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PART A - Risk Management

The company SYNGENTA FRANCE S.A.S has requested marketing authorisation in France for the product
OPEN K (product code: MCW-740), containing 50 g/L pirimicarb and 18 g/L tau-fluvalinate, for use as an
insecticide.

The risk assessment conclusions are based on the information, data and assessments provided in Registration
Report, Part B Sections 1-7 and Part C, and where appropriate the addenda for France. The information, data and
assessments provided in Registration Report, Part B include assessment of further data or information as required at
national registration by the EU peer review. It also includes assessment of data and information relating to OPEN K
(MCW-740) where those data have not been considered in the EU peer review process. Otherwise assessments for
the safe use of OPEN K (MCW-740) have been made using endpoints agreed in the EU peer reviews of both
pirimicarb and tau-fluvalinate.

This document describes the specific conditions of use and labelling required for France for the registration of
OPEN K (MCW-740).

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

11 Application background

The present registration report concerns the evaluation of SYNGENTA FRANCE S.A.S’s application to market
OPEN K (MCW-740) in France as an insecticide (product uses described under point 2.3). France acted as a zonal
Rapporteur Member State (zRMS) for this request and assessed the application submitted for the first authorisation
of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Pirimicarb

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 (EU) No 540/2011 were as follows :

PART A

Only uses as insecticide 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 pirimicarb, and in particular Appendices | and 11 thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 27 January 2006 shall be taken into account.
Member States must pay particular attention to the safety of operators and ensure that conditions of use prescribe
the application of adequate personal protective equipment.

Member States must pay particular attention to the protection of aquatic organisms and must ensure that the
conditions of authorisation include risk mitigation measures, where appropriate, such as buffer zones.

The concerned Member States shall request the submission of further studies to confirm the long term risk
assessment for birds and for potential groundwater contamination, in particular concerning metabolite R35140.
They shall ensure that the notifiers at whose request pirimicarb has been included in this Annex provide such
studies to the Commission within two years from the approval.

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
Date: 2019/07/31
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An EFSA conclusion is available (EFSA Scientific Report (2005) 43, 1-76).
A Review Report is available (SANCO/10529/05 — rev. 6, 10 October 2014).

Tau-fluvalinate

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 (EU) No 540/2011 were as follows :

PART A

Only uses as insecticide 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 tau-fluvalinate, and in particular Appendices | and 1l thereof, as finalised
in the Standing Committee on the Food Chain and Animal Health on 28 January 2011 shall be taken into account.

In this overall assessment Member States shall pay particular attention to:

- the risk to aquatic organisms and ensure that conditions of use prescribe the application of adequate risk
mitigation measures;

- the risk to non-target arthropods and ensure that conditions of use prescribe the application of adequate risk
mitigation measures;

- the test material used in the toxicity dossiers shall be compared and verified against the specification of the
technical material commercially manufactured.

The Member States concerned shall request the submission of confirmatory information as regards:

- the risk of bioaccumulation/biomagnification in the aquatic environment;

- the risk to non-target arthropods;

The Member States concerned shall ensure that the applicant submits such confirmatory information to the
Commission by 31 May 2013.

The Member States concerned shall ensure that the applicant submits confirmatory information, two years after
the adoption of specific guidance, as regards: the possible impact on the environment of the potential enantio-
selective degradation in environmental matrices.

An EFSA conclusion is available (EFSA Journal 2010; 8(7):1645).
A Review Report is available (SANCO0/12254/2010 final, 23 March 2018).

1.3 Regulatory approach

The present application (2014-3628) was evaluated in France by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses) in the context of the zonal procedure for all Member States of the Southern
zone, taking into account the worst-case uses (“risk envelope approach”)! — the highest application rates over the
Southern Zone. When risk mitigation measures were necessary, they are adapted to the situation in France.

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

The French Order of 4 May 20172 provides that:
- unless formally stated in the product authorisation, the pre harvest interval (PHI) is at least three days;
- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body is five

! 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

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

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
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metres;
- unless formally stated in the product authorisation, the minimum re-entry period is six hours for field uses and
eight 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 current document (RR) based on Anses’s assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/2009%, implementing regulations, and French regulations.

The data taken into account are those deemed to be valid either at European Union level or at zonal/national level.
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 conclusions relating to the acceptability of risk are based on the criteria indicated in Regulation (EU)
No 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

Where protection for data is being claimed for information supporting registration of OPEN K (MCW-740), it is
indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter of Access

The applicant has provided a letter of access to tau-fluvalinate data and to date of the formulation OPEN K (MCW-
740).

3 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

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

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

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
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2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) OPEN K (MCW-740)
Authorisation number 2190015
Function Insecticide
Applicant SYNGENTA FRANCE S.A.S
Composition 50 g/L pirimicarb
18 g/L tau-fluvalinate
Formulation type (code) Emulsion, oil-in-water (EW)
Packaging PEHD/EVOH:bottles1L,5L,10L,20 L
2.2 Classification and labelling

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

Physical hazards -

Health hazards Eye irritation, category 2.
Carcinogenicity, category 2.

Environmental Hazardous to the aquatic environment, Acute Hazard, Category 1.
hazards Hazardous to the aquatic environment, Chronic Hazard, Category 1.
Hazard pictograms é
Signal word Warning
Hazard statements H319 Causes serious eye irritation

H351 Suspected of causing cancer

H400 Very toxic to aquatic life

H410 Very toxic to aquatic life with long-lasting effects.
Precautionary For the P phrases, refer to the extant legislation
statements —

Supplementary - -
information (in
accordance with
Avrticle 25 of
Regulation (EC)
No 1272/2008)

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

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

The authorisation of the preparation is linked for professional uses only to the following conditions:

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
Date: 2019/07/31
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SP1 Do not contaminate water with the product or its container (Do not clean application equipment
near surface water/Avoid contamination via drains from farmyards and roads).

SPe 2 To protect aquatic organisms, do not apply to artificially drained soil for the uses on globe
artichoke and cabbages.

SPe 2 To protect aquatic organisms, do not apply in the autumn for the uses on winter peas and beans
(pulses), and potato.

SPe 2 To protect aquatic organisms, do not apply in the autumn to artificially drained soil with clay
content greater than or equal to 45 % for the use on winter oilseed rape.

SPe 2 To protect aquatic organisms, do not apply to artificially drained soil with clay content greater than
or equal to 45 % for the use on winter peas and beans (pulses).

SPe 2 To protect aquatic organisms, do not apply before the growth stage BBCH 70 for the use on pome
fruit.

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres to surface water bodies

for uses on winter cereals, and winter oilseed rape with one spring application.

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres with a 5-metre
permanent planted buffer strip to surface water bodies for uses on spring cereals, spring oilseed
rape, winter oilseed rape with one application in the autumn, peas, beans, pulses, globe artichoke,
cabbages, and potato.

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 20 metres with a 5-metre
permanent planted buffer strip to surface water bodies for uses on sugar beet, carrot and sunflower.

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 20 metres with a 20-metre
permanent planted buffer strip to surface water bodies for uses on cucumber and melon.

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 50 metres with a 5-metre
permanent planted buffer strip to surface water bodies for uses on pome fruit.

SPe 3 To protect non-target arthropods, respect an unsprayed buffer zone of 5 metres to non-agricultural
land for uses on winter cereals, winter oilseed rape, melon, potato, globe artichoke, cabbages, peas,
beans, pulses and carrots.

SPe 3 To protect non-target arthropods, respect an unsprayed buffer zone of 20 metres to non-agricultural
land for uses on spring cereals, spring oilseed rape, sugar beet, sunflower, cucumber.

SPe 3 To protect non-target arthropods, respect an unsprayed buffer zone of 50 metres to non-agricultural
land for uses on pome fruit.

SPe 8 Dangerous to bees. Do not use where bees are actively foraging. To protect bees and pollinating
insects, do not apply to crop plants when in flower or during the honeydew production period or
when flowering weeds are present,

2.2.3  Other phrases linked to the preparation

Wear suitable personal protective equipment’: refer to the Decision in Appendix 1 for the details

Re-entry period®: 48 hours

Pre-harvest interval®:

- Straw-based cereals, oilseed rape: 35 days

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 2017 concerning 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.

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
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- Sugar beet, potato, globe artichoke, bean (pulses): 21 days
- Sunflower: F — application must be made at growth stage BBCH 19 at the latest
- Carrot, peas (animal food) (pulses), fresh beans: 14 days

- Broccoli, Brussels sprouts, cauliflower, head cabbage, cucumber, fresh peas with pods and without pods,
melon: 7 days

- Apple, pear: 60 days

Other mitigation measures:

- Fodder/sugar beet must not be used as fodder.

- Sugar beet tops must not be used as fodder.

- Head cabbage must not be used as fodder.

- Barley, oat, wheat, rye and triticale straw must not be used as fodder.

The label must include the following recommendations:

Contains tau-fluvalinate, may cause paresthesia. according to the French Order of 9 November 2004°, avoid
contact with skin.

The label must reflect the conditions of authorisation.

0 Arrété du 9 novembre 2004 modifiant I'arrété du 20 avril 1994 relatif a la déclaration, la classification, I'emballage et I'étiquetage des

substances.

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
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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 26 March 2014 (highlighted in green), evaluated and concluded as safe
uses by France as ZRMS. 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.

GAP rev. , date: 2019/07/31
PPP (product name/code): OPEN K/(MCW-740) Formulation type: EW @D
Active substance 1: Pirimicarb Conc. of a.s. 1: 50 g/L ©
Active substance 2: Tau-fluvalinate Conc. of as. 2: 18g/L©
Applicant: SYNGENTA FRANCE S.A.S Professional use: X
Zone: Southern ©@ Non-professional use: d
Verified by MS: yes
Field of use: Insecticide
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 M_ethod/ Timing / Growth | Max. number | Min. interval | L product/ha |ga.s./ha Water e.g.g
(crop destination/ |G, | (additionally: Kind stage of crop & | &) per use between a) max. rate per L/ha safener/synergist
purpose of crop) | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | per ha
Gpn | the pest or pest group) season (days) b) max. total appl. min/ ®
or rate per b) max. total max
I crop/season rate per
crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 FR Winter wheat F Ear aphids, midges Foliar BBCH 51-73 a)l a) - a) 2 a) 36 +100 100- 35 Acceptable
spray b)1 b) - b) 2 b) 36 +100 400 Efficacy
demonstrated on
Sitodiplosis
mosellana
2 FR Spring wheat F Ear aphids, midges Foliar BBCH 51-73 a)2 a)7 a)2 a) 36 +100 100- 35 Acceptable
spray b) 2 b)7 b) 4 b) 72 +200 400 Efficacy
demonstrated on
Sitodiplosis
mosellana

Evaluator: FRANCE
Date: 2019/07/31
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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 — . (days)
Fpn M_ethod /| Timing / Growth | Max. number | Min. interval | L product/ha |ga.s./ha Water e.g.9
(crop destination/ |G, | (additionally: Kind stage of crop & | a) per use between a) max. rate per L/ha safener/synergist
purpose of crop) | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | per ha
Gpn | the pest or pest group) season (days) b) max. total appl. min/ ®
or rate per b) max. total max
I crop/season rate per
crop/season
3 FR Winter barley F Ear aphids, midges Foliar BBCH 51-73 a)l a) - a) 2 a) 36 +100 100- 35 Acceptable
spray b) 1 b) - b) 2 b) 36 +100 400 Efficacy
demonstrated on
Sitodiplosis
mosellana
4 FR Spring barley F Ear aphids, midges Foliar BBCH 51-73 a)2 a)7 a)2 a) 36 +100 100- 35 Acceptable
spray b) 2 b)7 b) 4 b) 72 +200 400 Efficacy
demonstrated on
Sitodiplosis
mosellana
5 FR Winter oilseed rape | F Aphids Foliar BBCH > 13-19 a)l a) - a)2.50r2 a) 45 +125 100- 35 Acceptable
spray (autumn) with b)1 b) - b) 2.5 or 2 or 36 +100 400
el b) 45 +125
or or 36 +100
BBCH > 59-80
(spring) with
2 L/ha
6 FR Spring oilseed rape | F Aphids Foliar BBCH 12-80 a) 2 a) 10 a) 2.0 a) 36 +100 100- |35 Acceptable
spray b) 2 b) 10 b) 4.0 b) 72 +200 400
7 FR Sunflower F Aphids Foliar BBCH 12-19 a)l a) - a) 3.0 a) 54 +150 100- (70 Not acceptable
spray b)1 b) - b) 3.0 b) 54 +150 400 (MRL
exceedence)
7 FR Sunflower F Aphids Foliar BBCH 12-19 a)l a) - a) 3.0 a) 54 +150 100- F Acceptable
spray b)1 b) - b) 3.0 b) 54 +150 400 (1‘3)BCH

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
Date: 2019/07/31
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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 — — (days)
Fpn Method / | Timing / Growth | Max. number | Min. interval | L product/ha |ga.s./ha Water e.g.9
(crop destination/ |G, | (additionally: Kind stage of crop & | a) per use between a) max. rate per L/ha safener/synergist
purpose of crop) | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | per ha
Gpn | the pest or pest group) season (days) b) max. total appl. min/ ®
or rate per b) max. total max
I crop/season rate per
crop/season
8 FR Sugar beet F Aphids Foliar BBCH 12-49 a)l a) - a) 3.0 a) 54 +150 100- 21 Acceptable for
Spray b) 1 b) - b) 3.0 b) 54 +150 400 sugar beet
Not acceptable
for fodder beet
(consumer)
9 FR Peas (fresh) with F Aphids Foliar BBCH 12-85 a)l a) - a)2.4 a) 43.2 +120 100- 7 Acceptable
pods spray b) 1 b) - b) 2.4 b)432+120 |400
10 FR Peas (fresh) without | F Aphids Foliar BBCH 12-85 a1 a) - Q) 2.4 2)432+120 |100- |7 Acceptable
pods spray b) 1 b) - b) 2.4 b)43.2+120 |400
11 [FR Beans (fresh) with  |[F | Aphids Foliar BBCH12-76  |a)1l a) - a)2.4 a)432+120  |100- |14 Acceptable
pods spray b)1 b) - b) 2.4 b)43.2+120  |400
12 FR Beans (fresh) F | Aphids Foliar BBCH 12-79 a1l a) - a) 2.4 2)432+120  |100- |14 Acceptable
without pods spray b) 1 b) - b) 2.4 b) 43.2 +120 400
13 FR Bean field F  |Aphids Foliar BBCH 12-79 a1l a) - a) 2.4 a)432+120  |100- |21 Acceptable
(pulses) spray b)1 b) - b) 2.4 b)43.2+120  |400
14 FR Peas (animal food) |F | Aphids Foliar BBCH 12-85 a1l a) - a) 2.4 a)432+120  |100- |14 Acceptable
(pulses) spray b)1 b) - b) 2.4 b)43.2+120  |400
15 FR Bean, Peas and F Aphids Foliar BBCH 12-79 a1 a) - ) 2.4 2)43.2+120 |100- |14 Acceptable
CthhpeaS (drled) spray b) 1 b) _ b) 2.4 b) 43.2 +120 400 (Bean)
(pulses) 7 (Peas)
16 FR Potato F Aphids Foliar BBCH 12-89 a)l a) - a)2.4 a) 43.2 +120 100- 21 Acceptable
spray b) 1 b) - b) 2.4 b)43.2+120 |400 (do not use
during fall)

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
Date: 2019/07/31
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with inedible peel

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 Method /| Timi — (days)
Fpn _et 0 Timing / Growth | Max. number | Min. interval | L product/ha |ga.s./ha Water e.g.9
(crop destination/ |G, | (additionally: Kind stage of crop & | a) per use between a) max. rate per L/ha safener/synergist
purpose of crop) | Gn, | developmental stages of season b) per crop/ agpllcatlons Eppl. wotal a) n?ax. rate per | , per ha
Gpn | the pest or pest group) season (days) rgt::np?:r. ota g;)?n‘ax ol m;f;( ®
or .
I crop/season rate per
crop/season
17 FR Globe artichoke F Aphids Foliar BBCH 10-19 a)l a) - a)2.4 a) 43.2 +120 100- 21 Acceptable
spray b) 1 b) - b) 2.4 b)43.2+120  [400
18 FR Carrot F Aphids Foliar BBCH 13-49 a)l a) - a)2.7 a) 48.6 +135 100- 14 Acceptable
spray b) 1 b) - b) 2.7 b) 48.6 +135 400 (carrot only)
19 FR Cauliflower F Aphids Foliar BBCH 10-19 a)l a) - a)2.4 a) 43.2 +120 100- 7 Acceptable
spray b) 1 b) - b) 2.4 b)43.2+120  [400
20 FR Broccoli F Aphids Foliar BBCH 10-19 a)l a) - a)2.4 a) 43.2 +120 100- 7 Acceptable
spray b) 1 b) - b) 2.4 b)43.2+120  [400
21 FR Head cabbage F Aphids Foliar BBCH 10-19 a)l a) - a)2.4 a) 43.2 +120 100- 7 Acceptable
spray b) 1 b) - b) 2.4 b)43.2+120  [400
22 FR Brussel sprouts F Aphids Foliar BBCH 10-19 a)l a) - a)2.4 a) 43.2 +120 100- 7 Acceptable
spray b)1 b) - b) 2.4 b)43.2+120 | 400
23 |FR Cuncumber F  |Aphids Foliar BBCH 13-79 a)l a) - a) 3.0 a) 54 +150 100- |7 Acceptable
Gherkin spray b) 1 b) - b) 3.0 b) 54 +150 400
Courgette
25 FR Melon F Aphids Foliar BBCH 13-79 a)l a) - a)25 a) 45 +125 100- 7 Acceptable
Watermelon, Spray b) 1 b) - b) 2.5 b) 45 +125 400 (melon only)
Pumpkin, Not acceptable
and other cucurbits for watermelon,

pumpkin, and
other cucurbits
with inedible peel
(MRL)

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
Date: 2019/07/31
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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 — — (days)
Fpn M_ethod /| Timing / Growth | Max. number | Min. interval | L product/ha |ga.s./ha Water e.g.9
(crop destination/ |G, | (additionally: Kind stage of crop & | a) per use between a) max. rate per L/ha safener/synergist
purpose of crop) | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | per ha
Gpn | the pest or pest group) season (days) b) max. total appl. min/ ®
or rate per b) max. total max
I crop/season rate per
crop/season
26 FR Apple F Aphids Foliar BBCH 51-71 a)l a) - a) 2 a) 36 +100 500- 60 Not acceptable
Pear Sy b) 1 b) - b) 2 b) 36 +100 QLY EEIEE
organisms)
Medlars
Quinces
Japanese pear
Mediterranean
medlar
26 FR Apple F Aphids (except for Foliar BBCH 70-71 a)l a) - a) 2 a) 36 +100 500- |60 Acceptable
Pear Eriosoma lanigerum) spray b) 1 b) - b) 2 b) 36 +100 1000
Medlars
Quinces
Japanese pear
Mediterranean
medlar
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
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 should be given in column 1

(c) gl/kgorg/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.

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
Date: 2019/07/31
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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
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

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
Date: 2019/07/31
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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

OPEN K/(MCW-740)is an opaque white emulsion, oil-in-water preparation. All studies have been performed in
accordance with the current requirements and the results are deemed acceptable. It is not explosive, has no oxidising
properties and is not flammable (flash point > 110.5 °C). It has a self-ignition temperature of 488 °C. In aqueous
solution (1 % v/v), it has a pH value of 6.49 at 21 °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 substances’
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. As the preparation is a water-based liquid formulation, HDPE/EVOH
packaging can be considered acceptable since the stability was demonstrated in HDPE packaging. The technical
characteristics are acceptable for an EW formulation.

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

3.1.2  Methods of analysis

Analytical methods for the determination of the active substances in the formulation are available and validated. An
analytical method for the determination of toluene in the preparation (relevant impurity from tau-
fluvalinate) with a LOQ < 0.0935 g/kg should be provided post-authorisation.

Analytical methods are available in the Draft Assessment Report (DAR) and this dossier and validated for the
determination of residues of tau-fluvalinate and pirimicarb in plants (with high water content, high oil content and
dry commodities), foodstuffs of animal origin, soil, water (surface and drinking) and air.

However, methods provided for tau-fluvalinate do not allow fluvalinate to be distinguished from tau-fluvalinate.
Since the residue definition is tau-fluvalinate only, a fully validated method for the determination of tau-fluvalinate
only in crops (with high water content, high oil content, dry commodities) and foodstuffs of animal origin should be
provided post-authorisation.

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

The active substance tau-fluvalinate is neither toxic nor very toxic, hence no analytical method is required for the
determination of residues in biological fluids and tissues.

3.1.3 Mammalian Toxicology

The endpoints used in risk assessment are shown below:

Active substance: tau-fluvalinate

ADI 0.005 mg/kg bw/d
ARfD 0.05 mg/kg bw EU (2011)
AOEL 0.0044 mg/kg bw/d

Based on an in vitro human study performed on formulation according to guidance on dermal
absorption (EFSA 2012):

Concentrate (tested) Diluted formulation
18 g/L (tested)
Dermal_ 0.036 g/L
absorption In vitro (human) (%) 8 9
Concentrate Spray dilution
(used in formulation) (used in formulation)
18 g/L 0.035 g/L
Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE

Date: 2019/07/31
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Dermal absorption endpoints 8 9
(%)
Active substance: pirimicarb
ADI 0.035 mg/kg bw/d
ARfD 0.1 mg/kg bw EU (2007)
AOEL 0.035 mg/kg bw/d
Based on default values according to guidance on dermal absorption (EFSA 2012):
Dermal Concentrate Spray dilution
absorption (used in formulation) (used in formulation)
50 g/L 0.1g/L
Dermal absorption endpoints (%) 25 75

3.1.3.1 Acute Toxicity

OPEN K (MCW-740)has a low acute oral, inhalational and dermal toxicity, is not irritating to the rabbit skin but is
an eye irritant and a skin sensitiser.

The classification proposed in accordance with Regulation (EC) No 1272/2008 is shown in Section 2.2.

3.1.3.2 Operator Exposure

Critical use patterns (worst cases) are summarised in the table below.

Application rate Sprav dilution
Crop FIGH Equipment L product/ha pray Model
(L/ha)
(g a.s./ha)
Cereals/vegetable Tractor-mounted/boom 3 L/ha
o 2 F sl (54 g tau-fluvalinate/ha 100-400 BBA
P pray 150 g pirimicarb/ha)
Tractor-mounted/ 2 L/ha
Orchards F broadcast air-assisted (36 g tau-fluvalinate/ha 500-1000 BBA
sprayer 100 g pirimicarb/ha)
Considering the proposed uses, operator systemic exposure was estimated using the German BBA model:
Cro Equipment PPE and/or % AOEL % AOEL
P quip working coverall tau-fluvalinate | pirimicarb
Cereals/ Tractor-mounted/boom Working coverall and 15 31
Vegetable crops sprayer gloves during
Tractor mounted/broadcast mixing/loading and
Orchards air-assisted sprayer application 22 57

According to the model calculations, it may be concluded that the risk for the operator using OPEN K (MCW-740)
is acceptable with a working coverall (90 % protection factor) and gloves during mixing/loading and application.

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

3.1.3.3 Bystander Exposure

Bystander exposure was assessed according to EUROPOEM I1. Exposure is estimated to be 26 % of the AOEL of
tau-fluvalinate and 71 % of the AOEL of pirimicarb.

It may be concluded that there is no unacceptable risk to the bystander after incidental short-term exposure to OPEN
K (MCW-740).

1 Open field or glasshouse

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
Date: 2019/07/31
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3.1.3.4 Worker Exposure

Workers may have to enter treated areas after treatment for crop inspection/harvesting activities. Therefore,
estimation of worker exposure was calculated according to EUROPOEM. Exposure is estimated to be 30 % of the
AOEL of tau-fluvalinate and 86 % of the AOEL of pirimicarb.

It may be concluded that without taking into account a re-entry period, there is no unacceptable risk anticipated for
workers wearing a working coverall and gloves when re-entering crops treated with OPEN K (MCW-740).

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

3.1.3.5 Resident Exposure

Residential exposure was assessed according to Martin et al. Exposure is estimated to be 7.7 % and 14 % of the
AOEL of tau-fluvalinate (for adult and child respectively) and 4.9 % and 7.6 % of the AOEL of pirimicarb (for adult
and child respectively).

It may be concluded that there is no unacceptable risk to the resident exposed to OPEN K (MCW-740).

Based on the currently available data (2001-2006) in the report of the ORP (French pesticides residues observatory),
the respiratory exposure of people living near sprayed areas was estimated for tau-fluvalinate:

% ADI % AOEL
Maximum daily measurement Adult <0.1 0.1
(12.3 ng/m3) Child 0.1 0.1

3.1.4  Residues and Consumer Exposure

3.1.4.1 Overall conclusion

The overall conclusion given below is for the preparation OPEN K (MCW-740) and takes into account conclusions
for both active substances: tau-fluvalinate and pirimicarb.

The data available are considered sufficient for risk assessment purposes.

Any exceedence of the current MRLs for tau-fluvalinate as laid down in Regulation (EU) No 396/2005 is not
expected except for pumpkins, watermelons and other cucurbits with inedible peel.

Any exceedence of the current MRLs for pirimicarb as laid down in Regulation (EU) No 396/2005 is not expected
except for cucurbits with edible peel.

The chronic and short-term intakes of tau-fluvalinate and pirimicarb residues 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 proposed
uses, subject to modification of the latest time of application for sunflower and fresh beans with pods.

According to available data for pirimicarb, the following specific mitigation measures are recommended:
- Fodder/sugar beet should not be given for livestock feeding (fodder).
- Sugar beet tops should not be given for livestock feeding (fodder).
- Head cabbage should not be given for livestock feeding (fodder).
- Barley, oat, wheat, rye and triticale straws should not be given for livestock feeding (fodder).
For tau-fluvalinate, noticed data gaps and data gaps already noticed by EFSA were:

- Metabolism in poultry: A new metabolism study was submitted in the framework of this application. France as -
RMS considers that this study is not conclusive. Indeed, the metabolism study was achieved using fluvalinate
instead of tau-fluvalinate and the component was labelled on the CF; group only. Contrary to the metabolism

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
Date: 2019/07/31
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studies on goats evaluated in the Draft Assessment Report (DAR) the molecule was not labelled on the benzyl
ring. Moreover, hens were dosed once, and hence it was not possible to determine the time needed to reach a
plateau, or to clearly conclude on the number and nature of metabolites that could be included in the residue
definition.

Therefore all possible metabolites cannot be monitored, for instance 3-PBA is likely to be present in poultry
products as it was a major component in goats. Nevertheless, using the labelled [CFs-14C]-fluvalinate it was
shown that the anilino acid its conjugates were formed. Therefore it is also expected that 3-phenoxybenzoic-
alcohol, 3-phenoxybenzoic-aldehyde and 3-phenoxybenzoic-acid and their conjugates will be formed and
thereby the metabolism is expected to be qualitatively the same in poultry as in rats and ruminants.

Feeding study in poultry: Only fluvalinate residues were dosed in eggs and tissues, thus no analyses for the
metabolites and conjugates in the residue definition for risk assessment were carried out. Nevertheless,
considering the residue levels measured in hens’ eggs and tissues after exposure to 10 mg/kg diet dry matter
(corresponding to about 15 times the animal exposure estimate), it is unlikely that residue in hens’ eggs and
tissues will exceed 0.01 mg/kg. It is equally unlikely that the value for risk assessment should be higher than
0.01 mg/kg.

Livestock exposure and MRLs: as detailed by EFSA, an update of the previously calculated dietary burden
(EFSA, 2017) and a possible revision of the existing MRLs for foodstuffs of animal origin should be performed
in the framework of the MRL review under Article 12 of Regulation (EC) No 396/2005, taking into account all
authorised uses on potential feed items.

Processing study: Data gaps regarding toxicity of the metabolite 3-phenoxybenzaldehyde and its magnitude in
processed (sterilised) commodities (especially tomatoes) were identified.

For pirimicarb, data gaps already noticed by EFSA were:

A metabolism study in ruminants (EFSA, 2014).
A storage stability of desmethylformamido-pirimicarb in plant commodities’ matrices is desirable.

A study demonstrating the effect of processing on desmethyl pirimicarb and desmethylformamido pirimicarb is
desirable.

12

3-PBA : 3-phenoxybenzoic acid

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE

Date: 2019/07/31
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3.1.4.2 Summary of the evaluation

Summary for tau-fluvalinate

Sample
Use- C Plant_ Sufficient residue PHI sufficiently storage MRL compliance Chronic risk | Acute risk for
No.* rop metabolism trials? supported? cover_e(_j by Reg. (EU) 2017/1777 fo_r consumers consumers Comments
' covered? ' ' stability ' identified? identified?
data?
1 Winter wheat Yes Yes Yes Yes Yes No No
2 Spring wheat Yes Yes Yes Yes Yes No No
3 Winter barley Yes Yes Yes Yes Yes No No
4 Spring barley Yes Yes Yes Yes Yes No No
5 Winter oilseed rape Yes Yes Yes Yes Yes No No
6 Spring oilseed rape Yes Yes Yes Yes Yes No No
. Application must
7 Sunflower Yes ::(r?os (g)i(ltsrgsglglz? No Yes Yes No No be made between
p p BBCH 12-19
8 Sugar beet Yes Yes Yes Yes Yes No No
9 Peas (fresh) with Yes Yes Yes Yes Yes No No
pods
10 P_e as (fresh) Yes Yes Yes Yes Yes No No
without pods
2 NEU and
. Yes (application at 6 SEU residue
11 Beans (fézssh) with Yes Yes (6N, 25S) growth stage BBCH Yes Yes No No trials required
P 76 the latest) post-
authorisation
12 Beans (fresh) Yes Yes Yes Yes Yes No No
without pods
2 NEU residue
trials with
13 Field beans (pulses) Yes Yes (2N, 45S) Yes Yes Yes No No mechanical
harvest required
post- authorisation

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
Date: 2019/07/31
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Sample
Use- Plant. Sufficient residue PHI sufficiently storage MRL compliance Chronic risk | Acute risk for
N * Crop metabolism trials? supported? covergq by Reg. (EU) 2017/1777 fo_r consumers consumers Comments
' covered? ' ' stability ' identified? identified?
data?
2 NEU residue
trials with
14 Peas Yes Yes (2N, 4S) Yes Yes Yes No No mechanical
(pulses) harvest required
in post-
authorisation
2 NEU residue
trials with
15 Bean (dried) Yes Yes (2N, 4S) Yes Yes Yes No No mechanlca_ll
(pulses) harvest required
post-
authorisation
16 Potato Yes Yes Yes Yes Yes No No
17 Globe artichoke Yes Yes Yes Yes Yes No No
18 Carrot Yes Yes Yes Yes Yes No No
19 Cauliflower Yes Yes Yes Yes Yes No No
20 Broccoli Yes Yes Yes Yes Yes No No
1 NEU residue
21 Head cabbage Yes Yes (7N, 6S) Yes Yes Yes No No trial F:’ggt?lred
authorisation
22 Brussel sprouts Yes Yes Yes Yes Yes No No
23 Gherkin Yes Yes Yes Yes Yes No No
24 Courgette Yes Yes Yes Yes Yes No No
25 Melon Yes Yes Yes Yes Yes No No
26 Pear Yes Yes Yes Yes Yes No No
27 Apple Yes Yes Yes Yes Yes No No

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

Applicant: SYNGENTA FRANCE S.A.S

Eval

uator: FRANCE
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Use on sunflower (one application at 54 g a.s./ha, PHI 70 days — application growth stage BBCH 12-19) is
supported by residue trials on oilseed rape (two applications at 36 g a.s./ha; PHI 35 days). Therefore, use on
sunflower is considered supported for one application at 54 g tau-fluvalinate/ha at growth stage BBCH 12-19 (no
PHI in days can be set).

For beans with pods, based on data on beans (seeds and pods), residues above the MRL are not expected, but two
northern (NEU) trials and six southern (SEU) confirmatory trials are required post-authorisation to support the uses.
Two NEU and six SEU residue trials with mechanical harvest are required post-authorisation to confirm that the
MRL is not exceeded.

For pulses (dry beans, dry peas, lentils and lupins), two NEU trials with mechanical harvest on pulses are required to
confirm the no-residue situation. The use on pulses is considered supported but two NEU trials must be submitted
post-authorisation to confirm that the MRLs on dry beans are not exceeded.

For beans with pods, the final application must be made at growth stage BBCH 76 at the latest.

For head cabbage, one NEU trial is required post-authorisation to support this use and to confirm that the MRL is
not exceeded.

The effects of processing on the nature of tau-fluvalinate residues have been investigated. Data on effects of
processing on the amount of residue have been submitted. It was not necessary to consider these data to refine
consumer exposure.

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

Considering dietary burden and based on the intended uses, significant modification of the intake was calculated for
livestock. Regarding available feeding data, there is no risk for in force animal MRLs or animal MRLs proposed by
DK [original RMS] to be exceeded. Nevertheless, as detailed by EFSA, an update of the previously calculated
dietary burden (EFSA, 2014) and a possible revision of the existing MRLs for food of animal origin should be
performed in the framework of the MRL review under Article 12 of Regulation (EC) No 396/2005, taking into
account all authorised uses on potential feed items.

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
Date: 2019/07/31
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Summary for pirimicarb

Sample

Use- Plant. Sufficient residue | PHI sufficiently storage MRL compliance Chronic risk | Acute risk for
N * Crop metabolism trials? supported? covered by | Reg. (EU) 2016/71 for consumers consumers Comments
' covered? ' ' I~ ' identified? identified?
stability data?
1 Winter wheat Yes Yes Yes Yes Yes No No
2 Spring wheat Yes Yes Yes Yes Yes No No
3 Winter barley Yes Yes Yes Yes Yes No No
4 Spring barley Yes Yes Yes Yes Yes No No
Yes (6 SEU residue 6 SEU residue trials
5 Winter oilseed rape Yes trials required post- Yes Yes Yes No NA required post-
authorisation) authorisation
Yes (6 SEU residue 6 SEU residue trials
6 Spring oilseed rape Yes trials required post- Yes Yes Yes No NA required post-
authorisation) authorisation
Yes (4 NEU residue 4 NEU residue trials
7 Sunflower Yes trials required post- No Yes Yes No No required post-
authorisation) authorisation
Use on fodder beet
Sugar beet not authorised
8 Fodder beet ves ves Yes Yes Yes No No because of ruminant
exposure
9 Peas (fresh) with Yes Yes Yes Yes Yes No No
pods
10 Peas (fresh) without Yes Yes Yes Yes Yes No No
pods
11 Beans (fresh) with Yes Yes Yes Yes Yes No No
pods
12 Bgans (fresh) Yes Yes Yes Yes Yes No No
without pods
13 Field beans (pulses) Yes Yes Yes Yes Yes No No
14 Peas (pulses) Yes Yes Yes Yes Yes No No
15 Bean (dried) Yes Yes Yes Yes Yes No No
(pulses)

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
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Use- C Plant_ Sufficient residue | PHI sufficiently ?%ng MRL compliance Chronic risk | Acute risk for
No.* rop metabolism trials? supported? covered by | Reg. (EU) 2016/71 fo_r CoNSUMErs consumers Comments
covered? stability data? identified? identified?

16 Potato Yes Yes Yes Yes Yes No No

17 Globe artichoke Yes Yes Yes Yes Yes No No

18 Carrot Yes Yes Yes Yes Yes No No

19 Cauliflower Yes Yes Yes Yes Yes No No

20 Broccoli Yes Yes Yes Yes Yes No No

21 Head cabbage Yes Yes Yes Yes Yes No No

22 Brussel sprouts Yes Yes Yes Yes Yes No No

23 Gherkin Yes Yes Yes Yes Yes No No

24 Courgette Yes Yes Yes Yes Yes No No

25 Melon Yes Yes Yes Yes Yes No No

26 Pear Yes Yes Yes Yes Yes No No

27 Apple Yes Yes Yes Yes Yes No No

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
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For sunflower, four NEU residue trials on sunflower are required post-authorisation to fully complete the residue
data package.

For oilseed rape six SEU residue trials on this crop are required post-authorisation to complete the residue data
package.

The effects of processing on the nature of pirimicarb residues have been investigated. Data on effects of processing
on the amount of residue were submitted. Nevertheless, a study demonstrating the effect of processing on
desmethyl-pirimicarb and desmethyl-formamido-pirimicarb is desirable.

These data were not considered for risk assessment.

Considering dietary burden and based on the intended uses, a 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
are therefore necessary. Nevertheless, in order to lower livestock exposure below 0.004 mg/kg bw/d, restrictions are
proposed in the context of this dossier:

- Fodder sugar beet should not be given for livestock feeding (fodder).
- Sugar beet tops should not be given for livestock feeding (fodder).
- Head cabbage should not be given for livestock feeding (fodder).

- Barley, oat, wheat, rye and triticale straw should not be given for livestock feeding (fodder).

Summary for OPEN K (MCW-740)

PHI for OPEN PHI/withholding period* PHI for OPEN
Cro K (MCW-740) sufficiently supported for K (MCW-740) zRMS Comments
P requested by ) . proposed by (if different PHI proposed)
applicant Tau-fluvalinate Pirimicarb ZRMS
Winter
wheat 35 days Yes Yes 35 days
Spring wheat 35 days Yes Yes 35 days
Winter
barley 35 days Yes Yes 35 days
Spring
barley 35 days Yes Yes 35 days
Winter
oilseed rape 35 days Yes Yes 35 days
Spring
oilseed rape 35 days Yes Yes 35 days
No trials with PHI of 70 days
Fr= are available. Application is
Sunflower 70 days No Yes (BBCH 19) considered supported between
BBCH 12-19 only.
Sugar beet 21 days Yes Yes 21 days
Peas (fresh)
with pods 7 days Yes Yes 7 days
Peas (fresh)
without pods 7 days Yes Yes 7 days
Beans Latest timing of application:
(fresh) with 14 days No Yes 14 days growth stage BBCH 76 at the
pods latest

Applicant: SYNGENTA FRANCE S.A.S

Evaluator: FRANCE
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PHI for OPEN PHI/withholding period* PHI for OPEN
Cro K (MCW-740) sufficiently supported for K (MCW-740) zZRMS Comments
P requested by ] . proposed by (if different PHI proposed)
applicant Tau-fluvalinate Pirimicarb ZRMS
Beans
(fresh) 14 days Yes Yes 14 days
without pods
Field beans
(pulses) 21 days Yes Yes 21 days
Peas
(pulses) 14 days Yes Yes 14 days
Bean (dried)

(pulses) 14 days Yes Yes 14 days
Potato 21 days Yes Yes 21 days
Globe

artichoke 21 days Yes Yes 21 days
Carrot 14 days Yes Yes 14 days
Cauliflower 7 days Yes Yes 7 days

Broccoli 7 days Yes Yes 7 days
Head

cabbage 7 days Yes Yes 7 days

Brussels 7 days Yes Yes 7 days
sprouts

Gherkin 7 days Yes Yes 7 days

Courgette 7 days Yes Yes 7 days
Melon 7 days Yes Yes 7 days
Pear 60 days Yes Yes 60 days
Apple 60 days Yes Yes 60 days

* 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).

Waiting periods before planting succeeding crops

Considering the crop interception, France as zZRMS is of the opinion that the use of tau-fluvalinate and pirimicarb
will not result in significant residues in succeeding/rotational crops, provided that the active substances are applied
according to the intended GAPs.

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

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

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

Evaluator: FRANCE
Date: 2019/07/31
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PECgw values for tau-fluvalinate, pirimicarb and their metabolites do not occur at levels exceeding those mentioned
in Regulation (EC) No 1107/2009 and guidance document SANCO 221/2000 on 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 DTso calculation, no significant
contamination of the air compartment is expected for the intended uses.
3.1.6  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 substances and their metabolites
were used for the intended use patterns. In cases where deviations from the EU agreed endpoints were considered
appropriate (for example when additional studies are provided), such deviations were highlighted and justified
accordingly.

Based on the guidance documents, the risks for birds, aquatic organisms, mammals, bees and other non-target
arthropods, earthworms, other soil macro- and micro-organisms and terrestrial plants are acceptable for the intended
uses. Risk mitigation measures are required to protect aquatic organisms (cf. section 2.2.2).

3.1.7  Efficacy

Considering the data provided:

- The efficacy level of OPEN K (MCW-740)is considered satisfactory for all the intended uses;
- The phytotoxicity of OPEN K (MCW-740)is considered negligible for all the intended uses;

- The risks of negative impact on yield, quality, processing procedures, propagation, succeeding and adjacent
crops are considered negligible;

- There is a risk of resistance appearing or developing to tau-fluvalinate and pirimicarb; this requires monitoring.

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 Substances of concern for national monitoring

No information stated.

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

3.4.1  Post-authorisation monitoring

The resistance monitoring from Myzus persicae to tau-fluvalinate must be continued on field crops (cereals,
sunflower, oilseed rape, sugar beet). Also, resistance monitoring for Dysaphis pyri or D. plantaginea to tau-
fluvalinate must be put in place on apple and pear.

Resistance monitoring to pirimicarb must also be put in place for:

- Myazus persicae on field crops (cereals, sunflower, oilseed rape, sugar beet),
- Dysaphis pyri or D. plantaginea on apple and pear,

- Aphis gossypii on cucurbits,

- A, nasturtii on potato.

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
Date: 2019/07/31
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Any new information which would change the resistance risk analysis must immediately be provided to Anses
(France). In all cases, a report on the results of the monitoring put in place must be provided at the time of the
renewal of OPEN K (MCW-740)’s authorisation.

3.4.2  Post-authorisation data requirements

The French Decision requests the submission of post-authorisation confirmatory pieces of information within
24 months regarding:

- A fully validated analytical method for the determination of toluene in the preparation (relevant impurity from
tau-fluvalinate) with a LOQ < 0.0935g/kg.

- Residue trials for tau-fluvalinate: two NEU and six SEU residue trials on beans (fresh) with pods; 2 NEU residue
trials with mechanical harvest on dry beans (pulses); and one NEU residue trial for head cabbage.

- Residue trials for pirimicarb: six SEU residue trials on oilseed rape, and four NEU residue trials on sunflower.

3.4.3 Label amendments

The draft label proposed by the applicant in Appendix 2 must be corrected with consideration of any new element
under points 2.2.1 (or 2.2.2), 2.2.3 and 2.2.4.

The label shall reflect the detailed conditions stipulated in the Decision.

Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE
Date: 2019/07/31
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Appendix 1 — Copy of the French Decision

!‘ -. anses Q

Liberst « Egalir « Fraversisé
REPUBLIQUE FRANGAISE

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

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

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

Vu la demande d'autorisation de mise sur le marché du produit phytopharmaceutigue OPEN K

de la société SYNGENTA FRANCE SAS

enregistrée sous le n°2014-3628

Vu les conclusions de I'évaluation de I'Anses du 10 janvier 2019,

Vu la décision du Directeur général de I'Anses du 13 mars 20189,
Considérant qu'il apparait nécessaire de rectifier la portée d'un usage,

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est autorisée en France pour les
usages et dans les conditions précisés dans la présente décision et ses annexes.

La présente décision abroge et remplace la décision du 13 mars 2019 et 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 Fautorisation
ainsi que toute action incluant des poursuites judiciaires.

OPEN K
AMM n*2190015 Page 1 sw 13

Evaluator: FRANCE

Applicant: SYNGENTA FRANCE S.A.S
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=N anses ., }

Liderré « Egalisi » Fraternité
REPUBLIQUE FRANGAISE

I Informations générales sur le produit

Nom du produit OPEN K
Type de produit Produit de référence
SYNGENTA FRANCE SAS
Titulaire 12 Chemin de I'Hobit
31790 Saint Sauveur
France
Formulation Emuision de type agqueux (EW)
50 g/L - pirimicarbe
Contenant 18 g/L - tau-fluvalinate
Numéro d'intrant 9620-2014.01
Numéro d'AMM 2190015 )
Fonctlor! Insecticide
Gamme d'usage Professionnel

L'échéance de validité de la présente décision est fixée & douze mois & compter de la date d'expiration de
I'approbation de la substance active qui arrivera 4 échéance le plus tot. A titre indicatif, dans I'état actuel du
calendrier d'approbation des substances actives, léchéance de l'autorisation est fixée au 30 avril 2020.

Le dépdt d'une demande de renouvellement conformément & I'article 43 du réglement (CE) 1107/2009, dans les
trols mois suivant le renouvellement de l'approbation de la substance active, prolonge de plein droit
l'autorisation de mise sur le marché aprés son arrivée & échéance de la durée nécessaire pour mener a bien
l'examen et adopter une décision sur le renouvellement,

La présente décision peut étre retirée ou medifiée avant cette échéance si des éléments le justifient.

A Maisons-Alfort le, 31 L, 2019

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

OPENK
AMM n*2190015 Page 2 sur 13
Applicant: SYNGENTA FRANCE S.A.S Evaluator: FRANCE

Date: 2019/07/31



Part A MCW-740 (OPEN K)
National Assessment - Country — FRANCE Page 30 of 47

4

=
Libeerd = Egalins » Fraverwisé
REPUDLIQUE FRANGAISE

anses Q

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

Catégorie 2
Cancérogénicité - Catégorie 2

Dangers pour le milieu aguatique - Danger aigu,

catégorie 1

Dangers pour le milieu aquatique - Danger chronique,
catégorie 1

Le titulaire de I'autorisal-ion peut mettre sur le marché le produit uniquement dansﬁ les emballages :
Emballage Contenance

Bouteilles en polyéthyléne haute densité / éthyléne alcool vinylique 1L
Bidons en polyéthyléne haute densité / éthyléne alcool vinylique S5L,10L,20L
Classification du produit
La classification retenue est la suivante :

Catégorie de danger Mention de danger
Lésions oculaires graves et irritation oculaire - H319 : Provoque une sévére iritation des yeux ;

H351 : Susceptible de provoquer le cancer

H400 : Trés toxique pour les arganismes aquatiques

H410 : Trés toxique pour les organismes aquatiques,
entraine des effets néfastes a long terme

Pour les phrases P se référer & la réglementation en vigueur.

Le titulaire de I'autorisation est responsable de la mise a jour de la fiche de données de sécurité et de la
classification du produit en tenant compte de ses éventuelles évolutions.

OPEN K
AMM 02190015

Page 3 swr
13

Applicant: SYNGENTA FRANCE S.A.S
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Conditions d'emploi du produit

i on du produit

- Le produit contenant du tau-fluvalinate, susceptible de provoquer des paresthésies, il conviendra d'éviter le
contact avec la peau, conformément a larrété du 9 novembre 2004

P ion de I r
Des informations générales relatives aux bonnes pratiques de protection pourront éire mises & disposition de
l'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 & un comportement rigoureux (ex : procédure d'habillage/déshabillage).

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

Pour I'opérateur, porter

Dans le cadre d'une application effectuée a I'aide d'un pulvérisateur 4 rampe

* pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- EPI partiel (blouse ou tablier & manches longues) de catégorie |ll et de type PB (3) a porter par-dessus la
combinaison précitée ;
- Lunettes ou écran facial certifiés selon la norme EN 166 (CE, sigle 3),

* pendant l'application

Si application avec tracteur avec cabine
- Combinaison de travail en polyester 85 %/coton 35 % avec un grammage de 230 g/m* ou plus avec
traitement déperiant ;
- Gants en nitrile certifiés EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant la
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 lextérieur de la cabine |

St application avec tracteur sans cabine
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m* ou plus avec
tratement déperlant ;
- Gants en nitrile certifiés EN 374-2 4 usage unique, 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 fravail en polyester 65 %/coton 35 % avec un grammage de 230 g/m® ou plus avec
fraitement déperlant ;
- EPI partiel (blouse ou tablier & manches longues) de catégorie Il et de type PB (3) a porter par-dessus la
combinaison précitée,

Dans le cadre d’une application effectuée a I'aide d'un pulvérisateur pneumatique

» pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 85 %/coton 35 % avec un grammage de 230 g/m® ou plus avec
lraitement déperlant
- EPI partiel (blouse ou tablier & manches longues) de catégorie Il et de type PB (3) & porter par-dessus la
combinaison précitée ;

OPEN K
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- Lunettes ou écran facial certifiés selon la norme EN 166 (CE, sigle 3),

* pendant l'application

Si application avec tracteur avec cabine
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m® ou plus avec
traitement déperlant ;
- Gants en nitrile certifiés EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant la
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 applicafion avec tracteur sans cabine
- Combinaison de protection de catégorie |ll type 4 avec capuche ;
- Gants en nitrile certifiés EN 374-2 & usage unique, 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 en polyester 65 %/coton 35 % avec un grammage de 230 g/m* ou plus avec
traitement déperlant |
- EPI partiel (blouse ou tablier & manches longues) de catégorie Il et de type PB (3) a porter par-dessus la
combinaison précitée ;

Pour le travailleur, porter
- Une combinaison de travail (cotte en coton/polyester 35 %/85 % - grammage d'au moins 230 g/m*) avec traitement
déperiant et, en cas de contact avec la culture traitée, des gants en nitrile certifiés EN 374-3.

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

Re ximales de

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

Ne pas utiliser les choux pommés, les feuilles de betteraves industrielles et les pallles de céréales en alimentation

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

- SP 1 : Ne pas poliuer I'eau avec le produit ou son emballage. Ne pas nettoyer le matériel d'application prés des
eaux de surface. Eviter la contamination via les systémes d'évacuation des eaux 3 partir des cours de ferme ou des
routes.

Protection de la faune

-- SPe 2 : Pour protéger les organismes aquatiques, ne pas appliquer ce produit sur sols artificiellement drainés ayant
une teneur en argile supérieure ou égale a 45 % pour 'usage "graines protéagineuses” d'hiver ni en automne pour
fusage colza d’hiver.

- SPe 2 : Pour protéger les organismes aquatiques, ne pas appliquer ce produit en automne pour les usages "graines
protéagineuses” d'hiver et "pomme de terre”.

- SPe 2 : Pour protéger les organismes aquatiques, ne pas appliquer ce produit sur sols artificiellement drainés pour
les usages “artichaut" et "choux pommés"” et "choux & inflorescences”.

- SPe 2 Pour protéger les organismes aquatiques, ne pas appliquer avant le stade BBCH 70 sur 'usage "pommier”.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non fraitée de 5 métres par rapport aux points
d'eau pour les usages “céréales” d'hiver et colza d'hiver avec une application au printemps.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 métres comportant un
dispositif végétalisé permanent non traité d'une largeur de 5 métres en bordure des points d'eau pour les usages
“céréales” de printemps, colza de printemps, colza d'hiver avec une application & l'automne, haricots écossés frais,
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haricots et pois non écossés frais, pols écosseés frais, "légumineuses potagéres (séches)", "graines protéagineuses",
"artichaut", "choux a inflorescence”, "choux pommés" et "pomme de terre".

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 20 métres comportant un
dispositif végétalisé permanent non traité d'une largeur de 5 métres en bordure des points d'eau pour les usages
betterave industrielle, carotte et tournesol.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 20 métres comportant un
dispositif végétalisé permanent non fraité d'une largeur de 20 métres en bordure des points d'eau pour les usages
“concombre” et “melon”,

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 50 métres comportant un
dispositif vegétalisé permanent non traité d'une largeur de 5 métres en bordure des points d'eau pour |'usage
"pommier”,

- SPe 3 : Pour protéger les arthropodes non cibles, respecter une zone non traitée de 5 métres par rapport a la zone
non cultivée adjacente pour les usages sur “céréales" d'hiver, colza d'hiver, "melon”, "pomme de terre", "artichaut”,
“choux & inflorescence™ et "choux pommés®, pois écossés frais, "légumineuses potagéres (séches)”, haricots écossés
frais, haricots et pois non écossés frais, "graines protéagineuses”, carotte

- SPe 3 : Pour protéger les arthropodes non cibles, respecter une zone non traitée de 20 métres par rapport 4 la zone
non cultivée adjacente pour les usages sur "céréales" de printemps, colza de printemps, betterave industrielle,
tournesol, "concombre”.

- SPe 3 : Pour protéger les arthropodes non cibles, respecter une zone non traitée de 50 métres par rapport & la zone
non cultivée adjacente pour 'usage "pommier”,

- SPe 8 : Dangereux pour les abeilles. Pour protéger les abeilles et autres insectes pollinisateurs, ne pas appliquer
durant la floraison et les périodes de production d'exsudats. Ne pas utiliser en présence d'abeilles. Ne pas appliquer
lorsque des adventices en fleur sont présentes.

Exigences complémentaires post-autorisation
A défaut de transmission de ces données dans les délais impartis 4 compter de la date de la présente décision, la
_présente décision pourra étre retirée ou modifiée. o
Date Récurrence

Détail de la demande post autorisation limite (mois)

Fournir une méthode validée pour la détermination du toluéne dans le produit, 13/03/2021 -

Fournir pour le tau-fluvalinate : 2 essais résidus Nord et 6 essais résidus Sud sur haricots
frais non écossés, 2 essais résidus Nord sur haricots secs, et 1 essai résidu Nord sur | 13/03/2021 -
| choux pommés.

Fournir pour le pirimicarbe : 6 essais résidus Sud sur colza, et 4 essais résidus Nord sur 1310312021
tournesol.

Mettre en place un suivi de la résistance au tau-fluvalinate (un seul suivi tous produits
confondus) pour le Myzus persicae en grandes cultures (colza, betterave...), pour le
Dysaphis plantaginea ou Dysaphis pyri sur pommier et poirier. - -
Fournir, aux autorités compétentes, toute nouvelle information susceptible de modifier
I'analyse du risque de résistance.

Mettre en place un suivi de la résistance au pirimicarbe (un seul suivi tous produits
confondus) pour Dysaphis plantaginea ou Dysaphis pyn sur pommier et poirier, pour
Myzus persicae en grandes cultures (colza, betterave ...), pour Aphis gossypii sur
cucurbitacées et pour Aphis nasturtii sur pomme de terre.

Fournir, aux autorités compétentes, toute nouvelle information susceptible de modifier
Fanalyse du risque de résistance.
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Appendix 2 — Copy of the draft product label as proposed by the applicant
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Taremes 3 pales, TCPET DEgNEIEET, DeneTave T aie Bl

SourTagens, POS st granes COMAgNeUSES, DOMIWE 08 Sere, lourmesdl, mmtﬁwa
CuLres |Aguisres, arbarcitum Lk nier

©

Contient du - Tau-Suvadnate 18 i + pyrimicarbe S0 gL
Aptmntion

H4A0 : Trés foxique pour les i tralr
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CARACTERISTIQUES DU PRODUIT]

OFEN K confient du w-fuvainate, matene active de i famile des pynéthrinoldes ot du pyrimicarbe de b3 familie
des carbamates. || swsme une acthvibs insecticids par contact et ingeston. Il est doid dune acton de chaoc
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condtions cimatigues. I ne ache pas et ne brile pas ke f=ullage, nl les fruls.

FRECCHNIZATIONS I'EMPLCY
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PERIODES D'APPLICATION

CULTUREE CIBLES FERIDDES D'APFLICATON

Aycine
Big Pucemns
Cege CéEddomyies
Seige
[
Mioutarde
Barweife
Cameline
Befizrave Rdusiiels = Dumagene Pucemns BBCH 1245
Fuods non écossals frals

(pois range ou),

Pols &mssals frals dpols, pois chiche, pols
polagers],

Fuoils secs

BBTH 51-73

Pucemons BBCH 12-50

Pucemnn vert

Pucemon noir BBCH 1282
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CULTUREE

CIELES

FERIODES DMAPFLICATON

Eriz protesgines
Fois fourmager
Saymmies

|Lepin

Pucemn vt
Pucemn noir

BBCH 12-88

Fomme de ieme

PuCemn vert du pdcher

BBCH 12-85

Tourmesol

Pucemns

2BCH 12-18

Arschaut
Caron

Pucemons

BBCH 10-18

L e ]

Pucemns

BBCH 1345

Choux A Inflorescences
ChOuN pommés
Cheu e

Pucemns

BBCH 10-18

‘Concombne
Counpetie,
Comichon

2% auires cucwrbiaoies & pEay comestbie

Pucerons

BBCH 13-79

& couper, harcot
dEspagne, harioof Mt
Haricots verts],

Haricots &cossals frais (eve, fageniet, Ima, nisbe,

pols sabre], Haricobs sers,
Fives shches

Pucemn vt
Pucemn noir

BBCH 12-79

Miejon,
Fasiegue,
Fuotiron,
FEubamon
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Pucerons

BBCH 13-79

Fommier,
Foirier,
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Basar,
Biashl,
Fommatts

Pucemns (saur =
pucenon lanigsne]

BBCH S4-T1

‘Wiolume deau - 100 — 400 L¥a en grandes culbunes =t oufures Egumiénes, SO0 — 1000 Lha en asboricuibre.

Dangeney pour ks sbedles - Ne pos pfiser an presence fabelies
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traitement, ddtnire dans e Couvert vapstal spontans de by Zone cuithete ioules [es paries. akhennes =n fisars ou

avec production Fessudats.

MELANGES -

Fespecier i ndglermesiaton en vguessr seion Famiit du 07O4LS00
En cas de mélange de OFEN E avec des spédalkés mnisrant du bore, toujours ajouier la spédalké confenant e
bore en dermnier dans ka ouee of uliiser mpdement |3 boulle.

Cormple e de b rulipicie des formuiabons des produlis & base de bore, avant de fsine b mdiange, 5 s

2 préaiahle de b compatbile des produls en Taisant un st dans un pett nedpeent & part.

CONDITIONS D'EMPLOI REGLEMENTAIRES
POUR L'APPLICATEUR ET LE TRAVAILLEUR :

Basées & |a fols surMévaiuaiion =f la préveniion des risgees, oes condions. 0 empiol figurent sur 3 décision IR

Lors de Mutfllsation du produl, porter un wiie=ent de fraveall =t les. Equipssments de Probechon Individuesles (EF1)

Sulwants :

[Poar probéger Fopératsur, poriss -

Pofyester S5 / coton 35% (230 QITiD ou supdriur aves aSsment Stpetant

= Tabller de caiégore 1 bype FE (2) & longues manches =t porié au-dessus de @ comibinalson pre-ciée
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= Gantz =n nitrke cerefes BN 374-3
Applcation :
» Combinsizon Poyester S5% / oobon 35% (230 M3 ou Supsrisur) aves akement deperiant
= Gants en nitrle cerffiés BN 374-2 (4 disposifion en cas dinisrvention sar e mabéns pencant Fapplication ; les
gants me doivent fitne poriss. que pencant Mintensention Sor e matsns st Siockss apnes utilsation & Mexisrisur
de |a cabine )
Betnyage
= Combinaizon Pofyesier £5% / cofion 35% (230 pdmZ ou suipériewr] aver mBement déperant
* Tabller de casgore 1 ype F2 [2) 4 longues manches = porss au-dessus de ky combinaison pri-ciids
= Gantz en nitike cerffds BN 374-3
Appication aver un aciewr sans cabine [arboroutores, grances cullunes, cubhures bgumisees)
Milngeicramgement, appdcation & retioyage @
= Combinaison ceriifiée de caldgorie 7 ype £ aver capuche.
= Gants en nitrke perfids BM 374-3.
Applcation aver un pulvérisateur 4 dos en piein damp (arborcuiare, oafures Egumiknes) ;
M angescragement, appication = netioyages -
= Comibinaizon cersfiie de caigons 7 ype £ Fver Capuche.
= Gants en nitre perfids BM 374-3.
* Boftes certfites BN 13 53220

Pour probsger s fraalllsur, porber -
Fofer des gants &n nitrlle cerffiés EN 374-3 en s de contact direct aver ie fzullage.

EEC{JHHﬁHD.ﬁ.TIIDHS POUR DE BONMES PRATIQUES ﬁGHIC'DLEﬂ

FECOMMAMNDATIONS GEMERALES

Conditions d=mplol -

OFEN K sempioks &n puversation sur [a wepstation. || peut bre utlisd dars tous les puiversabeurs &n bon stat
de mande = assuant une répartition uniforme de b boullle.

En cas de siockage odu bidon & des températures mireurss & 10°C, avant toube uilisaton, placer perdant
gueigues instants = bidon & des. iempémtures supéreurss 4 15 C pour Suldier la formuiaon.

Slen agier = bidon avant smpiol

Werser la quantiié nécessaine FOPEN K dans a cuwve da pahvirsabur & mofé remple deau, puls compléter e
rempiissage. Frocsder & Futlisaton |mmsdatemsnt apnss,

Gection du feque d'appartion de récictanos -

L'utlisation répeiks cor une mme pamele, g préparations A base de substances acives de la mbme Tamile
chimigee ou ayant le méime mode Facion, pesl conduire & Mapparion dongani sres ésisianks. Pour réduire o=
Fisque, | =st conseile Jalbemer ou dassocier, sUr une mdme parslie, das prepamations A base de substanges
actives de familes chimigues dfftrenies ou & modes daction difgnents, tant & cours dfune Ssison outurais que
dans ia rotation.

RECOMMAMDATIONS DUTILEATION

Procédar § Autilsaton dv prooul &n mespectant s 10 games narocnsatles af Drfecsionnals eCommandds nar
Ar profession (vodn il o0 i de el

Premis coinG &n oo dnaldant :

En o o' ingestion - appeier mmddiabement un e anipoison ou un médecin, e ul monrer Femibalksge ou
I'tfquete. MNe pas fslre vomir.

Eni oaG de contnot outars - enkewsr fout wiiament soullE = rincer Immédatement =t abordamment k2 peau sous
["essan du robinet.

Eni sa6 de projeciion dans lee yeux : rincer immédiai=ment pendant 15 & 20 minutzs sous un flet Feau béde,
paUpiSnes oureeries ot consulber on speialhe.

Eni oac d'Iinhalation - amener|a paronne 3 [ar e

Four des nformrations compiémentaines, se neférer & I3 secion 4 de la fiche de données de Sarurts.

Préparation du trattement -

LEIser un matérie] de pubvirisaion en bon Stal ef wieie mipuliirement.

N préparer gue i quantie de boullle nécessaine &l superficie & mier de fagon & éviber les supius dificles &
&firminer.

FRempir = puivérdsaieur sur une alre Sanche sur lageelie ks dcouiements accidenisds pewreent dibe ndcupénds ;
weller & dyier fout netour g boullle wers 13 source O eau e&n utiisant une cuve infermédiaire, etfou un clapet and-
reiowr ebfou une vanne programmable.
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[Fincer ies embaliages viodes o fols &f vider Feau de ringage dans B cuve.

Fsallcation du tratbement -

Consuiter =5 prévisions mébioriogigues =f ne pas taler en cas de condiBons défavorables (vent supértieur 4 3
Sur Fechele d= Beauton, précpiations prévuss 4 court ferme]

Exiber s ditrves dembnuns de puhvErisabion sur kes ouffures. voisines: et Fenvimmmement. L'uillisafion de buses &
limitaton de dertve =5t recommandes. L3 mise &0 place de hales pour probiper les Iones vuinémibies
avoisinanies jpoint d'eau, bdbmenis) ek dgalement iris =ficacs pour Imier la dérve.

Four limitsr e Foques de nosssiement st prosger s organismes aquatioues, un dSpoSiE vepehiise
permanent de 5 métres par rRpEort au point deau dolt chigatirment Stne mis &n place pour les cEntaies, &
coizm, le ioumesal, les pois, les haricoks, b carobe, les chowx, Farichaut, la poeme de feme, @B bedeave sucriée
ef die 20 mistres pour k= meion, la courgete &f e comichon.

Apras applloation

Dibs=r 2 moins & fols e fond de cuwe o paivériser = mélange sur la pancele déla aike

L= volume du ford de cuwe restant, dius mals non pulksrisstlie, peut S widangd sur une parcE e o nsuslise
pour |la préparabion dune auire boullle sous condBons spécdifiées dans Fami#é du 12 sepiemibre 2006,

Lorzgue k= puhverisabeur got netops sur b gikge de Fespictation, || et recommand e e faire sur une Zone
spédalement équipée pour neousllr =f confiner les eaux de [avage.

Les eMuents pihytophamaceuligues gémdnds sur Fexpioitation lors de ce=s manipuiations ebnon pandus (s
2 CUE PN EpandUS, EAUN OF I3NagE & de ringage, Eculsrments acckieisis, B ), dodvens dire rakds seion
les conclitions spicifiées dans Famiié du 12 sepiemibre 306 vilsafon dun syséme de fiement des eSuenis
FEConn par ke minissene ge Macmiogle jewmmpie - Helonen®).

Stookage det produits -
Touours conserver les produits dans lewr emballage dodgine.

L siocker dans un ool nisarve & cet usage, frals, e, bisn ventie st fermant & A Fabe du gel et de by
chaleur,

aecilon osc smballagsc

Four FEmination des produits non uilisables, faine appe] 4 une enfreprise Fablfée pour B coliecie =f Féliminabon
des produlls dangensn

Fempiod de Femibaliage Inberdl. Rincer soigreusement e bidon en velllant & verser 'eau de ringage dans 2
CLwe dul pulviknisaiear [ou dans [ cuve de Angage pour Mnjection diecie)l. Elminer les ambalages vides via wne
colechs opanisée par un senioe de collecks spécHigue (eemple ADNWALCR].

RPORTANT : FRODUIT FOUR: LEE PROFEESIONMNELE - Respecier les usapes, doses, condibions e
précautions dempiol mentionnés sur Pemballags, qui 0Nt &5 detsrmings. &0 foncion des camcersiques du
prodult =f des applications pour l=squelies I == préoonisé. Condulne sur ces byses b cufbune = les mafements
Smion la bonne pratigue agrionie &n benant comple, SOUS wiine FEsponsabilt, de tous ke tacieurs partculers
concemant woire expioEaiion s gue la rahure du sol, les condiions métEomiogigques, le=s méfodes oufuraies,
|5 warishes, yepataies |3 nesishance des sIpeces, [a pression parsitare . Le fabdcant garandt iy conformis de
Ses produls vendus dans leur embalage dorigine A FAugori=shon de sz sur e Marché du Ministere de
I'Agricufiare . Compie Enu de b dversi® des iEgisiafions. exisianies, || appartient 4 ['ullsabeur, dans e s ol es
dennses losuss des Cukunes protégees aver ctls spaciaiis sont destdss & Fesportabion, de werter s
régiemeniabion =n wigueur dans = pays iImpoiaiewr. Syngenia Franoe 545, ne syl #ire fenu en awcun s
FEspOnEabiE deS CoNSAUENCED Intdnenies & foute cople e Cethe sSgustE, totuie ou partisle =t A I Elmon ou A
|'ugiisation non aulorisée de cefe demibsne.

Four de plus amples ifformabions, wous powreer contacer b= cenine die nenseignemenis fechnigues de Sympenta
France SAS N* Indige 0 525 00 0S 52 a4 fou consulber nos noboss surle sfe - jany cangeres o
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Appendix 3 — Letter of Access
Available on request
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