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PART A - Risk Management

The company NUFARM SAS has requested a label extension in France for the RHODOFIX (formulation code:
CAO0646) according to article 51 Regulation (EC) no 1107/2009*

This document describes the specific conditions of use and labelling required for extension of the registration of
RHODOFIX (CA0646) containing 1-naphthylacetic acid in France.

The conclusions of the risk assessment 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.

Appendix 4 of this document is the list of data considered for national authorisation.
1 DETAILS OF THE APPLICATION

1.1 Application background

RHODOFIX (CA0646) is a SP product containing 10 g/kg of 1-naphthylacetic acid, for use as a plant growth
regulator for the control of thinning and fruit drop decrease on pomefruits. The aim of this registration application is
to gain a label extension for ornamental trees.

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

1.2 Active substance approval

1-naphthylacetic acid

Commission Implementing Regulation (EU) No 787/2011 of 5 August 2011 approving the active substance
1-naphthylacetic acid, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the
Council concerning the placing of plant protection products on the market, and amending the Annex to
Commission Implementing Regulation (EU) No 540/2011 and Commission Decision 2008/941/EC.

Specific provisions of Regulation (EU) No 787/2011 were as follows :
PART A

Only uses as plant growth regulator may be authorised.

PART B

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 1-naphthylacetic acid, and in particular Appendices | and Il thereof, as
finalised in the Standing Committee on the Food Chain and Animal Health on 17 June 2011 shall be taken into
account.

In this overall assessment Member States:

(a) shall pay particular attention to the risk to operators and workers and shall ensure that conditions of use include
the application of adequate personal protective equipment, where appropriate;

(b) shall pay particular attention to the dietary exposure situation of consumers in view of future revisions of
maximum residue levels;

(c) shall pay particular attention to the protection of groundwater, when the active substance is applied in regions
with vulnerable soil and/or climatic conditions;

1 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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(d) shall pay particular attention to the risk to aquatic organisms;

(e) shall pay particular attention to the risk to birds.

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

The applicant shall submit confirmatory information as regards:

(1) the route and rate of degradation in soil including an assessment of the potential for photolysis;
(2) the long-term risk to birds.

The applicant shall submit to the Commission, the Member States and the Authority such information by 31
December 2013.

An EFSA conclusion (EFSA Journal 2011;9(2):2019) was made available on 23/02/2011 and a new version
regarding confirmatory data (EFSA Supporting publication 2015:EN-789) was made available on 15/04/2015.

A Review Report is available (SANCO/11269/2011 final rev 3, 19 May 2016).
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13 Regulatory approach

The present application (n°2024-0444) 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.

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 4th 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 is 5 m;

- 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°546/20114, and are expressed as “acceptable” or “not acceptable”/“not finalised” in accordance with those
criteria.

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

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

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

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

“reference” crops to “linked” ones are undertaken even if not clearly requested by the applicant in their dRR, and a

conclusion is reached on the acceptability of the intended uses on those “linked” crops. The aim of this Order,

mainly based on the EU document on residue data extrapolation® is to supply “minor” crops with registered plant

protection products.

Therefore the GAP table (Section 2.3) and Decision may include uses on crops not originally requested by the
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.

2 French Food Safety Agency, Afssa, before 1 July 2010

3 Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche maritime, amended by the arrété du 27 décembre 2019 relatif aux mesures de protection des personnes
lors de l'utilisation de produits phytopharmaceutiques https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieLien=id

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

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

CA0646 / RHODOFIX Page 6/21
Part A - National Assessment
FRANCE DEPR version

15 Letter(s) of access
Not relevant for this application.

2 DETAILS OF THE AUTHORISATION

21 Product identity

Product name (code) RHODOFIX (CA0646)

Authorisation number 7400755

Function Plant growth regulator

Applicant NUFARM SAS

Composition 10 g/kg 1-naphthylacetic acid

Formulation type (code) Water soluble powder (SP)

Packaging Not relevant for extension of authorisation according article 51.
2.2 Classification and labelling

2.2.1  Classification and labelling under Directive 99/45/EC

Not relevant for extension of authorisation according article 51.

2.2.2  Classification and labelling in accordance with Regulation (EC) No1272/2008
Not relevant for extension of authorisation according article 51.

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

Refer to the decision of product authorization.

2.2.4  Other phrases linked to the preparation

Wear suitable personal protective equipment’: refer to the Decision in Appendix 1 of product authorisation.

Re-entry period® : 24 hours.

Pre-harvest interval® : refer to the decision of product authorisation.

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

The label must reflect the conditions of authorisation.

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

8 The legal basis for this is Titre I Article 3 of the French Order of 4th May 2017concerning the marketing and use of products encompassed
by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

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



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

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 12 April 2021 (highlighted in green), evaluated and concluded as safe
uses by France as RMS. Those uses are then granted in France.

When the conclusion is “not acceptable”, the intended use is highlighted in grey and the main reason(s) reported in the remarks.

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

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

GAP rev. 1, date: 2024-12-06

PPP (product name/code):  RHODOFIX / CA0646 Formulation type: SP &b
Active substance 1: 1-naphthylacetic acid Conc. of a.s. 1: 10 g/kg ©
Safener: - Conc. of safener: -©
Synergist: - Conc. of synergist: -©
Applicant: NUFARM SAS Professional use: =
Zone(s): National @ Non-professional use: [ ]
Verified by MS: Yes
Field of use: Plant growth regulator
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 . . days
© Fpn Method/K | Timing/Growth | Max. number | Min. interval | kg product/ha | g a.s./ha Water (days) e.g. g
(crop G, (additionally: ind stage of crop &|a) per use betV\{een_ a) max. rate per L/ha safener/synergist per
destination/purpos |Gn, |developmental stages of season b) per crop/ | applications | appl. a) max. rate per| ha
e of crop) Gpn | the pest or pest group) season (days) b) max. total appl. min/ma 0
or rate per b) max. total X
I crop/season rate per
crop/season
Minor uses according to Article 51 (zonal uses)
1 FR Ornamental trees F None, used as a growth Roller BBCH 31 -39 a)l 7 a) 0.352 a) 3.52 16 -40 | n/a Acceptable
(Christmas trees) factor b) 3 b) 1.056 b) 10.56 L/ha
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.
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Remarks
columns:

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.

11

12

13
14

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/m3 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 RISK MANAGEMENT
31 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles

3.1.1  Physical and chemical properties

The following physico-chemical tests at the highest concentration (2.2% w/v) are missing and should be provided at
the time of the demand of renewal for the product:

e  Persistent foam test using CIPAC method MT 47.3
o Dilution stability test using CIPAC method MT 179.1

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

The use is non-food, no method is necessary for determining residues in products of plant and animal origin.
3.1.3  Mammalian Toxicology

Endpoints used in risk assessment

Agreed EU endpoints
Active substance 1-naphtylacetic acid
AOEL systemic 0.07 mg/kg bw/day
AAOEL -
Oral absorption 70 %
Vapour pressure Vp =1.27.10 -3 Pa at 20°C (pure 1-NAA, 99.5%)
Vp = 6.12.10 -4 Pa at 25°C (pure 1-NAA, 99.5%)
Reference EFSA 2011: EFSA Journal 2011;9(2):2019
Dermal absorption Concentrate : 10 %
Dilution: 50 %

3.1.3.1  Acute toxicity

RHODOFIX (CA0646) has a low toxicity in respect to acute oral, inhalation and dermal toxicity. It is not irritating
to skin but it is irritating to eye. It is not a skin sensitizer.

3.1.3.2  Operator exposure

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

1-Naphtylacetic acid
Level of PPE % AOEL

Model data

Application : Manual hand held / up spraying
Outdoor
Crops : High ornementals (Christmas trees)

0 AOEM - Agricultural Operator Exposure Model ( EFSA Journal 2022;20(1):7032)
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Application rate

0.0088 kg a.s./ha

Spray application
(AOEM; 75th
percentile)

Body weight: 60 kg

Work wear (arms, body and legs
covered) M/L and A

40.2

Application : Manual knapsack / up spraying

Outdoor

Crops : High ornementals (Christmas trees)

Application rate

0.0088 kg a.s/ha

Spray application
(AOEM; 75th
percentile)

Body weight: 60 kg

Work wear (arms, body and legs
covered) M/L and A

36.7

According to the operator exposure assessment using the EFSA model, the operator exposure to RHODOFIX
(CA0646) is below the AOEL value of 1-naphtylacetic acid, with a working coverall during mixing/loading and

application.

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

3.1.3.3  Worker exposure
Workers may have to enter into treated areas after treatment for crop inspection/irrigation or cutting, sorting,
bundling, carrying activities. Therefore, estimation of the worker exposure was calculated according to the EFSA

model.
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1-Naphtylacetic acid
Level of PPE % AOEL

Model data

Crops: High ornemantals / upward spraying/ Manual hand hel and Manual knapsack
Activity: Inspection irrigation

Outdoor

Work rate: 2 hours/day

Number of applications : 3

Interval between treatments: 7 days

DT50: 30 days
DFR: 3 pglcm?/kg a.s./ha
Application rate (kg as/ha) 0.0088 kg a.s./ha
Body weight: 60 kg Work wear (arms, body and legs 2
covered) + gloves
TC: 1250 cm2/person/h

Crops: High ornemantals / Upward spraying / Manual hand held and Manual knapsack
Activity: Cutting, sorting, bundling, carrying

Outdoor

Work rate: 8 hours/day

Number of applications : 3

Interval between treatments: 7 days

DT50: 30 days
DFR: 3 pglcm?/kg a.s./ha
Application rate (kg as/ha) 0.0088 kg a.s/ha
Body weight: 60 kg Work wear (arms, body and legs 9
covered) + gloves
TC: 1400 cm2/person/h

According to the worker exposure assessment using the EFSA model, the worker exposure to RHODOFIX
(CA0646) is below the AOEL value of 1-napthylacetic acid, with a working coverall and gloves.

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

Only resident exposure is provided since, according to EFSA Guidance on the assessment of expo-sure of operators,
workers, residents and bystanders in risk assessment for plant protection products (EFSA Journal 2022;20(1):7032):

“When an acute risk assessment is not triggered (i.e. for PPPs containing active substances that are not acutely toxic,
and for which the setting of an AAOEL was not necessary), no bystander risk as-sessment is required. Exposure in
this case will be determined by average exposure over a longer duration, and higher exposures on one day will tend
to be offset by lower exposures on other days. Therefore, exposure assessment for residents also covers bystander
exposure”.

3.1.3.5 Resident exposure

Resident exposure was assessed according to the EFSA model with mitigation measures, (i.e. without drift reduction
technology and a buffer zone of 5 meters).

1-Napthylacetic acid
% AOEL

Model data

Scenario: High orchards / Upward spraying / Manual hand held and Manual knapsack
Buffer zone: 5 (m)
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Drift reduction technology: no

Number of applications : 3

Interval between treatments: 7 days

DTso 30 days

DFR 3 pglcm?/kg a.s./ha

Resident (children) Drift (75" perc.) 54.5

Body weight: 10 kg Vapour (75" perc.) 1.1
Deposits (75" perc.) 0.1
Re-entry (75" perc.) 2.7
Sum (mean) 39.2

Resident (adults) Drift (75" perc.) 30.3

Body weight: 60 kg Vapour (75" perc.) 0.4
Deposits (75" perc.) 0.06
Re-entry (75" perc.) 15
Sum (mean) 21.4

According to the resident exposure assessment performed by the EFSA model, the resident exposure to RHODOFIX
(CA0646) is below the AOEL value of 1-napthalyacetic acid, with mitigation measures.
3.1.3.6  Combined exposure

Not relevant. The product contains only one active substance.

3.1.4  Residues and Consumer Exposure

Ornamental trees are not intended for human or animal food, the assessment of consumer exposure was not
considered necessary for these uses.

3.1.5 Environmental fate and behaviour

Considering the mode of application for the product RHODOFIX (CA0646) (roller application), exposure of
environmental compartments to the active substance is considered negligible. Consequently, no risk assessment for
environment and non-target organisms is deemed necessary for use on ornamental trees (Christmas trees).

3.1.6  Ecotoxicology

Considering the mode of application for the product RHODOFIX (CA0646) (roller application), exposure of
environmental compartments to the active substance is considered negligible. Consequently, no risk assessment for
environment and non-target organisms is deemed necessary for use on ornamental trees (Christmas trees).

3.1.7 Efficacy

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, an authorisation can be granted as proposed in Appendix 1 — Copy of
the product Decision.

3.3 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.
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Appendix 1 — Copy of the French Decision
Docusign Envelope ID: 17AC48D1-34D6-4005-AB74-CD66521259CF

REPUBLIQUE 4
FRANCAISE «r

Fratermité

Décision relative a une demande d’extension d’usages
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 Ill du titre V du livre Il des parties Iégislative et
réglementaire,

Vu la demande d'extension d'usage mineur du produit phytopharmaceutique RHODOFIX
de la société NUFARM SAS

enregistrée sous le n® 2024-0444

Vu les conclusions de I'évaluation de I'’Anses du 18 septembre 2024,

L'autorisation de mise sur le marché du produit référencé ci-aprés est étendue aux usages décrits dans la
présente 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.

RHODOFIX
AMM n® 7400755 Page 1 sur 6
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Docusign Envelope ID: 17AC48D1-34D6-4005-AB74-CD66521259CF

EN
REPUBLIQUE
FRANCAISE

Liberté
Egalité
Fratermité

r

anses

Informations générales sur le produit
Nom du produit RHODOFIX
Type de produit Produit de référence

NUFARM SAS

Immeuble West Plaza
Titulaire 11 rue du Débarcadére

92700 COLOMBES

France
Formulation Poudre soluble dans I'eau (SP)

Contenant 10 g/kg — acide 1-naphtylacétique

Numéro d'intrant 7400755
Numéro d'AMM 7400755
Fonction Régulateur de croissance
Gamme d'usage Professionnel

L'échéance de validité de la présente décision correspond a celle de ['autorisation du produit.

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

A MaiSOnS-AIfOl't, le 06/12/2024

DocuSigned by:

(harlslte Erastllew
AE281A855A42454..
Directrice générale déléguée
en charge du péle produits réglementés
Agence nationale de sécurité sanitaire de

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

RHODOFIX
AMM n® 7400755

Page 2 sur 6
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Docusign Envelope ID: 17AC48D1-34D6-4005-AB74-CD66521250CF

EN
REPUBLIQUE
FRANCAISE

Liberté
Egalité
Fratermité

ANNEXE : Modalités d’autorisation du produit

4
\ V4

anses

Liste des nouveaux usages autorises
En 'absence de mention spécifique, les usages autorisés correspondent a une utilisation en plein champ.

Arbres et arbustes*Trt

Aériens

Zone Non Culture
Dose Nombre Stade Délai avant zfl’.rr':“'gg" Traitée Tr:}:)ér:ee T:r:; - attractive en
Usages maximale maximum d'application récolte aquatique arthropodes R c?bl = floraison
d'emploi d'applications BEBCH (jours) (métres) non cibles (métres) (arrété du
(métres) 20/11/2021)
entre les stades Non Non
22 g/L 3/an BBCH 31 et . - - - .
00002020 BBCH 39 applicable concerné

Part.Aer.*Régul. Croiss. Org.

Uniguement sur sapin de Noél.
Intervalle minimum entre les applications : 7 jours.
Usage autorisé dans le cadre de l'article 51 du réglement (CE) n® 1107/2009.

RHODOFIX
AMM n® 7400755

Page 3 sur 6
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Docusign Envelope ID: 17AC48D1-34D6-4005-AB74-CD66521259CF

Ex
REPUBLIQUE 4
FRANCAISE L Y 4

P anses

Fratermité

Conditions d'emploi du produit

Protection de I'opérateur et du travailleur
Des informations générales relatives aux bonnes pratiques de protection pourront étre mises a disposition de
I'utilisateur :

- l'utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections collectives constituent la premiére
mesure de prévention contre les risques professionnels, avant la mise en place de protections individuelles ;

- le port de combinaison de travail dédiée ou d'EPI doit étre associé a des réflexes d'hygiéne (ex : lavage des mains,
douche en fin de traitement) et 4 un comportement rigoureux (ex : procédure d'habillage/déshabillage) ;

-les modalités de nettoyage et de stockage des combinaisons de travail et des EPI réutilisables doivent étre
conformes a leur natice d'utilisation.

Pour I'opérateur, porter
Dans le cadre d'une application effectuée a I'aide d'un pulvérisateur a dos

» pendant le mélange/chargement
- Gants en nitrile certifiés NF EN I1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- Combinaison de protection de catégorie Ill type 4 ;

* pendant I'application

- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- Combinaison de protection de catégorie lll type 4 avec capuche ;

- Bottes de protection certifiées EN 13 832-3 ;

» pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- Combinaison de protection non tissée de catégorie Ill type 4.

Dans le cadre d'une application effectuée a I'aide d'une lance

» pendant le mélange/chargement
- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- Combinaison de protection de catégorie Il type 4 ou 3 (selon le niveau de protection recommandé pendant la phase
d'application) ;
ou
- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- EPI vestimentaire conforme a la norme NF EN 1SO 27085/A1 ;

- EPI partiel (blouse ou tablier & manches longues) de catégorie Il et de type PB (3) a porter par-dessus I'EPI
vestimentaire précité ;

* pendant I'application : sans contact intense avec la végétation

Culture basse (< 50 cm)

- Gants en nitrile certifiés NF EN [SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- EPI vestimentaire conforme & la norme NF EN 1SO 27065/A1 ;

- Bottes de protection certifiées EN 13 832-3 ;

RHODOFIX
AMM n® 7400755 Page 4 sur 6
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Docusign Envelope ID: 17AC48D1-34D6-4005-AB74-CD66521259CF

N
REPUBLIQUE )
FRANCAISE r

ibe
i anses
Fratermité Ao
Culture haute (> 50 cm)
- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- Combinaison de protection de catégorie lll type 4 avec capuche ;
- Bottes de protection certifiées EN 13 832-3 ;

« pendant I'application : contact intense avec la végétation,

- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- Combinaison de protection de catégorie lll type 3 avec capuche ;

- Bottes de protection certifiées EN 13 832-3 ;

* pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- Combinaison de protection de catégorie lll type 4 ou 3 (selon le niveau de protection recommandé pendant la phase
d'application) ;
ou
- Gants en nitrile certifiés NF EN [SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- EPI vestimentaire conforme a la norme NF EN 1SO 27065/A1 ;

- EPI partiel (blouse ou tablier & manches longues) de catégorie lll et de type PB (3) & porter par-dessus I'EPI
vestimentaire précité ;

Pour le travailleur, porter

- EPI vestimentaire conforme a la norme NF EN ISO 27065/A1 et, en cas de contact avec la culture traitée, des gants
en nitrile certifies NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A).

Les équipements de protection individuelle ci-dessus sont applicables a tous les usages autorisés du produit.

Délai de rentrée en application de I'arrété du 4 mai 2017 :
- 24 heures.

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

Pour l'usage sur arbres et arbustes, respecter une distance d'au moins 5 métres entre le dernier rang traité et :
- 'espace fréquenté par les personnes présentes lors du traitement ;
- l'espace susceptible d'étre fréquenté par des résidents.

RHODOFIX
AMM n® 7400755 Page 5 sur 6
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Docusign Envelope ID: 17AC48D1-34D6-4005-AB74-CD66521259CF

EX
REPUBLIQUE &
FRANCAISE L Y 4

L anses

Fraternité

Recommandations relatives a I’étiquette du produit
Il est recommandé de faire figurer I'information suivante sur I'étiquette :

- Pour les usages mineurs dont 'autorisation de mise sur le marché a été accordée dans le cadre de l'article 51 du
reglement (CE) n° 1107/2009, I'attention de I'utilisateur est attirée sur les risques éventuels de phytotoxicité ou de
manque d'efficacité.

Avant tout emploi du produit, il est recommandé a I'utilisateur de s'assurer de son efficacité ou de I'absence de risques
éventuels de phytotoxicité sur la culture.

Les autres modalités d’autorisation du produit restent inchangées.

RHODOFIX
AMM n° 7400755 Page 6 sur 6
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Appendix 2 — Copy of the draft product label as proposed by the applicant

FIXATION ET ECLAIRCISSAGE DES POMMIERS

LESCEIPTIF DU PRODUIT
Tableau des usages autorisés

Usages homalogues Cultures | Foncfion 'ﬂr
Frus & pépre’ P—
Traitement des parties afiennes’|  Poirier o )
Action surlachute desfuits | Cognassier | Fation Juste avant la Rebe 7

Mefes

Mashi

Pommetie LiEkghL 1000 Liha 2 5
Fruts 3 pepre’ -
Traitement des parbes aéfennes P;'w’?"."f
Aacfion surla nousisan Cognassier Eclairtissage BACHT! o0

Nefes

Nt

Pommette
e T o Aieg| S0 | Lmitstion | 290 i BECH31330 | 233apgicaons | Mo applicatle 5

- Regul Crss. Org- Adsers |~ oy dela préparation ! par an espactes de
croissance | five de boulie 73 10jours
Seit 02405
fire de bouille
pour 100
arores

e e preconise [utifsalion de ce produit que sur les cubwes et usages mentionnés dans ke tableau cidessus et decine toute responsabilts concemant son ullisation pour dauires usages itk
queprevus par e catalogue desusages envi Jr.
LLes Imites maximales de résidus sent consuliables 3 ladresse suivante, hitp /e europa swsanco_pesicidesipubicindex cim.

Mode d'action

RHODOFINE intendent en modfiant les équilibres des hormones végétales Auxine-Ethyléne et provogue un éclaircissage contrile en vue d'améliorer la qualité de production =t de
diminuer Faftenanca (Squiibre entre fructificaion et croissance wegstative).

Les résultats sont sous |l dépendance Srode du cimat, de la vagéte et dz la vigueur des arbres. L'édaincissage avec RHODOFIXE doit &tre essenfiellement appliqué 3 des vemers,
lorsque I3 fioraison est shondante &t les conditions de polinisation favorables. A cette dpoque. mpartance de la nousison peut Sire dvause. I est conseillé de procéder 3 des
traitements de mise aupoint afinde bien déterminer les doses etstades demploi adaptés 3 lavariete et aucontexte regional de culture avant de généraliser laméthode.

RECOMMANDATIONS D'EMPLOA

Conditions d'application

Le maximum defficacite est obtenu avec des applicafions précoces quand les fruits présentent un diamétre entre 8 at12 mm, o= qui comespond & un délai detl 3 25 jours aprés la
fioraison selon les variétés et les conditions locales L'éclsinissage est plus fort lorsque, pour une méme variété, les fruts sont plus petits.

- Dians les grands vergers, |a réalisation du traitement pouvant durer plusieurs jours, intervenir suffisamment tit pour que 1a fin de Papplication ait e au moment o le fruit central des
bouquets 3 un diamétre ded4 mm. . . .

Les conditions & respester pour obienir les meilleurs resultats visent a laisser sécher lentement la bowillie sur les feuiles, fin de permettre une bonne assimilation du produt. Des
appiications tardives de RHODOFIX® peuvent provoquer un acoroissement de fruits pygmeées sur les vanstes de type Delicious.

Le nombre de traitement avec RHODOFIX® est lié au taux de foraison et aux conditions de pollinisation ainsi qu'aux objecifs de production. Consulter les programmes régionalisés
{1 ou 2 applications RHODOFIXE st complément de programme). Eviter de réalisar un traitement phytosanitaire de couverture (fongicde, insecticide) 2 jours avant et 2 jours aprés le
traitement d'eclairissage avec RHODOFINE: Le depdt de produit sur les feuilles risque de géner Fabsorplion de RHODOFIXD.

Précautions dlemploi

La pulvérisation dait Stre fine, mouilante et bien counvrir | zone des bouguets foraux des arbres. S'agissant dun régulateur de emissance, das risques de phylobosicié diférents peuvent éie
attendus selon les vansiss,

Eviter les fortes: chaleurs qui risquent de provoquer des ractions sur le fauilage ou les temperatures frop hasses qui imitent Paction du produit

(i trabenent doit Stve réalisé entre 15 et 29 Cde préférence |e soir par une hygromesie Slevée 180-05%).

Eviter de traiter par vent trop fort et sec.

= Ne pas pulvériser 3 moins de 5§ mélres. des points d'eau et éviter tous débordements de mmpe sur les mares, cours d'eau et fossés,

=M= mélanger 3 aucun autre produit phylopharmacsutique.

= Ne pasmanger, baire ou fumer en manipulant ce produit.

*Traiter par amps calme, sans vent eten dehars des pénodes 3 forte chaleur.

MNom

AMM n® T400755 .

Famille de produit : REGULATEUR DE CROISSANCE

Compasition : 1% pip (soit 10 gkg) acide 1-naphiylacétique (ANA)

Formulation : Poudre scluble dans Peau (SP)

Détenteur de I'AMM et responsable de I'emplissage : Nufarm SAS

Immeuble West Plaza -11 rue du debarcadére - 82700 COLOMBES
3% 85260007100

N* de lot et date de fabrication : voir indication sur Pemballage.

POIDS N e S s s

www_nufarm. fr
5 KG @Marque déposée - NUFARM
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RHODOFIX®
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Appendix 3 — Letter(s) of Access

Not applicable



