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PART A - Risk Management

The company SYNGENTA has requested a label extension according to article 51 in France for the
product CALLIPRIME XTRA (A12738).

This document describes the specific conditions of use and labelling required for extension of the
registration of CALLIPRIME XTRA (A12738) containing mesotrione.

The risk assessment conclusions are based on the already existing registration of the preparation in
France. Therefore, the evaluation of the current application is limited to the points not covered by the
existing registration.

Appendix 1 of this document provides a copy of the French decision.
Appendix 2 of this document is a copy of the draft product label as proposed by the applicant.
Appendix 3 of this document is a copy of the letter(s) of access.

1. DETAILS OF THE APPLICATION

1.1.  Application background

CALLIPRIME XTRA (A12738) is a soluble concentrate (SC) containing 480 g a.s./L of mesotrione. It is
used in agriculture as a herbicide. CALLIPRIME XTRA (A12738) is intended to be used as a herbicide
on flax and linseed.

The complete GAP for the national application in France is provided below, under point 2.3.

1.2.  Active substance approval

Mesotrione

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

Specific provisions of regulation were as follows :
Only use as herbicide may be authorised.

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No
1107/2009, the conclusions of the review report on mesotrione, and in particular Appendices | and |1
thereof, as finalised in the Standing Committee on the Food Chain and Animal Health on 15 April 2003
shall be taken into account.

An EFSA conclusion is available (2016;14(3):4419).
A Review Report is available (SANCO/1416/2001 -Final, 14 April 2003).

1.3.  Regulatory Approach

The present application (n°2016-1452) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses)®.

The current document based on Anses’ assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/2009% implementing regulations and French regulations.

French Food Safety Agency
2 REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant
protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC
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Since the application is intended for use in France only, the draft Part A was not circulated for comments.

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

- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body
is5m;

- unless formally 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, drift buffer zones may be reduced under some circumstances as explained in

appendix 3 of the above-mentioned French order.

The data taken into account are those deemed to be valid either at European Union level or at
zonal/national level. This part A presents a summary of essential scientific points upon which
recommendations are based and is not intended to show the assessment in detail.

The conclusions relating to the acceptability of risk are based on the criteria indicated in Regulation (EU)
N°546/2011°%, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

Finally, the French Order of 26 March 2014 provides that:

- an authorisation granted for a « reference » crop applies also for “linked” crops unless formally stated
in the decision

- the “reference” and “linked crops are defined in appendix 1 of that French order.

Thus, at French national level, possible extrapolation of submitted data and the corresponding assessment

from “reference” crops to “linked” ones are undertaken even if not clearly requested by the applicant in

their dRR, and a conclusion is reached on the acceptability of the intended uses on those “linked” crops.

The aim of this Order, mainly based on the EU document on residue data extrapolation® is to supply

“minor” crops with registered plant protection products.

Therefore the GAP table (Section 2.3) and Decision may include uses on crops not originally requested
by the applicant. The Decision, as reproduced in Appendix 1, takes also into account national provisions,
including national mitigation measures.

1.4. Data Protection Claims

There is no new data submitted with this application.

1.5.  Letters of Access

Not relevant for this application.

2. DETAILS OF THE AUTHORISATION

2.1.  Product Identity

3
https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte

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

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

8 SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting
MRLs”: SANCO/ 7525/V1/95 - rev.9
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Product Name CALLIPRIME XTRA (A12738)

Authorization Number (for re-registration) 2150012

Function Herbicide

Applicant SYNGENTA FRANCE SAS

Composition 480 g/L of mesotrione

Formulation type Soluble Concentrate [Code: SC]

Packaging Not relevant for extension of authorisation according
article 51.

2.2.  Classification and Labelling
2.2.1. Classification and labelling in accordance with Regulation (EC) No 1272/2008

Not relevant for extension of authorisation according article 51.
Additional labelling phrases: ~ Contains 1,2-benzisothiazolin-3(2H)-one

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

This phrase should be added:

SPe 3 To protect aquatic organisms respect an unsprayed vegetated buffer zone
of 20 meters to surface water bodies.

SPe 3 To protect non-target plants respect an unsprayed buffer zone of 20 meters
to non-agricultural land.

Please refer to the decision of product authorization.

2.2.3. Other phrases linked to the preparation

Wear suitable personal protective equipment7: refer to the Decision in Appendix 1 for the details.

Re-entry period : refer to the decision of product authorisation.

Pre-harvest interval :

- linseed : F — last application on BBCH 05.

Other mitigation measures: refer to the decision of product authorisation.

The label must reflect the conditions of authorisation.

T If atractor with cab is used, wearing gloves during application is only required when working with the spray mixture

Syngenta France March 2017



Part A CALLIPRIME XTRA Registration Report —
National Assessment - Country — FRANCE Page 6 of 17 France

2.3.  Product uses (Authorised GAP and uses in France)

PPP (product name/code) CALLIPRIME XTRA (A12738) Formulation type: SC
mesotrione Conc. of as 1: 480 g/L

Applicant: Syngenta professional use X

Zone(s): south EU non professional use [ ]

Verified by MS: FR

1 2 3 4 5 6 7 8 9 10 11 12 13
Use- | Member | Crop and/ F | Pests or Group of pests Application Application rate PHI | Remarks:
No. | state(s) or situation G | controlled . — — (days)
or Method / | Timing / Max. number (min. interval between applications) | kg, L product/ | g, kg as/ha Water e.g. safener/synergist
(crop I | (additionally: Kind Growth stage | 3) per use ha L/ha per ha
destination / developmental stages of ofcrop & | s ber crop/ season @) max. rate per | &) max. rateper | .
purpose of the pest or pest group) season appl. appl. min e.g. recommended or
crop) b) max. total | b) max. total max mandatory tank
' ' mixtures
rate per rate per
crop/season crop/season
dicotyleneous weed | spray > 4
2 FR Linseed, F | Grass and Foliar BBCH 00 - 1 0,31 I/ha 150 100 - Acceptab|e_
dicotyleneous weed | spray 05 400
Remarks (1) Numeration necessary to allow references (7) Growth stage at first and last treatment (BBCH Monograph, Growth
table: (2) Use official codes/nomenclatures of EU Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including
(3) For crops, the EU and Codex classifications (both) should be used; where relevant, information on season at time of application
where relevant, the use situation should be described (e.g. fumigation of (8) The minimum and maximum number of application possible under
a structure) practical conditions of use must be provided
(4) F: professional field use, Fn: non-professional field use, Fpn: (9) For specific uses other specifications might be possible, e.g.: g/m3 in case
professional and non-professional field use, G: professional greenhouse of fumigation of empty rooms. See also EPPO-Guideline PP 1/239 Dose
use, Gn: non-professional greenhouse use, Gpn: professional and non- expression for plant protection products
professional greenhouse use, (10) The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s.
(5) Scientific names and EPPO-Codes of target pests/diseases/ weeds or per treatment (usually g, kg or L product / ha).
when relevant the common names of the pest groups (e.g. biting and (11) If water volume range depends on application equipments (e.g. ULVA or
sucking insects, soil born insects, foliar fungi, weeds) and the LVA) it should be mentioned under “application: method/kind”.
developmental stages of the pests and pest groups at the moment of (12) PHI - minimum pre-harvest interval
application must be named (13) Remarks may include: Extent of use/economic importance/restrictions

(6) 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

Syngenta France 2017-05-29
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3. RISK MANAGEMENT

3.1. Reasoned statement of the overall conclusions taken in accordance with the
Uniform Principles

3.1.1. Physical and chemical properties (Part B, Section 1, Points 2 and 4)
Not relevant for extension of authorisation according article 51.

3.1.2. Methods of analysis

3.1.2.1 Analytical method for the formulation
Not relevant for extension of authorisation according article 51.

3.1.2.2 Analytical methods for residues
Further data for this application are not necessary.

3.1.3. Mammalian toxicology

Endpoints used in risk assessment

Active Substance: Mesotrione
ADI 0.01 mg / kg bw/d
ARfD 0.02 mg/kg bw EU (2003)
AOEL 0.015 mg/kg bw/d
AOEL 0.005 mg/kg bw/d EFSA (2016)
Dermal Based on values adopted during the product authorization.
absorption Concentrate Spray dilution
Dermal absorption endpoints % 0.2 2

3.1.3.1 Acute toxicity

CALLIPRIME XTRA (A12738) containing 480 g/L mesotrione 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 a skin sensitizer.

Nature of protective clothing and PPE for the operator:
Refer to the French decision.

Nature of protective clothing and PPE for the worker:
Refer to the French decision.

Re-entry period: 48 hours

3.1.3.2 Operator Exposure
Summary of critical use patterns (worst cases):

Syngenta France 2017-05-29
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Application rate | Spray
Crop FIG® Equipment kg/L product/ha dilution Model
(g as/ha) (L/ha)
Linen F Tractor-mounted 0.33 L/ha 80 BBA
boom _ sprayer- (158 g as/ha)
hydraulic nozzle

Considering intended use, operator systemic exposure was estimated using the German BBA model

% AOEL | % AOEL
Crop Equipment PPE and/or working coverall Mesotrione 0.015 | Mesotrione 0.005
mg/kg bw/d mg/kg bw/d
. Tractor-mounteq boom Working coverall and gloves during
Linen sprayer-hydraulic . . - 2.2 6.7
nozzle mixing/loading and application

Operator exposure was already assessed for similar uses in open field at higher application rate. It is
concluded that the risk for the operator using CALLIPRIME XTRA (A12738) is acceptable with a
working coverall (90% protection factor) and gloves during mixing/loading and application.

3.1.3.3 Bystander Exposure

Bystander exposure has been previously assessed according to the EUROPOEM II. It is concluded that
there is no unacceptable risk for the bystander after incidental short-term exposure to CALLIPRIME
XTRA (A12738).

Former AOEL.:
Bystander exposure was assessed according to EUROPOEM II. Exposure is estimated to 0.7 % of the
AOEL of mesotrione.

New AOEL
Bystander exposure was assessed according to EUROPOEM I1. Exposure is estimated to 2.1 % of the
AOEL of mesotrione.

It is concluded that there is no unacceptable risk to the bystander after incidental short-term exposure to
CALLIPRIME XTRA (A12738).

3.1.3.4 Worker Exposure

CALLIPRIME XTRA (A12738) is used as herbicidal treatment on several crops where there is no need to
re-enter the treated area after application. Worker exposure is considered not relevant.

3.1.4. Residues and consumer exposure (Part B, Section 4)

Critical GAP(s) and overall conclusion

Overall conclusion

The data available are considered sufficient for risk assessment. An exceedance of the current MRL for
mesotrione as laid down in Reg. (EU) 396/2005 is not expected.

Open field or glasshouse

Syngenta France March 2017
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The chronic and the short-term intakes of mesotrione residues resulting from the uses intended in the

framework of this application are unlikely to present a public health concern.

As far as consumer health protection is concerned, France agrees with the authorization of the intended

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

Data gaps
None

Data required in post-authorization
None

Summary of the evaluation
The preparation CALLIPRIME XTRA (A12738A) is composed of mesotrione.

Summary for mesotrione

Sample
MRL icri i
Plant Sufficient PHI storage p Chronic risk | Acute risk
Use- Crop metabolism residue sufficiently covered comphiance for for Comments
No.* - by Reg (EU) No | consumers | consumers
covered? trials? supported? 7. : o : -
stability 2016/53 identified? identified?
data?
Non-
1 Flax Yes NR NR NR NR NR alimentary
No use
Spring Yes (4
2 linseed Yes NEU) Yes Yes Yes No /

NR: Not Relevant

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

As residues of linseed do not exceed the trigger values defined in Reg (EU) No 283/2013, there is no need

to investigate the effect of industrial and/or household processing.

Residues in succeeding crops have been sufficiently investigated taking into account the specific
circumstances of the cGAP being considered here. It is very unlikely that residues will be present in
succeeding crops.

Considering dietary burden and based on the intended uses, no significant modification of the intake was
calculated for livestock. Further investigation of residues as well as the modification of MRLs in
commodities of animal origin is therefore not necessary.

Information on CALLIPRIME XTRA (A12738A)

. . o
PHI for CALLIPRIME XTRA I:LTflféti\Q:::ShZLdlngrqgglcf)gr PHI for CALLIPRIME JRMS Comments
Crop (A12738A) Y supp XTRA (A12738A) o
proposed by applicant Mesotrione proposed by zZRMS (if different PHI proposed)
Flax & x o
Linseed F Yes F /

* 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).

*k

Syngenta France

March 2017
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PHI/ Withholding period*
sufficiently supported for PHI for CALLIPRIME zRMS Comments

XTRA (A12738A)
proposed by ZRMS (if different PHI proposed)

PHI for CALLIPRIME XTRA
Crop (A12738A)

proposed by applicant

Mesotrione

Waiting periods before planting succeeding crops
Not relevant

1.1.1 Environmental fate and behaviour

The fate and behaviour in the environment have been evaluated according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate
PEC values for the active substance 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.

No PECsoil, PECgw or PECsw are available for mesotrione and its metabolites specifically for the use on
linseed. The risk of groundwater contamination cannot be finalised for this use.

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.

1.1.2 Ecotoxicology

The ecotoxicological risk assessment of the formulation was performed according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions for the active
substance(s) and its/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, bees and other non-target arthropods, earthworms,
other soil macro-organisms and micro-organisms and terrestrial plants are acceptable for the intended
uses. Since no PECsw are available in E-fate Section, the risk for aquatic organisms cannot be finalized.
For mammals, the refined risk assessment based on specific data for maize from the original evaluation of
this formulated product cannot be used for the current intended uses on linseed. Therefore, the risk for
mammals cannot be finalized.

3.1.5. Efficacy (Part B, Section 7)
According to Article 51 of Regulation (EC) No 1107/2009, the efficacy assessment and the absence of
any phytotoxicity risk on the crop is not necessary.

3.2.  Conclusions arising from French assessment

Taking into account the above assessment, even if the risk of groundwater contamination, for aquatic
organisms and mammals was not finalised, considering that flax and linseed are minor crops in France, an
authorisation was granted. A copy of the decision issued can be found in Appendix 1 — Copy of the
product decision.

3.3.  Substances of concern for national monitoring
No information stated.

3.4.  Further information to permit a decision to be made or to support a review of the
conditions and restrictions associated with the authorisation
No further information is required.

Syngenta France March 2017
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Appendix 1 — Copy of the French decision

= -. anses k:_)

Libersé + Egalind » Frosernind
REPUBLIQUE FRANGAISE

Décision relative a une demande d'extension d'usage(s)
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 marntime, notamment le chapitre Ill du titre V du livre |l des parties législative et
réglementaire,

Vs la demande d'extension d'usage mineur du produit phytopharmaceutique CALLIPRIME XTRA
de la société SYNGENTA FRANCE SA S.

enregistrée sous le n*2016-2682
Vu les conclusions de I'évaluation de I'Anses du 28 avnil 2017,
L'autorisation de mise sur le marché du produit référencé ci-aprés est étendue aux usages décrits dans la
presente décision.
La présente décision s'applique sans préjudice des autres dispositions applicables.
Avertissement :

Le non-respect des conditions décrites ci-dessous peut entrainer le retrait ou la modification de |'autorisation
ainsi que toute action incluant des poursuites judiciaires

CALLIPRIME XTRA
AMM n*2150012 Page 1 sur 5
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Liberté  Egalivé « Frasernivé
REPUBLIQUE FRANCAISE

l Informations générales sur le produit

Noms du produit

Type de produit

Titulaire

Formulation

‘ Contenant
Numéro d'intrant
Numéro d'’AMM

' Fonction ]

Gamme d'usages {

L'échéance de validité de la présente décision correspond a celle de I'autorisation du produit,

CALLIPRIME XTRA
CALLISTO 480 SC
LUMESTRA 480

Produit de référence

SYNGENTA FRANCE S.AS.

12 Chemin de I'Hobit
31790 Saint Sauveur
FRANCE

Suspension concentrée (SC)
| 480 g/L - mésotrione
2150033

2150012
Herbicide
Professionnel

La présente décision peut étre retirée ou modifiée si des éléments le justifient.

A Maisons-Alfort, le 2 9 MAI 2017

U

Frangoise WEBER

anses &:_)

Directrice générale adjointe des produits réglementés

Agence nationale de sécurité sanitaire de

I'alimentation, de I'environnement et du travail (ANSES)

CALLIPRIME XTRA
AMM n*2150012

Page 28w 5

Syngenta France
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E, -. anses Q

Libensé » Kgaliné + Frarernicé
REPUBLIQUE FRANCAISE

Conditions d'emploi du produit

ailleur

Pour I'opérateur, porter
Dans le cadre d'une application avec pulvérisateur & rampe :
* pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail tissée en polyester 65 %/coton 35 % avec un grammage de 230 g/m® ou plus avec
traitement déperlant ;
- EPI partiel (blouse) de catégorie Ill et de type PB (3) a porter par-dessus la combinaison précitée

« pendant I'application

Si application avec fracteur avec cabine
- Combinaison de travail tissée en polyester 65 %/fcoton 35 % avec un grammage de 230 g/m® ou plus avec
traitement déperlant ,
- Gants en nitrile certifiés EN 374-3 a4 usage unique, dans le cas d'une intervention sur le matériel pendant ia
phase de pulvérisation. Dans ce cas, les gants ne doivent étre portés qu'a l'extérieur de la cabine et doivent étre
stockés aprés utilisation a l'extérieur de la cabine.

Si application avec tracteur sans cabine
- Combinaison de travail tissée en polyester 65 %/coton 35 % avec un grammage de 230 g/m*? ou plus avec
traitement déperlant ;
- Gants en nitrile certifiés EN 374-3 & usage unique pendant I'application et dans le cas d’une intervention sur le
matériel pendant la phase de pulvérisation ;

« pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail tissée en polyester 65 %/coton 35 % avec un grammage de 230 g/m?® ou plus avec
traitement déperiant ;
- EPI partiel (blouse) de catégorie |l et de type PB (3) a porter par-dessus la combinaison précitée ,

Pour le travailleur, amené & entrer dans la culture aprés traitement, porter
- Une combinaison de travail (cotte en coton/polyester 35 %/65 % - grammage d'au moins 230 g/m?) avec traitement
déperlant.

Délal de rentrée
- 48 heures en application de |'arrété du 4 mai 2017.

Respect des limites maximales de résidus (LMR)

- Pour chaque usage figurant dans la liste des usages autorisés, les conditions d'utilisation du preduit permettent de
respecter les limites maximales de résidus.

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

Protection de la faune
Pour protéger les organismes aquatiques, respecter une zone non traitée de 20 métres en bordure des points d'eau
comportant un dispositif végétalisé permanent non traité d'une largeur de 20 métres,

CALLIPRIME XTRA
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Protection de la flore
Pour protéger les plantes non cibles, respecter une zone non traitée de 20 métres par rapport & la zone non cultivée

adjacente,

Les autres conditions d'emploi du produit restent inchangées

Recommandations relatives a |'étiquette du produit
Contient de la 1,2-benzisothiazolin-3(2H)-one
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Appendix 2 — Copy of the draft product label as proposed by the applicant

CALLIPRIME XTRA (AMM n° 2150012)
Extension d’'usage sur lin — Projet d'étiquette

Les tableaux ci-dessous viennent se substituer aux tableaux de I'étiquette existante.

Etiquette DOS ou Pavé réglementaire

CULTURES AUTORISEES, DOSES DELAI AVANT RECOLTE
UNIGUEMENT : CIBLES AUTORISEES

Mais Désherbage 0,33 Liha Traiter jusqu'au stade BBCH 14 au
plug tard

Mais doux Désherbage 0,33 Liha 42 jours

Sorgho Désherbage 0,2 Lha Traiter jusqu'au stade BBCH 14 au
plus tard

Lin textle stlin Désherbage | 0.31Lha | Traiter jusquau stade BBCH 05 du lin

oléagineux de printemps cléagineux au plus tard

Etiquette Livret (page 3 du PDF joint) :

Delai Avant
CULTURES P
DOSES NOMBRES MAX. Recolte ou - DWp*
AUTORISEES, | CIBLES | o ;1opisEES | D'APPLICATIONS Période INT
UNIGQUEMENT : . L
d'application
Mais (grains et Du stade pre-
fourra{ge'l 0,33 Liha SEMmis jusgu'au
Mar 9% Désherbage 1 stade 4 fevilles
ars . vraies du mais
semences (BECH 14 maxi)
42 jours
033 Liha Du stads post- 20 métres par
. . semis | prélevee, \
Mais doux Desherbage 1 jusqu'au stade 4 | T3PPOM A lazone | an mitres en
feuilles vraies du HOH,CUIWEE bordure des
mais doux t;gja{f?rme paoints d'eau
— L= meires en # o
post-semis / temporaires
0.2 Lmha prélevie, ilition ou
. " jusqu'au stade 4 - permanents
Sorgho Desherbage 1 fevilles vraies du terrpn‘:r::::_;u
sorgho (BBCH 14 [ F®
maxi}
Lin textile et lin 0,31 Liha Jusqu'au stade
oléagineux de | Désherbage 1 BBCH 05 du lin
printemps oléagineux
NS orong OF TODTEMEDr

" Zome Non Traikte
*** DisposEf Végéinlsé Femanent non traké
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Appendix 3 — Letter(s) of Access

Not applicable.
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