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Florasulam 50 SC

Herbicide pour le controle des dicotilédones annuels dans les céréales de printerps et d'hiver
Substance Active: 50 gL florasulam
Formmulation: SC (Suspension concentrée)

H410 — Trés toxique pour les organismes aguatigues, entraine des effets néfastes 3 long terme
EUH 208 - Contient 1.2 benzizothiazolin-3-one. Peut produire des réactions allergiques
EUH 401 - Eespectez les instructions dutilisation pour éviter les risques pour la santé humaine et T'envi-

ronnement

P73 — Eviter le rejet dans I"environnement.

P3ol — Becueillir le produit répandn

Ps01 — Eliminer le contenu / le contensur dans une installation d'élimination des déchets apréée
SP1 — e pas contaminer *eau avec le produit ou son contenant

Mode d’action

Florasulam 50 5C est un herbicide systémique frés sélective pour une utilisation dans les cultures mono-
cotylédones, par exemple céreales, contre les mauvaises herbes dicotylédones. Le florasulam est classe
comme un herbicide du groupe HREAC B, L'activité herbicide repose sur 'inbibition de 1'acétolactate syn-
thaze (ALS). LALS est une enzvme clé dans la biosynthése de la chaine ramifiée d'zcides amineés isoleu-
cine, la leucine et la valine. L'inhibition de 'ALS conduit finalement & un blocage da 1z symthase d'AND.

Bien que le detail des réactions phytotoxique chez les plantes traitées est encore peu clair, 'application de
Lanbohiteurs d°ALS se tradwit en un certain nombre de symptomes distinctifs de la ]:lla.ute entiére: d'abord
l'arrét de la croizsance, de la chlorose et de la nécrose peut &re obzervée dans la zone méristématique de
la plante. Les nouvellzs fewlles supérieures prennent souvent une apparence flétrie. Les effets 32 propa-
gent ensuite aux parties restantes de la plante. Pour certaines plantes, le rougissement des nervures mé-
diznes et les veines est observé. Dans les six 4 it zemaines, 1a dessiccation compléte de 1a plante peut =2
produire

.21
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Spectre des mauvaises herbes comtrolées dans les céreales d'hiver

Bon a tré: bon contrile Contrile modére Faible contrile
(35-100 %) (T0-34.9 %) (0-69.0 0g)
Galivm aparine (GALAE) Fumarig gfficinalis (FUMOF) Hypecoum procumbens (HCYPR)
Papaver rhosas (PAPEH) Triplsurospersum maritimuen Veronica hederifolia (VERHE)
subsp. tnpdorus (MATIN)
Stellarig media (STEME) FPolygonum avicelars (POLAV) Feranica persica (VEEPE)
Fiola arvensis (VIOAR)

Spectre des mauvaises herbes comtrolées dans les céraales de printemp:

Eon & trés bon contrile Contrile modeérs Faible contrile
(35-100 %) (TO-54.9 ) (0-69.9 04
Galium aparine (GALAE) Anggallic arvensis (ANGAR) Chenopadius album (CHEAL)
FPapaver rhosas (PAPFH) Fumaria officinalis (FUMOF)
Fallopia convehalu (POLCOY Polegonum aviculars (POLAV
Sinapis arvensis (SITARY Feronica hederifolia WERHE

Cul iriode d°applicati

Florasulam 30 3C est homologué pour une utilization dans tontes les varistas da ble dhiver, bls de prin-
temps, l'orze dhiver, crge de printermps, ble dur ble d'hiver, mwiticale d'hiver et de seigls d'hiver. Flora-
zulam 30 SC doit étre appligué an printsrops aux stades BECH 13 3 39 de la croizzance des culmres.
L zpplication doit étre effectues en post-leves précoce des mawvaises harbes (BECH 12-16).

Dose [ volume et application

L zpplication 3= fait ea post émergence des céreales da printemps ou d'hiver avec un volume d'ean de

100 3 200 L'ha.
Le detail des doses a3t reporie dans le tableau ci-dassous
Doze
Culture{z) Mauvaize(s) herbe(s) L produit / | florasnlam /
ha ha
Carales d’hiver Ele d'hiver GALAP PAPEH, STEME max. 0.1 50
Orze dhiver
Elé dur d’hiver
Triticale d’hiver
Avoine d'hiver GALAP, PAPFEH. STEME max. 0.1 5.0
Cérale: de printemps (Ele de printemps GALAP, PAPRH, POLCO, max. 0.1 3.0
Orze de printemps  |SINAR

L'application doit étre réalisés avec un équipement de pulvérisstion spproprié pour permetive une meil-
leurrre couvertura des mauvaises herbes.
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Selectivite

Lorsqu'il est appliqué conformément anx Bonne Pratique Agricols et aux conditions ci-dessus, sucun
symptéme de phytotoxicite et sucon impact negatif sur le rendement sont & préveir apres le raitement
aver florasulam 50 5C. En outre, ancune différence variétale n'a &té trouvee jusqu'a présent

Aimsi, florasulam 50 5C peut étre appliqué dans toutss les varistés de blé d'hiver, blé de printemps, crge
d'hivar, crge da printemps, bla dur d'hiver, triticale d'kiver ot zsigls d’hivar.

Cuolture suivante

Evwery crop can be sown within the usual crop rotztion afier normal harvest of the crop treated with Flora-
zulam 50 5C. In the case of pre-harvest replacement diffarent waiting periods and soil preparations should
be conzidered (refer to the table below).

Chague calturs peut Stre semée dans la retation habitnalle des culmres spres 12 récolte nommzla de 1a cul-
ture traitée avec florasulam 30 3C. Dans le cas de remplacement des periodes d'attents specifique ot une
préparation du zol dodt &tre considérés (voir le tablesn ci-dessous).

Periodes d'zsttente poar les cultures da remyplacsment en foncton de 1z préparation du sol:

. Periode d’attente
Culture de replacement (printemps  ete)
Grifage (& cm) Labour (20 cm)
Fay-grass (Lolium perammne) 4 jours 0 jour
Toumesol (Helianthur ammuus] 2 semames 1 jours
Betterave (Beta vulgaris var. alfizsimal 2 semzames 4 jours
Fadiz /‘Raphapeus sarivies) 3 semaines 2 semaines
Colza (Brassica napus) 4 semames 3 semames
Pois (Pisum sarivive) 4 semaimes 5 semaimes

Oreanizmes non cible

Tout impact négatif sur les organizmes nop-cibles, 2 zavoir d'sutre: plantes, les culturss adjzcentas, les
auxiliaires, les sbeilles, les arthropodes non cibles, les vers de tarre et les organismes du sol non cibles
peut Stre axclue apraz 'applicstion du florazulam 30 5C conformement sux BEonna Pratioque Asticols st
aux conditions ci-dessus,

ML licati

Femplir la réservoir de pulvarization  moitié avec de l'esn propre, commencer Pagitation et ajouter la
quantité requize de florasulam 30 SC directement dams la réservoir. Poursuivre Iagitation pendant le rem-
plisszge du réservoir avec le volome d'ean total reguis ot pendart la pulvérisstion.

Nettovage du réservoir

Le nattoyaga de l'agquipement de pulvérisation doit &tre fzit zalon lez bonnes pratiques agricolss. Tout
aquipement d'application et les vétements contamines doivent ére soignensemant lavés / nettoyes avec
une solution de détergent & Feau diluée, ot rincés & I'sau claire A trois reprises. Aprés chague étape da la-
vage du pulverisateur de vidange, faire en sorte que toat le liquide soit retire du raservoir du pubverizateur,
12 pompe et las tuyaus.

Resistance

La zubstance active florasulam sppartient au groupe HRAC B (inhibiteurs ALS). Eviter d'utilizer des
harbicides avec un seul mode d'action, tels que des herbicides ALS.

Lutilisation 2 long terme de produits phytophammaceutiques agissant zur le méme zite cible peut snirainer
danz le développament da biotypes rasistants. Ceci est pertinent pour les inhibiteurs de IALS. Ainsi lo
respeact des bonnes pratigues asricoles et I'alternance des modes d”action sont nécessaires.
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PART A
RISK MANAGEMENT

1 Details of the application

The company ROTAM AGROCHEMICAL EUROPE has requested a marketing authorisation in France
for the product UPTON (product code: Florasulam 50 g/L SC), containing 50 g/L florasulam?, 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 ROTAM AGROCHEMICAL EUROPE’s
application submitted on 10/05/2016 to market UPTON (Florasulam 50 g/L SC) 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 (2016-1810) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC)
no 1107/20092, 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 UPTON (Florasulam 50 g/L SC) has been
made using endpoints agreed in the EU peer review of florasulam. It also includes assessment of data and
information related to UPTON (Florasulam 50 g/L 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.

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

2 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

8 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

4 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 UPTON (Florasulam 50 g/L SC).

1.2 Letters of Access

Not necessary: the applicant has provided equivalent studies to those essential for renewal of the active
substance florasulam via a data-matching table (DMT).

1.3 Justification for submission of tests and studies

According to the applicant:
“The study reports submitted are necessary for the first authorization because:

e to meet new data requirements.

to address concerns raised during the EU approval procedure.
e toensure the dRR passes the admissibility check.

e response to data gaps triggered by an updated LOEP.

e toensure the GAP is fully supported.

e to support national requirements.”

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of UPTON (Flora-
sulam 50 g/L SC), it is 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 Florasulam 50 g/L SC.

Product name in MS UPTON

Authorisation number N/A : no marketing authorisation granted
Kind of use Professional use.

Low risk product (article 47) No.

Function Herbicide.
Applicant ROTAM AGROCHEMICAL EUROPE.
Active substance(s) Florasulam, 50 g/L.

(incl. content)

Formulation type Suspension concentrate [SC].
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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.
2.2 Conclusion DAMM

The evaluation of the application for UPTON (Florasulam 50 g/L 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:

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:

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

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.
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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° 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
The authorisation of the PPP is linked to the following conditions:
The applicant is required to comply with the current applicable standard for clothing type PPE (ISO EN

27065)8.
« N/A : no marketing authorisation granted.

5 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://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo

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

8 Protective clothing — Performance requirements for protective clothing worn by operators applying pesticides and for re-entry workers. EN
I1SO 27065:2017



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

Page 10/23

UPTON / Florasulam 50 g/L SC
Part A - National Assessment
FRANCE

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.
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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, date: 2020-12-10

PPP (product name/code): UPTON / Florasulam 50 g/L SC Formulation type: SC @b)
Active substance 1: Florasulam Conc. of a.s. 1: 50g/L©@
Applicant: ROTAM AGROCHEMICAL EUROPE 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 |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 g a.s./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 rate | appl. min/ma

or per crop/season | b) max. total rate | x

I per crop/season

Zonal uses (field or outdoor uses, certain types of protected crops)

1 FR Winter wheat, winter | F Dicotyledonous weeds Foliar BBCH 13-39(a) 1 - a)0.1 a)5 100- F Not acceptable
durum wheat, winter spray (resumption  of [b) 1 b) 0.1 b) 5 200 (efficacy)
triticale growth)

5 FR Spring wheat F Dicotyledonous weeds Foliar BBCH 13-39 a)l - a)0.1 a)5 100- F Not acceptable

spray b) 1 b) 0.1 b) 5 200 (efficacy)

11
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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 | Fn, | controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha g a.s./ha | Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop &|a) per use betvv_een_ 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 rate | appl. min/ma
or per crop/season | b) max. total rate | x
I per crop/season
1 FR Winter barley F Dicotyledonous weeds Foliar BBCH 13-39 a)l - a) 0.1 a)5 100- F Not acceptable
spray (resumption  of [b) 1 b) 0.1 b) 5 200 (efficacy)
growth)
3 FR Winter cereals (rye) |F Dicotyledonous weeds Foliar BBCH 13-39 a)l - a) 0.1 a)5 100- F Not acceptable
spray (resumption  of [b) 1 b) 0.1 b) 5 200 (efficacy)
growth)
5 FR Spring barley F Dicotyledonous weeds Foliar BBCH 13-39 a)l - a) 0.1 a)5 100- F Not acceptable
spray b) 1 b) 0.1 b) 5 200 (efficacy)

Pre-harvest interval:

Remarks
table
heading:

Remarks
columns:

(@)
(b)

©

N

F in column 13: the latest time of application must be growth stage BBCH 39 at the latest.
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

g/kgor g/l

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

For crops, the EU and Codex classifications (both) should be used; when relevant, the use
situation should be described (e.g. fumigation of a structure)

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use,
Gpn: professional and non-professional greenhouse use, I: indoor application

Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named.

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type
of equipment used must be indicated.

(d)
©

®

11
12

13
14

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.

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
application

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,
kg or L product/ha).

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

Remarks may include: Extent of use/economic importance/restrictions
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3 Background of authorisation decision and risk management
3.1 Physical and chemical properties (Part B, Section 2)

UPTON (Florasulam 50 g/L SC) is a suspension concentrate. 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 thin white liquid, with a mild characteristic odour. It is not explosive and has no oxidising
properties. The product has no flash point until boiling at 100 °C. It has no self-ignition temperature. In
1 % aqueous solution, it has a pH value around 6.16 at 25 °C and 4.65 at 25 °C. There is 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 substance content nor the technical properties were changed. The stability data
indicate a shelf life of at least two years at ambient temperature when stored in HDPE bottles. The technical
characteristics are acceptable for a suspension concentrate formulation.

The formulation is not classified for the physico-chemical aspect.

3.2 Efficacy (Part B, Section 3)

Considering the data submitted:

- the efficacy level of UPTON (Florasulam 50 g/L SC) is considered insufficient for the control of
dicotyledonous weeds for all the requested uses when compared with the standards containing
florasulam, especially on Galium aparine and Papaver rhoeas.

- the selectivity level of UPTON (Florasulam 50 g/L SC) is considered satisfactory for all the requested
uses.

- the risks of negative impact on yield, quality, transformation processes, propagation, and adjacent crops
are considered acceptable.

- the risk of negative impact on succeeding crops is considered acceptable. Nevertheless, specific attention
should be paid to susceptible succeeding and/or replacement crops.

There is a risk of resistance developing or appearing to florasulam for some dicotyledonous weeds. This
requires monitoring.

3.3 Methods of analysis (Part B, Section 5)
3.3.1 Analytical method for the formulation

Analytical methods for the determination of active substance florasulam and the relevant impurity 2,6-
difluoroaniline (2,6-DFA) in the formulation are available and validated.

3.3.2 Analytical methods for residues

13
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Analytical methods are available in the this dossier and validated for the determination of residues of
florasulam in plants (high water content, high oil content, high acid content and dry content), foodstuffs of
animal origin, soil, water (surface and drinking) and air.

An analytical method is available in this dossier and validated for the determination of residues of
florasulam in tissues and body fluids.

3.4 Mammalian toxicology (Part B, Section 6)
Active substance: FLORASULAM
ADI 0.05 mg/kg bwi/d
ARfD Not applicable
EU (2016)
AOEL 0.05 mg/kg bwi/d
AAOEL -
Dermal ab- | Based on default values according to guidance on dermal absorption (Efsa 2012):
sorption Concentrate Spray dilution
(used in formulation) | (used in formulation)
50 g/L 0.0125 g/L
Dermal absorption endpoints % 75 75
34.1 Acute toxicity

UPTON (Florasulam 50 g/L SC), containing 50 g/L florasulam, has a low acute oral, inhalational and der-
mal toxicity, is not irritating to the rabbit skin or eye and is not a skin sensitiser.

3.4.2 Operator exposure

Summary of critical use patterns (worst cases):

Equipment Maximum application rate Mlaximum
Crop type FIG® L L product/ha volume wa-
Application method ter
(g a.S./ha) (L/ha)
Cereals F Vehicle-mounted 0.1 L/ha 200
Downward spraying (5 g/ha)

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

®  Open field or glasshouse
10 AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)

14
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9 -
Crop Equipment PPE and/or working coverall % AOEI;Y]:IW""S“
Vehicle- No PPE 43
mounted
Cereals
Downward . _ _
spraying Working coverall and gloves during mix- L5
ing/loading and application '

According to the model calculations, it may be concluded that the risk for the operator using UPTON
(Florasulam 50 g/L SC) is acceptable with a working coverall and gloves during mixing/loading and ap-
plication.

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

343 Worker exposure

Workers may have to enter treated areas after treatment for crop inspection/irrigation activities. Therefore,
estimation of worker exposure was calculated according to the AOE model. Exposure is estimated to be
1.1 % of the AOEL of florasulam with workwear (arms, body and legs covered). It may be concluded that
there is no unacceptable risk anticipated for the worker.

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

34.4 Bystander exposure

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., 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 ex-
posure.”

3.4.5 Resident exposure

Residential exposure was assessed according to the EFSA model. An acceptable risk was determined for
residents (adult and child).

11 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)

15



Page 16/23

UPTON / Florasulam 50 g/L SC
Part A - National Assessment

FRANCE
Model (AOEM) - All pathways (mean) % AOEL florasulam
Resident (children) 4.3
Resident (adults) 1.3
3.4.6 Combined exposure

Not necessary (one active substance only).

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

The available data are considered sufficient for risk assessment. Exceedence of the current MRLs for flo-
rasulam as laid down in Reg. (EU) 396/2005 is not expected.

The chronic and short-term intakes of florasulam residues resulting from the uses proposed in the frame-
work of this application are unlikely to present a public health concern.

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

According to the available data, no specific mitigation measures should apply.

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 substance 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 values 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 FO-
CUS 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 florasulam and its metabolites are used for the ecotoxicological risk
assessment, and mitigation measures are proposed.

PECgw values for florasulam and its metabolite do not occur at levels exceeding those mentioned in Reg-
ulation (EC) No 1107/2009 and guidance document SANCO 221/2000 on the relevance of metabolites in
groundwater. 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 DT50 calculation, no
significant contamination of the air compartment is expected for the intended uses. 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 substance
and its metabolites were used for the intended use patterns. In cases where deviations from the EU agreed
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endpoints were considered appropriate (for example when additional studies are provided), such devia-
tions were highlighted and justified accordingly.

Based on the guidance documents, the risks for birds, aquatic organisms, mammals, bees (acute) and other
non-target arthropods, earthworms, other soil macro- and micro-organisms and terrestrial plants are ac-
ceptable for the intended uses. Risk mitigations are required for aquatic organisms.

According to new requirements of Reg. No. 284/2013, information on chronic effects on adult bees and

on development of bees should have been submitted, as exposure of bees to the formulation cannot be
excluded. In the absence of these data, the risk for bees cannot be finalised.

3.7 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 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”.

411 Post-authorisation monitoring

N/A : no marketing authorisation granted. F
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Appendix 1 Copy of the product authorisation DAMM

E - anses Q

Liberst + Egalité » Fraterniné
REPUBLIQUE FRANCAISE

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

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

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

Vu la demande d'autorisation de mise sur le marché et la demande associée du produit phytopharmaceutique
UPTON

de la société ROTAM AGROCHEMICAL EUROPE LIMITED

enregistrées sous les n°2016-1810 et 2019-4612

Vu les conclusions de I'évaluation de I'Anses du 21 octobre 2020,

Considérant que l'efficacité du produit n'a pas été démonltrée,

Considérant qu'il ne peut pas élre élabli que les exigences mentionnées & l'arlicle 29 du réglement (CE)
n*1107/2008 sont respectées,

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

UPTON

AMM n*- Page 1sw 3
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Libertd » Egalin » Fraversisd
REPUBLIQUE FRANCAISE

anses (_)

| Informations éénérales sur le produit

' Nom du produit UPTON
'Typo de produit A Produit de référence
1 ROTAM AGROCHEMICAL EUROPE LIMITED

Hamilton House,

Titulaire Mabledon Place,
London, WC1H 2BB,
Royaume-Uni

Formulation gy “Suspenslon concentrée (SC)

Contenant | 50 g/L - florasulame

Numéro d'intrant 528-2016.01

Numéro d'AMM )

Fonction Herbicide

Gamme d'usage f V» Professionnel

A Maisons-Alfort, le 1 () DEC. 2020

UPTON
AMM n*-

Caroline SEMAILLE
Directrice générale deléguée
en charge du produits réglementés

Agence nationale de sécurité sanitaire de
I'alimentation, de l'environfiement et du travail (ANSES)

Page 2 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.

Florasulam 50 SC

Herbicide pour le controle des dicotilédones annuels dans les céréales de printemps et d'hiver
Substance Active: 50 2L florasulam
Formmlation: SC (Suzpension concentrée)

H410 — Trés toxique pour les organismes aquatigues, entraine des effets néfastes a long terme
EUH 208 — Contient 1,2 benzisothiazolim-3-one. Peut produre des réactions allergiques
EUH 401 - Respectez les mstruction: d'utilisation pour viter les risques pour la santé hirmaine et 'envi-

ronnement

P73 — Eviter le rejet dans I'environnement.

Pl — Recueillir le produrt répandu

Ps01 — Eliminer le contenu / le conteneur dans une installation d'élimmation des déchets apréde
SP1 — e pas contaminer 'ean avec le produit ou son contenant

Mode d’action

Florasulam 50 SC est un herbicide systémique frés sélective pour une utilisation dans les cultures mono-
cotvlédones, par exemple céréales, contre les mauvaise: herbes dicotylédones. Le florasulam est classé
comme un herbicide du groupe HEAC B. L'activité herbicide repose sur I'inhibition de 'acétolactate syn-
thaze (ALS). L'ALS est une enzvme clé dans la biosynthése de la chaine ramifiée d'acides aminés izoleu-
cine, la leucine et la valine. L'inhibition de I'ALS conduit finalement & un blocage de 1z symthése d'AND.

Bien que le detail des réactions ph}tﬂloxlq‘ll& chez les plantes traitées est encore peu clamr, I'application de
Lonbohiteurs d°ALS se traduit en un certain nombre de symptomes distinctifs de la plante entiére; d'abord
l'arrét de la croizsance, de la chlorose et de la nécrose peut &re chservée dans la zone ménstématique de
la plante. Les nouvelles fewlles supérieures prenment souvent une apparence flétne. Les effets se propa-
gent ensuite aux parties restantes de la plante. Powr certaines plantes, le rougissement des nenvures mé-
diznes et les veines est observe. Dians les six a hmt semames, la dessiccation compléte de la plante peut se
produire
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Specire des mauvaises herbes comtrdlées dans les céreales d'hiver

Bon a trés bon controle Contrile modére Faible contrile
(35-100 %4) (70-34.9 %) (0-69.0 0g)
Galium aparine (GALAR) Fumuarig qfffcinaliz (FUMOF) Hypecoum procumbens (HCYPR)
Papaver rhosas (PAPRH) Triplrurosparmum maritimum Varonica hederifelia (VERHE)
subsp. inodoruwm (MATIND
Stellaria media (STEME) Polyeorum aviculars (POLAV) Varonica persica (VEEPE)
Fiola arvensis (VIOAR)

Spectre des mauvaises herbes contrdlées dans les céraales de printemps

Eon & trés bon contrile Contrile modére Faible contrile
(35-100 %) (T0-54.9 va) (0-69.9 %)
Galium aparine (GALAE) Anaggallis arvensis (ANGAR) Chenopodiue albwn (CHEAL)
Papauer rhosas (PAPFH) Fumarig officinaliz (FUMOF)
Fallopia convehulus (POLCOY Polegonum aviculars (POLAV
Sinapis arvensis (SINAR)Y Feronica hederifvlia "WERHE)

Cul iriode 4’ applicati

Flarasulam 30 3C eat homologué pour une utilization dans toutes les variétés da ble dhiver, blé de prin-
temps, l'orge dhiver, orga de printemps, blé dur bla d'hiver, triticale d'hiver st de seizle d'hiver. Flora-
sulam 50 SC deit étre applioué au primtemps sux stades BECH 13 2 39 de la croiszance des culmras.
L zpplication doit éire effectués en post-leves précoce des mauvaises harkas (BECH 12-18)

Diose [ volume et application

L zpplication ze fait en post amergence des caraales de printemps ou d'hiver avec un volume dzau de

100 2200 L'ha.
Le detail des doses est reporte dans le tableau ci-dessous
Doze
Culture(s) Mauvaize(s) herbe(s) L produit / | = florasulam /
ha ha
Cerales & hiver Elé d’hiver GALAP PAPERH, STEME max. 0.1 50
Orge d'hiver
Blé dur d°hiver
Triticzle d’hiver
Avoine d hiver GALAP, PAPEH. STEME mazx. .1 50
Céarzles de printemps |Elé d= printemps GALAP, PAPEH, POLCO, max. 0.1 30
Orze da printemps | SINAR

L'application doit étre réalisés avec un équipement de pulvérisstion spproprie pour permetive une meil-
leurrre couvertra des manvaises herbes.
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Selectivite

Lorsqu'il est appliqué conformément anx Bonee Pratigue Agricols et aux conditions ci-dessus, sucun
symptéme de phytotoxicits et sucon impact negatif sur le rendement sont & prévoedr aprés le raitement
avec florasulam 50 5C. En outre, ancune différence variétale n'a 8té trouvee jusqu'a présant

Azl florssulam 50 5C peut ére appliqué dans toutas les varistés da blé d'hiver, blé de printemps, orge
d'hivar, orge ds printemps, bla dur d'hiver, triticale dhiver ot zaigls d’hiver.

Cuolture suivante

Every crop can be sown within the usual crop rotation afier normal harvest of the crop weated with Flora-
zulam 50 5C. In the case of pre-harvest raplacemant differant waiting periods and soil preparations should
e conzidered {refer to the table below).

Chague caltrs peut Stre semée dans la rotation habitnalle des culmores sprés la récolte normzla de 1a cul-
ture traités avec florasulam 30 2C. Dans la cas de remplacement das periodes d'atents specifigue =t une
préparation du zol doit étre considérés (voir le tablesn ci-dessous).

Peériodes d'zttente pour les cultures da remplacement en fomction de 1z praparation du ol

. Periode d’attente
Culture de replacement (printemps [ ete)
Grifage (¥ cm) Labour {21 cm)
Fzy-grass (Lolium perenns) 4 jours 0 jour
Toumesal (Helianthus aumus] 2 semames 1 jours
Eettarave (Beta vulgaris var. airissivg) 2 semames 4 jours
Fadizs /Raphanus sarivis) 3 semaines 2 semaines
Cuolza (Brassica napus) 4 semames 3 semames
Pois (Pioum sarivim) 4 sEmaimes 5 semaimes

Oreganizmes non cible

Tout impact négatif sur les organizmes nop-cibles, 3 zavoir d'zsutres plantes, les culhures adjacemtas, les
auzilizires, les sbeilles, les arthropodes non cibles, les vers da terre ef les organizmes du zol non cibles
peut dtre axclus aprés 'applicstion do flaraznlzam 30 5C conformément s Bonna Pratioue Asricols at
aux conditions ci-dessus.

MEL licati

Famplir la réservoir de pulvarization 3 moitis avec de l'san propre, commencer Iagitation et sjouter 1z
quantité requize de florazulam 30 SC directement dams la réservoir. Poursuivre Iagitation pendant le rem-
plissage du réservoir avec le volume d'ean total requis ot pendant 1z palvarisstion.

Nettovage du rézerveir

Le nattovaza de laguipement ds pulverisation doit Stre fzit zelon les bonmes pratiquss agricolss. Tout
aquipement d'application et les vetements comtamings dofvent étre soigmeusement laves / nettoyes avec
une zolution de détarzent 2 lasu diluée. ot rincés 2 Vaau claire 3 wois reprises. Aprés chague &tape de la-
vage du pulverisateur de vidange, faire en sorte que toat le liguide soit retire duo reservoir du pulverisateur,
12 pompe et les fuyanx.

Résistance

La substance active florasulam appartient su groupe HREAC B (inhibiteurs ALE). Evitez d'utilizer des
herbicides avec un seul maode d'action, tels gue des herbicides ALS.

L'utilisation 2 long terme de produits phytopharmacentiques agiszant sur la méme zite cible peut sntrainer

dans le développament da biotypes résistants. Ceci est pertinent pour les inhibiteurs de I'ALS. Ainsi le
reapact des bonnes pratiques azricoles et I"altermance das modes d action sont nécessaires.
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