact with treated leaf surfaces is expected. Nevertheless, contact with soil-borne residues may oc-
cur. Therefore, France as ZRMS has reassessed the worker exposure, considering the crop scenario
“oilseed” instead of “bare soil”. According to the model calculations, it may be concluded that the risk for
the worker using BRANDO (GLOB1296H) is acceptable with work-wear.

34.4 Bystander and resident exposure

Bystander - EFSA model (w/o AAOEL): Consideration of acute exposure should only be made where an
AAOEL has been established during an approval, review or renewal evaluation of an active substance, i.e.,

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

12
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no acute operator or bystander exposure assessments can be performed with the AOE model where no
AAOEL has been set™.

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 deter-
mined 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 - EFSA model: Residential exposure was assessed according to the EFSA model. An acceptable
risk was determined for residents (adult and child) when mitigation measures such as a buffer zone of 2-
3 metres are taken:

Model (AOEM) - All pathways (mean) % AOEL napropamide % AOEL quinmerac
Resident (children) 37.01 47.33
Resident (adults) 13.83 17.52

345 Combined exposure

Currently no EU-harmonised guidance is available on the risk assessment of combined exposure to multi-
ple 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 and bystanders/residents has been performed, but not for workers,
assuming estimation of worker exposure was not calculated. At the first tier, combined exposure is calcu-
lated 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 substance posure /
AOEL (HQ)
Working coverall during mixing/load- Napropamide 0.1773
ing and application; gloves during
Operators mixing/loading Quinmerac 0.2255
Cumulative risk operators (HI) 0.4028
Bystanders/Resi- hil Il path Napropamide 0.3701
dents Children - All pathways (mean)
Quinmerac 0.4733

10 Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for
plant protection products (SANTE-10832-2015 rev. 1.7, 2017)

13
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Cumulative risk bystanders/residents (child) (HI) 0.8434
Napropamide 0.1383
Adults - All pathways (mean)
Quinmerac 0.1752
Cumulative risk bystanders/residents (adult) (HI) 0.3135
Napropamide NA
Working coverall and gloves
Worker Quinmerac NA
Cumulative risk workers (HI) NA

The Hazard Index is < 1. Thus combined exposure to both active substances in BRANDO (GLOB1296H)
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. No exceedence of the current MRL of
0.1 mg/kg mg/kg for napropamide as laid down in Reg. (EU) 396/2005 is expected.

The chronic and short-term intakes of napropamide and quinmerac residues resulting from the uses pro-
posed in the framework of this application are unlikely to present a public health concern. For quinmerac,
risks for the consumer cannot be evaluated, due to the lack of residue data.

As far as consumer health protection is concerned, France as zZRMS agrees with the authorisation of the
intended use.

According to the available data, the following specific mitigation measures (related to napropamide) are
recommended:

- For root and tuber crops, a waiting period of 180 days after treatment with BRANDO (GLOB1296H) is
required before planting or sowing.

- For other crops, a waiting period of 60 days after treatment with BRANDO (GLOB1296H) is required
before planting or sowing.

Noticed data gaps: none.

Information on BRANDO (GLOB1296H)

PHI for PHI/withholding period* suffi- ZRMS Comments
BRANDO re- ciently supported for PHI for BRANDO | ~. "
Crop (if different PHI
quested by ap- proposed by zZRMS roposed)
plicant Napropamide Quinmerac prop
Winter N/A Yes Yes F (BBCH 09)
oilseed rape

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

14
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Waiting periods before planting succeeding crops
Waiting period before planting succeeding crops Overall waiting period proposed by ZRMS
Crop group Led by napropamide | Led by quinmerac for BRANDO
Root/tuber crops 180 - 180
Other crops 60 - 60

NR: not relevant
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3.6 Environmental fate and behaviour (Part B, Section 8)

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 predicted en-
vironmental concentration (PEC) values for the active substances and their metabolites for the intended use
patterns. In cases where deviations from the EU agreed endpoints were considered appropriate (for example
when additional studies are provided), such deviations were highlighted and justified accordingly.

The PEC values of napropamide, quinmerac and their metabolites in soil, surface water and groundwater
have been assessed according to FOCUS guidance documents, with standard FOCUS scenarios to obtain
outputs from the FOCUS models, and the endpoints established in the EU conclusions or agreed in the
assessment based on new data provided.

PECsoil and PECsw values derived for the active substances and their metabolites are used for the ecotox-
icological risk assessment, and mitigation measures are proposed.

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

The PECgw values calculated for napropamide and its metabolite and for quinmerac metabolites (for an
application every third year for quinmerac metabolites) are below the threshold values defined in the guid-
ance document SANCO 221/2000, after the use of BRANDO (GLOB1296H).

The PECgw values calculated for quinmerac (for an application every third year) are above the
threshold value of 0.1 pg/L for one FOCUS scenario (maximum PECgw value of 0.309 pg/L), after
the use of BRANDO (GLOB1296H). Therefore the risk of groundwater contamination by quinmerac
cannot be finalised by France as zZRMS for the use of this product on oilseed rape.

3.7 Ecotoxicology (Part B, Section 9)

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 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, bees and other non-target arthropods,
earthworms, other soil macro- and micro-organisms and terrestrial plants are acceptable for the intended
uses. Risk mitigations are required for aquatic organisms.

3.8 Relevance of metabolites (Part B, Section 10)

An assessment was conducted according to the SANCO/221/2000 guidance document. Please refer to point
3.6 for conclusions on the risk of groundwater contamination.
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4 Conclusion of the national comparative assessment (Art. 50 of
Regulation (EC) No 1107/2009)

Neither active substance is approved as a candidate for substitution, therefore a comparative assessment is
not foreseen.

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”.

.11 Post-authorisation monitoring

N/A : no marketing authorisation granted.

5.1.2 Post-authorisation data requirements

N/A : no marketing authorisation granted.
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Appendix1 Copy of the product authorisation

$ BN

Liberst « Fgalisd » Framrnisé
REPUBLIQUE FRANGAISE

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

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

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

\Vu la demande d'autorisation de mise sur le marché du produit phytopharmaceutique BRANDO
de la société GLOBACHEM NV

enregistrée sous le n°2019-1086

Vu les conclusions de ['évaluation de I'Anses du 28 janvier 2021,

Considérant qu'un risgue inacceptable de contamination des eaux souterraines par le quinmérac et ses
métabolites, lié & l'ulilisation du produit, ne peut éfre exciu,

Considérant qul ne peut pas étre établi que les exigences mentionnées & l'article 28 du réglement (CE)
n*1107/2009 sont respectées,

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

BRANDO
AMM n*. Page 1sur 3
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= N anses {_}

Liberss o Egaliss » Fraternin
REPUBLIQUE FRANCAISE

lnformaﬁonswgénérales sur le produit

Nom du produit BRANDO
Type de produit Produit de référence
GLOBACHEM NV
' Brustem Industriepark
Titulaire Lichtenberglaan 2019
3800 Sint-Truiden
Belgique
Formulitlon R Suspension concentrée (SC)
500 g/L - na mide
O 100 zl. - qui':lmmzac
Numéro d'intrant 095-2019.01
Numéro d'AMM S
Fonction Herbicide :
Gamme d'usage P?okssionnel [ |

AMaisons-Alfort. le 15 AVR. 2021

l'alimentation, de I'envifonnement et du travail (ANSES)

BRANDO

AMM n*- Page 2sur3
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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.

BRANDO®
HERBICIDE COLZA

Contient 500 g/L (45.16% p/p) de napropamide et 100 g/L (9.03% p/p) de
napropamide sous forme de Suspension concentrée (SC)

Autorisation de Mise sur le Marche n® xxx

Date de fabrication / Numéro de lot : voir emballage

RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONNEL
Contenu :1;2;3:5;10;20Le

Distribué par :
A compléter

Détenteur d’AMM et de la marque BRANDO™:
GLOBACHEM NV

Brustem Industriepark — Lichtenberglaan 2019
3800 Sint-Truiden

Belgique

Tel. +32 11 76 57 17

Fax. +32 11 68 15 65
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BRANDO®
AMM n® xx - Contient 500 gL (45.16% p/p) de napropamide et 100 g/fL (9.03% p/p}
de napropamide sous forme de Suspension concentrée [SC)

Delai de rentrés des travailleurs dans la zone traités: & heures

SP1: Me pas polluer I'eau avec le produit ou son emballage.
SPe2: Pour protéger les organismes aguatigues, ne pas appliquer ce produit sur sols
artificiellement drainés ayant une teneur en argile supérieure ou &gale 2 45 %,

EUH401: Respectez les instructions d'utilisation pour éviter les risques pour la
santé humaine et I'environnement.

Conserver 3 'abri du gel.

Distribué par :

A compléter

EN CAS 'URGENCE
Composer le 15 ou le 112 ou contacter ke centre

anti poison le plus proche

puis signalez vos symptomes au réseau Phyt'Attitude, N? wert : 0 800 887 887 (&ppel gratuit
depuis un poste fixe),

PREMIERS 50INS

S'eloigner de |z zone dangereuse.

En cas de contact cutané : enlever tout wétzment souillé, rincer imméadiatement et
sbondamment la peau souws l'eaw du robinet. En cas dfirritation ou éruption cutanse,
consulter un specialista.

En cas de projection dans les veux : rincer immédiatement pendant 15 3 20 minutes sous
un filet d’eau paupieres ouvertes, Enlever les lentilles de contact si la victime en porte et =i
elles peuvent étre facilement enlevéss, Consulter un spécialiste,

En _cas dinhalation : Emmener la victime & |zir frais. En cas de trouble respiratoire,
contacter sans delai les secours ¢ |2 15, le 112 ou un centre antipoison.

En czs d'ingestion : rincer immeédiatement la bouche avec de I'=auw. Ne pas faire vomir sans
avis médical, Contacter sans délai les secours @ l2 15, |2 112 ou un centre antipoison.

Dans tous les cas, =i les symptomes persistent ow en cas de malaise, consulter un mededn
et lui présenter |'étiguette etfou |z fiche da donnges de sécurita.

En czs dintoxication animale : contactez votre vétérinzire.

Fiche de données de securité disponible sur le site woww.guickfds.com
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DESCRIPTIF DU PRODUIT

BRANDO® est un herbicide de post-semis prélevée du colza d’hiver. Il se compose de
quinmérac, matiére active de la famille des acides quinoléine-carboxyliques (code HRAC O)
et de napropamide matiére active de la famille des acétamides (code HRAC K3). Il présente
une efficacité sur dicotylédones et sur graminées.

Tableau des usages autorisés

Cultures Cible Dose Nombre Délai Zone Non
maximale maximum avant Traitée
d'emploi d'applications récolte aquatique
(L/ha) par an (jours) (métres)
Colza d'hiver Adventices 2,5 1 - 5m

Globachem NV ne préconise |'utilisation de ce produit que sur les cultures
et cibles mentionnées ci-dessus et, a ce titre, déclinent toute responsabilité
concernant son utilisation aux autres usages prévus par le catalogue des
usages en vigueur.

Limites maximales de résidus : se reporter aux LMR définies au niveau de |'Union
Européenne, consultables a I'adresse :
http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database
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RECOMMANDATIONS DEMPLOI

Champ d*activibe

BRANDO® s'utiise en prélewée post-semis de la culture de colza d'hiver. T est
particuligrement efflcace 2 la dase de 2.5 L/ha pour luffier contre les coguelicat,
piturin annwel, camamille Inodore, galllet grattercn et les wéranigues.

Conditions d'application

BAANDO® gutllise en un seul passage, dans les 3 jowrs agrés e semis.

sppliguer BRANDO® sur un sal fimement préparé et non matteus. Welller 3 ce gue
e semils solt effectud & une profondeur réguliére et suffisante (2 &4 3 cm). Me pas
rauker la culture aprés tralbement. We pas traiter en conditions météorologigues
défavarables: vent, pluie, forte chabeur supérieure @ 25 ®C & I'ombre. Traiter par
temps caime afin de protéger les cuttures walsimes. Afin d'éviter tout risgue de

marque de séectivité povvant entrainer des retards de crolssance, toute rigatan
dans bes 3 semaines qui sulvent 'appication de BRANDO® st 3 proscrire; de pius,

ne pas effectuer de traitement sl des précipitatons importantes (200 mm oy plus)
sont & craindre dans bes jours gui sewent Iapplication.

Frécautions d'emploi
#  Vérifer régullégrement et maintenir e bon &tat et e réglage du matériel
d'appication, en conformité avec la Iéqisiation.
= Survelller le remplissage de la cuve du pulvérisateur et ajuster le volume de

boulllie (clapet anti-retour, dispositif de surverse).

Me pas socuffler dans bes buses pawr tenter de les déboucher

Mo pas respirer bes vapeurs, ni ke browSard de pulvérisation.

Mep pas pulvériser 3 proximité des paints deau [mares, cours dizau,
fossiés_.. ).

# Aftentlon aux dérwes d'embrens de la pulvérisation sur les cultures valsines.
Me pas tralter en présenoe de vent, méme faible (selon |2 réglementation en
wigueur}

" e pas conserser la boullbe de pulvérisation dans la cuve plus de 48 howres.

Cultures sulvantes dans |a ratatian
Aucume restriction dars le cadre normal de fa ratatian.

Cultures de remplacement

En cas de remplacement, seubes es oculures chous, cuftures racines, cultures
fourragires et be calza peuvent Ebre semées endéans hes ¥ mals suivant 'applcation
de BRANDO® Le mals peut étre semé aprés 9 mos. Pour les autres oulbures,
attendre 12 mois awvant |2 plantation / le semils. Un labowr & une profondeur di
minimum 20 om permet de rédulne bes effets.

Mélanges extemporands
Les mélanges pxtemporanés doivent étre mis en musre conformément & la
régiementation en wigueur.

Fréparation de la bouillie

fiant de débuter e rempdssage de la cuwve du puivérisatewr pour préparer (2 boulllle
de pulvérisation, s'assurer que ozlle-co ne contient aucun résidu quide ou solide
d'un traitement précédent. Rempir au & d'eau l2 cuve du pubsErisateur. Agiter le
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Rapporter les dquipements de probeclion individuelle (EP1} usagds dans un Sac
translucide, & votre distribulaur partenaire ECO EPI ou Taire appel & une enlreprisa
habiliide pour 12 callecte &t I&limination de produils dengereus.

[mmédiatament aprés 'application, neltoyer les éguipements de proteclion, se
lever les mainsg & I'eaw savanneuse, prendre une douche &t changer de vilernants,

Mettoyage du pulvérisateur et gestion des fonds de cuve

A e Tin de lg période dapplicelion du produit, Pintégralité de Meppareil [cuve, rampe,
circuil, buses. .} doit dire netboyde [rés spigneusement Bves un praduit edapté (Lype
Phiylrsl] puis rincds & eau cdaire. Le ringage du puléédrisateur, dpandage au la
vidange du fand de cuve ef dlimination des effuents doivenl dire réalisds
confarmémeant & la réglementation an viguaur

Elimination du produit, de I'emballage

B piamploi de l'emballags inberdit.

Lars de I'utilisation du produit, bien vider et ringer le bidan A '2au claire [ringage
menual & 3 repriges en agilanl ke bidan rempli e 103 ou ringege macanigue d'une
durée minimale de 30 secondes] en veillant & verser Meau de ringege dans la cuve
de lappareil. Apporber les emballages ouverls, rincds el dgoullés & wvalre
distributeur partengire d8. 0.1 VALDR ou & un Bubre service de callecte spéeiligue.
Paur les fils, epparker les emballages vidés et fermds & volre distribuleur partenaire
A D LVALOR ouw & un Bulre service de collecke spécifigue.

Paur Pélimination des praoduits mon ulilisables, conserver le produil dans son
amballage d'origine. Interroger valre distributeur partenaire G 00 VALOR ou
failes appel & une entreprise habilitde paur la collecte et Pélimination des déchels
dBEngereus.

En cas de déversement accidentel

Se protéger [EPI) el sécuriser |a zome. Prévenir les pormpiers (18 ou 112) &n cas de
danger irmmédial pour Penvironnemenl que vaus ne pauwves gerer Bvec vos propres
moyens, Collecter baul ce qui 8 pu &lre en conteck avee le praoduit, berre Souillée
incluse, Melboyer le sibe el le matériel obilisd, en prenant soin de confliner les
affluents géndrés par 'opération de nettoyege. Les dliminer selon 18 réglemantation
& wigueur.
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LES BONS GESTES POUR TRAITER EN TOUTE SECURITE

@ = N'utilisaz bes produits {gj = Protbge volre § & surveime
phytephamacautames santé et cellede o les conditions
Qe 5l nicessain. wotrg mEonogiq

© Prisarvez

Bd  ormgn e © Protibgez i
- les poinls d'sau. ; les pallinisateurs. = |a faune sawvage.

D'INFOS : FLASHEZ-MOI e,

AVERTISSEMENT

Toute reproduction totale ou partielle de cette étiquette est interdite.

Respecter les usages, doses, conditions et précautions d'emploi mentionnés sur
I'emballage. Ils ont été déterminés en fonction des caractéristiques du produit et
des applications pour lesquelles il est préconisé. Conduire sur ces bases, la culture
et les traitements selon la bonne pratique agricole et les recommandations de votre
distributeur en tenant compte, sous la responsabilité de l'utilisateur, de tous les
facteurs particuliers concernant votre exploitation, tels que la nature du sol, les
conditions météorologiques, les meéthodes culturales, les variétés végétales, la
résistance des espéces...

Le fabricant garantit la qualité du produit vendu dans son emballage d'origine et
stocké selon les conditions préconisées, ainsi que sa conformité a I'Autorisation de
Mise sur le Marché délivrée par les Autorités Compétentes frangaises. Pour les
denrées issues de cultures protégées avec cette spécialité et destinées a
I'exportation, il est de la responsabilité de |'exportateur de s'assurer de la
conformité avec la réglementation en vigueur dans le pays importateur.

GARANTIE

Le fabricant ne donne aucune garantie, explicite ou implicite, relative a l'utilisation
du produit d'une autre maniére que celle indiquée sur I'étiquette. L'utilisateur sera
responsable des risques liés a l'utilisation et/ou la manipulation et/ou I'entreposage
de ce produit en cas de non-respect des recommandations de I'étiquette.
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