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Version history

When What

March 2025 Initial dRR - Corteva Agriscience
Submission of GF-3307 (S7K-3-3) Sugar beet/Fodder beet Extension of Use in the Central
Zone.

June 2025 Updated dRR (GAP table expanded to detail individual countries on separate lines) - Corteva
Agriscience
GAP table updated and additional information provided to address ZRMS request

July 2025 GAP update — change in the number of applications per use - change indicated by the applicant
in response to the email — E-V-A

July 2025 Initial ZRMS assessment
The report in the dRR format has been prepared by the Applicant, therefore all comments,
additional evaluations and conclusions of the zZRMS are presented in grey commenting boxes.
Minor changes are introduced directly in the text and highlighted in grey. Not agreed or not
relevant information are and for transparency.
Following the evaluation and before sending the document for commenting, all coloured
highlighting was removed, from the parts updated by the Applicant, for better legibility.

November 2025 | Final report (Core Assessment updated following the commenting period)

Additional information/assessments included by the zRMS in the report in response to
comments received from the cMS and the Applicant are highlighted in yellow. Not agreed or
not relevant information are and for transparency.
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3 Efficacy Data and Information (including Value Data) on the
Plant Protection Product (KCP 6)

Transformation of the dRR (applicant version) into the RR (zRMS version)

Comments of zZRMS:

Conclusions from the evaluation were prepared using grey commenting boxes placed at the end of each chapter.
Textual changes were done using grey highlights in the text. The parts of the text amended or added by the
ZRMS evaluator are highlighted in grey, whereas the parts struck off are also :

3.1 Summary and conclusions on Section 3: Efficacy (KCP 6)

Abstract by ZRMS

This application has been submitted for the extension of use the fungicide GF-3307 (S7K-3-3) (trade name
Queen), containing 50 g/L fenpicoxamid (Qil-fungicide; FRAC group 21) and 100 g/L prothioconazole (DMI
fungicide; FRAC group 3).

GF-3307 (S7K-3-3) is intended for the control of Cercospora beticola (CERCBE), Uromyces betae
(UROMBE), Erysiphe betae (ERYSBE), Ramularia beticola (RAMUBE) on sugar beet and fodder beet. This
application concerns authorization in the following Member States: Austria, Belgium, Czech Republic, and the
Netherlands (Maritime EPPO zone); Poland (North-East EPPO zone); as well as Hungary, Romania, and
Slovakia (South-East EPPO zone). GF-3307 (S7K-3-3) is intended to be applied two times per growing season,
within the crop growth stage BBCH 39 to 49. The recommended application rate is 1.5 L/ha in the Maritime
EPPO zone, and 1.2-1.5 L/ha in the North-East and South-East EPPO zones.

Preliminary tests

The co-formulation justification for GF-3307 (S7K-3-3), containing 50 g/L fenpicoxamid and 100 g/L prothio-
conazole, has been demonstrated based on efficacy data obtained from a series of preliminary field trials con-
ducted in 2020, 2022, and 2023, as well as from glasshouse tests performed in 2023, conducted also to assess
the preventive and curative properties of GF-3307 (S7K-3-3).

Based on the submitted preliminary efficacy trial results, it can be concluded, that the benefits of using the co-
formulation of fenpicoxamid with prothioconazole in the control of CERCBE and UROMBE on sugar beet have
been justified.

Minimum effective dose

The dose rate of 1.5 L/ha can be considered as the minimum effective dose to provide sufficient efficacy in the
control of CERCBE, UROMBE, ERYSBE and RAMUBE on sugar beet across a broad range of disease pres-
sure. Lower dose rate of 1.2 L/ha requested for North-East EPPO zone (PL) and South-East EPPO zone (HU,
RO, SK) can be also recommended under low disease pressure conditions.

Efficacy

The submission contains 56 valid efficacy trials carried out between 2020 and 2023 in 3 EPPO zones: Maritime
(Austria, Czech Republic, Germany, Denmark, France, the United Kingdom), North-East (Lithuania, Poland)
and South-East (Hungary, Romania). Efficacy trials were carried out on sugar beet. No trials were conducted on
fodder beet. Based on the efficacy trial results, it can be concluded, that the fungicide GF-3307 (S7K-3-3), when
applied at the recommended dose rates, is effective or moderately effective in control of the target pathogens,
for which the efficacy data has been submitted. Moderate efficacy was demonstrated for dose rate of 1.2-1.25
L/ha in the control of CERCBE and for dose rate 1.5 L/ha in the control of RAMUBE. Efficacy <60% was
demonstrated for dose rate 1.2-1.25 L/ha in the control of RAMUBE. The national labels of the fungicide GF-
3307 (S7K-3-3) should include appropriate notes, informing about the levels of effectiveness of the product,
depending on the application rate and target pathogen and a recommendation to use a lower dose rate in cases
of low disease pressure. Some of the claimed uses have not been accepted by the zZRMS, due to no or limited
efficacy data, and for some of the others the ZRMS kindly advises the respective cMSs to make a decision on
acceptance on the national level, according to these Member States™ national requirements. See also the zZRMS
commenting box following the GAP table.
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Summarizing the evaluation, the following uses have been accepted by the zZRMS:

Maritime EPPO zone (AT, BE, CZ, NL)

BEAVA: CERCBE, UROMBE, ERYSBE, RAMUBE

North-East EPPO zone (PL)

BEAVA: CERCBE, RAMUBE

BEAVA: ERYSBE (possible authorization with further restrictions)
South-East EPPO zone (HU, RO, SK)

BEAVA: CERCBE

The following uses are have not been accepted by the zZRMS:

North-East EPPO zone (PL)

BEAVA: UROMBE (possible authorization on the grounds of article 51)
BEAVC: CERCBE, UROMBE, ERYSBE, RAMUBE (possible authorization on the grounds of article 51)

The following uses should be confirmed by cMSs:

Maritime EPPO zone (AT, BE, CZ, NL)

BEAVC: CERCBE, UROMBE, ERYSBE, RAMUBE
South-East EPPO zone (HU, RO, SK)

BEAVA: UROMBE, ERYSBE, RAMUBE

BEAVC: CERCBE, UROMBE, ERYSBE, RAMUBE

The zRMS is kindly asking the cMS to not only take their decisions, but also to share the underlying
information with the zZRMS PL, within the commenting period framework.

After the commenting period, and taking into account the decision of cMS AT and NL regarding the
extrapolation of data from BEAVA to BEAVC, the use on BEAVC has been accepted for AT and NL.

Phytotoxicity, yield, propagation material
No phytotoxicity and no adverse effect on the yield as well as its quality parameters and propagation material is
expected after application of GF-3307 (S7K-3-3), when used according to GAP recommendations.

Resistance management strategy (concerning both cereals and the currently claimed sugar beet and fodder
beet)

e The product GF-3307 (S7K-3-3) should be used in accordance with the principles of Good Plant Pro-
tection Practice and Integrated Pest Management (IPM), including the alternation use of fungicides
containing active substances from different FRAC groups, i.e. with various modes of action (MoA),
applied at recommended dose rates, that ensure effective control of the target pathogens,

o Whenever possible, the fungicide GF-3307 (S7K-3-3) should be applied in tank mixtures with fungi-
cides containing active substances with different modes of action, than prothioconazole and fenpicox-
amid (INATREQ™). In such cases, the instructions for use provided on the labels of all components
of the tank mixture must be strictly followed,

e Apply the product mainly preventively, in accordance with the recommended dose rates and timing of
application as specified on the product label,

e GF-3307 (S7K-3-3) shall be used exclusively for the control of the fungal diseases specified on the
product label,

e Do not exceed the maximum number of GF-3307 (S7K-3-3) applications permitted per growing season,
as specified on the product label,

e Use non-chemical control measures for the management of fungal diseases in cereals, sugar beet, and
fodder beet, in accordance with the principles of, including the cultivation of disease-resistant or less
susceptible varieties,

e Regular check the most recent FRAC resistance management recommendations for fungicides intended
for use cereals, sugar beet, and fodder beet.

The cMSs are kindly encouraged to adopt or adjust the wording, according to their local circumstances and
requirements.
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Table 3.1-1: Acceptability of intended uses (and respective fall-back GAPs, if applicable)

1 2 3 4 5 6 7 8 ‘ 9 10 11 12 13 14 15
Use-| Me Crop and/ F, | Pests or Group of pests con- Application Application rate PHI | Remarks: zZRMS
No. | mbe | or situation | Fn, trolled e . (days) Conclusion
* r Fpn Meth | Timing | Max. Min. in- | L product/ g as/ha Water e.g. g saf- (efficacy)

stat | (crop destina- | G, | (additionally: developmental | ©d/ ! number | terval ha L/ha ener/syner-
e(s) | tion/purpose | Gn, | stages of the pest or pest Kind | Growth | a) per | between | a) max. rate | a) max. rate per appl. ) gist per ha
of crop) Gpn group) stage use ap_pllca— per appl. b) max. total rate per min/ ®
or of crop | b) per tions | b) max. total crop/season max
| & sea- | crop/ sea-| (days) rate per
*x son son crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 PL | Sugar Beet F Cercospora beticola (CER- Trac- |BBCH |a)2 21 a) 1.5 L/ha | a) 75 Fenpicoxamid 150- |21 Range 1.2- A
(BEAVA) CBE) tor 39-49 + 150 Prothioconazole 300 1.5 L/ha BEAVA:
Fodder Beet Uromyces betae (UROMBE) | moun b) 2 b) 3 L/ha b) 150 Fenpicoxamid CERCBE, RAMUBE
(BEAVC) Erysiphe betae (ERYSBE) ted + 300 Prothioconazole
Ramularia beticola spray
(RAMUBE)
BEAVA:
ERYSBE
2 HU | Sugar Beet F Cercospora beticola (CER- Trac- |BBCH |a)2 21 a)1.5L/ha | a) 75 Fenpicoxamid 150- |21 Range 1.2- A
(BEAVA) CBE) tor 39-49 + 150 Prothioconazole 300 1.5 L/ha BEAVA:
Fodder Beet Uromyces betae (UROMBE) | moun b) 2 b) 3 L/ha b) 150 Fenpicoxamid CERCBE
(BEAVC) Erysiphe betae (ERYSBE) ted + 300 Prothioconazole
Ramularia beticola spray
(RAMUBE)
3 RO | Sugar Beet F Cercospora beticola (CER- Trac- |BBCH |a)2 21 a) 1.5 L/ha | a) 75 Fenpicoxamid 150- |21 Range 1.2- A
(BEAVA) CBE) tor 39-49 + 150 Prothioconazole 300 1.5 L/ha BEAVA:
Fodder Beet Uromyces betae (UROMBE) | moun b) 2 b) 3 L/ha b) 150 Fenpicoxamid CERCBE
(BEAVC) Erysiphe betae (ERYSBE) ted + 300 Prothioconazole
Ramularia beticola spray
(RAMUBE)
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4 SK | Sugar Beet F Cercospora beticola (CER- Trac- |BBCH |a)2 21 a) 1.5 L/ha | a) 75 Fenpicoxamid 150- |21 Range 1.2-
(BEAVA) CBE) tor 39-49 + 150 Prothioconazole 300 1.5 L/ha
Fodder Beet Uromyces betae (UROMBE) | moun b) 2 b) 3 L/ha b) 150 Fenpicoxamid
(BEAVC) Erysiphe betae (ERYSBE) ted + 300 Prothioconazole
Ramularia beticola spray
(RAMUBE)
5 |BE |Sugar Beet F Cercospora beticola (CER- Trac- |BBCH |a)2 21 a)1.5L/ha |a) 75 Fenpicoxamid 150- |21 -
(BEAVA) CBE) tor 39-49 + 150 Prothioconazole 300
Fodder Beet Uromyces betae (UROMBE) | moun b) 2 b) 3 L/ha b) 150 Fenpicoxamid
(BEAVC) Erysiphe betae (ERYSBE) ted + 300 Prothioconazole
Ramularia beticola spray
(RAMUBE)
6 CZ | Sugar Beet F Cercospora beticola (CER- Trac- |BBCH |a)2 21 a) 1.5 /ha | a) 75 Fenpicoxamid 150- |21 -
(BEAVA) CBE) tor 39-49 + 150 Prothioconazole 300
Fodder Beet Uromyces betae (UROMBE) | moun b) 2 b) 3 L/ha b) 150 Fenpicoxamid
(BEAVC) Erysiphe betae (ERYSBE) ted + 300 Prothioconazole
Ramularia beticola spray
(RAMUBE)
7 AT | Sugar Beet F Cercospora beticola (CER- Trac- |BBCH |a)2 21 a) 1.5 L/ha | a) 75 Fenpicoxamid 150- |21 -
(BEAVA) CBE) tor 39-49 + 150 Prothioconazole 300
Fodder Beet Uromyces betae (UROMBE) | moun b) 2 b) 3 L/ha b) 150 Fenpicoxamid
(BEAVC) Erysiphe betae (ERYSBE) ted + 300 Prothioconazole
Ramularia beticola spray
(RAMUBE)
8 NL | Sugar Beet F Cercospora beticola (CER- Trac- |BBCH |a)2 21 a) 1.5 L/ha | a) 75 Fenpicoxamid 150- |21 -
(BEAVA) CBE) tor 39-49 + 150 Prothioconazole 300
Fodder Beet Uromyces betae (UROMBE) | moun b) 2 b) 3 L/ha b) 150 Fenpicoxamid
(BEAVC) Erysiphe betae (ERYSBE) ted + 300 Prothioconazole
Ramularia beticola spray
(RAMUBE)

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1.
**  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:
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professional and non-professional greenhouse use, I: indoor application
***  Final decision is left at the Authority discretion — for details, see point 5 part A

Column 15: zZRMS conclusion.

A Acceptable

R Acceptable with further restriction
© To be confirmed by cMS

Not acceptable / evaluation not possible
n.r. | Not relevant for section 3

Comments of zZRMS — to the GAP table:

Additional note on blue markings in GAP table
Please note, that where a particular use is marked blue in the GAP table, it means that taking individual decision on that use by the respective cMS is welcome. It should not

be meant as an off-loading, of the decision-taking, by the zZRMS onto the cMS. Instead, it aims at allowing the cMSs to take decisions different from that taken by zZRMS for
their own country, in recognition of the cMSs" different national requirements or preferences. Bearing that in mind, zRMS has discussed, in the commenting boxes, any
doubtful issues, highlighting positive efficacy results where relevant, while also sharing with cMSs the reasons for which taking different decisions may be justified in
different EPPO zones.

In case of the draft Registration Report there is still time for any of the cMS to express their view, and argue in favour or against the authorization in their country. That is
why the ZRMS is kindly asking the cMSs to not only take their decisions, but also to share the underlying information with the zZRMS PL, within the commenting period
framework. Only then will the ZRMS be able to complete the GAP table unambiguously, in the final Registration Report, for all the EPPO zones and for all the concerned
Member States, for which the present dossier has been submitted.
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3.2 Efficacy data (KCP 6)

Introduction

This document summarises the information related to the efficacy data of the plant protection product
GF-3307 (S7K-3-3) containing the active substances fenpicoxamid + prothioconazole for the control of
foliar diseases Cercospora beticola, Uromyces betae, Erysiphe betae and Ramularia beticola in sugar
beet/fodder beet crops at a maximal dose rate of 1.5 L/ha.

GF-3307 (S7K-3-3) is as an emulsifiable concentrate (EC) containing 50 grams per litre (g/L)
fenpicoxamid and 100 grams per litre (g/L) prothioconazole. The dossier for approval of fenpicoxamid
under Regulation EC 1007/2009 was submitted in December 2014 to the RMS (UK), the coRMS
(France) and then to all EU Member States; GF-2925 (130 g/L DE-777, SC) was the representative
formulation. Active substance approval for fenpicoxamid was given in October 2018. Active substance
approval for prothioconazole was given in August 2008.

Dossiers for the control of a range of diseases in wheat, triticale and rye at a dose rate range of 1.2 and
up to 2.0 L/ha has been submitted previously to Central registration zone countries for this formulation
and authorisation granted under the tradename Univog or Queen. Member states where Univoq are
currently registered for use in wheat, triticale and rye are Austria, Belgium and The Netherlands where
extension of use is sought in sugar beet. Queen is registered for use in wheat, triticale and rye in Czech
Republic, Hungary, Slovakia and is currently under registration process in Romania where extension of
use is sought in sugar beet. Queen is registered in Poland for use in winter and spring wheat, triticale
and rye under registration number R-140/2023.

This document supports submission for use extension of the formulation GF-3307 (S7K-3-3) on sugar
beet/fodder beet in Central registration zone. zZRMS in charge of this request is Poland with Austria,
Belgium, Czech Republic, Hungary, The Netherland, Romania and Slovakia being concerned MS by
this request. Corteva wish to register a maximum of two applications of this duel active product as part
of a robust resistance management strategy which will offer the highest levels of broad spectrum control
of sugar beet/fodder beet diseases as part of a spray program integrated with other products along side
good cultural control strategies and IPM.

The concise summary is located in the following report: Part B, Section 3 (Efficacy Data and
Information) of the draft registration report (dRR) for GF-3307 (S7K-3-3). The data presented in this
BAD fully support label claims for the use of GF-3307 (S7K-3-3) for the control of foliar diseases
Cercospora beticola, Uromyces betae, Erysiphe betae and Ramularia beticola in sugar beet/fodder beet
crops.

For further physical-chemical properties reference should be made to Registration Report Part B Section
1: Identity, physical and chemical properties, other information.

Benefit statement for GF-3307 (S7K-3-3)

GF-3307 (S7K-3-3) contains fenpicoxamid (XDE-777) which is a potent naturally derived novel
fungicide active with translaminar properties and prothioconazole which is a broad-spectrum synthetic
fungicide produced by Bayer CropScience of the triazolinthione family of compounds with curative,
preventative with translaminar and systemic action. Fenpicoxamid is a new active substance for use on
sugar beet. No product containing prothioconazole is currently registered against foliar diseases of sugar
beet in Poland, Belgium, Hungary, The Netherlands and Romania, except in Czech Republic where
Prothioconazole is in mixture with Fluopyram (Propulse #4912-1). However, prothoioconazole is is a
componenet of many products registered for several years on other crops including cereals for use for
control of a wide range of diseases in the Central regulatory zone.

Fenpicoxamid will be a novel target site fungicide in the sugar beet crops segment (assigned to FRAC
group C4 #21) and does not show target site based cross resistance to any of the current commercial
fungicides. As a consequence, it will be an important additional tool for farmers in aiding the
management of resistance risk to the limited number of effective fungicide options available in the future
for control of foliar diseases in sugar bee, especially Cercospora beticola.

Fenpicoxamid is derived from a natural product, UK-2A, produced by a soil dwelling Streptomyces
species belonging to the phylum Actinobacteria. The original strain was isolated from a soil sample
collected at Osaka University in Japan. In the manufacturing of fenpicoxamid, UK-2A is first produced
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through a conventional fermentation process within a contained bioreactor. Afterward, a single (and
reversible) chemical modification step is added to enhance molecule stability and performance in the
field, without changing the active function of the natural substance. The fact that fenpicoxamid converts
exactly back to the natural product UK-2A in the presence of carboxylase enzymes release by fungi and
in plants makes the product a potential bio-control/bio-stimulant partner solution for growers going
forwards.

Fenpicoxamid will bring a significant benefit for sugar beet growers as it a hew active substance of
natural origin offering a novel target site with no cross resistance to current chemistries that will
complement prothioconazole as another new addition for sugar beet grower for control diseases.
Prothioconazole is a new active ingredient for controlling sugar beet diseases in Poland, Belgium,
Hungary, The Netherlands and Romania and will also offer a new triazole option for growrrs combined
with Fenpicoxamid for control of sugar beet diseases. After absorption, prothioconazole moves into cells
of the target organisms, effecting sterol biosynthesis and thereby disrupting membrane structure. This
ultimately affects hyphal growth and germ tube elongation. Prothioconazole is sold in combination with
numerous other fungicides, including bixafen, spiroxamine, tebuconazole, fluoxastrobin, trifloxystrobin
and fluopyram. Prothioconazole is one of the most effective triazole fungicides used in crop protection..
GF-3307 (S7K-3-3) will be a vital tool for growers to manage foliar diseases complex in sugar beet
crops in the next decade and especially at a period where there is limited grower choice as a result of
existing fungicide solutions exiting the market as a result of regulatory restrictions and when resistance
to some existing solutions may be an issue for some diseases. The maximum single dose is 1.5 L/ha
though for benefit of growers where they may not be able to legally reduce the label dose under lower
disease pressure situations such as in the South East EPPO Zone then a dose range of 1.2-1.5 L/ha is
proposed. The proposed dose range of 1.2-1.5 in Poland, Hungary, Romania and Slovakia is proposed
for continuity of understanding for the grower as it matches the already rergistered doses (proposed in
Romania) for use in wheat, rye and triticale.

Description of active substances

The active substance fenpicoxamid (early stage coded X772777, XDE-777 and DE-777) belongs to a
proposed new family of Picolinamide type fungicides. Fenpicoxamid is based on the natural-product
UK-2A which is produced through fermentation of Streptomyces sp. 517-02. In early stage testing, UV
instability was found to be inherent in UK-2A and was clearly an issue for field performance of the
natural product. In the period between 1997 and 2002, Dow AgroSciences committed considerable
synthesis and biology resources to pursue both synthetic and semi-synthetic approaches for introducing
structural variation in the UK-2A molecule. Finally, the semi synthetic approach was found to be most
stable and successful approach to improve UV stability.

At manufacturing, through a single synthetic step, UK-2A is converted to fenpicoxamid. When
fenpicoxamid is applied to the plant it is photostable on the leaf surface. Only in the presence of fungi
on the outside of the plant is fenpicoxamid rapidly activated to UK2A (see Figure 3.2-1) and becomes
a potent inhibitor of mitochondrial electron transport and consequently fungal respiration. Conversely,
when fenpicoxamid disperses inside the leaf it is also rapidly converted to UK-2A and so becomes a
potent fungicide inside the leaf. It is thought that carboxalyse enzymes released by the fungus and inside
the plant, promote conversion of fenpicoxamid to UK2A, though further detailed studies are ongoing.
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Figure 3.2-1: Sites of structural modification to UK-2A to make fenpicoxamid
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Mode of action

Fenpicoxamid

Fenpicoxamid when formulated as an EC formulation (as in GF-3307) (S7K-3-3) is a protectant and
curative fungicide for control of a range of diseases. Fenpicoxamid is rapidly activated in the presence
of fungi and inside plants to UK-2A which is a potent inhibitor of mitochondrial electron transport
(MET). Previous biochemical studies on the mode of action of UK-2A have demonstrated binding to
the Qi site of the cytochrome bcl (ubiquinone reductase) complex (complex I11) in the electron transport
chain, similar to the mechanism of the structurally related natural product antimycin A.

UK-2A inhibits respiration at complex Il which likely represents the primary biochemical mode of
action for this chemistry. The mode of action of fenpicoxamid will be novel to the European sugar beet
fungicide market and will be assigned to FRAC group C4#21.

The cytochrome bcl complex (complex I11) of the mitochondrial electron transport (MET) chain has
two quinone binding sites known as the Qo and Qi sites. The Qo site is the target site of the strobilurin
fungicides, which include many commercial products. Inhibitors of the Qi site are also known, although
to date only the Oomycete-specific fungicides cyazofamid and ambisulbrom (FRAC group 21) have
been commercialized. Although the target site of activity is the same, fenpicoxamid has no activity
against Oomycete diseases.

The MET Il Q site is quite distinct from the MET Ill Q, site with which the strobilurins interact, so that
no cross-resistance of field isolates of Cercospora beticola resistant to strobilurin fungicides has been
observed or would be anticipated.

Prothioconazole

Prothioconazole is a broad-spectrum synthetic fungicide produced by Bayer CropScience of the
triazolinthione family of compounds with curative, preventative and eradicative action. The mode of
action of prothioconazole is as a Sterol Biosynthesis Inhibitor (SBI) class 1 DeMethylation Inhibitors
(DMI) and it is classified in FRAC group G1. It can be used as both a seed treatment and a foliar
treatment. After absorption it moves into cells of the target organisms, effecting sterol biosynthesis and
thereby disrupting membrane structure. This ultimately effects hyphal growth and germ tube elongation.
Fungi susceptible to prothioconazole include diseases caused by ascomycetes, basidiomycetes and
deuteromycetes. Prothioconazole is currently authorised across the EU for use on a range of cereal crops
and in sugar beet in some countries. Prothioconazole is sold in combination with numerous other
fungicides, including bixafen, spiroxamine, tebuconazole, fluoxastrobin, trifloxystrobin and fluopyram.
Prothioconazole is one of the strongest triazole fungicides used in crop protection. Although there have
been some shifts in triazole sensitivity to a number of diseases in the last decade, prothioconazole is still
highly effective against these diseases in many countries. Prothioconazole is especially beneficial in
mixture with strong partners and brings as a mix partner, robust activity against a wide range of diseases
where reduced sensitivity is not an issue for triazole fungicides. It will be a new azole active ingredient
for sugar beet diseases in Central registration zone and will fully complement fenpicoxamid which is
also a new active ingredient for use in sugar beet crops.
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Figure 3.2-2: Structural formula of prothioconazole
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Table 3.2-1: Details of the active substances
Active substance | Fenpicoxamid Prothioconazole
Concentration 50 g/L 100 g/L
(Unit: g/kg or
g/L...)
Chemical group Picolinamide Triazolinthione
IUPAC name (if (3S,6S,7R,8R)-8-benzyl-3-{[(4-methoxy-3-{[(2- 2-[2-(1-chlorocyclopropyl)-3-(2-chlorophenyl)-
applicable): methylpropanoyl)oxy]methoxy} pyridin-2- 2-hydroxypropyl]-1H-1,2,4-triazole-3-thione

yl)carbonyl]amino}-6-methyl-4,9-dioxo-1,5-
dioxonan-7-yl-2-methylpropanoate

Active brand name | Inatreq™ active Proline
ISO common name | Fenpicoxamid Prothioconazole
CAS number 517875-34-2 178928-70-6
Molar weight g/mol | 614.64 344.2594
Structural formula a
[=] . CJ%\ HO
I, t?VO
m N\ a _N s
N
C31H3sN2011 \\—f
Mode of action FRAC group C4#21 FRAC group G1 Sterol Biosynthesis Inhibitor
Inhibition of respiration at complex 11 (Qil (SBI) class 1 DeMethylation Inhibitors (DMI)
fungicides)

Biological action

Curative and Protectant foliar fungicide, contact/residual with translaminar properties for use on sugar
beet. When sprayed onto foliage/flowers it provides long lasting protection against disease.

Description of the plant protection product

GF-3307 (S7K-3-3) is an emulsifiable concentrate (EC) containing 50 g/L fenpicoxamid + 100 g/L
prothioconazole. The data presented in this dossier are intended to support the label claim for GF-3307
(S7K-3-3) for the control of Cercospora beticola (CERCBE), Uromyces betae (UROMBE), Erysiphe
betae (ERYSBE) and Ramularia beticola (RAMUBE) in sugar beet crops. For the control of CERCBE,
UROMBE, ERYSBE and RAMUBE GF-3307 (S7K-3-3) acts as a protectant and is applied during
BBCH 39-49, which is the main infection period and can last over 2-3 months.

Table 3.2-2: Simplified table of requested uses for the product GF-3307 (S7K-3-3).
Uses Member Requested Comments / Other relevant
Crop(s) Target(s) | State/Country individual dose rate details on GAPs
CERCBE | AT BE, CZ NL 1.5 L/ha o
Sugar beet UROMBE Two applications between BBCH
(BEAVA) ERYSBE 39-49
RAMUBE | PL, HU, RO, SK 1.2-1.5 L/ha
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Uses Member Requested Comments / Other relevant
Crop(s) Target(s) State/Country individual dose rate details on GAPs
CERCBE | AT, BE,Cz NL 1.5 L/ha o
Fodder beet UROMBE Two applications between BBCH
(BEAVC) ERYSBE 39-49
RAMUBE | PL. HU, RO, SK 1.2-1.5 L/ha

Further details are in the table “All intended uses” in Part B - Section 0.
Description of the target pests

Table 3.2-3: Glossary of pests mentioned in the dossier.
EPPO code Scientific name Common name (English)
CERCBE Cercospora beticola Leaf spot of beet (UK)
UROMBE Uromyces betae Rust of beet (UK)
ERYSBE Erysiphe betae Powdery mildew of beet (UK)
RAMUBE Ramularia beticola Ramularia leaf spot (UK)

Cercospora beticola - CERCBE

Leaf spot disease caused by Cercospora beticola (ascomycete fungus) is the most destructive foliar
pathogen of sugar beet worldwide.

The disease appears as small round grey spots with reddish margins. Under humid conditions black
spots can appear through the stomata, which help to distinguish the disease from Ramularia. It usually
appears early in the season and can spread if temperature and humidity are both high. Although
Cercospora beticola develops above 17°C, it requires daytime temperatures of 25°C or greater and high
humidity (superior to 60%) for rapid spread.

In hot areas of the world where there are frequent storms or irrigation is used, Cercospora beticola can
cause severe damage resulting in 50% loss of yield or more. Cercospora beticola usually over - winters
as spores on old leaves and debris but, unlike powdery mildew, survival is not reduced by cold winters.

Uromyces betae - UROMBE

Uromyces betae (basidiomycete fungus) infection appears on both sides of the leaves as small - circa 1
to 2 mm diameter - raised pustules that are red - orange or brown in colour. When infection is severe,
spores will brush off onto animals, machinery and the clothing of people passing through the crop.
Disease spread occurs during periods of moist weather when temperatures are between 15 and 20°C and
is most intense when dew persists for long periods. Development of the disease is halted by warm, dry
weather leaving yellow sunken spots on the leaves. Rust over - winters on dead leaf tissue, crowns or
wild relatives of sugar beet. The disease is most prevalent under the optimal conditions in more
temperate areas of Maritime Europe (UK, Denmark, Germany). Rust over - winters on dead leaf tissue,
crowns or wild relatives of sugar beet.

Heavy infections in mid to late August have been shown to reduce yields by 10% or more. Recent
experiences suggest that frost is likely to cause greater damage when foliage is infected with rust than
with powdery mildew.

Erysiphe betae - ERYSBE

Infection is characterised by the white powdery covering of leaves by mycelia and spores. Older leaves
tend to be infected first and symptoms are more prevalent on the upper rather than lower leaf surfaces.
After a while the leaves turn yellow and die.

Yield reductions from Erysiphe betae (ascomycete fungus) can be 20% or more as a result of reduced
photosynthesis and early leaf senescence. Growth of the fungus is favoured by high temperatures -
around 25°C - with dew at night. The disease overwinters on host plants such as beet crowns and wild
beet species such as sea beet, but the level of survival is very much dependent on the severity of the
winter. Depending upon the weather, powdery mildew usually appears in late July or early August but
can develop in early to mid July after a mild winter and with favourable summer conditions.
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Ramularia beticola - RAMUBE

Ramularia beticola (ascomycete fungus) appears first on older leaves as brownish grey spots with dark
edges. Under a microscope or powerful lens, small white spots can be seen emerging through the
stomata. Under humid conditions, similar looking spots occur on Cercospora infected leaves but are
distinguished from Ramularia by their black colour. Ramularia beticola prefers cooler conditions than
powdery mildew - around 17°C - and infection only occurs when relative humidity exceeds 95% so it is
mainly observed from September onwards.

It seldom causes significant yield losses unless it is so severe that leaves are lost and new ones grow
using up accumulated energy from the root. It is thought to overwinter on crop debris.

Description of the crops
Table 3.2-4 present the details of the production area used in concerned members states.

Table 3.2-4: Production area used for sugar beet and beetroot crop in Central registration zone
2023 (Eurostat)

Countr Sugar beet (excluding seed)
y Production area (1000 ha) Production (1000 t)
Austria 35.68 2 675.69
Belgium 55.34 4812.87
Czech Republic 58.80 3 833.87
Hungary 14.38 833.70
Netherlands 80.44 6942.51
Poland 260.76 15972.78
Romania 12.90 427.09
Slovakia 21.89 1326.05
Table 3.2-5: Major/minor status of intended uses
Crop and/or Crop status Pests or group of Pest status
situation Major Minor pests controlled Major Minor
AT-BE-CZ-HU-PL-RO
CERCBE oK -NL -
Sugar beet [T ~BE-CZ- UROMBE AT -BE-CZ-RO-NL HU - PL - SK
(BEAVA) HUS]EL,;]EO | ) AT-BE-CZ-  RO-SL-
- ERYSBE NL HU - PL
RAMUBE AT - BE - SK - NL CZ-HU-PL-RO
CERCBE BE-CZ-SK-PL AT -HU-RO-NL
Fodder beet AT-CZ-HU+  UROMBE BE-CZ AT -HU -PL-RO - SK - NL
BEAVC) BE PL-RO-SK -
( NL ERYSBE BE-CzZ AT -HU-PL-RO-SK-NL
RAMUBE BE-CzZ AT -HU-PLRO-SK-NL

Compliance with the Uniform Principles

This dossier supplied is in accordance with the requirements of the Annex to Commission Regulation
(EU) No 545/2011, at the latest at the time of finalization of the evaluation for the purpose of decision-
making, without prejudice, where relevant, to the provisions of Articles 33, 34 and 59 of Regulation
(EC) No 1107/209. The data submitted are acceptable in terms of quantity, quality, consistency and
reliability and sufficient to permit a proper evaluation of the dossier.

All field trials presented in this dossier were carried out by GEP certified testing organisations according
to the relevant EPPO guidelines. The trials were carried out under a range of agricultural and
environmental conditions across the EU, in areas or regions where sugar beet is commercially grown
and where the diseases under investigation are abundant. The primary guidelines used were the
following:

- PP 1/1 Foliar diseases on sugar beet

- PP 1/225 Minimum effective dose

- PP 1/135 Phytotoxicity

- PP 1/152 Trial design
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- PP 1/181 Conduct efficacy trial

- PP 1/278 Principles of Zonal Data Production and Evaluation

- PP 1/226 Number of Efficacy Trials

- PP 1/241 Guidance on Comparable Climates

- PP 1/214 Principles of Acceptable Efficacy

- PP 1/213 Resistance Risk Analysis

- PP 1/223 Introduction to the efficacy evaluation of plant protection products

Justification for the use of data from other countries/zones

Data for GF-3307 (S7K-3-3) Biological Assessment Dossier is summarised by EPPO PP 1/241(1)
defined zones. The zones have been defined on the basis of comparable climates in the form of a
‘Climatic Justification’ paper as approved by EPPO and found within the standard PP 1/241(1), thus the
issue of climatic differences need not be addressed within this dossier. According to EPPO PP 1/241(1)
zones, the Central registration zone is composed of 3 EPPO climatic zones: Maritime, North-East and
South-East zones.

Data from the Northern registration zone (Lithuania and Poland) was used in this dossier to support
Poland (Northeast EPPO zone) where sugar beet is predominantly grown. Data from neibouring
countries including Germany and Czech Repulic are also provided as acceptable supportive data for
Poland.

Trials were performed in Denmark and Lithuania, belonging to the Maritime and Northeast EPPO
climatic zones according to EPPO PP 1/241(1) ‘Guidance on comparable climates’. As well, data from
the United-Kingdom belonging to the Maritime EPPO climatic zone are also used. Data from Maritime
EPPO climatic zone from France in sugar beet (representation from Southern registration zone) have
been also used in this BAD for GF-3307 (S7K-3-3) as they represent high disease pressure situations.
This use has been considered possible by the division of biological data into three regions i.e. North,
Central and South Europe based on data comparability between Member states as it is indicated in the
Annex Il of Directive 93/71/EEC. The following justifications are presented:

Disease presented are common throughout Europe. Although trials were performed in different
countries, sites were selected with known pest populations in order to exert maximum control pressure
and to exacerbate treatment differences. No difference in disease susceptibility is apparent from the
control levels achieved between the efficacy data presented for each country within the zonal regions
presented.

Similar trial methodologies were used in all countries. All trials are in compliance with GEP and were
undertaken by official or officially recognised testing facilities in accordance with the relevant EPPO
guidelines. Furthermore, identical methods of assessment for efficacy and crop tolerance were
employed.

Agronomic practices for the growing of sugar beet are similar between countries. Levels of inorganic
fertilisers and other crop inputs are also similar. Trials were performed in the major sugar beet growing
areas in each respective country. These areas have been found to be particularly suitable for sugar beets
production due to their innate similarity in terms of soil type and climate.

In recent years, Cercospora beticola (CERCBE) has become more prevalent in Europe and has become
the most destructive foliar pathogen of sugar beet. It is widely present in most beet-growing regions and
can cause major yield losses if not properly controlled. This disease usually appears early in the season
and is most severe in wet and warm areas in case of very early attack. Data are presented from all
climatic zones for this disease and reflect the full range of climatic conditions across the Central
registration zone.

Data presented on Uromyces betae (UROMBE) is from Maritime zone from France, Germany, UK and
Denmark and fully support the registration of Univog/Queen for control of UROMBE in Central
registration zone. In fact, the United-Kingdom and Denmark present high risk situations for UROMBE
as Cercospora beticola is less prevalent. It is proposed that data on UROMBE from Maritime countries
would support countries in the North East and South East where this disease is less prevalent as a result
of warmer summer climate. Additional data is presented from Maritime countries for control of
Ramularia beticola (RAMUBE) and Erysiphe betae (ERYSBE) which fully support Central registration
zone where these are major diseases.
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Information on trials submitted (3.1 Efficacy data)

Data to confirm efficacy claims for applications of GF-3307 (S7K-3-3) were taken from a set of 33
efficacy trials carried out from 2020 to 2023 including 1 trial in Austria, 1 trial in Czech Republic, 15
trials in Germany, 6 trials in Poland, 6 trials in Hungary and 4 trials in Romania for the Central registra-
tion zone.

In addition, to complete the data package, 23 efficacy trials performed from 2020 to 2023 in the
Maritime and Northeast EPPO climatic zones (as defined by EPPO standard PP 1/241(2)) from Southern
and Northern registration zone (Denmark (6), France (8), The United-Kingdom (7) and Lithuania (2))
are also provided, as the United-Kingdom and Denmark present high risk situations for UROMBE as
Cercospora is less prevalent.

The trials were undertaken by contractors’ test facilities, all of which follow the EPPO guidelines and
have Official Recognition status for undertaking efficacy trials in accordance with the principles of
Good Experimental Practice (GEP). Some trials had more than one disease present.

The following table provides an overview of submitted trials to evaluate the efficacy of GF-3307 (S7K-
3-3). The number of trials is summarised in

Table 3.2-6 and detailed in Table 3.2-7. The locations of trials is detailed in Figure 3.2 - 3.

All trials were carried out by Dow AgroSciences/Corteva Agriscience or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).

Table 3.2-6: Presentation of Preliminary, MED and efficacy trials
Target(s) Type of .N.umber of valid trials GEP,
Crop(s)® a Country | Years trial® Maritime | Northeast | Southeast [non-GEP,
Zone® | zone® | zone® | official®
Czech
- 2023 P+MED+E+Y+Q+S 1 - - GEP
Republic
2020 E+S 2 - - GEP
France 2021 E+S 1 - - GEP
2022 P+MED+E+S 3 - - GEP
P+MED+E+Y+Q+S 1 - - GEP
E+S 1 GEP
2020 P+MED+E+S 3 - GEP
2021 E+S 1 GEP
MED+E+S 2 GEP
Germany 2022 P+MED+E+S 3 - GEP
P+MED+E+Y+Q+S 1 - GEP
MED+E+S 1 GEP
2023 P+MED+E+S 2 - GEP
P+MED+E+Y+Q+S 1 - GEP
CERCBE 2020 E+S - - 2 GEP
Hungary 2023 P+MED+E+S - - 1 GEP
P+MED+E+Y+Q+S - - 3 GEP
Sugar beet . - P+MED+E+S - 1 - GEP
(BEAVA) Lithuania | 2023 5 en  Fy v+ 0+ s - 1 - GEP
E+S - 1 - GEP
2020 E+Y+Q+S - 1 - GEP
Poland 2021 E+S - 1 - GEP
2023 P+MED+E+S - 1 - GEP
P+MED+E+Y+Q+S - 2 - GEP
E+Y+S - - 1 GEP
Romania 2020 E+Y+Q+S - - 1 GEP
2023 P+MED+E+Y+S - - 2 GEP
united- | 5953 P+MED+E+S 1 : - GEP
Kingdom
2020-
TOTAL - 2023 - 24 8 10 GEP
France 2020 E+S 1 - - GEP
2022 P+MED+E+S 2 - - GEP
Germany 2022 MED +E + S 1 - - GEP
UROMBE 2020 E+Y+Q+S 2 - - GEP
Denmark 2022 P+MED+E+S 1 - - GEP
P+MED+E+Y+Q+S 1 - - GEP
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Target(s) Tvoe of Number of valid trials GEP,
Crop(s)® g) Country Years ti’li% %) Maritime | Northeast | Southeast [non-GEP,
Zone® | zone® zone® | official®

2023 P+MED+E+Y+Q+S 2 - - GEP
United- 2020 E+Y+S 2 - - GEP
Kingdom 2023 P+MED+E+S 4 - - GEP

2020-
TOTAL - 2023 - 16 - GEP
Austria 2023 MED+E+S 1 - - GEP
France 2020 E+S 1 GEP
2021 E+S 1 GEP
E+S 1 - GEP
2020 P+MED+E+S 1 - GEP
Germany 2022 P+MED+E+S 1 - GEP
ERYSBE 2023 MED +E +S 1 - GEP
P+MED+E+Y+Q+S 1 - GEP
Denmark 2020 E+Y+Q+S 2 - GEP
2022 P+MED+E+Y+Q+S 1 - GEP

United-

Kingdom 2022 MED+E+S 1 - GEP

2020-
TOTAL - 2023 - 12 - GEP
E+S 1 - - GEP
Germany 2020 P+MED+E+S 3 - - GEP
2021 E+S 1 - - GEP
RAMUBE| Denmark 2022 P+MED+E+S 1 - GEP
Poland 2023 P+MED+E+Y+Q+S - 1 - GEP
united- | 5059 E+Y+S 2 . GEP

Kingdom

2020-

TOTAL - 2023 - 8 1 GEP

@ According to the GAP table.

@ p = Efficacy trials used in preliminary part - MED = Efficacy trials used in Minimum effective dose - E = Efficacy trial - S
= Phytotoxicity assessments - Y = Harvested trial - Q = Quality parameters measures (Sodium content, potassium content,
amino nitrogen content and sugar content in%).

®) According to EPPO guideline PP 1/241(1) "Guidance on comparable climates”.

) GEP: Good Experimental Practices. Official: carried out by a national official organisation.
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Table 3.2-7 Presentation of trials - 56 Efficacy trials - Sugar beet

. . . EPPO : GEP, non-GEP,
Crop(s)® Target(s)® Type of trial® Registration zone climatic zone® Year Number of trials official®
Maritime 2020-2021 2 trials -
Central Northeast 2020-2021 2 trials -
E+S Southeast 2020 2 trials -
Southern Maritime 2020-2021 4 trials -
All All 2020-2021 10 trials -
Central Southeast 2020 1 trial -
E+Y+S - Maritime 2020 2 trials -
All All 2020 3 trials -
Northern Maritime 2020 2 trials -
Northeast 2020 1 trial -
E+Y+Q+S Central Southeast 5020 1 trial -
All All 2020 4 trials -
Central Maritime 2022-2023 4 trials -
MED +E +S - Maritime 2022 1 trial -
All Maritime 2022 5 trials -
BEAVA CERCBE + UROMBE + Maritime 2020-2022-2023 8 trials -
ERYSBE + RAMUBE Central Northeast 2023 1 trial -
Southeast 2023 1 trial -
Maritime 2022 1 trial -
P+MED+E+S Northern Northeast 2023 1 trial -
Southern Maritime 2022 3 trials -
- Maritime 2023 4 trials -
All Maritime 2020-2023 19 trials -
Northeast 2023 1 trial -
Central :
P+MED+E+Y+S Southeast 2023 2 trials -
All All 2023 3 trials -
Maritime 2022-2023 2 trials -
Central Northeast 2023 2 trials -
Southeast 2023 3 trials -
P+MED+E+Y+Q+S Northern Maritime 5022-2023 3 trials -
Southern Maritime 2022 1 trial -
All All 2022-2023 12 trials -

@ According to the GAP table.® P: Efficacy trials used in Prelimanary par - MED: Efficacy trials used in Minimum effective dose — E: Efficacy trial Y: Yield - Q: Quality assessment - S:
Phytotoxicity assessments. ©® According to EPPO guideline PP 1/241(1) "Guidance on comparable climates”. / ) GEP: Good Experimental Practices. Official: carried out by a national official
organisation.



QUEEN / GF-3307 (S7K-3-3)
Part B — Section 3 — Core Assessment
ZRMS version

Page 20/208
Version: November 2025

Figure 3.2-3  Location of the trial sites - Efficacy trials - Sugar beet - All diseases
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Table 3.2-8: Presentation of reference standards used in Preliminary, MED and efficacy trials - Sugar beet
Country(ies Formulation . Application
c Whereyt(he ) — : Registered ra[t)s in trials @
rop(s)| Reference standard product is Authorization number Active substance(s) Type® Content appllcaglon (per Remark
registered © of as. rate® treatment)
SCORE AT 3255-0 difenoconazole EC 250 g/L 0.4 0.4 L/ha -
SCORE cz Not registered on this crop difenoconazole EC 250 g/L 0.4 0.4 L/ha DAFNI.E 250EC similar product
registered under 5274-0
- - - DIFCOR similar product registered
SCORE FR Not registered on this crop difenoconazole EC 250 g/L 05 0.4-0.5 L/ha under AMIF\)/I 206000%
DITTO 25EC similar product
SCORE DE Not registered on this crop difenoconazole EC 250 g/L 0.4 0.4-0.5 L/ha | registered under 00A317-00/00-
001
. . . DIFCOR similar product registered
SCORE LT Not registered on this crop difenoconazole EC 250 g/L 0.5 0.4 L/ha under AS2-43F(2016)
SCORE PL Not registered on this crop difenoconazole EC 250 g/L 0.4 0.4 L/ha BLZEPS jg/r;l(l)alrspzrcaiucztg)r%gzlsztgrlesd
SCORE RO Not registered on this crop difenoconazole EC 250 g/L 0.4 0.4 L/ha rezﬁfe':lelz ii%%fg??c”/%pégdzlgb
SCORE DK Not registered on this crop
SCORE HU Not registered on this crop
SCORE UK Not registered on this crop
BEAVAI™AMISTAR GOLD AT 4107-0 azoxystrobin + difenoconazole | SC [125+125 g/L 1.0 1.0 L/ha 2 applications
AMISTAR GOLD (074 5230-0 azoxystrobin + difenoconazole | SC [125+125 g/L| 1.0 1.0 L/ha 1 application
AMISTAR GOLD FR 2160724 azoxystrobin + difenoconazole | SC [125+125 g/L| 1.0 1.0 L/ha 2 applications
AMISTAR GOLD DE 008267-00 azoxystrobin + difenoconazole | SC [125+125 g/L| 1.0 1.0 L/ha 2 applications
AMISTAR GOLD DK 1-233 azoxystrobin + difenoconazole | SC [125+125¢g/l] 0.5-1.0 1.0 L/ha Max 1.0 L/ha / season
AMISTAR GOLD HU 6300/336-1/2021 azoxystrobin + difenoconazole | SC [125+125 g/L 1.0 1.0 L/ha 2 applications
AMISTAR GOLD LT AS2-88F(2017) azoxystrobin + difenoconazole | SC [125+125 g/l 0.75-1.0 | 0.5-1.0 L/ha 1 application
AMISTAR GOLD PL R-13/2019wu z dn. 18.03.2019 azoxystrobin + difenoconazole | SC [125+125 g/L| 1.0 1.0 L/ha 2 applications
AMISTAR GOLD RO 4214PC din 05.06.2018 azoxystrobin + difenoconazole | SC [125+125 g/L| 1.0 1.0 L/ha 2 applications
AMISTAR GOLD UK =ANGLE: 19119 azoxystrobin + difenoconazole | SC [125+125 g/L| 1.0 1.0 L/ha 2 applications
SPYRALE FR 9300487 difenoconazole+fenpropidin EC [100+375 g/L| 1.0 1.0 L/ha 2 applications
SPYRALE Cz 5861-0 difenoconazole+fenpropidin EC [100+375 g/L| 1.0 1.0 L/ha 2 applications
SPYRALE DK Not registered on this crop
SPYRALE PL R-230/2016 z dn. 08.12. 2016 difenoconazole+fenpropidin EC [100+375 g/L| 1.0 1.0 L/ha 2 applications
SPYRALE RO 611PC/30.06.2020 difenoconazole+fenpropidin EC [100+375¢g/Ll 0.75 1.0 L/ha 2 applications
SPYRALE UK Used Rﬁgg;ﬁ%‘;gidng? by /ggi%“”der difenoconazole+fenpropidin | EC [100+375g/L|  0.75 1.0 L/ha 2 applications
(1) only on use(s) applied for (with the test product).
(2) e.g. SC (suspension concentrate), EC (emulsifiable concentrate).
(3) dose(s) / dose range authorized on that use in the country.

(4)

Other relevant information (e.g. uses, number of applications, spray volume, method of application, etc.)
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In sugar beet trials, the efficacy of GF-3307 (S7K-3-3) was compared to the efficacy of different refer-
ence standards (see Table 3.2-8). To facilitate comparison of data produced in different conditions,
SCORE at 0.4 L/ha (250 g ai/L difenoconazole) has been chosen as the representative reference standard
among European countries, as it was included in almost all trials and similar product and/or active sub-
stance is authorised for foliar diseases control in sugar beet in all countries (except HU, UK and DK
where Amistar Gold is registered which also contains difenoconazole). In contrast, other references at
its local registered rate, except for 4 trials performed in UK and DK included for minor diseases only,
with different mode of action (azoxystrobin in mixture with difenoconazole in AMISTAR GOLD,
fenpropidin in mixture with difenoconazole SPYRALE) were also used in efficacy trials and presented
and discussed.

Some trials included other standards, but these have not been listed as they are not referenced in this
dossier. This is in line with EPPO PP 1/278 Principles of Zonal Data Production and Evaluation.

The straight prothioconazole product Proline (250 g/L prothioconazole) has been used in the Preliminary
section.

3.2.1 Preliminary tests (KCP 6.1)

As this is an existing fungicide formulation, containing two established fungicides in wheat, it is
considered that preliminary data are not typically considered necessary. However, as this is the first use
of fenpicoxamid (GF-3308) on sugar beet and prothioconazole is a new use in sugar beet in Austria,
Hungary, Poland, Romania, Slovakia, Belgium and the Netherlands, except in Czech Republic, some
preliminary data on the protectant and curative activity of fenpicoxamid and prothioconazole and the
mixture is included. In addition, the supporting trials include both component active substance and
justification for the mixture of these two active substances for control of CERCBE and UROMBE in
sugar beet is also discussed in this section.

3211 Preventive and curative properties of GF-3307 (S7K-3-3) in a glasshouse
test for the control of Cercospora beticola in sugar beet

Introduction

In order to obtain a better understanding of how GF-3307 (S7K-3-3) as optimized formulation of
fenpicoxamid + prothioconazole compared to sugar beet (BEAVA) reference products, a series of tests
were completed to evaluate the preventive (a 1-day protectant) and curative (after 2-day curative
application) properties of GF-3307 (S7K-3-3) for the control of CERCBE of sugar beet.

Materials and Methods
A greenhouse bioassay! was conducted to characterize the efficacy of GF-3307 (S7K-3-3) for
controlling Cercospora beticola (CERCBE) following a 1-day protectant (1 DP) application and 2 days
prior (2 DC) on 21-day-old sugar beet plants. The efficacy of GF-3307 (S7K-3-3) was compared to GF-
3308 (fenpicoxamid), Proline (prothioconazole), Propulse (fluopyram+prothioconazole) and Score
(difenoconazole).

- Host Plant Cultivation:
Sugar beets (Beta vulgaris), variety SV333 were used to test the efficacy of Inatreq (GF-3308; fenpicox-
amid) alone or co-formulated with prothioconazole against competitors for control of Cercospora
beticola (CERCBE). Sugar beet seeds were planted in plastic pots containing artificial potting soil.

- Inoculation of plants:
CERCBE spores were harvested from CERCBE cultures grown on potato dextrose agar -~ PDA. One
day after (1 DP) and two days prior (2 DC) to compound application, BEAVA plants were sprayed to
run-off with a CERCBE spore suspension using a compressed air spray gun. The spore suspension was
filtered through two layers of cheesecloth and adjusted to 20,000 spores per ml. To the final suspension,
3 drops of Tween 20/100 ml of inoculum. Inoculated plants were placed in - a dew room (100% RH,

! Karaiskou, G, Kaehler, E., 2023; Performance of Corteva™ products GF-3308 and GF-3307 (S7K-3-3) for control of
Cercospora beticola following protectant and curative applications - Dow agrosciences internal report - October, 2023.
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24°C) cycled for 48 hours. Inoculated plants were then transferred to a greenhouse with a suitable envi-
ronment for disease development with hoods and plug carts into sub system for 14-16 days.
Plants were evaluated for disease three weeks after inoculation (21 DAI). Percent disease severity was
assessed per pot on a 0-100% scale. The percent disease control was then made relative to the untreated
check. Pots were arranged in a randomized complete block design with four replications. Each applica-
tion timing (1 DP and 2 DC) was treated as individual experiments. The experiments were repeated once
(1 DP, 2 DC).

- Experiment design:
Each application timing consisted of 2 trials. Each trial included 26 treatments included the untreated
and 4 replicates.

- Compound application:
Fungicides were applied to 3-week-old plants trimmed down to 2 newer leaves using a Generation 11l
Research Track Sprayer (DeVries Manufacturing) using a 8003E single jet flat fan nozzle with a spray
arm speed of 1.81 km/h and a spray pressure of 32 PSI. Pots of sugar beet plants were placed in the
spray chamber such that their mid-canopy was 50 cm below the spray nozzle. Fungicides were delivered
to wheat seedlings at various rates (Table 1) simulating a spray volume of 400 L/ha.

Table 3.2-9: Formulations, active ingredients (a.i.), a.i. loadings (g a.i./L), and rates (g a.i./ha) of
fungicides used in protectant and curative studies of GF-3308 and GF-3307 (S7K-3-3)
against Cercospora beticola (CERCBE)

Rates tested g a.s./ha

Formulation Active substance gas./L (L/ha)
150 75+150 |62.5+125 | 50+100 | 37.5+75 25+50
GF-3307 fenpicoxamid + prothioconazole (50 + 100)
(1.5) (1.25) (1.0) (0.75) (0.5)
. . 75 62.5 50 375 25
GF-3308 fenpicoxamid 50 (15) (1.25) (1.0) (0.75) (0.5)
Proline 250 prothioconazole 250 150 1255 100 825 50

(0.6) (0.52) (0.4) (0.33) (0.2)
150+150 | 125+125 | 100+100 |82.5+82.5| 50+50

. 250
Propulse fluopyram+prothioconazole (125 +125)
(1.2) (1.0) (0.8) (0.66) (0.4)
Score difenoconazole 250 125 625 313 156 78
(0.5) (0.25) | (0.125) | (0.0625) |(0.03125)
Results

The percentage control of Cercospora beticola (CERCBE) after 1-day preventive application and 2-
curative days application is presented in Table 3.2-10.

Table 3.2-10:  Percentage control of Cercospora beticola after 1-day protectant (1 DP), and 2-curative
(2 DC) application of GF-3308 and GF-3307 (S7K-3-3) at 0.5, 0.75, 1, 1.25 and 1.25 L/ha
compared to competitor products. Results of two trials (n=8) for each application timing

Products Rate Rate Percent (%) CERCBE control Percent (%) CERCBE severity

(L/ha) (g a.i/ha) 1DP 2DC 1DP 2DC
15 75 72 abc 75.5 bed 20.1 abc 17.2 ab
GF-3308 1.25 62.5 66.6 abc 74.7 bcd 23.9 abc 19.7 ab
(Inatreq) 1 50 53.1 abc 70.6 bed 33.5 abc 20.1 ab
q 0.75 375 56 abc | 815 bed 314 Tabe | 149 Ta'b
0.5 25 50.1 abc 57 abcd 35.6 abc 32.2 ab

15 75+150 90.8 88 d 6.6 9.6

GF‘33|°7 (tS7K‘3‘3) 125 62511255 89.2 2 90.2 Cd 76 Z 74 Z
(”ireq 1 50+100 85.9 be 83.6 cd 9.9 ab 14772 b
. 0.75 37.5+82.5 82.8 bc 77.1 bed 12.1 ab 195 ab
prothioconazole) 05 55150 791 be 792 bed 1497 b 188 "2 b
0.6 150 72.4 abc 84.6 cd 19.4 abc 14.4 ab
Proline 250 0.502 1255 66.5 abc 83.5 cd 23.7 abc 13.9 ab
(prothioconazole) 0.4 100 63.5 abc 67.8 abcd 25.6 abc 23.5 ab
0.33 82.5 65.4 abc 61.4 abcd 24.5 abc 28.4 ab
0.2 50 53.8 abc 63.9 abcd 32.6 abc 29 ab
Propulse 1.2 150+150 69.1 abc 82 bed 25 abc 15.9 ab
(fluopyram 1 125+125 73.9 abc 74.4 bcd 18.4 abc 17.1 ab
+ 0.8 100+100 72 abc 75.8 bed 19.8 abc 16.9 ab
prothioconazole) 0.66 82.5+82.5 63.4 abc 72.4 bed 25.9 abc 17.8 ab
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0.4 50+50 68.9 abc 63 abcd 22 abc 29.4 ab
0.5 125 54.2 abc 73.9 bed 325 abc 19.9 ab
Score 250 0.25 62.5 38.2 ab 64.1 abcd 43.8 bc 27 ab
(difenoconazole) 0.125 31.3 28 a 51.6 abc 51.2 c 40.1 ab
0.0625 15.6 28.6 a 31.6 a 51 c 48.8 b
0.03125 7.8 26.4 c 45.2 ab 53.1 c 42.4 ab
Untreated 71.9% 74.4%
P value | <0.0001 | <0.0001 <0.0001 <0.0001

Percentage control values were calculated for each treatment within a rep according to the formula: [(SC

— ST)/SC]*100 where SC is the severity on the untreated inoculated control and ST is the severity on

the treatment.

Values are the means of two independent trials with four replications each; means followed by the same

letter within a column are not significantly different at P value <0.05. Means were separated using

Tukey’s mean comparison test (internal R based software).

GF-3307 (S7K-3-3) applied at the maximum registerable rate (1.5 L/ha) presented -~ 90.8% control of

CERCBE after 1 DP and 88.0% control of CERCBE after 2 DC. GF-3307 (S7K-3-3) was numerical

superlor compared to GF-3308, Proline, Propulse and Score in CERCBE control at 21 DAI (Figure 3.2
4 and
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Figure 3.2 - 5). There was a clear benefit of GF 3307 (S7K-3-3) formulating Inatreq (GF-3308) at 1.5
L/ha (75 g ai/ha) which delivered 72% and 72.5% control in 1DP and 2DC, respectively, while
Proline at 0.6 L/ha (150 gai/ha) achieved 72.4% and 84.6% control in = 1DP and 2 DC,
respectively.
GF-3307 (S7K-3-3) at lower doses of 1.25 L/ha, 1.0 L/ha, 0.75 L/ha and 0.5 L/ha was in most cases
numerically superior to Inatreq (GF-3308) and Proline applied alone at the equivalent dose
rate of that component in GF-3307 (S7K-3-3). GF-3307 (S7K-3-3) applied at the lowest dose of 0.5
L/ha achieved 79.1% control of CERCBE after 1 DP and 79.2% control of CERCBE after 2 DC.
Numerical differences with GF-3308, Proline and Propulse in CERCBE control at 21 DAI were
observed between all treatments tested after 1 DP and 2DC. There was a clear benefit of GF-3307 (S7K-
3-3) formulating Inatreq (GF-3308) at 0.5 L/ha (25 gai/ha) which delivered 50.1% and 57% control in
1DP and 2DC with Proline 0.4 L/ha (150 gai/ha) which achieved 68.9% and 63% control at 1DP and 2
DC (Figure 3.2 - 4 and
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Figure 3.2 - 5) when compared to the equivalent doses in GF-3307 (S7K-3-3) at 0.5 L/ha.
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Figure 3.2-4  Percentage control of Cercospora beticola (CERCBE) after 1-day protectant application of
GF-3308 and GF-3307 (S7K-3-3) at 0.5, 0.75, 1.0, 1.25 and 1.5 L/ha. Results of two trials

(n=8) assessed 21 DAI (71.9% average infection in untreated)
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Figure 3.2-5  Percentage control of Cercospora beticola (CERCBE) after 2-day curative application of
GF-3308 and GF-3307 (S7K-3-3) at 0.5, 0.75, 1, 1.25 and 1.5 L/ha. Results of two trials
(n=8) assessed 21 DAI (74.4% average infection in untreated)

Conclusions

1DP: GF-3307 (S7K-3-3) at all rates was superior to GF-3308, Proline 250, Propulse and Score. There
is a clear benefit in disease control from applying GF-3307 (S7K-3-3) (Inatreg+prothioconazole)
compared to Inatreq (GF-3308) and prothioconazole straight at all rates.

2DC: GF-3307 (S7K-3-3) at all rates was superior to GF-3308, Proline 250, Propulse and Score. There
is a clear benefit in disease control from applying GF-3307 (S7K-3-3) (Inatreg+prothioconazole)
compared to Inatreq (GF-3308) and prothioconazole straight at all rates.

This glasshouse study clearly demonstrated that GF-3307 (S7K-3-3) provide a preventive and curative
control of CERCBE even at lower doses tested and at levels that are superior to the efficacies shown by
the indivivual compenets of Inatreq (GF-3308) and Proline 250, and superior to reference products
Propulse and Score.

3212 Mix partner justification for fenpicoxamid + prothioconazole in the final
formulation GF-3307 (S7K-3-3)

GF-3307 (S7K-3-3) has been developed in line with the guidance in EPPO standard PP1/306 (1)
‘General principles for the development of co-formulated mixtures of plant protection products’. The
proposed combination of fenpicoxamid and prothioconazole in GF-3307 (S7K-3-3) is intended to
improve effectiveness of foliar diseases in sugar beet crop control over products containing the single
active substances and to assist with resistance management. FRAC resistance management
recommendations for both active substances (SBI (DMI) fungicides? and fenpicoxamid®) recommend
applying both active substances in mixture (co-formulation) with a partner from a different cross-
resistance group as a modifier to reduce the risk of resistance developing. This is discussed further in
section 3.3.

The 1:2 ratio of fenpicoxamid and prothioconazole is already determined as the formulation GF-3307
(S7K-3-3) is authorised for use on wheat, rye and triticale with other additional crops planned in the
future. We believe this is a favourable ratio for the formulated product to be used in a range of
combinable crops. In addition to the above benefits of combining these two active substances in GF-
3307 (S7K-3-3), this co-formulation ratio also allows the dose rate of each active substance to be
reduced when compare to products applied alone, while still maintaining effective control. This
complies with the advantages of a combined product detailed in EPPO PP1/306 (1), which states that
when using active substances in combination, whether against a single pest or a pest complex, lower
rates may sometimes be used compared with when using solo products. The maximum proposed dose
rate of 1.5 L/ha (75 g of fenpicoxamid/ha + 150 g of prothioconazole/ha) delivers lower doses of both
active substances.

(a) Results for the justification against Cercospora beticola in sugar beet.

To demonstrate the benefit of combining the active substances and to justify the co-formulation, field
trial data are presented in this section. These trials are those used in section 3.2.3.1 (Effectiveness
section) in which the formulated product GF-3307 (S7K-3-3) (50 g/L fenpicoxamid + 100 g/L
prothioconazole) was tested at a comparable dose rate to both component active substances -
fenpicoxamid (as the product GF-3308) and prothioconazole (as the product Proline). GF-3308 (50 g/L
fenpicoxamid, early stage coded X772777, XDE-777 and DE-777) was applied at 75.0 g of
fenpicoxamid/ha (1.5 L/ha of GF-3308). Proline (250 g/L prothioconazole) was applied at 150 g of
prothioconazole/ha (0.6 L/ha of Proline).

2 https://www. frac.info/frac-teams/working-groups/sbi-fungicides/recommendations-for-sbi

3https://www.frac.info/docs/default-source/modes-of-action-without-recommendations-by-frac/group-21-(c4)---fenpicox-
amid-(qii)-recommendations-17th-of-april-2019.pdf?sfvrsn=20bd489a_2



https://www.frac.info/frac-teams/working-groups/sbi-fungicides/recommendations-for-sbi
https://www.frac.info/docs/default-source/modes-of-action-without-recommendations-by-frac/group-21-(c4)---fenpicoxamid-(qii)-recommendations-17th-of-april-2019.pdf?sfvrsn=20bd489a_2
https://www.frac.info/docs/default-source/modes-of-action-without-recommendations-by-frac/group-21-(c4)---fenpicoxamid-(qii)-recommendations-17th-of-april-2019.pdf?sfvrsn=20bd489a_2

QUEEN / GF-3307 (S7K-3-3) Page 27/208
Part B - Section 3 - Core Assessment Version: November 2025
ZRMS version

Only trials that included all three products at these dose rates are included. The 27 trials used in this
section were conducted in Czech Republic (1), France (4), Germany (10) and The United-Kingdom (1)
in the EPPO Maritime, in Lithuania (2) and Poland (3) in the EPPO Northeast and in Hungary (4) and
Romania (2) in the EPPO Southeast climatic zones between 2020 and 2023.

Table 3.2-11:  Details on trial methodology - Preliminary part - CERCBE

Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
. | Plot design RCB
Egsﬁsg'me”ta Plot size 18-36 7
Number of replications |4
Trials per crop Sugar beet (27)
Annabella (1), Annarosa (2), Asketa (2), Belamia (1), Briga (1), BTS1140 (1),
Calledia (2), Camelia (2), Danicia (1), Darvas (1), Florentina (1), Lunella (1),
Varieties per crop Marley (1), Marynia RH (1), Pavo (1), Racoon (1), Rossada (1), Smart
Crop Latoria KWS (1), Smart Mondeo (1), Smart Sanya (1), Stingray (1), Surf (1),
Traper (1)
Sowing period Sugar beet: March — April
Crop stage (BBCH)at Sugar beet: two applications between BBCH 35-49*
application
Timing 1sf appligation: At the appearance of th_e disease to control the _foliar_diseasgs
Application Pest stage at applicati with an interval. The application was timed to cover the main infection period
ge at application .
to protect the crop from disease development.
Number of applications | 2 applications : 27 trials with intervals of 14 to 29 days*
Spray volumes 200-400 L/ha
Assessment types % infect_iqn (severity) o _ ) _
% crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)
Assessments for crop selectivity were aimed at 1 and 2 weeks after application
and at every assessment timing for efficacy.
Assessment Assessment dates for Assessments for efficacy (% infection) at each application and then 15-20
efficacy and crop days, 30-40 days and 50-60 days after the last application.
selectivity Yield (12 trials) and quality parameters (Sodium content (9 trials), Potassium
content (9 trials), Amino nitrogen content (9 trials) and Sugar content in % (9
trials)).
E.g. Natural / artificial Natural infection in 22 trials
inoculation... Artificial inoculation in 5 trials
Other relevant All trials were carried out in the field, trial sites were selected on the basis of
information E . known pest pressure, favourable agronomical and environmental factors, in
.g. Field / Greenhouse.. . - :
areas representative of those where the crop is grown commercially and where
CERCBE is an abundant disease.

*In 2 trials, three applications were performed. However, only valid assessment after the second application were considered
for the evaluation.

Introduction

27 field trials were selected in 2020, 2022 and 2023 for testing in which the benefit of the formulated
product, GF-3307 (S7K-3-3) is clearly evident over fenpicoxamid or prothioconazole applied straight
for the control of Cercospora beticola (CERCBE).

These trials are those used in section 3.2.3.1 (Effectiveness section) in which the formulated product
GF-3307 (S7K-3-3) (50 g/L fenpicoxamid + 100 g/L prothioconazole) was tested at a comparable dose
rate to both component active substances - fenpicoxamid (as the product GF-3308) and prothioconazole
(as the product Proline).

Twenty trials representative for the Central registration zone were selected in Czech Republic (1) and
Germany (10) in the Maritime EPPO climatic zone, in Poland (3) in the Northeast EPPO climatic zone,
in Hungary (4) and in Romania (2) in the Southeast EPPO climatic zone. In addition, to support the
justification of mix partner, seven trials of others registration zones (Southern, Northern) of Maritime
and Northeast EPPO climatic zones are added. These trials were carried out in Lithuania (2), France (4)
and in the United-Kingdom (1).

In these trials, GF-3307 (S7K-3-3) was applied at the rate 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g
a.s./ha prothioconazole, EC) and compared to GF-3308 (75 g a.s./ha) and Proline (150 g a.s./ha) at
equivalent active substances rates in GF-3307 (S7K-3-3) at 1.5 L/ha.
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GF-3308 (50 g/L fenpicoxamid) was applied at 75 g of fenpicoxamid/ha (1.5 L/ha of GF-3308). Proline
(250 g/L prothioconazole) was applied at 150 g of prothioconazole/ha (0.6 L/ha of Proline).

All trials were carried out by officially recognised contract research organisations in accordance with
the principles of Good Experimental Practice (Table 3.7 1).

Materials and Methods

The justification of the association fenpicoxamid with prothioconazole was supported by the data from
27 efficacy trials. Material and Methods used in these efficacy trials are given within Section 3.2.3.1
“Efficacy tests (KCP 6.2)”. Trials were carried out by the testing facilities as listed in Table 3.2-7. For
trial site and application details see Appendix 4. Figure 3.2 - 3 provides an overview on the geographical
distribution of the trials across the EU countries and Table 3.2-11 details the trial methodologies.
GF-3307 (S7K-3-3) was applied at the rates of 1.5 L/ha.

GF-3307 (S7K-3-3) applied at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole, EC)
was evaluated in the 27 trials and compared to 75 g a.s./ha of fenpicoxamid as GF-3308 (straight EC of
fenpicoxamid) and to 150 g a.s./ha prothioconazole as Proline.

Results

Twenty-seven field trials were selected in 2020, 2022 and 2023 to clearly demonstrate the additive effect
of fenpicoxamid to prothioconazole for the control of Cercospora beticola (CERCBE) in sugar beet. For
Maritime EPPO climatic zone the trials were carried out in Czech Republic (1), France (4), Germany
(10) and The United-Kingdom (1), for Northeast EPPO climatic zone, in Poland (3) and Lithuania (2)
and for Southeast EPPO climatic zone in Hunagry (4) and Romania (2). The trials were selected
representative of the Maritime, Northeast and Southeast EPPO climatic zones in which the disease target
was CERCBE and presenting challenging situations for this disease.

The results are summarized by EPPO climatic zone in Table 3.2-12 (Maritime EPPO climatic zone),
Table 3.2-13 (Northeast EPPO climatic zone), Table 3.2-14 (Southeast EPPO climatic zone) and Table
3.2-15 (All EPPO climatic zones). Only results for all valid efficacy trials (all EPPO climatic zones in
Table 3.2-15) are discussed hereafter to justify the benefit of the association.

Across the 27 trials conducted in the EPPO Maritime, Northeast and Southeast climatic zones, the benefit
of combining the active substances fenpicoxamid and prothioconazole in the product GF-3307 (S7K-3-
3) is clearly evident.

Assessment around 15-20 DA-B:

Based on assessments of disease severity in 25 trials, the straight fenpicoxamid (GF-3308) product
applied at a dose rate of 75 g a.s./ha (1.5 L/ha of GF-3308) achieved 73.0% mean overall control of
CERCBE (range 25.9-100.0%) and the straight prothioconazole product applied at a dose rate of 150 g
a.s./ha (0.6 L/ha of Proline) achieved 76.0% overall control of CERCBE (range 50.4-100.0%). GF-3307
(S7K-3-3) applied at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole) achieved
control of CERCBE above the two components at 85.2% (range 60.3-100.0%).

Assessment around 30-40 DA-B:

Based on assessments of disease severity in 24 trials, the straight fenpicoxamid (GF-3308) product
applied at a dose rate of 75 g a.s./ha (1.5 L/ha of GF-3308) achieved 67.9% mean overall control of
CERCBE (range 43.2-91.6%) and the straight prothioconazole product applied at a dose rate of 150 g
a.s./ha (0.6 L/ha of Proline) achieved 68.0% overall control of CERCBE (range 38.5-98.3%). GF-3307
(S7K-3-3) applied at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole) achieved
control of CERCBE above the two components at 82.8% (range 62.3-100.0%).

Assessment after 40 DA-B:

Based on assessments of disease severity in 12 trials, the straight fenpicoxamid (GF-3308) product
applied at a dose rate of 75 g a.s./ha (1.5 L/ha of GF-3308) achieved 71.7% mean overall control of
CERCBE (64.2-89.3%) and the straight prothioconazole product applied at a dose rate of 150 g a.s./ha
(0.6 L/ha of Proline) achieved 70.5% overall control of CERCBE (range 52.1-96.2%). GF-3307 (S7K-3-
3) applied at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole) achieved control of
CERCBE above the two components at 84.4% (range 71.5-100.0%).

Valid assessment after two applications (2 to 6 weeks after the application - all efficacy trials merged):
Based on assessments of disease severity in 27 trials, the straight fenpicoxamid (GF-3308) product
applied at a dose rate of 75 g a.s./ha (1.5 L/ha of GF-3308) achieved 65.9% mean overall control of
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CERCBE (range 25.9-91.6%) and the straight prothioconazole product applied at a dose rate of 150 g
a.s./ha (0.6 L/ha of Proline) achieved 66.8% overall control of CERCBE (range 38.5-98.3%). GF-3307
(S7K-3-3) applied at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole) achieved
control of CERCBE above the two components at 81.7% (range 60.3-100.0%).

Across these 27 trials, control using GF-3307 (S7K-3-3) at 1.5 L/ha was higher than using straight
fenpicoxamid in all trials (significantly higher in twelve trials) and also higher than using straight
prothioconazole in all trials (significantly higher in height trials). In addition, as the results for the
combined product are higher than the individual components, these data also demonstrate no antagonism
between the two active substances.

The difference between the different products can be illustrated by box plot graphic on the disease
severity on the efficacy trials in Figure 3.2 - 6.

The benefit of the formulated product GF-3307 (S7K-3-3) over fenpicoxamid or prothioconazole applied
straight against key label claim disease Cercospora beticola (CERCBE) is clearly demonstrated.
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Figure 3.2-6 Justification of the association - Efficacy of GF-3307 (S7K-3-3) on plants against
CERCBE on sugar beet - Disease severity - All EPPO climatic zones - Box plot graphics
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Table 3.2-12 Mix partner justification of GF-3307 (S7K-3-3) applied at 1.5 L/ha for the control of CERCBE in sugar beet in comparison to straight fenpicoxamid
(GF-3308 at 1.5 L/ha) and straight prothioconazole (Proline at 0.6 L/ha). Summary of data from sixteen trials conducted in the EPPO Maritime
climatic zone with direct comparison for GF-3307 (S7K-3-3) with the component active substances

% Control of
GF-3308 PROLINE GF-3307 (S7K-3-3) L
15 L/ha 0.6 L/ha 15 L/ha No. of assessments significantly >,
- No. Untreated - - =,<
Target Timing of EPPO climatic zone| of Fenpicoxamid Prothioconazole Fenpl_coxamld * GF-3307 (S7K-3-3) at 1.5 L/ha vs.
assessment trials Prothioconazole
75ga.s./ha 150 g a.s./ha 75+150 g a.s./ha
. . : , GF-3308 PROLINE
Mean Min i Max |Mean Min: Max : S.D. |Mean: Min: Max | S.D. |Mean Min: Max : S.D. 15 L/ha 06 L/ha
Assessment
around Maritime 14 | 20.6 : 5.2 58.8| 75.0 154.4:100.0:12.8| 75.3 {50.9:100.0:13.9| 86.8 {75.6:100.0: 7.5 | 4>;10=;0< 1>;13=;0<
15-20 DA-B
Assessment
around Maritime 15 | 304 : 51 635|703 :43.2:89.9:145(70.2 i1385:98.3 14.1| 84.2 :166.9:100.0: 9.1 4>;11=;0< 3>;12=;0<
Disease | 30-40 DA-B
;ﬁ‘ﬁgﬁ’s Aosessentafter  Maritime 7 | 400 206 665|747 650 893 89 |737 538 962 13.7|87.9 730 100.0 9.9 | 2>;5=;0< | 3>;4=;0<
Valid assessment
after 2
applications (2 to Maritime 16 | 30.6 : 5.1 635|69.3 :43.2:89.9:145| 695 :385:98.3 14.0| 83.7 :166.9:100.0: 9.1 5>;11=;0< 3>;13=;0<
6 weeks after the
application)
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Table 3.2-13 Mix partner justification of GF-3307 (S7K-3-3) applied at 1.5 L/ha for the control of CERCBE in sugar beet in comparison to straight fenpicoxamid
(GF-3308 at 1.5 L/ha) and straight prothioconazole (Proline at 0.6 L/ha). Summary of data from five trials conducted in the EPPO Northeast climatic
zone with direct comparison for GF-3307 (S7K-3-3) with the component active substances

% Control of
GF-3308 PROLINE GF-3307 (S7K-3-3) No. of assessments significantly
15L/ha 0.6 L/ha 15 L/ha > =<
R Untreated - -
Target | Timing of assessment EPPO climatic |No. of Fenpicoxamid Prothioconazole Fenpicoxamid + GF-3307 (S7K-3-3)
zone trials Prothioconazole at 1.5 L/havs.
75gas./ha 150 g a.s./ha 75+150 g a.s./ha
. . . . GF-3308 PROLINE
Mean: Min | Max |Mean: Min : Max | S.D. [Mean: Min | Max { S.D. |Mean: Min | Max : S.D. 15 L/ha 06 L/ha
Northeast 5 296 i 7.0 1575 | 69.0 i 259 : 980 | 23.7 | 725 | 504 | 988 | 16.4 | 80.9 : 60.3 | 99.4 | 126 2>;3=;0< 1>;4=;0<
Assessment around
15-20 DA-B Northeast and PL
border countries | 15 | 21.0 | 6.3 | 575 | 726 { 25.9 :100.0: 17.0 | 74.2 : 50.4 | 100.0: 14.8 | 84.4 . 60.3 :100.0: 9.7 5>;10=; 0< 2>;13=;0<
(PL-CZ-DE-LT)
Northeast 3 329 267 383|719 513 916 : 165 | 73.1 i 456 : 940 : 203 | 824 : 623 | 97.2 | 147 1>;2=;0< 0>;3=;0<
Ass;(s)s‘rlrz)erg :rgund Northeast and
) ) PLborder
. . 14 | 29.7 : 88 635|688 : 432 i 916 @ 156 | 69.2 | 385 : 983 | 17.0 | 82.6 : 623 :100.0: 10.8 5>;9=;0< 3>;11=;0<
Disease countries
severity (PL-CZ-DE-LT)
on
plants Northeast 1 | 698 - - 74.6 - - - 77.8 - - - 87.6 - - - 0>;1=;0< 0>;1=;0<
Assessment after 40 DA-B Riorianst o Bl
border countries | 6 | 453 { 248 : 69.8 | 756 : 65.0 : 89.3 : 9.2 | 739  59.2 | 86.6 @ 85 | 86.0 : 73.0 :100.0  10.0 1>;4=;0< 2>;3=;0<
(PL-DE)
. Northeast 5 38.7 : 26.7 : 575 | 622 : 259 | 916 | 222 | 66.1 . 456 : 940 : 182 | 78.0 : 60.3 : 97.2 . 144 3>;2=;0< 1>;4=;0<
Valid assessment
after 2 applications (2 to 6
weeks after the N(;rtthe:rs;;nd
application) countries 16 | 320 : 88 (635 |66.2 : 259 916 @ 179 | 676 | 385 : 983 | 16.6 | 81.2 : 60.3 :100.0: 11.4 7>;9=;0< 4>;12=;0<
(PL-CZ-DE-LT)
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Table 3.2-14 Mix partner justification of GF-3307 (S7K-3-3) applied at 1.5 L/ha for the control of CERCBE in sugar beet in comparison to straight fenpicoxamid
(GF-3308 at 1.5 L/ha) and straight prothioconazole (Proline at 0.6 L/ha). Summary of data from six trials conducted in the EPPO Southeast climatic
zone with direct comparison for GF-3307 (S7K-3-3) with the component active substances

% Control of
GF-3308 PROLINE GF-3307 (S7K-3-3)
Untreated 15L/ha 0.6 L/ha 1.5 L/ha No. of assessments significantly >, =, <
Target | Timina of assessment EPPO climatic |No. of Fennicoxamid Prothioconazole Fenpicoxamid + GF-3307 (S7TK-3-3) at 1.5 L/ha vs.
g 9 zone trials P Prothioconazole
75gas./ha 150 g a.s./ha 75+150 g a.s./ha
. . . . GF-3308 PROLINE
Mean: Min | Max [Mean: Min | Max : S.D. |Mean: Min | Max | S.D. |Mean: Min | Max : S.D. 15 L/ha 0.6 L/ha
Assf;fg‘oeg;_rg“”d Southeast 6 | 188 80 445|717 520 87.2 141|805 590 907 105|851 668 944 104 | 4>;2=;0< 2>;4=;0<
, Assessment around Southeast 6 | 357 123 650|602 457 732 89 |600 537 751 75 |797 655 89.0 80 | 4>;2=;0< 4>;2=;0<
Disease 30-40 DA-B
severity
on
PIAMS | \osessment after 40 DA-B|  Southeast | 4 | 320 140 525|657 642 683 16 | 629 521 676 64 | 775 715 827 51 | 2>;2=;0< 3>1=;0<
Valid assessment
after 2 applications (2 to 6 co_. Lo
weeks after the Southeast 6 357 1 123 650 | 60.2 1 457 732 89 | 600 537 751 75 | 79.7 655 :89.0: 80 4>;2=;0< 4>;2=;0<
application)
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Table 3.2-15 Mix partner justification of GF-3307 (S7K-3-3) applied at 1.5 L/ha for the control of CERCBE in sugar beet in comparison to straight fenpicoxamid
(GF-3308 at 1.5 L/ha) and straight prothioconazole (Proline at 0.6 L/ha). Summary of data from twenty-seven trials conducted in All EPPO climatic
zones with direct comparison for GF-3307 (S7K-3-3) with the component active substances

% Control of
GF-3308 PROLINE GF-3307 (S7K-3-3)
Untreated 15L/ha 0.6 L/ha 1.5L/ha No. of assessments significantly >, =, <
T - EPPO climatic |No. of . . . Fenpicoxamid + GF-3307 (S7K-3-3) at 1.5 L/ha vs.
arget | Timing of assessment - Fenpicoxamid Prothioconazole .
zone trials Prothioconazole
75gas./ha 150 g a.s./ha 75+150 g a.s./ha
. . . . GF-3308 PROLINE
Mean: Min | Max |Mean: Min | Max ;| S.D. |Mean: Min | Max | S.D. |Mean: Min | Max | S.D. 15 L/ha 06 L/ha
Assessment around | All EPPO climatic S1E— - L= -
15-20 DA-B Z0nes 25 | 220 5.2 58.8|73.0 259:100.0:16.0|76.0 50.4:100.0:14.0 | 85.2 60.3 100.0: 9.7 | 10>;15=;0< 4>;21=;0<
Assessment around All EPPO climatic . Ao
Disease 30-40 DA-B Z0nes 24 | 320 : 51 650|679 432 916 : 143 | 68.0: 385 983 : 14.6 | 82.8 : 62.3 :100.0: 9.9 9>;15=;0< 7>;17=;0<
severity
on
PIaNS | assessment after 40 DA-B[A! EPPOCMAIC) 45 | 598 | 140 | 60.8 | 71.7 | 642 893 81 |705 521 962 124|844 715 1000 95 | 4>;8=;0< 6>; 6= 0<
Valid assessment
after 2 applications (2 to 6 |All EPPO climatic RPT 1A .
weeks after the Z0nes 27 | 332 51 650|659 259 91.6:158|66.8 385983 :14.3|81.7 60.3 100.0: 10.4| 12>,15=,0< 8>,;19=;0<
application)
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(b)  Results for the justification against Uromyces betae in sugar beet

To demonstrate the benefit of combining the active substances and to justify the co-formulation, field
trial data are presented in this section. These trials are those used in section 3.2.3.1 (Effectiveness
section) in which the formulated product GF-3307 (S7K-3-3) (50 g/L fenpicoxamid + 100 g/L
prothioconazole) was tested at a comparable dose rate to both component active substances -
fenpicoxamid (as the product GF-3308) and prothioconazole (as the product Proline). GF-3308 (50 g/L
fenpicoxamid, early stage coded X772777, XDE-777 and DE-777) was applied at 75.0 g of
fenpicoxamid/ha (1.5 L/ha of GF-3308). Proline (250 g/L prothioconazole) was applied at 150 g of
prothioconazole/ha (0.6 L/ha of Proline).

Only trials that included all three products at these dose rates are included. The ten trials used in this
section were conducted in France (2), Denmark (4) and the United-Kingdom (4) in the EPPO Maritime
climatic zone in 2022 and 2023.

Table 3.2-16:  Details on trial methodology - Preliminary part - UROMBE

Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
Exoerimental Plot design RCB
e o [Plot size 1830
g Number of replications |4
Trials per crop Sugar beet (10)
- Annabella (1), BTS1140 (1), Falster (1), Katjana (1), Morgan (1), Nakskov
Crop Varieties per crop (2), Nasser (1), Surf (1), Wren (1)
Sowing period Sugar beet: March — May
Crop stage (BBCH) at . — .
application Sugar beet: two applications between BBCH 39-49
Timi 1% application: At the appearance of the disease to control the foliar diseases
L iming - : S - g . :
Application o with an interval. The application was timed to cover the main infection period
Pest stage at application -
to protect the crop from disease development.
Number of applications | 2 applications : 10 trials with intervals of 20 to 25 days
Spray volumes 200-245 L/ha
% infection (severity)
% crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)
Assessment types Yield and quality parameters (Sodium content (3 trials), Potassium content (3
trials), Amino nitrogen content (3 trials) and Sugar content in % (3 trials)).
Assessment — - e
Assessments for crop selectivity were aimed at 1 and 2 weeks after application
Assessment dates for L .
efficacy and crop and at every assessment timing for_efflcacy. o
selectivit Assessments for efficacy (% infection) at each application and then 15-20
y days, 30-40 days and 50-60 days after the last application.
!E.g. Nat_ural /artificial Natural infection in 10 trials
inoculation...
Other relevant All trials were carried out in the field, trial sites were selected on the basis of
information . known pest pressure, favourable agronomical and environmental factors, in
E.g. Field / Greenhouse.. . - .
areas representative of those where the crop is grown commercially and where
UROMBE is an abundant disease.

Introduction

10 field trials were selected in 2022 and 2023 for testing in which the benefit of the formulated product,
GF-3307 (S7K-3-3) is clearly evident over fenpicoxamid or prothioconazole applied straight for the
control of Uromyces betae (UROMBE).

These trials are those used in section 3.2.3.1 (Effectiveness section) in which the formulated product
GF-3307 (S7K-3-3) (50 g/L fenpicoxamid + 100 g/L prothioconazole) was tested at a comparable dose
rate to both component active substances - fenpicoxamid (as the product GF-3308) and prothioconazole
(as the product Proline).

To support the justification of mix partner, ten trials of Maritime EPPO climatic zone are selected. These
trials were carried out in Denmark (4), France (2) and the United-Kingdom (4).

In these trials, GF-3307 (S7K-3-3) was applied at the rate 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 ¢
a.s./ha prothioconazole, EC) and compared to GF-3308 (75 g a.s./ha) and Proline (150 g a.s./ha) at
equivalent active substances rates in GF-3307 (S7K-3-3) at 1.5 L/ha.
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GF-3308 (50 g/L fenpicoxamid) was applied at 75 g of fenpicoxamid/ha (1.5 L/ha of GF-3308). Proline
(250 g/L prothioconazole) was applied at 150 g of prothioconazole/ha (0.6 L/ha of Proline).

All trials were carried out by officially recognised contract research organisations in accordance with
the principles of Good Experimental Practice (Table 3.7 1).

Materials and Methods

The justification of the association fenpicoxamid with prothioconazole was supported by the data from
10 efficacy trials. Material and Methods used in these efficacy trials are given within Section 3.2.3.1
“Efficacy tests (KCP 6.2)”. Trials were carried out by the testing facilities as listed in Table 3.2-7. For
trial site and application details see Appendix 4. Figure 3.2 - 3 provides an overview on the geographical
distribution of the trials across the EU countries and Table 3.2-11 details the trial methodologies.
GF-3307 (S7K-3-3) was applied at the rates of 1.5 L/ha.

GF-3307 (S7K-3-3) applied at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole, EC)
was evaluated in the 10 trials and compared to 75 g a.s./ha of fenpicoxamid as GF-3308 (straight EC of
fenpicoxamid) and to 150 g a.s./ha prothioconazole as Proline.

Results

Ten field trials were selected in 2022 and 2023 to clearly demonstrate the additive effect of fenpicoxamid
to prothioconazole for the control of Uromyces betae (UROMBE) in sugar beet. For Maritime EPPO
climatic zone the trials were carried out in France (2), Denmark (4) and the United-Kingdom (4). The
trials were selected representative of the Maritime EPPO climatic zone in which the disease target was
UROMBE and presenting challenging situations for this disease.

The results are summarized by EPPO climatic zone in Table 3.2-17 (GF-3307 (S7K-3-3) at 1.5 L/ha).
Only results for all valid efficacy trials (Maritime EPPO climatic zone) highlighted in grey in Table
3.2-17) are discussed hereafter to justify the benefit of the association.

Across the ten trials conducted in the EPPO Maritime climatic zone, the benefit of combining the active
substances fenpicoxamid and prothioconazole in the product GF-3307 (S7K-3-3) is clearly evident.
Assessment around 15-20 DA-B:

Based on assessments of disease severity in 10 trials, the straight fenpicoxamid product applied at a dose
rate of 75 g a.s./ha (1.5 L/ha of GF-3308) achieved 85.3% mean overall control of UROMBE (range
72.1-95.1%) and the straight prothioconazole product applied at a dose rate of 150 g a.s./ha (0.6 L/ha of
Proline) achieved 85.2% overall control of UROMBE (range 67.5-99.7%). GF-3307 (S7K-3-3) applied
at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole) achieved control of UROMBE
above the two components at 92.4% (range 73.8-99.7%).

Assessment around 30-40 DA-B:

Based on assessments of disease severity in 9 trials, the straight fenpicoxamid product applied at a dose
rate of 75 g a.s./ha (1.5 L/ha of GF-3308) achieved 77.3% mean overall control of UROMBE (range
66.9-91.4%) and the straight prothioconazole product applied at a dose rate of 150 g a.s./ha (0.6 L/ha of
Proline) achieved 75.4% overall control of UROMBE (range 43.9-94.8%). GF-3307 (S7K-3-3) applied
at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole) achieved control of UROMBE
above the two components at 86.5% (range 53.9-97.1%).

Assessment after 40 DA-B:

Based on assessments of disease severity in 2 trials, the straight fenpicoxamid product applied at a dose
rate of 75 g a.s./ha (1.5 L/ha of GF-3308) achieved 72.4% mean overall control of UROMBE (range
63.2-81.6%) and the straight prothioconazole product applied at a dose rate of 150 g a.s./ha (0.6 L/ha of
Proline) achieved 62.2% overall control of UROMBE (range 61.1-63.2%). GF-3307 (S7K-3-3) applied
at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole) achieved control of UROMBE at
60.7% (range 52.5-68.9

Valid assessment after two applications (2 to 6 weeks after the application - all efficacy trials merged):
Based on assessments of disease severity in 10 trials, the straight fenpicoxamid product applied at a dose
rate of 75 g a.s./ha (1.5 L/ha of GF-3308) achieved 78.4% mean overall control of UROMBE (range
66.9-91.4%) and the straight prothioconazole product applied at a dose rate of 150 g a.s./ha (0.6 L/ha of
Proline) achieved 77.3% overall control of UROMBE (range 43.9-94.8%). GF-3307 (S7K-3-3) applied
at 1.5 L/ha (75 g a.s./ha fenpicoxamid + 150 g a.s./ha prothioconazole) achieved control of UROMBE
above the two components at 87.8% (range 53.9-99.5%).
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Across these ten trials, control using GF-3307 (S7K-3-3) at 1.5 L/ha was higher than using straight
fenpicoxamid in all trials (significantly higher in two trials) and also higher than using straight
prothioconazole in all trials. In addition, as the results for the combined product are higher than the
individual components, these data also demonstrate no antagonism between the two active substances.
The difference between the different products can be illustrated by box plot graphic on the disease
severity on the efficacy trials in Figure 3.2 -.

The benefit of the formulated product GF-3307 (S7K-3-3) over fenpicoxamid or prothioconazole applied
straight against the disease Uromyces betae (UROMBE) is clearly demonstrated.

100.0

00 |1 ] ES
80.0 -+ * | ’
: |
1

' o)

% control on disease severity

GF-3308 PROLINE GF-3307
1.5L/ha 0.6 L/ha 1.5L/ha

UROMBE - Valid assessment after application B (2 to 6 weeks after the applicatioh)
Disease severity on plants (10 trials)

+ql —min Amedian @average —max +g3

Figure 3.2 - Justification of the association - Efficacy of GF-3307 (S7K-3-3) on plants against UROMBE on
sugar beet - Disease severity - Maritime EPPO climatic zone - Box plot graphics
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Table 3.2-17 Mix partner justification of GF-3307 (S7K-3-3) applied at 1.5 L/ha for the control of UROMBE in sugar beet in comparison to straight fenpicoxamid
(GF-3308 at 1.5 L/ha) and straight prothioconazole (Proline at 0.6 L/ha). Summary of data from ten trials conducted in the EPPO Maritime climatic

zone with direct comparison for GF-3307 (S7K-3-3) with the component active substances
% Control of UROMBE

GF-3308 PROLINE GF-3307 (S7K-3-3) No. of assessments
Untreated 1.5L/ha 0.6 L/ha 15L/ha significantly >, =, <
Part Timi f t EPPO climatic |No. of|% INFECT UROMBE Fennicoxamid Prothioconazole Fenpicoxamid + GF-3307 (S7TK-3-3) at 1.5
ar iming ot assessmen zone trials P Prothioconazole L/ha vs.
75gas./ha 150 g a.s./ha 75+150 g a.s./ha
. . . . GF-3308 PROLINE
Mean | Min | Max [Mean| Min | Max | S.D. [Mean| Min | Max | S.D. |[Mean| Min | Max | S.D. 15 L/ha 06 L/ha
Assf;fg‘oeg :_r;“”d Maritime 10 | 242 | 82 | 35 | 852 | 721|951 | 7.9 | 852 | 675|997 | 12.0 | 92.4 | 738 | 99.7 | 80 | 1>;9=;0< | 0>;10=;0<
Assessment around L S Q= -
Disease 30-40 DA-B Maritime 9 40.4 186 | 59.1 | 77.3 | 66.9 | 91.4 7.5 754 | 439 | 948 | 149 | 865 | 539 | 97.1 | 127 | 2>;7=;0< | 0>;9=;0<
severity
on PlaNts | A scessment after 40 DA-B Maritime 2 | 465 | 411 | 519 | 724 | 632 | 81.6 | 92 | 622 | 611 | 632 | 1.0 | 60.7 | 525 | 68.9 | 82 | 0>:1=;1< | 0>;2=:0<
Valid assessment
after 2 applications (2 to 6 Maritime 10 | 384 | 186 | 59.1 | 784 | 669 | 914 | 7.8 | 77.3 | 439 | 948 | 153 | 87.8 | 53.9 | 995 | 12,6 | 2>;8=;0< | 0>;10=;0<
weeks after the application)
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(¢) Summary and conclusions on the preliminary trials
The combination of fenpicoxamid and prothioconazole in GF-3307 (S7K-3-3) has previously been
demonstrated to be an effective formulation for control of a wide range of foliar diseases in cereals, with
clear benefits over the component active substances when used alone.
Field and glasshouse studies demonstrate that GF-3307 (S7K-3-3) also delivers a significant benefit over
products containing the component active substances on CERCBE in sugar beet. The combined product
was the only product that demonstrated over 80% or 90% control across all field trials.
GF-3307 (S7K-3-3) is a formulation combining two active substances with different modes of action.
Prothioconazole is a DMI fungicide, part of the SBI mode of action group, and fenpicoxamid is a
picolinamide fungicides, part of the Qil mode of action group. The combined product complies with the
FRAC resistance management recommendations for both SBI (DMI) fungicides* and fenpicoxamid®
which recommend applying both active substances in mixture (co-formulation) with a partner from a
different cross-resistance group as a modifier to reduce the risk of resistance developing.
In recent years, Cercospora beticola has become more prevalent in Europe, and has become the most
destructive foliar pathogen of sugar beet. It is widely present in most beet-growing regions and can cause
major yield losses if not properly controlled. This disease usually appears early in the season and is most
severe in wet and warm areas in case of very early attacks.
The association fenpicoxamid + prothioconazole formulated in GF-3307 (S7K-3-3) allowed increasing
the control of Cercospora beticola and Uromyces betae of sugar beet compared to the same rate of
fenpicoxamid or prothioconazole applied straight. Indeed, the efficacy of GF-3307 (S7K-3-3) at 1.5 L/ha
over fenpicoxamid or prothioconazole applied straight is clearly demonstrated in 34 valid trials.
Based on the benefits with respect to resistance prevention and improved efficacy, the knowledge
of each active substance, and technical possibilities on formulation, the combination of the active
substances fenpicoxamid + prothioconazole in GF-3307 (S7K-3-3) and their rate ratio are clearly
justified in sugar beet and by extrapolation in fodder beet in accordance with PP 1/257 FEET 55(1).

Comments of ZRMS on:
Preliminary tests (3.2.1)

Preventive and curative properties of GF-3307 in a glasshouse

Two preliminary glasshouse trials were conducted in 2023 to assess both the preventive (1-day pre-inoculation)
and curative (2-day post-inoculation) efficacy of GF-3307 (S7K-3-3) against Cercospora beticola (CERCBE)
in sugar beet. The co-formulated product GF-3307 (S7K-3-3), containing fenpicoxamid (50 g/L) and prothio-
conazole (100 g/L), was compared with reference products: GF-3308 (fenpicoxamid 50 g/L), Proline 250
(prothioconazole 250 g/L), Propulse (fluopyram 125 g/L + prothioconazole 125 g/L), and Score (difenoconazole
250 g/L).

Preventive efficacy (1 DP): GF-3307 (S7K-3-3) applied at all tested dose rates (0.5 L/ha, 0.75 L/ha, 1.0 L/ha,
1.25 L/ha, 1.5 L/ha) provided superior control of CERCBE compared to GF-3308, Proline 250, Propulse, and
Score. These results support the added value of the co-formulated mixture (fenpicoxamid + prothioconazole)
over the individual components contained in GF-3308, Proline 250, applied alone at the same rates.

Curative efficacy (2 DC): Similarly, in the curative setting, the co-formulation GF-3307 (S7K-3-3) provided
visibly better efficacy at all application rates compared to GF-3308, Proline 250, Propulse and Score.

Co-formulation justification

27 and 10 preliminary trials present data to justify the benefits of the co-formulated mixture of two active sub-
stances: fenpicoxamid (50 g/L) and prothioconazole (100 g/L) (GF-3307 (S7K-3-3)), for the control of Cerco-
spora beticola (CERCBE) and Uromyces betae (UROMBE) respectively in sugar beet. The co-formulated mix-
ture GF-3307 (S7K-3-3) was compared with the products GF-3308 and Proline, which contain the single active
substances fenpicoxamid (50 g/L) and prothioconazole (250 g/L), respectively, applied at equivalent dose rates
per hectare: 75.0 g fenpicoxamid/ha and 150 g prothioconazole/ha. Considering Cercospora beticola (CER-
CBE), preliminary trials were conducted in the Maritime EPPO zone (Czech Republic - 1 trial, France - 4 trials,

4 https://www.frac.info/frac-teams/working-groups/sbi-fungicides/recommendations-for-sbi

Shttps://www.frac.info/docs/default-source/modes-of-action-without-recommendations-by-frac/group-21-(c4)---fenpicox-
amid-(qii)-recommendations-17th-of-april-2019.pdf?sfvrsn=20bd489a_2



https://www.frac.info/frac-teams/working-groups/sbi-fungicides/recommendations-for-sbi
https://www.frac.info/docs/default-source/modes-of-action-without-recommendations-by-frac/group-21-(c4)---fenpicoxamid-(qii)-recommendations-17th-of-april-2019.pdf?sfvrsn=20bd489a_2
https://www.frac.info/docs/default-source/modes-of-action-without-recommendations-by-frac/group-21-(c4)---fenpicoxamid-(qii)-recommendations-17th-of-april-2019.pdf?sfvrsn=20bd489a_2
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Germany - 10 trials, United Kingdom — 1 trial), the North-East EPPO zone (Poland - 3 trials, Lithuania - 2 trials),
and the South-East EPPO zone (Hungary - 4 trials, Romania - 2 trials) in 2020, 2022 and 202. Regarding
Uromyces betae (UROMBE), preliminary trials were conducted in the Maritime EPPO zone only (France - 2
trials, Denmark - 4 trials, United Kingdom — 4 trials) in 2022 and 2023.

Based on data from all concerned EPPO climatic zones, the trial results clearly demonstrated, that the co-
formulation of fenpicoxamid and prothioconazole provided significantly higher efficacy in the control of both
target pathogens CERCBE and UROMBE with 81.7% and 87.8% efficacy, respectively, compared to the solo
application of fenpicoxamid (65.9% and 78.4% for CERCBE and UROMBE, respectively) and prothioconazole
(66.8% and 77.3% for CERCBE and UROMBE, respectively).

Based on the submitted preliminary efficacy trial results, it can be concluded, that the benefits of using the co-
formulation of fenpicoxamid and prothioconazole have been justified. Furthermore, it can be noted, that mixture
of two active substances with different modes of action - prothioconazole, belonging to the triazolinthione
chemical group (DMI-fungicide; SBI: Class I; FRAC group 3), and fenpicoxamid, from the picolinamide
chemical group (Qil-fungicide; FRAC group 21) - would be a valuable tool in resistance management strategies
on sugar beet and fodder beet.

3.2.2 Minimum effective dose tests (KCP 6.2)

For the control of foliar diseases in sugar beet, a total of 39 efficacy trials were carried out from 2020 to
2023 to justify the minimum effective dose of GF-3307 (S7K-3-3) applied at a maximum dose of 1.5
L/ha for Poland, Austria, Belgium, Czech Republic, Hungary, The Netherlands, Slovakia and Romania.
All trials were carried out in Austria (1), Czech Republic (1), Denmark (4), France (4), Germany (13)
and The United-Kingdom (5) in the EPPO Maritime climatic zone, in Lithuania (2) and Poland (3) in
EPPO Northeast climatic zone and in Hungary (4) and Romania (2) in EPPO Southeast climatic zone. A
dose range 1.2-1.5 L/ha is sought in Poland, Slovakia, Hungary and Romania.

3221 Minimum effective dose of GF-3307 (S7K-3-3) for the control of Cercospora
beticola in sugar beet

This chapter covers the minimum effective dose of GF-3307 (S7K-3-3) for the control of CERCBE on
sugar beet when applied at the maximum requested label rate of 1.5 L/ha and 67 % (1.0 L/ha) and 80%-
83% (1.2-1.25 L/ha) of the maximum recommended label rate of GF-3307 (S7K-3-3).

Table 3.2-18 Details on trial methodology - Minimum effective dose - CERCBE
Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
. Plot design RCB (30)
S:Sﬁ’g;'me”ta' Plotsize 18-36 m?
Number of replications |4 (30)
Trials per crop Sugar heet (30)
Annabella (1), Annarosa (2), Asketa (2), Belamia (1), Briga (1), BTS1140 (1),
Calledia (4), Camelia (2), Clemens (1), Danicia (1), Darvas (1), KWS
Varieties per crop Florentina (1), Lunella KWS (1), Marley (1), Marynia RH (1), Pavo (1),
Crop Racoon (1), Rossada (1 ), Smart Latoria KWS (1), Smart Mondeo (1), Smart
Sanya KWS (1), Stingray (1), Surf (1), Traper (1)
Sowing period Sugar beet: March — April
Crop stage (BBCH)at Sugar beet: two applications between BBCH 35-49*
application
Timing 1Sf appligation: At the appearance of th_e disease to control the _foliar_diseasgs
Application Pest stage at applicati with an interval. The appl_lcatlon was timed to cover the main infection period
ge at application
to protect the crop from disease development.
Number of applications |2 applications: 30 trials with intervals of 14 to 29 days*
Spray volumes 200-400 L/ha
Assessment types % infect.io.n (severity) - . . .
Assessment % crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)
Assessment dates for Assessments for crop selectivity were aimed at 1 and 2 weeks after application
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efficacy and crop and at every assessment timing for efficacy.

selectivity Assessments for efficacy (% infection) at each application and then 15-20
days, 30-40 days and 50-60 days after the last application.

Yield (12 trials) and quality parameters (Sodium content (9 trials), Potassium
content (9 trials), Amino nitrogen content (9 trials) and Sugar content in % (9

trials)).
E.g. Natural / artificial Natural infection in 23 trials
inoculation... Artificial inoculation in 7 trials
Other relevant All trials were carried out in the field, trial sites were selected on the basis of
information known pest pressure, favourable agronomical and environmental factors, in

E.g. Field / Greenhouse.. areas representative of those where the crop is grown commercially and where

CERCBE is an abundant disease.
*In 2 trials, three applications were performed. However, only valid assessment after the second application were considered
for the evaluation.

Introduction

In total, data from 30 field trials are presented in this section to demonstrate the minimum effective dose
of GF-3307 (S7K-3-3), for the control of CERCBE in sugar beet. GF-3307 (S7K-3-3) was tested at 1.5,
1.2-1.25 and 1.0 L/ha. The trials were performed in accordance with the EPPO standard PP 1/225
‘Minimum effective dose’. The European reference standards used were SCORE (250 g/L
difenoconazole) applied at 0.4 L/ha, AMISTAR GOLD (125+125 g/L azoxystrobin + difenoconazole)
applied at 1.0 L/ha and SPYRALE at 1.0 L/ha (100+375 g/L difenoconazole + fenpropidin). In this
section results from all standards are presented and merged in one column. Orthogonal results against
each standard can be found in section 3.2.3.

The trials were carried out by Dow AgroSciences/Corteva Agriscience, contractor companies and
Official Research Institutes, all of which follow the EPPO standards and are officially recognized by the
competent authorities to carry out field registration trials in accordance with the principles of Good
Experimental Practice (GEP).

Twenty- three trials representative for the Central registration zone were selected in Czech Republic
(1) and Germany (13) in the Maritime EPPO climatic zone, in Poland (3) in the Northeast EPPO climatic
zone, in Hungary (4) and in Romania (2) in the Southeast EPPO climatic zone. In addition, to support
the minimum effective dose, seven trials of others registration zones (Southern, Northern) of Maritime
and Northeast EPPO climatic zones are added. These trials were carried out in Lithuania (2), France (4)
and in the United-Kingdom (1).

Materials and Methods

The justification of the minimum effective dose of GF-3307 (S7K-3-3) for the control of CERCBE was
supported by the data from 30 efficacy trials. Material and Methods used in these efficacy trials are
given within Section 3.2.3 “Efficacy tests (KCP 6.2)”.

GF-3307 (S7K-3-3) at the rates tested and the reference products were applied between growth stage
BBCH 35-49 when the crop conditions for CERCBE infections were favourable. Seven trials were
artificially inoculated by spraying a Cercospora beticola spore suspension before or after the application
of GF-3307 (S7K-3-3) and the reference products. Details of the natural or artificially inoculated trials
are shown in Table 3.2-34 in section 3.2.3.

Inoculation of trials is detailed as acceptable practice for disease control in sugar beet trials, within
EPPO Standard PP 1/1(4). Disease levels in the untreated at assessment were greater in the naturally
infected trials at 5.1-65.0% severity, compared to 7.9-63.5% severity in the inoculated trials (see in
Table 3.2-34). Therefore, the levels of disease in the inoculated trials were within the range of levels of
disease seen in the naturally infected trials, so all trials can be considered to be fully valid to support the
claims for control of this disease.

GF-3307 (S7K-3-3) was evaluated in accordance with EPPO Standard PP 1/225 ‘Minimum effective
dose’ and specific EPPO guideline PP 1/1 ‘Foliar diseases on sugar beet’, to determine the minimum
effective dose for control of CERCBE in sugar beet. GF-3307 (S7K-3-3) was tested at 50+100 g a.s./ha,
60-62.5+120-125 g a.s./ha and 75+150 g a.s./ha in the supporting trials, corresponding to 1.0, 1.2-1.25
and 1.5 of GF-3307 (S7K-3-3).

GF-3307 (S7K-3-3) was evaluated at 1.2-1.25 and 1.5 L/ha for the control of CERCBE in 27 MED trials
included in this section. The rate of 1.0 L/ha (67 % of the proposed label rate) of GF-3307 (S7K-3-3) was
evaluated in the 27 of the 30 MED trials.
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Results

In recent years, Cercospora beticola has become more prevalent in Europe®’ and has become the most
destructive foliar pathogen of sugar beet. It is widely present in most beet-growing regions and can cause
major yield losses if not properly controlled. This disease usually appears early in the season and is most
severe in wet and warm areas in case of very early attacks®.

Therefore, this part was supported by 30 GEP small plot field trials conducted in order to determine the
minimum effective dose of GF-3307 (S7K-3-3), for the control of the CERCBE in sugar beet, following
two applications between BBCH 35-49 of the crop. The MED trials representative for the Central
registration zone were carried out in 2020, 2022 and 2023 in Czech Republic (1) and Germany (13) in
the Maritime EPPO climatic zone, in Poland (3) in the Northeast EPPO climatic zone, in Hungary (4)
and in Romania (2) in the Southeast EPPO climatic zone. In addition, to support the minimum effective
dose, seven trials of others registration zones (Southern, Northern) of Maritime and Northeast EPPO
climatic zones are added. These trials were carried out in Lithuania (2), France (4) and in the United-
Kingdom (1), where CERCBE can be a key problem in sugar beet and so especially the German data
presents a worst case situation on sugar beet crop.

The results are summarized by EPPO climatic zone in Table 3.2-19 (Maritime EPPO climatic zone),
Table 3.2-20 (Northeast EPPO climatic zone), Table 3.2-21 (Southeast EPPO climatic zone) and Table
3.2-22 (All EPPO climatic zone). Only results for all efficacy trials (all EPPO climatic zones in Table
3.2-22) are discussed hereafter to justify the minimum effective dose.

Assessment around 15 -20 DA-B:

From 22 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 84.6%
(range 60.3-100.0%). Applied in the same trials at 1.0 and 1.2-1.25 L/ha (67% and 80-83% of the
proposed maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 72.6% at
1.0 L/ha and 78.7% at 1.2-1.25 L/ha with more variable results (range 46.9-100.0 at 1.0 L/ha and range
50.0-100.0% at 1.2-1.25 L/ha).

From 23 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 84.7%
(range 60.3-100.0%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 72.9% with more variable results (range
46.9-100.0).

From 25 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 85.2%
(range 60.3-100.0%). Applied in the same trials at 1.2-1.25 L/ha (80-83% of the proposed maximum
label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 78.8% with more variable
results (range 50.0-100.0).

Assessment around 30-40 DA-B:

From 21 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 83.1%
(range 62.3-100.0%). Applied in the same trials at 1.0 and 1.2-1.25 L/ha (67% and 80-83% of the
proposed maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 70.0% at
1.0 L/ha and 76.7% at 1.2-1.25 L/ha with more variable results (range 43.3-96.4 at 1.0 L/ha and range
58.5-97.1% at 1.2-1.25 L/ha).

From 24 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 83.5%
(range 62.3-100.0%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 71.8% with more variable results (range
43.3-96.4).

From 24 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 82.8%
(range 62.3-100.0%). Applied in the same trials at 1.2-1.25 L/ha (80-83% of the proposed maximum
label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 76.2% with more variable
results (range 58.5-97.1).

Assessment after 40 DA-B:

From 12 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 84.4%
(range 71.5-100.0%). Applied in the same trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed

6 http://bbro.co.uk/bbro-research/bbro-research/crop-protection/cu-integrated-disease-control-in-sugar-beet/
7 https://www.rdp-inra.fr/fr/publication-de-la-note-commune-betterave-2022/
8 https://www.florimond-desprez.com/es/wp-content/uploads/sites/6/2015/11/leaf-diseases_eng.pdf
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maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 70.6% at 1.0 L/ha
and 77.7% at 1.25 L/ha with more variable results (range 38.1-92.0 at 1.0 L/ha and range 56.7-96.1% at
1.25 L/ha).

From 15 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 85.0%
(range 71.5-100.0%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 72.2% with more variable results (range
38.1-92.0).

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials merged):
From 24 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 81.9%
(range 60.3-100.0%). Applied in the same trials at 1.0 and 1.2-1.25 L/ha (67% and 80-83% of the
proposed maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 68.8% at
1.0 L/ha and 75.7% at 1.2-1.25 L/ha (range 43.3-96.4 at 1.0 L/ha and range 50.0-97.1% at 1.25 L/ha).
From 27 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 82.3%
(range 60.3-100.0%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 70.5% with more variable results (range
43.3-96.4).

From 27 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of CERCBE of 81.7%
(range 60.3-100.0%). Applied in the same trials at 1.2-1.25 L/ha (80-83% of the proposed maximum
label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 75.4% with more variable
results (range 50.0-97.1).

In addition, in most challenging situation, with a disease pressure superior to 40% of plants area infected,
in 7 trials, GF-3307 (S7K-3-3) at 1.5 L/ha achieved mean control of CERCBE of 78.0% (range 65.5-
86.8%). Applied in the same trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed maximum label
rate), GF-3307 (S7K-3-3) achieved a lower mean level of control at respectively 65.8% and 71.3%
(range 52.8-79.3% at 1.0 L/ha and range 58.5-83.0% at 1.25 L/ha). Under lower disease pressure (<30%
of plants area infected), GF-3307 (S7K-3-3) at 1.5 L/ha achieved mean control of CERCBE of 88.5%
(range 77.2-100.0%). Applied in the same 9 trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control at respectively 73.6%
and 81.4% (range 53.6-89.1% at 1.0 L/ha and range 61.7-97.1% at 1.25 L/ha).

Trials results demonstrate that an increase dose rate provided an increase control and furthermore that
the maximum effective dose rate of 1.5 L/ha should be applied in order to achieve highest and most
consistent efficacy against Cercospora beticola in sugar beet. The difference between the different dose
rates of GF-3307 (S7K-3-3) can be illustrated by box plot graphic on the disease severity in

Figure 3.2-7. Indeed, overall, according to the box plots graphics, the higher the dose of GF-3307 (S7K-
3-3), the higher the efficacy.

The results justify also the use of a lower rate of 1.2 L/ha as requested by Poland, Hungary, Romania
and Slovakia according to the local conditions and infestation pressure (e.g. under low disease pressure).
Indeed, results from 6 trials conducted in EPPO Southeast climatic zone demonstrated that under lower
disease pressure, the minimum rate of 1.2 L/ha provided overall good control and was equivalent or
beter than the refeence products. However, the maximal rate of 1.5 L/ha is recommended in case of
highest disease pressure to obtain a better control and in an approach of efficient management of the risk
of resistance and most effective control of disease in a growers spray program. Only in Austria, Belgium,
Czech Republic and The Netherlands, the recommended rate is 1.5 L/ha according with the local
conditions and this dose may be legally rediced by the grower under lower disease pressure situations.
Considering all factors, it is the applicants opinion that the range rate of 1.2 to 1.5 L/ha is the most
balanced rate of GF-3307 (S7K-3-3) against CERCBE in sugar beet for Poland, Hungary, Romania and
Slovakia which performed similar to the reference materials, while in Austria, Belgium, Czech Republic
and The Netherlands the proposed rate is 1.5 L/ha for robust control of CERCBE and a broad spectrum
of diseases.
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Figure 3.2-7 Minimum effective dose of GF-3307 (S7K-3-3) - Sugar beet - CERCBE - Box Plot graphics
(all EPPO Climatic zones)
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Table 3.2-19 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%), 80-83% and 67% dose rates against CERCBE
in sugar beet. Results from 19 trials conducted in the EPPO Maritime climatic zone in 2020, 2022 and 2023
% Control of CERCBE
GF-3307 (S7K-3-3) GF-3307 (S7K-3-3) GF-3307 (S7K-3-3) Si’;‘r’]‘i f‘?z:gif;s)me:ti
Untreated 1.0 L/ha (67%) 1.2-1.25 L/ha (80-83%) 1.5 L/ha (100%) L
o o - - - : : : GF-3307 (S7K-3-3) at 1.5
Part Timing of EPPO climatic |No.of| % INFECT Fenpicoxamid + Fenpicoxamid + Fenpicoxamid + All reference products L/ha vs.
assessment zone trials CERCBE Prothioconazole Prothioconazole Prothioconazole p
50+100 g as./ha 120?&22@5;. ha 75+150 g as./ha GF-3307 (S7K-3-3)
Mean : Min | Max |Mean: Min | Max | S.D. [Mean: Min | Max | S.D. [Mean: Min i Max: S.D. |Mean: Min :Max:S.D.| 1.0L/ha 1.25 L/ha
12 [ 196 52 588 752 56.9:1000 122 - - - - ] 86.0 756 10000 79 |56.9 34.1 849 159]3>;9=;0< -
Assessment around i, e
15 20 DA-B Maritime 14 206 52 588 - - - - 1797 656 10000 9.8 | 86.8 756 1000 75 | 58.8 34.1 849 16.6 - 1>:13="0<
11 [20.7 52 588|748 56.9 :100.0: 12.6| 79.9 i 65.6 100.0 10.4| 86.1 756 1000 8.2 |55.1 341849 154 3>;8=;0< [0>;11=;0<
_ Assessment around - 15 [ 298 51 635|765 547 891 122 - - - - | 852 6691000 88 |558 30.2 867 17.0][2>;13=;0< -
Dlseqse 30-40 DA-B Maritime 15 | 304 : 5.1 :63.5 - - - - 78.1 1586 97.1 116 | 84.2 :66.9:100.0: 9.1 55.0 :130.2:79.9 14.4 - 2>;13=;0<
severity 12 311 51 635|746 547 891 129|794 586 971 124[850 669 1000 9.7 [550 30.2:79.9 15.9(2>;10=;0<[1>;11=;0<
on Assessment after Maritime 10 | 41.3 :120.6:66.5| 78.2 : 57.5 915129 - - - - 87.7 :73.0:100.0: 9.0 59.1 :120.8:90.5:20.0| 2>;8=;0< -
plants 40 DA-B 7 1400 20.6 665|780 575905 11.9|81.6 56.7 96.1 135|879 73.0 1000 9.9 [62.7 505905 13.7| 2>;5=;0< | 0>;7=;0<
Valid assessment 16 [ 300 51 635|758 547 891 122 - - - - | 846 6691000 88 |555 30.2 867 16.5]2>;14=;0< -
after 2 applications Maritime 16 | 306 51 635| - - - - | 779 :586:97.1 113|837 66.9 1000 9.1 |547 :30.2:79.9 14.0 - 2>;14=;0<
(Zt;ggp‘g’ﬁ‘é';;g:)er 13 | 313 51 635|738 547 891 126|790 586 97.1 120|844 669 1000 96 |546 302 799 154|2>;11=;0<|1>;12=;0<
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Table 3.2-20 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%), 80-83% and 67% dose rates against CERCBE
in sugar beet. Results from 5 trials conducted in the EPPO Northeast climatic zone in 2020, 2022 and 2023
% Control of CERCBE No. of
GF-3307 (STK-3-3) GF-3307 (S7K-3-3) GF-3307 (STK-3-3) sig?{i ﬁc:rjif;ime:ts g
o o Untreated 1.0 L/ha (67%) 1.2-1.25 L/ha (80-83%) 1.5 L/ha (100%) GE-3307 (s7K-3-é) At 15
Part Timing of EPPO climatic Nq. of| % INFECT Fenpl_coxamld + Fenpl_coxamld + Fenpl_coxamld + Al reference products L/ha vs.
assessment zone trials CERCBE Prothioconazole Prothioconazole Prothioconazole
50+100 g a.5./ha 120?82252; e 75+150 g a.s./ha GF-3307 (STK-3-3)
Mean | Min i Max [Mean: Min | Max | S.D. [Mean: Min | Max | S.D. |Mean: Min i Max : S.D. [Mean:Min:Max: S.D. 1.0 L/ha 1.25 L/ha
Northeast 5 296 70 575|742 469 979 16.7 | 78.8 50.0:98.8: 159|809 :60.3:994 126 | 62.0 :228:97.6:25.5| 1>;4=;0< | 0>;5=;0<
Assessment around | Northeastand PL | 13 20.1 i 6.3 (575 74.0 : 46.9 :1100.0: 14.6 - - - - 83.3 1 60.3:100.0: 10.0 | 55.9 :22.8:97.6 : 20.0 | 3>; 10=; 0< -
15-20 DA-B border countries 15 | 21.0 : 6.3 {57.5 - - - - 78.6 1 50.0 :1100.0: 12.3 | 84.4 : 60.3 :1100.0; 9.7 | 57.8 i122.8:97.6 : 20.1 - 1>;14=;0<
(PL-CZ-DE-LT) | 12 | 211 6.3 575]| 73.6 : 46.9 1100.0: 15.1 | 78.5  50.0 1100.0; 13.3 | 83.1 | 60.3 100.0 10.4 | 54.2 :22.8197.6 19.9 | 3>;9=;0< [0>;12=;0<
Northeast 3 329 :26.7 383|725 43.3:96.4 220|798 :60.5:96.8 : 149 | 82.4 :62.3:97.2 : 14.7 | 65.0 :46.0:90.4: 18.7 | 0>;3=;0< [ 0>;3=;0<
Assessment around | Northeastand PL | 14 | 29.1 1 7.9 1 63.5| 74.8 1 43.3:96.4 : 16.0 - - - - 83.7 162.3 1100.0: 10.7 | 53.7 :130.2:90.4 : 17.9 | 2>; 12=; 0< -
30-40 DA-B border countries | 14 | 297 88 635| - - - - 1767 586 97.1 133|826 623 100.0 108|528 30.2 90.4 151 - 2>:12=;0<
(PL-CZ-DE-LT) | 11 | 303 88 635|722 433964 171|777 586 97.1 146 | 83.1 623 1000 11.8 | 52.3 :30.2:190.4 16.9 | 2>;9=;0< [1>;10=;0<
Northeast 1 69.8 - - 92.0 - - - 90.8 - - - 87.6 - - - 76.3 | - - - 0>;1=;0< | 0>;1=;0<
Assessment after | Northeast and PL 9 449 :20.8:69.8| 783 : 57.5:92.0 : 13.8 - - - - 86.4 : 73.0:100.0; 9.0 | 56.2 120.8:88.7: 185 | 2>;6=;0< -
. 40 DA-B border countries
Dlseqse (PL-DE) 6 453 1248:69.8| 782 576 92 131|815 :56.7:939: 13.7 | 86.0 : 73.0 1100.0: 10.0 | 62.7 :50.5i90.5:13.7 | 2>;3=;0< | 0>;5=;0<
Se"cfr:'ty Northeast 5 | 387 26.7 575| 66.8 433 964 19.8 | 741 500 96.8 16.7 | 780 60.3 97.2 144 | 532 22.8 90.4 220 1>;4=;0< | 0>;5=,0<
plants Northeastand PL | 16 | 31.4 : 7.9 i 63.5| 72.8 1 43.3: 96.4 | 16.5 - - - - 82.2 1 60.3:100.0: 115 | 514 :122.8:90.4: 18.4 | 3>; 13=;0< -
border countries 16 | 32.0 : 8.8 | 63.5 - - - - 75.3 150.0:97.1:14.1| 81.2 : 60.3:100.0: 11.4 | 50.7 :22.8:90.4: 15.9 - 2>;14=;0<
(PL-CZ-DE-LT) 13 330 88 635|701  433:96.4  17.1| 758 :50.0:97.1 :1154| 81.3 : 60.3:100.0: 125 | 49.7 i22.8:90.4: 17.4 | 3>;10=;0<|1>; 12=;0<
Poland and border
Valid assessment countries
after 2 applications | < 30% plants area 5 186 : 88 :26.7| 818 i653:89.1: 93 |84.2 617 971 123|895 77.2:1000; 7.4 | 54.7 i136.4:745: 123 | 0>;5=;0< | 0>;5=;0<
(2 to 6 weeks after infected in
the application) untreated control
Poland and border
countries
> 40% plants area 2 60.5 i57.5: 635|622 547:69.7 75 | 713 617:809: 96 |805:784:826: 21 |39.2:302:48.1: 9.0 | 2>;0=;0< [1>;1=;0<
infected in
untreated control
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Table 3.2-21 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%b), 80-83% and 67% dose rates against CERCBE in
sugar beet. Results from 6 trials conducted in the EPPO Southeast climatic zone in 2020, 2022 and 2023.
% Control of CERCBE No. of t
GF-3307 (S7TK-3-3) GF-3307 (S7TK-3-3) GF-3307 (STK-3-3) g ‘r’]'if‘?c:rfifsimef °
Untreated 1.0 L/ha (67%) 1.2-1.25 L/ha (80-83%) 1.5 L/ha (100%) g N
_ _— 0 - - - . 4 > GF-3307 (S7K-3-3) at 1.5
Part Timing of EPPO climatic Nq.of % INFECT Fenpl_coxam|d+ Fenpl_coxamld+ Fenpl_coxam|d+ Al reference products L/ha vs
assessment zone trials CERCBE Prothioconazole Prothioconazole Prothioconazole )
60-62.5 +
50+100 g a.s./ha 120-125 g a.s./ha 75+150 g a.s./ha GF-3307 (S7K-3-3)
Mean | Min : Max |[Mean: Min | Max | S.D. |[Mean: Min i Max : S.D. |Mean: Min i Max | S.D. |Mean: Min : Max : S.D. 1.0 L/ha 1.25 L/ha
Assi%frggrggr_‘;‘”d Southeast 6 | 188 80 445|673 547 868 119|766 569 904 130|851 66.8 944 104|675 332 1000 26.3|3>;3=;0< |2>;4=;0<
Assgzs_’;‘g'g/ir_‘;‘”d Southeast 6 | 357 123 650|596 528 705 65 697 585 772 7.3 | 797 655 89.0 80 | 656 27.2 97.5 252 3>;3=;0< |3>;3=;0<
Disoase | ESpenafer 0] southeast | 4 | 320 140 525|521 381 667 123|677 635 694 24 | 775 7TL5 827 51 (753 506 970 218|2>;2=;0< |2>;2=;0<
severity
on
plants Southeast 6 |357 123 650|596 528 705 65 |69.7 585 772 7.3 | 79.7 655 89.0 80 | 656 27.2 97.5 252 3>;3=;0< |3>;3=;0<
Valid assessment Southeast
after 2 applications |< 30% plants area 1= AT
(2 to 6 weeks after infected in 3 | 182 123216597 536 705 7.6 | 749 721772 21 (863 815 89.0 3.4 |851 603 975 175|2>;1=;0< |2>;1=;0<
the application) | untreated control
Southeast
0,
>AGhplanisareal 3 | 532 450 650|505 528 653 51 |645 585 740 68 | 731 655 785 55 |461 27.2 613 142| 1>;2=;0< | 1>12=0<
untreated control
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Table 3.2-22 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%), 80-83% and 67% dose rates against CERCBE
in sugar beet. Results from 30 trials conducted in All EPPO climatic zones in 2020, 2022 and 2023
% Control of CERCBE No. of t
GF-3307 (S7TK-3-3) GF-3307 (S7TK-3-3) GF-3307 (STK-3-3) g ﬂ'igc:rfifsimef >
Untreated 1.0 L/ha (67%) 1.2-1.25 L/ha (80-83%) 1.5 L/ha (100%) 9 y>. =
- . . o - - - - - - GF-3307 (S7TK-3-3) at 1.5
Part Timing of EPPO climatic Nq.of % INFECT Fenpl_coxam|d+ Fenpl_coxamld+ Fenpl_coxam|d+ Al reference products L/ha vs
assessment zone trials CERCBE Prothioconazole Prothioconazole Prothioconazole )
60-62.5 +
50+100 g a.s./ha 120-125 g a.s./ha 75+150 g a.s./ha GF-3307 (S7K-3-3)
Mean | Min i Max [Mean: Min : Max | S.D. |Mean: Min i Max : S.D. |Mean: Min i Max : S.D. [ Mean: Min i Max :S.D.| 1.0L/ha 1.25L/ha
d LAl limati 23 | 216 52 588|729 46.9 :100.0: 13.6 - - - - 84.7 1 60.3 1100.0: 10.0 | 60.8 :22.8 :100.0:21.8|7>; 16=;0< -
Assesomentaround |ANIEPPO climatic] 25 | 220 52 s88| - - - - |788 500 1000 121|852 603 1000 97 | 615 228 100 215 - |3>;22=;0<
22 | 222 52 588|726 :46.9:100.0: 13.9 | 78.7 : 50.0 :100.0: 12.6 | 84.6 : 60.3 :100.0: 10.2 | 60.1 :22.8:100.0:22.0| 7>, 15=;0<| 2>, 20;0<
" limati 24 | 317 51 650|718 433:964 147 - . . . 83.5 162.3:100.0; 9.9 | 59.4 :27.2:97.5:20.1|5>;19=;0< -
Assg;merg:_rgund A EPZ)(rD]ecslmat'C 24 1320 51:650| - - - - | 762 585 971 118828 6231000 9.9 | 58.9 127.2 975 189 - 5>;19=;0<
21 327 51 :650| 70.0 433 :96.4:148| 76.7 585:97.1 124831 :62.3:100.0: 10.4 | 59.5 :27.2: 975 :20.1|5>;16=,0<[4>;17=,0<
Assessment after 40 |All EPPO climatic| 15 | 40.7 '14.0 69.8 | 722 381 92.0 17.6 | - - - i -1850 715 100.0: 9.0 | 64.6 1 20.8  97.0 21.3[4>;11=;0< -
DA-B zones 12 | 398 140 698|706 381 920 17.8|77.7 567 961 129|844 715 1000 95 | 680 505 97 175|5>;7=;0< |2>;10=;0<
DiSEB}SG All EPPO climatic 27 | 329 51 650|705 433:964 147 - . . . 82.3 160.3 1100.0: 10.4 | 57.3 :22.8: 97.5 :120.3|6>; 21=;0< -
severity Z0nes 27 1332 51 650 - - - - 75.4 :50.0:97.1:123 | 81.7  60.3:100.0: 10.4 | 56.8 :22.8: 97.5:19.0 - 5>;22=;0<
on 24 1339 51 650|688 433:964 146 | 75.7 :50.0:97.1: 128 | 819 : 60.3 :100.0: 10.8 | 57.1 :22.8:97.5 :19.2|6>;18=;0< [4>; 20=; 0<
plants All EPPO climatic
Valid assessment Zones
after 2 applications < 30% plants area| 9 169 : 51 :26.7| 73.6 :53.6:89.1:130| 814 :61.7:97.1: 104|885 77.2:1000: 6.1 | 67.1 :36.4:97.5 :19.7| 2>;7=;0< |2>,;7=;0<
(2 t0 6 weeks after untlrgzig:iegolrr:trol
h licati
the application) - i esR S ciimatic
zones
> 40% plants area| 7 542 :145.0:650| 658 :528:793: 99 | 71.3 :585:83.0: 98 | 780 655:86.8 6.1 | 489 :27.2:66.6 14.1| 3>;4=;0< |2>,;5=;0<
infected in
untreated control

Comments of ZRMS on:
Minimum effective dose of GF-3307 (S7K-3-3) for the control of Cercospora beticola in sugar beet (3.2.2.1)

Thirty efficacy trials present data to determine the minimum effective dose (MED) of GF-3307 (S7K-3-3), applied twice, in the control of Cercospora beticola on sugar
beet. The trials were carried out in 3 EPPO zones: Maritime (Czech Republic - 1 trial, France — 4 trials, Germany - 13 trials, the United Kingdom - 1 trial), North-East

(Lithuania - 2 trials, Poland - 3 trials) and South-East (Hungary - 4 trials, Romania - 2 trials) in 2020, 2022 and 2023.
The maximum recommended dose rate of 1.5 L/ha was compared with lower dose rates: 1.0 L/ha and 1.2-1.25 L/ha corresponding to 67% and 80%-83% of the maximum
target dose rate respectively.
Conclusions from the MED trials for individual EPPO climatic zones are presented below.
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Maritime EPPO zone (19 trials)

Based on the submitted trial results, a clear dose response was seen for GF-3307 (S7K-3-3) with increase of efficacy with increasing dose rate in the control CERCBE on
sugar beet. Considering numerical data, a clear differences were noted between tested dose rates. Statistically significant differences (in favor of higher dose rate) were evident
in 1 to 3 trials depending on the timing of assessment and dose rates compared. The highest efficacy, under various conditions of disease pressure was noted for GF-3307
(S7K-3-3), applied at maximum recommended dose rate of 1.5 L/ha.

North-East EPPO zone (5 trials)

A clear dose response was noted comparing the efficacy of GF-3307 (S7K-3-3), applied at 1.5 L/ha with the efficacy results achieved for lower dose rates1.0 L/ha and 1.25
L/ha. A clear differences were noted between tested dose rates considering numerical data. Statistically significant differences (in favor of higher dose rate) were evident in
single trials, between dose rate 1.0 L/ha and 1.5 L/ha. The highest efficacy, under various conditions of disease pressure was noted for GF-3307 (S7K-3-3), applied at
maximum recommended dose rate of 1.5 L/ha.

South-East EPPO zone (6 trials)

A clear dose response was seen for GF-3307 (S7K-3-3) with increase of efficacy with increasing dose rate in the control CERCBE on sugar beet. Considering numerical
data, a clear differences were noted between tested dose rates. Statistically significant differences (in favor of higher dose rate) were evident in 1 to 3 trials, depending on the
timing of assessment. The highest efficacy, under various conditions of disease pressure was noted for GF-3307 (S7K-3-3), applied at maximum recommended dose rate of
1.5 L/ha.
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3.2.2.2 Minimum effective dose of GF-3307 (S7K-3-3) for the control of Uromyces
betae in sugar beet

This chapter covers the minimum effective dose of GF-3307 (S7K-3-3) for the control of UROMBE on
sugar beet when applied at the maximum requested label rate of 1.5 L/ha and 67 % (1.0 L/ha) and 83%
(1.25 L/ha) of the maximum recommended label rate of GF-3307 (S7K-3-3).

Table 3.2-23 Details on trial methodology - Minimum effective dose - UROMBE
Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
E . tal Plot design RCB
d;(s?err]lmen al" TPlot size 18-30 m?
g Number of replications |4 (11)
Trials per crop Sugar beet (11)
- Annabella (1), BTS1140 (1), Clemens (1), Falster (1), Katjana (1), Morgan
Crop Varieties per crop (1), Nakskov (2), Nasser (1), Surf (1), Wren (1)
Sowing period Sugar beet: March — May
Crop stage (BBCH)at Sugar beet: two applications between BBCH 39-49
application
Timin 1%t application: At the appearance of the disease to control the foliar diseases
Application Pest st% e at anplication with an interval. The application was timed to cover the main infection period
g PP to protect the crop from disease development.
Number of applications | 2 applications: 11 trials with intervals of 20 to 25 days
Spray volumes 200-245 L/ha
% infection (severity)
% crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)
Assessment types Yield and quality parameters (Sodium content (3 trials), Potassium content (3
trials), Amino nitrogen content (3 trials) and Sugar content in % (3 trials)).
Assessment — - T
Assessments for crop selectivity were aimed at 1 and 2 weeks after application
Assessment dates for S )
efficacy and crop and at every assessment timing for_efflcacy. o
selectivit Assessments for efficacy (% infection) at each application and then 15-20
Y days, 30-40 days and 50-60 days after the last application.
!E.g. Nat_ural / artificial Natural infection in 11 trials
inoculation...
Other relevant All trials were carried out in the field, trial sites were selected on the basis of
information . known pest pressure, favourable agronomical and environmental factors, in
E.g. Field / Greenhouse.. - - :
areas representative of those where the crop is grown commercially and where
UROMBE is an abundant disease.

Introduction

In total, data from 11 field trials are presented in this section to demonstrate the minimum effective dose
of GF-3307 (S7K-3-3), for the control of UROMBE in sugar beet. GF-3307 (S7K-3-3) was tested at 1.5,
1.25and 1.0 L/ha. The trials were performed in accordance with the EPPO standard PP 1/225 ‘Minimum
effective dose’. The reference standard used was SCORE (250 g/L difenoconazole) applied at 0.4 L/ha
(11 trials), AMISTAR GOLD (125+125 g/L azoxystrobin + difenoconazole) applied at 1.0 L/ha and
SPYRALE at 1.0 L/ha (100+375 g/L difenoconazole + fenpropidin). In this section results from all
standards are presented and merged in one column. Orthogonal results against each standard can be
found in section 3.2.3.

The trials were carried out by Dow AgroSciences/Corteva Agriscience, contractor companies and
Official Research Institutes, all of which follow the EPPO standards and are officially recognized by the
competent authorities to carry out field registration trials in accordance with the principles of Good
Experimental Practice (GEP).

To support the justification of minimum effective dose, eleven trials of Maritime EPPO climatic zone
are selected. These trials were carried out in Denmark (4), France (2), Germany (1) and the United-
Kingdom (4).
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Materials and Methods

The justification of the minimum effective dose of GF-3307 (S7K-3-3) for the control of UROMBE was
supported by the data from 11 efficacy trials. Material and Methods used in these efficacy trials are
given within Section 3.2.3 “Efficacy tests (KCP 6.2)”.

GF-3307 (S7K-3-3) at the rates tested and the reference products were applied between growth stage
BBCH 39-49 when the crop conditions for UROMBE infections were favourable in natural conditions.
GF-3307 (S7K-3-3) was evaluated in accordance with EPPO Standard PP 1/225 ‘Minimum effective
dose’ and specific EPPO guideline PP 1/1 ‘Foliar diseases on sugar beet’, to determine the minimum
effective dose for control of UROMBE in sugar beet. GF-3307 (S7K-3-3) was tested at 50+100 g a.s./ha,
62.5+125 g a.s./ha and 75+150 g a.s./ha in the supporting trials, corresponding to 1.0, 1.25 and 1.5 of
GF-3307 (S7K-3-3).

GF-3307 (S7K-3-3) was evaluated at 1.25 and 1.5 L/ha for the control of UROMBE in 10 MED trials
included in this section. The rate of 1.0 L/ha (67 % of the proposed label rate) of GF-3307 (S7K-3-3) was
evaluated in the 11 MED trials.

Results

This part was supported by eleven GEP small plot field trials conducted in order to determine the
minimum effective dose of GF-3307 (S7K-3-3), for the control of the UROMBE in sugar beet, following
two applications between BBCH 39-49 of the crop. The MED trials representative for the Central
registration zone were carried out in 2022 in Germany (1) and the United-Kingdom (4). To support the
minimum effective dose demonstration, six trials from 2022 to 2023 of others registration zones
(Northern and Southern) of Maritime EPPO climatic zone are added. These trials were carried out in
France (2) and Denmark (4) where UROMBE can be a key problem in sugar beet and so this presents a
worst case situation on sugar beet crop as does the United Kingdom. Data from Maritime EPPO climatic
zone presents the worst case, though fully support the whole of the Central registration zone as
UROMBE is far less prevalent in the North East and South East EPPO zones where CERCBE is
dominant.

The results are summarized by EPPO climatic zone in Table 3.2-24. Only results for all valid efficacy
trials (Maritime EPPO climatic zone in Table 3.2-24) are discussed hereafter to justify the minimum
effective dose.

Assessment around 15-20 DA-B:

From 10 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of UROMBE of 92.4%
(range 73.8-99.7%). Applied in the same trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 82.5% at 1.0 L/ha
and 89.0% at 1.25 L/ha with more variable results (range 38.5-99.1 at 1.0 L/ha and range 61.5-99.7% at
1.25 L/ha).

From 11 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of UROMBE of 93.1%
(range 73.8-100.0%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 83.8% with more variable results (range
38.5-99.1).

Assessment around 30-40 DA-B:

From 9 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of UROMBE of 86.5%
(range 53.9-97.1%). Applied in the same trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 76.2% at 1.0 L/ha
and 82.9% at 1.25 L/ha with more variable results (range 35.8-92.8 at 1.0 L/ha and range 43.9-95.5% at
1.25 L/ha).

From 10 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of UROMBE of 87.9%
(range 53.9-100.0%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 78.6% with more variable results (range
35.8-100.0).

Assessment after 40 DA-B:

From 2 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of UROMBE of 60.7%
(range 52.5-68.9%). Applied in the same trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 41.8% at 1.0 L/ha
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and a higher mean level of control of 67.6% at 1.25 L/ha (range 39.9-43.7 at 1.0 L/ha and range 43.9-
99.6% at 1.25 L/ha).

From 3 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of UROMBE of 68.8%
(range 52.5-84.9%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 52.6% with more variable results (range
39.9-74.3).

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials merged):
From 10 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of UROMBE of 87.8%
(range 53.9-99.5%). Applied in the same trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 78.4% at 1.0 L/ha
and 84.5% at 1.25 L/ha with more variable results (range 43.9-99.6 at 1.0 L/ha and range 43.9-99.6% at
1.25 L/ha).

From 11 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of UROMBE of 88.9%
(range 53.9-100.0%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 80.3% with more variable results (range
35.8-100.0).

Trials results demonstrate that an increase dose rate provided an increase control and furthermore that
the minimum effective dose rate of 1.5 L/ha should be applied in order to achieve highest and most
consistent efficacy against Uromyces betae in sugar beet. The difference between the different dose rates
of GF-3307 (S7K-3-3) can be illustrated by box plot graphic on the disease severity in

Figure 3.2-8. Indeed, in overall, according to the box plots graphics, the higher the dose of GF-3307
(S7K-3-3), the higher the efficacy.

Although no specific data is shown from the North East or South East EPPO zones, the results from
Maritime justify the use of a lower rate of 1.2 L/ha as requested by Poland, Hungary, Romania and
Slovakia according to the local conditions and infestation pressure (e.g. under low disease pressure).
However, the maximal rate of 1.5 L/ha is recommended in case of high disease pressure to obtain a
better control and in an approach of efficient management of the risk of resistance. Only in Austria,
Belgium, Czech Republic and The Netherlands, the recommended rate is 1.5 L/ha according with the
local conditions.

Considering all factors, it is the applicants opinion that the range rate of 1.2 to 1.5 L/ha is the most
balanced rate of GF-3307 (S7K-3-3) against UROMBE in sugar beet for Poland, Hungary, Romania and
Slovakia where CERCBE is dominant, while in Austria, Belgium, Czech Republic and The Netherlands
the proposed rate is 1.5 L/ha for robust control of UROMBE and a broad spectrum of diseases.

100.0 | I I
20.0 " { l .
a e
£0.0 = ‘

\
|

40.0

3 2
o ©

W
o
[«]

% control on disease severity
- [ [
g e .
< (=} o

(=
=}

GEF-3307 GF-3307 GF-3307
1.0L/ha 1.25L/ha 1.5L/ha

UROMBE - Valid assessment after 2 applications
(2 to 6 weeks after the application) Disease severity on plants (10 trials)

Figure 3.2-8 Minimum effective dose of GF-3307 (S7K-3-3) - Sugar beet - UROMBE - Box Plot graphics
(Maritime EPPO climatic zone)
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Table 3.2-24 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%), 83% and 67% dose rates against UROMBE in
sugar beet. Results from 11 trials conducted in the EPPO Maritime climatic zone in 2022 and 2023
% Control of UROMBE
GF-3307 (S7TK-3-3) GF-3307 (S7TK-3-3) GF-3307 (S7TK-3-3) No. of assessments
EPPO Untreated 1.0 L/ha (67%) 1.25 L/ha (83%) 1.5 L/ha (100%) significantly >, =, <
. R . No. of % INFECT —— - —— = — - GF-3307 (S7TK-3-3) at 1.5
Part | Timing of assessment | climatic ial UROMBE Fenpicoxamid + Fenpicoxamid + Fenpicoxamid + All reference products L/ha vs
zone trials Prothioconazole Prothioconazole Prothioconazole )
50+100 g a.s./ha 62.5+125 g a.s./ha 75+150 g a.s./ha GF-3307 (S7K-3-3)
Mean: Min i Max |Mean: Min i Max : S.D. |Mean: Min : Max S.D. [Mean: Min | Max : S.D. [Mean: Min | Max | S.D. 1.0 L/ha 1.25 L/ha

Assessment around Maritime 10 242 1 82 :1350) 825 :385: 99.1 19.0| 89.0 61.5:99.7:115| 924 :73.8: 99.7 : 8.0 [ 874 :1683: 991 : 94 | 2>;8=;0< |0>;10=;0<

15-20 DA-B 11 235 :85 :350] 838 385: 99.1 186| - - - - 1931 :73.8:100.0: 8.0 | 88.6 :168.3:100.0: 9.7 | 2>,9=,0< -
Assessment around Maritime 9 40.4 :118.6 :59.1| 76.2 :135.8: 92.8 :17.2| 82,9 :143.9:955:15.0| 86.5 :53.9: 97.1 :12.7| 82.8 :59.2: 934 : 123 | 1>;8=;0< | 0>;9=;0<

Disease 30-40 DA-B 10 39.1 118.6:59.1| 78.6 :35.8:100.0 :17.8 - - . . 87.9 153.9:100.0:12.7 | 84.6 :59.2:100.0: 12.7 | 1>;9=;0< -
severity Assessment after Maritime 2 465 :41.1:51.9| 418 :139.9: 43.7 : 19 | 67.6 :161.3:73.8: 6.3 | 60.7 :525: 689 : 82 | 80.6 :70.5: 90.6 : 22 | 0>;2=;0< | 0>;2=;0<

on 40 DA-B 3 56.8 141.1:77.5]| 526 39.9: 743 154 - - - - 68.8 1525 849 1132|824 :705: 906 | 86 | 0>;3=;0< -
plants Valid assessment 10 38.4 118.6:59.1| 784 :358: 98.0 :17.5| 845 :1439:99.6:15.1| 87.8 53.9: 995 126 84.3 :159.2: 974 : 124 | 1>;9=;0< [ 0>;10=;0<

after 2 applications (2 to Maritime
6 weeks after the 11 37.4 :118.6:59.1| 80.3 :35.8:100.0 :17.9 - - - - 88.9 153.9:100.0:12.5| 85.7 :59.2:100.0: 12.7 | 1>;10=;0< -
application)

Comments of zZRMS on:
Minimum effective dose of GF-3307 (S7K-3-3) for the control of Uromyces betae in sugar beet (3.2.2.2)

Results from 11 efficacy trials, carried out between 2022 and 2023, have been presented to determine the minimum effective dose (MED) of GF-3307 (S7K-3-3), applied
twice in the control of Uromyces beate on sugar beet. The trials were carried out only in Maritime EPPO zone (Denmark — 4 trials, France — 2 trials, Germany — 1 trial, United
Kingdom — 4 trials). The maximum recommended dose rate of 1.5 L/ha was compared with lower dose rates: 1.0 L/ha and 1.25 L/ha, corresponding to 67% and 83% of the
maximum target dose rate respectively.
Based on the submitted trial results, a clear dose response was seen for GF-3307 (S7K-3-3) with increase of efficacy with increasing dose rate in the control UROMBE on
sugar beet. Considering numerical data, a clear differences were noted between tested dose rates. Statistically significant differences (in favor of higher dose rate) were evident
in 1 to 2 trials, depending on the timing of assessment and only between dose rates 1.0 L/ha and 1.5 L/ha. The highest efficacy, under various conditions of disease pressure
was noted for GF-3307 (S7K-3-3), applied at maximum recommended dose rate of 1.5 L/ha for the assessment timings up to around 40 DAB.
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3.2.2.3 Minimum effective dose of GF-3307 (S7K-3-3) for the control of Erysiphe

betae in sugar beet

This chapter covers the minimum effective dose of GF-3307 (S7K-3-3) for the control of ERYSBE on
sugar beet when applied at the maximum requested label rate of 1.5 L/ha and 67 % (1.0 L/ha) and 80%-

83% (1.2-1.25 L/ha) of the maximum recommended label rate of GF-3307 (S7K-3-3).

Table 3.2-25 Details on trial methodology - Minimum effective dose - ERYSBE
Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
. Plot design RCB(7)
E:S?Srr]lmental Plot size _ 20-30 m?
Number of replications |4 (7)
Trials per crop Sugar beet (7)

Varieties per crop

Calledia (2), Falster (1), Lunella KWS (1), Racoon (1), Sixtus (1), Wren (1)

Crop
Sowing period Sugar beet: March — April
Crop stage (BBCH)at Sugar beet: two applications between BBCH 39-49*
application
Timi 1%t application: At the appearance of the disease to control the foliar diseases
iming ; ; S - L . X
Avplication Pest stage at application with an interval. The appl_lcatlon was timed to cover the main infection period
PP to protect the crop from disease development.
Number of applications ! application: 1 tria_l* I
2 applications : 6 trials with intervals of 20 to 23 days**
Spray volumes 200-400 L/ha
% infection (severity)
% crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)
Assessment types Yield (2 trials) and quality parameters (Sodium content (2 trials), Potassium
content (2 trials), Amino nitrogen content (2 trials) and Sugar content in % (2
Assessment trials)).

Assessments for crop selectivity were aimed at 1 and 2 weeks after application
and at every assessment timing for efficacy.

Assessments for efficacy (% infection) at each application and then 15-20
days, 30-40 days and 50-60 days after the last application.

Assessment dates for
efficacy and crop
selectivity

E.g. Natural / artificial

. . Natural infection in 7 trials
inoculation...

All trials were carried out in the field, trial sites were selected on the basis of
known pest pressure, favourable agronomical and environmental factors, in
areas representative of those where the crop is grown commercially and where
ERYSBE is an abundant disease.

* In one trial, only one late application was performed.

** In 1 trial, three applications were performed. However, only valid assessment after the second application were considered
for the evaluation.

Other relevant

information E.g. Field / Greenhouse..

Introduction

In total, data from 7 field trials are presented in this section to demonstrate the minimum effective dose
of GF-3307 (S7K-3-3), for the control of ERYSBE in sugar beet. GF-3307 (S7K-3-3) was tested at 1.5,
1.2-1.25 and 1.0 L/ha. The trials were performed in accordance with the EPPO standard PP 1/225
‘Minimum effective dose’. The reference standard used was SCORE (250 g/L difenoconazole) applied
at 0.4 L/ha (6 trials), AMISTAR GOLD (125+125 g/L azoxystrobin + difenoconazole) applied at 1.0
L/ha and SPYRALE at 1.0 L/ha (100+375 g/L difenoconazole + fenpropidin). In this section results
from all standards are presented and merged in one column. Orthogonal results against each standard
can be found in section 3.2.3.

The trials were carried out by Dow AgroSciences/Corteva Agriscience, contractor companies and
Official Research Institutes, all of which follow the EPPO standards and are officially recognized by the
competent authorities to carry out field registration trials in accordance with the principles of Good
Experimental Practice (GEP).

To support the justification of minimum effective dose, five trials representative from the Central
registration zone were selected in Austria (1) and Germany (4). In addition, two trials from Maritime
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EPPO climatic zone but outside Central registration zone are presented. These trials were carried out in
Denmark (1) and in the United-Kingdom (1).

Materials and Methods

The justification of the minimum effective dose of GF-3307 (S7K-3-3) for the control of ERYSBE was
supported by the data from 7 efficacy trials. Material and Methods used in these efficacy trials are given
within Section 3.2.3 “Efficacy tests (KCP 6.2)”.

GF-3307 (S7K-3-3) at the rates tested and the reference products were applied between growth stage
BBCH 39-49 when the crop conditions for ERYSBE infections were favourable in natural conditions.
GF-3307 (S7K-3-3) was evaluated in accordance with EPPO Standard PP 1/225 ‘Minimum effective
dose’ and specific EPPO guideline PP 1/1 ‘Foliar diseases on sugar beet’, to determine the minimum
effective dose for control of ERYSBE in sugar beet. GF-3307 (S7K-3-3) was tested at 50+100 g a.s./ha,
60-62.5+120-125 g a.s./ha and 75+150 g a.s./ha in the supporting trials, corresponding to 1.0, 1.2-1.25
and 1.5 of GF-3307 (S7K-3-3).

GF-3307 (S7K-3-3) was evaluated at 1.2-1.25 and 1.5 L/ha for the control of ERYSBE in 6 MED trials
included in this section. The rate of 1.0 L/ha (67 % of the proposed label rate) of GF-3307 (S7K-3-3) was
evaluated also in other 6 MED trials.

Results

This part was supported by seven GEP small plot field trials conducted in order to determine the
minimum effective dose of GF-3307 (S7K-3-3), for the control of the ERYSBE in sugar beet, following
one or two applications between BBCH 39-49 of the crop. To support the minimum effective dose
demonstration, five trials representative from the Central registration zone were selected in Austria (1)
and Germany (4). In addition, two trials from Maritime EPPO climatic zone but outside Central
registration zone are presented. These trials were carried out in Denmark (1) and in the United-Kingdom
(1), where ERYSBE can be a key problem in sugar beet and so this presents a worst case situation on
sugar beet crop. Data from Maritime EPPO climatic zone presents the worst case, though fully support
Central registration zone.

The results are summarized by EPPO climatic zone in Table 3.2-26. Only results at assessment performed
around 15-20 days after the second application and the last valid assessment after one or two applications
(all efficacy trials merged in order to estimate the intrinsic efficacy of the product) between 2 to 6 weeks
are discussed hereafter to justify the minimum effective dose.

Assessment around 15-20 DA-B:

From 2 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of ERYSBE of 88.8%
(range 77.6-100.0%). Applied in the same trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 69.1% at 1.0 L/ha
and 85.3% at 1.25 L/ha with more variable results (range 38.2-100.0 at 1.0 L/ha and range 70.6-100.0%
at 1.25 L/ha).

From 3 trials conducted, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of ERYSBE of
90.5% (range 77.6-100.0%). Applied in the same trials at 1.2-1.25 L/ha (80-83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 76.0% with more
variable results (range 57.5-100.0).

Valid assessment after one or two applications (between 2 to 6 weeks after the application — all efficacy
trials merged):

From 5 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of ERYSBE of 95.0%
(range 77.6-100.0%). Applied in the same trials at 1.0 and 1.25 L/ha (67% and 83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 82.4% at 1.0 L/ha
and 92.5% at 1.25 L/ha with more variable results (range 38.2-100.0 at 1.0 L/ha and range 70.6-100.0%
at 1.25 L/ha).

From 6 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of ERYSBE of 95.8%
(range 77.6-100.0%). Applied in the same trials at 1.0 L/ha (67% of the proposed maximum label rate),
GF-3307 (S7K-3-3) achieved a lower mean level of control of 85.3% with more variable results (range
38.2-100.0).

From 6 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of ERYSBE of 91.3%
(range 72.5-100.0%). Applied in the same trials at 1.2-1.25 L/ha (80-83% of the proposed maximum
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label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 84.5% with more variable
results (range 44.6-100.0).

Trials results demonstrate that an increase dose rate provided an increase control and furthermore that
the minimum effective dose rate of 1.5 L/ha should be applied in order to achieve highest and most
consistent efficacy against Erysiphe betae in sugar beet and hwere broad spectrum control of a number
of diseases is considered.

Although no specific data is shown from the North East or South East EPPO zones, the results from
Maritime justify the use of a lower rate of 1.2 L/ha as requested by Poland, Hungary, Romania and
Slovakia according to the local conditions and infestation pressure (e.g. under low disease pressure) and
CERCBE s the driver disease. However, the maximal rate of 1.5 L/ha is recommended in case of high
disease pressure to obtain broad spectrum control and in an approach of efficient management of the
risk of resistance. Only in Austria, Belgium, Czech Republic and The Netherlands, the recommended
rate is 1.5 L/ha according with the local conditions and where in some years and varieties ERYSBE is a
higher risk.

Considering all factors, it is the applicants opinion that the range rate of 1.2 to 1.5 L/ha is the most
balanced rate of GF-3307 (S7K-3-3) against ERYSBE in sugar beet for Poland, Hungary, Romania and
Slovakia, while in Austria, Belgium, Czech Republic and The Netherlands the proposed rate is 1.5 L/ha
for robust control of ERYSBE and a broad spectrum of diseases.
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Table 3.2-26 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%), 80-83% and 67% dose rates against ERYSBE in
sugar beet. Results from 7 trials conducted in the EPPO Maritime climatic zone in 2020, 2022 and 2023.
% Control of ERYSBE
GF-3307 (S7K-3-3) GFfi(i?z(SSZI/(h-s%) GF-3307 (STK-3-3) No. of assess>me:nts<s|gn|f|cant|y
timingof | EPPO | no. of ;m;aggqr 1.0 L/ha (67%) (80-83%) 1.5 L/ha (100%) GF-3307 (S7TK-3-3)at 1.5 L/ha
Part iming o climatic 0.0 2 Fenpicoxamid + Fenpicoxamid + Fenpicoxamid + All reference products Vs.
assessment trials ERYSBE - - .
zone Prothioconazole Prothioconazole Prothioconazole
60-62.5 +
50+100 g a.s./ha 120-125 g a.s./ha 75+150 g a.s./ha GF-3307 (S7K-3-3)
Mean: Min iMax|Mean: Min i Max i S.D. [Mean: Min | Max | S.D. |Mean: Min { Max | S.D. |Mean: Min : Max :S.D. 1.0 L/ha 1.25 L/ha
Last valid 2 311 180 :44.1| 97.3 : 94.6 :100.0; 2.7 | 99.6 : 99.2 :1100.0: 0.4 | 99.7 : 99.5 11000 : 0.3 - - - - 0>;2=;0< 0>;2=;0<
assessment Maritime
after
application A 3 27.2 1 18.0 :44.1| 98.2 | 94.6 {1000 2.5 - - - - 99.8 : 995 1100.0: 0.3 | 99.1 : 974 :100.0: 1.3 | 0>;3=;0< -
2 13.7 ¢ 4.7 :22.8|69.1 | 38.2 {100.0: 30.9 | 85.3 : 70.6 :100.0: 14.7 | 88.8 : 77.6 :100.0: 11.2 | 90.5 : 80.9 :100.0: 9.6 | 1>;1=;0< 0>;2=;0<
Assessment
around Maritime
15-20DAB 3 113 47 228/ - - - - |760 575 1000 17.8 | 90.5 77.6 1000 95 | 936 80.9 1000 9.0 - 1>:2=;0<
Eel\f:ﬁie Assessment
on y around Maritime 1 11.0 - - - - - - 44.6 - - - 725 - - - 775 - - - - 1>;0=;0<
plants 30-40 DA-B
Assessment . = 1=
after 40 DA-B Maritime 1 60.0 - - 79.2 - - - 92.9 - - - 97.9 - - - 100.0 - - - 0>;1=;0< 0>;1=;0<
6 28.2 1 4.7 :60.0| 85.3 {382} 100 i 22.3 - - - - 958 | 77.6 i1100.0: 8.2 | 96.4 : 80.9 {100.0: 7.0 | 1>;5=;0< -
Valid
gif:fi”;?”zt Maritime | 6 | 268 47 600 - - . - | - |845 446 100 206|913 725 1000 116|926 775 1000 9.6 - 1>;5=;0<
applications
5 299 47 i60.0( 824 382 100 : 23.4 | 925  70.6 i 100 | 11.3 | 95.0 : 77.6 :100.0: 8.7 | 95.7 : 80.9 1100.0: 75| 1>;4=;0< 1>;3=;0<
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Comments of ZRMS on:
Minimum effective dose of GF-3307 (S7K-3-3) for the control of Erysphe betae in sugar beet (3.2.2.3)

Seven efficacy trials present data to determine the minimum effective dose (MED) of GF-3307 (S7K-3-3) applied once or twice in the control of Erysiphe betae on sugar
beet. The trials were carried only in Maritime EPPO zone (Austria - 1 trial, Denmark - 1 trial, Germany - 4 trials, the United Kingdom - 1 trial) , in 2020, 2022 and 2023.
The maximum recommended dose rate of 1.5 L/ha was compared with lower dose rates: 1.0 L/ha and 1.2-1.25 L/ha corresponding to 67% and 80%-83% of the maximum
target dose rate respectively.

Based on the submitted trial results, a clear dose response was noted for the assessments performed after second application, comparing the efficacy of GF-3307 (S7K-3-3)
applied at 1.5 L/ha with the efficacy results achieved for lower dose rates1.0 L/ha and 1.2-1.25 L/ha. Considering numerical data, a clear differences were noted between
tested dose rates. Statistically significant differences (in favor of higher dose rate) were evident in single trials. The highest efficacy, under various conditions of disease
pressure was noted for GF-3307 (S7K-3-3) applied at maximum recommended dose rate of 1.5 L/ha.
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3.2.2.4 Minimum effective dose of GF-3307 (S7K-3-3) for the control of Ramularia
beticola in sugar beet

This chapter covers the minimum effective dose of GF-3307 (S7K-3-3) for the control of RAMUBE on
sugar beet when applied at the maximum requested label rate of 1.5 L/ha and 67 % (1.0 L/ha) and 80%-
83% (1.2-1.25 L/ha) of the maximum recommended label rate of GF-3307 (S7K-3-3).

Table 3.2-27 Details on trial methodology - Minimum effective dose - RAMUBE
Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
. | Plot design RCB
E:S?Srr]lmenta Plot size 21-23 m?
Number of replications |4
Trials per crop Sugar beet (5)
Crop Varieties per crop Annarosa (1), Marley (1), Marynia RH (1), Nasser (1), Racoon (1)

Sowing period Sugar beet: March — April

Crop stage (BBCH)at Sugar beet: two applications between BBCH 39-39*

application

Timing 1sf appligation: At the appearance of th_e disease to control the .foliar.diseasgs

Application Pest stage at application with an interval. The application was timed to cover the main infection period

to protect the crop from disease development.

Number of applications | 2 applications : 5 trials with intervals of 21 to 24 days*

Spray volumes 200 L/ha
% infection (severity)
% crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)

Assessment types Yield (1 trial) and quality parameters (Sodium content (1 trial), Potassium
content (1 trial), Amino nitrogen content (1 trial) and Sugar content in % (1

Assessment trial)).
A Assessments for crop selectivity were aimed at 1 and 2 weeks after application
ssessment dates for L .

efficacy and crop and at every assessment timing for_efflcacy. o

selectivity Assessments for efficacy (% infection) at each app!lcaylon and then 15-20
days, 30-40 days and 50-60 days after the last application.

!E.g. Nat_ural fertificial Natural infection in 5 trials

inoculation...

Other relevant All trials were carried out in the field, trial sites were selected on the basis of
information . known pest pressure, favourable agronomical and environmental factors, in

E.g. Field / Greenhouse.. . - .
areas representative of those where the crop is grown commercially and where
RAMUBE is an abundant disease.

*In 2 trials, three applications were performed. However, only valid assessment after the second application were considered
for the evaluation.

Introduction

In total, data from 5 field trials are presented in this section to demonstrate the minimum effective dose
of GF-3307 (S7K-3-3), for the control of RAMUBE in sugar beet. GF-3307 (S7K-3-3) was tested at 1.5,
1.2-1.25 and 1.0 L/ha. The trials were performed in accordance with the EPPO standard PP 1/225
‘Minimum effective dose’. The reference standard used was SCORE (250 g/L difenoconazole) applied
at 0.4 L/ha (5 trials), AMISTAR GOLD (125+125 g/L azoxystrobin + difenoconazole) applied at 1.0
L/ha and SPYRALE at 1.0 L/ha (100+375 ¢/L difenoconazole + fenpropidin). In this section results
from all standards are presented and merged in one column. Orthogonal results against each standard
can be found in section 3.2.3.

The trials were carried out by Dow AgroSciences/Corteva Agriscience, contractor companies and
Official Research Institutes, all of which follow the EPPO standards and are officially recognized by the
competent authorities to carry out field registration trials in accordance with the principles of Good
Experimental Practice (GEP).

RAMUBE is an incidental disease that was caprtured from trials aimed at other major diseases in beet
such as CERC BE and UROMBE. To support the justification of minimum effective dose, five trials
representative from the Central registration zone were selected in Germany (3) and Poland (1). In
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addition, one trial from Maritime EPPO climatic zone but outside Central registration zone is presented.
This trial was carried out in Denmark (1).

Materials and Methods

The justification of the minimum effective dose of GF-3307 (S7K-3-3) for the control of RAMUBE was
supported by the data from 5 efficacy trials. Material and Methods used in these efficacy trials are given
within Section 3.2.3 “Efficacy tests (KCP 6.2)”.

GF-3307 (S7K-3-3) at the rates tested and the reference products were applied between growth stage
BBCH 39-39 when the crop conditions for RAMUBE infections were favourable in natural conditions.
GF-3307 (S7K-3-3) was evaluated in accordance with EPPO Standard PP 1/225 ‘Minimum effective
dose’ and specific EPPO guideline PP 1/1 ‘Foliar diseases on sugar beet’, to determine the minimum
effective dose for control of RAMUBE in sugar beet. GF-3307 (S7K-3-3) was tested at 50+100 g a.s./ha,
60-62.5+120-125 g a.s./ha and 75+150 g a.s./ha in the supporting trials, corresponding to 1.0, 1.2-1.25
and 1.5 of GF-3307 (S7K-3-3).

GF-3307 (S7K-3-3) was evaluated at 1.2-1.25 and 1.5 L/ha for the control of RAMUBE in 5 MED trials
included in this section. The rate of 1.0 L/ha (67 % of the proposed label rate) of GF-3307 (S7K-3-3) was
evaluated only in 2 MED trials.

Results

This part was supported by a limited data set of five GEP small plot field trials conducted in order to
determine the minimum effective dose of GF-3307 (S7K-3-3), for the control of the RAMUBE in sugar
beet, following two applications between BBCH 39-49 of the crop. To support the minimum effective
dose demonstration, four trials from the Central registration zone were selected in Germany (3) and
Poland (1). In addition, one trial from Maritime EPPO climatic zone but outside Central registration
zone is presented. This trial was carried out in Denmark (1).

The results are summarized by EPPO climatic zone in Table 3.2-28 (Maritime EPPO climatic zone),
Table 3.2-29 (Northeast EPPO climatic zone) and Table 3.2-30 (All EPPO climatic zones). Only results
fromall EPPO climatic zones (Table 3.2-30) at assessment performed around 15-20 days and 30-40 days
after the second application are discussed hereafter to justify the minimum effective dose.

Assessment around 15-20 DA-B:

From 4 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of RAMUBE of 69.4%
(range 60.0-93.8%). Applied in the same trials at 1.2-1.25 L/ha (80-83% of the proposed maximum label
rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 53.1% at 1.2-1.25 L/ha (range 37.5-
79.2% at 1.2-1.25 L/ha).

Assessment around 30-40 DA-B:

From 2 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of RAMUBE of 63.8%
(range 61.2-66.3%). Applied in the same trials at 1.0 and 1.2-1.25 L/ha (67% and 80-83% of the
proposed maximum label rate), GF-3307 (S7K-3-3) achieved a slightly higher mean level of control of
70.4% at 1.0 L/ha and a lower mean level of control of 57.9% at 1.2-1.25 L/ha with more variable results
(range 60.0-80.7 at 1.0 L/ha and range 54.5-65.4% at 1.2-1.25 L/ha).

From 5 trials conducted, GF-3307 (S7K-3-3) applied at 1.5 L/ha achieved mean control of RAMUBE
of 64.2% (range 55.0-75.0%). Applied in the same trials at 1.2-1.25 L/ha (80-83% of the proposed
maximum label rate), GF-3307 (S7K-3-3) achieved a lower mean level of control of 54.3% with more
variable results (range 37.5-68.3).

Trials results demonstrate that an increase dose rate provided an increase control and furthermore that
the minimum effective dose rate of 1.5 L/ha should be applied in order to achieve highest and most
consistent efficacy against Ramularia beticola in sugar beet.

The results justify the use of a lower rate of 1.2 L/ha as requested by Poland, Hungary, Romania and
Slovakia according to the local conditions and infestation pressure (e.g. under low disease pressure) as
levels of control were similar to the reference products. However, the maximal rate of 1.5 L/ha is
recommended in case of high disease pressure to obtain a better broad spectrum control and in an
approach of efficient management of the risk of resistance. Only in Austria, Belgium, Czech Republic
and The Netherlands, the recommended rate is 1.5 L/ha according with the local conditions and where
in some years and varieties RAMUBE is a higher risk.
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Considering all factors, it is the applicants opinion that the range rate of 1.2 to 1.5 L/ha is the most
balanced rate of GF-3307 (S7K-3-3) against RAMUBE in sugar beet for Poland, Hungary, Romania and
Slovakia where CERCBE should be the driver disease for dose selection by the grower. While in Austria,
Belgium, Czech Republic and The Netherlands the proposed rate is 1.5 L/ha for robust control of
RAMUBE and a broad spectrum of diseases.
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Table 3.2-28 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%), 80-83% and 67% dose rates against RAMUBE
in sugar beet. Results from 4 trials conducted in the EPPO Maritime climatic zone in 2020 and 2022
% Control of RAMUBE

GF-3307 (S7K-3-3) GFi323_(i72(537L'/<h':'3) GF-3307 (STK-3-3) Sg‘r’]'iﬁz:rslifﬁme:ts 3

Untreated 1.0 L/ha (67%) ' 80. 839% 1.5 L/ha (100%b) GF-3307 (STK 3 3‘
Timing of EPPO | VO | o6 INFECT : : (80-83%) : : -3307 (S7K-3-3) at

Part assessment climatic zone of RAMUBE Fenpicoxamid + Fenpicoxamid + Fenpicoxamid + All reference products 1.5 L/havs.
trials Prothioconazole Prothioconazole Prothioconazole
60-62.5 +

50+100 g a.s./ha 120-125 g as./ha 75+150 g a.s./ha GF-3307 (S7K-3-3)

Mean Min: Max|Mean Min: Max :S.D.[Mean: Min: Max :S.D.|Mean: Min: Max :S.D.|Mean Min: Max S.D.| 1.0L/ha | 1.25L/ha
Assessment
around Maritime 3 79 50:118| - - - - | 55.6 37.5:79.2 17.5| 71.7 :60.0: 93.8 15.6| 70.7 i59.6: 87.5:12.1 - 0>;3=;0<
15-20 DA-B

Disease S1=- 1=

severity Assessment 1 45 - - 1807 - - - | 545 - - - 1612 - - - | 812 - - - |0>:1=;0<|0>;1=;0<
on around Maritime

plants | 30-40 DA-B 4 | 82 45123 - - - - |526 375 683 11.0| 63.6 550 75.0 7.3|655 583 812 9.2 - 1>;3=;0<

Assessment after . 0= -
40 DA-B Maritime 1 | 135 - - - - - - 400 - - - | 604 - - - 1492 - - - - 1>;0=;0<




QUEEN / GF-3307 (S7K-3-3)
Part B — Section 3 — Core Assessment
ZRMS version

Page 62/208
Version: November 2025

Table 3.2-29 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%), 80-83% and 67% dose rates against RAMUBE
in sugar beet. Results from 1 trial conducted in the EPPO Northeast climatic zone in 2023
% Control of RAMUBE
GFa307 (s7K-33) | CFRBUEIKS3) 1 Grag07 (s7k-3.9) Si’;‘r’]‘i gi:ﬁ:f;ime:ti
Untreated 1.0 L/ha (67%) Can 1.5 L/ha (100%) oy
Timina of EPPO dlimatic |No.of| 9 INFEGT (80-83%) GF-3307 (S7K-3-3)at 1.5
Part iming o climatic 1vo. 0 > Fenpicoxamid + Fenpicoxamid + Fenpicoxamid + All reference products L/ha vs.
assessment zone trials RAMUBE - - -
Prothioconazole Prothioconazole Prothioconazole
60-62.5 +
50+100 g a.s./ha 120-125 g a.s./ha 75+150 g a.s./ha GF-3307 (S7K-3-3)
Mean | Min | Max | Mean | Min | Max : S.D.| Mean | Min | Max : S.D.| Mean | Min| Max : S.D. | Mean i Min: Max | S.D. | 1.0L/ha 1.25 L/ha
Assessment around A ..
Disease 15-20 DA-B Northeast 1 13.8 - - 54.2 - - - 45.8 - - - 62.5 - - - 21.7 - - - 0>;1=;0<|0>;1=;0<
severity
on plants| Assessment around - 1=
30-40 DA-B Northeast 1 20.0 - - 60.0 - - - 61.3 - - - 66.3 - - = 35.0 - - - 0>;1=;0<|0>;1=;0<
Table 3.2-30 Minimum effective dose of GF-3307 (S7K-3-3) at the proposed label rate of 1.5 L/ha (100%6), 80-83% and 67% dose rates against RAMUBE
in sugar beet. Results from 5 trials conducted in All EPPO climatic zones in 2020, 2022 and 2023
% Control of RAMUBE
GF-3307 (57K-3-3) | CT 3807 (STKS3) | G 5307 (s7K-3-3) No. of assessments
Untreated 1.0 Liha (67%) 12125 L/ha 15 L/ha (100%) significantly >, =, <
N it o o INFECT : (80-83%) ' GF-3307 (S7K-3-3)at 1.5
Part ;;'sglsnn%e?]t EPPczoanmatlc Trc:é?s Ro AMUBE Fenpicoxamid + Fenpicoxamid + Fenpicoxamid + All reference products L/ha vs.
Prothioconazole Prothioconazole Prothioconazole
60-62.5 +
50+100 g a.s./ha 120-125 g a.s./ha 75+150 g a.s./ha GF-3307 (S7K-3-3)
Mean | Min : Max | Mean | Min | Max : S.D. | Mean ;| Min : Max : S.D. | Mean | Min | Max : S.D. [ Mean ;| Min | Max : S.D. 1.0 L/ha 1.25 L/ha
Assessment around All EPPO .
15-20 DA-B climatic zones 4 9.1 {50 :138 - - - - 53.1 :375:79.2:15.7| 694 60.0: 93.8 :14.1| 585 21.7: 875 23.7 - 0>;4=;0<
Disease
severity 2 123 1 45 :20.0| 704 :60.0: 80.7 :10.4| 579 545:654 : 34 | 63.8 :61.2 66.3: 2.6 | 581 i350: 81.2:231|0>;2=;0<|0>;2=;0<
on plants| Assessment around All EPPO
30-40 DA-B climatic zones
5 10.6 | 45 :20.0 - - - - 543 375683 :105| 642 55.0; 75.0 : 6.6 | 59.4 :35.0: 81.2 | 14.7 - 1>;4=;0<
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Comments of ZRMS on:
Minimum effective dose of GF-3307 (S7K-3-3) for the control of Ramularia beticola in sugar beet (3.2.2.4)

Five efficacy trials present data to determine the minimum effective dose (MED) of GF-3307 (S7K-3-3) applied twice in the control of Ramularia beticola on sugar beet.
The trials were carried out in 2 EPPO zones: Maritime (Denmark — 1 trial, Germany - 3 trials), North-East (Poland - 1 trial), in 2020, 2022 and 2023.

The maximum recommended dose rate of 1.5 L/ha was compared with lower dose rates: 1.0 L/ha and 1.2-1.25 L/ha corresponding to 67% and 80%-83% of the maximum
target dose rate respectively.

Conclusions from the MED trials for individual EPPO climatic zones are presented below.

Maritime EPPO zone (4 trials)

Based on the submitted trial results, a clear dose response was seen comparing the efficacy of GF-3307 (S7K-3-3) applied at 1.5 L/ha, with the efficacy results achieved for
lower dose rate 1.2-1.25 L/ha. Considering numerical data, a clear differences were noted between dose rates 1.2-1.25 L/ha and 1.5 L/ha. Statistically significant differences
(in favor of dose rate 1.5 L/ha) were evident in single trials. The highest efficacy, under various conditions of disease pressure was noted for GF-3307 (S7K-3-3), applied at
maximum recommended dose rate of 1.5 L/ha.

North-East EPPO zone (1 trial)

A clear dose response was seen comparing the efficacy of GF-3307 (S7K-3-3) applied at 1.5 L/ha with the efficacy results achieved for lower dose rate 1.25 L/ha. Considering
numerical data, a clear differences were noted between dose rates 1.25 L/ha and 1.5 L/ha. No statistically significant differences between tested dose rated were evident in a
single trial carried out. The highest efficacy was noted for GF-3307 (S7K-3-3), applied at maximum recommended dose rate of 1.5 L/ha.
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3.2.25 Summary and conclusions on the minimum effective dose (MED)

In recent years, Cercospora beticola has become more prevalent in Europe®,'® and has become the most
destructive foliar pathogen of sugar beet. It is widely present in most beet-growing regions and can cause
major yield losses if not properly controlled. This disease usually appears early in the season and is most
severe in wet and warm areas in case of very early attacks'®.
Data are mainly presented for Cercospora beticola as this disease is regularly observed in sugar beet
field and can cause severe yield losses. Data from Maritime EPPO climatic zone are mainly presented
for UROMBE and ERYSBE as it presents the worst case, though fully support Central registration zone.
Ramularia cause less severe impact on yield and thus can be considered as minor disease.
Finally, the data package is fully justified to demonstrate the efficacy of GF-3307 (S7K-3-3) at maximal
dose rate of 1.5 L/ha in the Central Registration zone on the diseases complex of sugar beet crop.
Across all data-sets the proposed full dose of 1.5 L/ha GF-3307 (S7K-3-3) demonstrated the highest
level of control with less variability. It was the only dose to constantly achieve 70-80% control for
CERCBE, UROMBE and ERYSBE at key assessment around 30-40 days after the second applications:
- CERCBE: The proposed dose consistently demonstrated the highest level of control on plants
assessed across 30 trials from Maritime, Northeast and Southeast EPPO climatic zones.
- UROMBE: The proposed dose consistently demonstrated the highest level of control on plants
assessed across 11 trials from Maritime EPPO climatic zone.
- ERYSBE: The proposed dose consistently demonstrated the highest level of control on plants
assessed across 7 trials from Maritime EPPO climatic zone.
- RAMUBE: The proposed dose consistently demonstrated the highest level of control on plants
assessed across 5 trials from Maritime and Northeast EPPO climatic zones.
Table 3.2-31 summarises the minimum effective dose of GF-3307 (S7K-3-3) to control sugar beet
diseases complex at the last valid assessment after two applications between 2 to 6 weeks after the
application (all efficacy trials merged).

Table 3.2-31: Minimum effective dose of GF-3307 (S7K-3-3) - Sugar beet - All valid efficacy trials
- Valid assessment between 2 to 6 weeks after the second application
Percentage of efficacy (%)
GF-3307 (S7K-3-3) | GF-3307 (S7K-3-3) | GF-3307 (S7K-3-3)
1.0 L/ha (67%)  |1.2-1.25 L/ha (80-83%)| 1.5 L/ha (100%)

EPPO

Target climatic No. off  Untreated Fenpicoxamid + Fenpicoxamid + Fenpicoxamid +
e Z0ne trials Prothioconazole Prothioconazole Prothioconazole
50+100 g a.s./ha 60'62'221/312‘125 g 75+150 g a.s./ha

Mean Min Max| Mean i Min Max | Mean i Min Max | Mean i Min Max
Maritime | 13 | 31.3 5.1 635| 738 : 547  89.1 | 79.0 A 586 | 97.1 | 844 @ 66.9 :100.0

Northeast | 5 |38.7 26.7.57.5| 66.8 433 | 964 | 741 500 : 968 | 78.0 : 603 | 97.2

CERCBE | goutheast | 6 | 357 12.3 65.0| 59.6 @ 528 @ 705 | 69.7 585 772 | 797 @ 655 | 89.0

All EPPO
climatic | 24 | 339 51:65.0| 688 @ 433 : 964 | 757 : 500 : 97.1 | 819 | 60.3 | 100.0
Z0nes

UROMBE | Maritime | 10 | 38.0 14.859.1| 784 = 358 @ 98.0 | 845 439 996 | 878 @ 539 | 995

ERYSBE* | Maritime | 5 |29.2 4.7 60.0| 824 : 382 : 100 | 925 @ 706 . 100 | 950 . 77.6 :100.0

AIlEPPO| 2 |123 145 20.0| 704  60.0 | 80.7 | 579 | 545 654 | 63.8 @ 612 | 66.3
RAMUBE** | climatic
zones 5 |10.6 45200 - - - 543 : 375 | 683 | 642 | 550 | 75.0

* Valid assessment after 1 or 2 applications - ** Assessment around 30-40 DA-B

9 http://bbro.co.uk/bbro-research/bbro-research/crop-protection/cu-integrated-disease-control-in-sugar-beet/
10 https://www.rdp-inra.fr/fr/publication-de-la-note-commune-betterave-2022/
1 https://www.florimond-desprez.com/es/wp-content/uploads/sites/6/2015/11/leaf-diseases_eng.pdf
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Moreover, according to the efficacy results in 33 trials in total (based on trials with 3 doses, 24 on
CERCBE, 10 on UROMBE, 5 on ERYSBE and 2 on RAMUBE - some trials had 2 or 3 diseases
present), the results justify the use of a lower rate of 1.2 L/ha for CERCBE and the other minor diseases
as requested by Poland, Hungary, Romania and Slovakia according to the local conditions and
infestation pressure (e.g. under low disease pressure). However, the maximal rate of 1.5 L/ha is
recommended in case of high disease pressure to obtain a better control of foliar diseases complex and
where CERCBE dominates in an approach of efficient management of the risk of resistance. On the
other hand, in Austria, Belgium, Czech Republic and The Netherlands, where tougher disease conditions
may be expected and where all four diseases could occur in a field, the proposed dose is the full rate of
1.5 L/ha to support the claims for control of all the proposed diseases in sugar beet.

By and large, the mean efficacy increases in function of the rate of GF-3307 (S7K-3-3). GF-3307
(S7K-3-3) at 1.5 L/ha reached a very good efficacy to control the diseases complex of sugar beet
confirming the selection of 1.5 L/ha as maximum registered dose for Austria, Belgium, Czech
Republic and The Netherlands and 1.2-1.5 L/ha for Poland, Hungary, Romania and Slovakia.
This choice of dose rate of GF-3307 (S7K-3-3) at 1.5 L/ha for Austria, Belgium, Czech Republic
and The Netherlands and 1.2-1.5 L/ha for Poland, Hungary, Romania and Slovakia is also justified
on fodder beet by extrapolation in accordance with PP 1/257 FEET 55(1).

General conclusion of zZRMS on:
Minimum effective dose tests (3.2.2)

Based on the submitted trial results it can be concluded, that the dose rate of 1.5 L/ha was the most effective
dose under various conditions (high and low disease pressure) and therefore can be considered as the minimum
effective dose to provide sufficient efficacy in the control of CERCBE, UROMBE, ERYSBE and RAMUBE
on sugar beet (across a broad range of disease pressure). Lower dose rate of 1.2 L/ha requested for North-East
EPPO zone (PL) and South-East EPPO zone (HU, RO, SK) can be also recommended under low disease pressure
conditions.

3.2.3 Efficacy tests (KCP 6.2)

A total of 56 efficacy trials were carried out between 2020 and 2023 to justify the efficacy of GF-3307
(S7K-3-3) applied at 1.5 L/ha for Central registration zone for the control of foliar diseases (CERCBE,
UROMBE, ERYSBE and RAMUBE) in sugar beet. All trials were carried out in Austria (1), Czech
Republic (1), Denmark (6), France (8), Germany (15) and The United-Kingdom (7) in the EPPO
Maritime climatic zone, in Lithuania (2) and Poland (6) in EPPO Northeast climatic zone and in Hungary
(6) and Romania (4) in EPPO Southeast climatic zone.

18.06.2025/ concerns Poland

Question from authority - BEAVC: CERCBE, ERYSBE, RAMUBE, UROMBE.

No efficacy trials of the product conducted in fodder beet were submitted for the evaluation.

In the case of CERCBE, according to the national extrapolation table, it is possible to extrapolate the
results of trials from sugar beet to fodder beet, provided that 2 efficacy trials performed in fodder beet in
the North-East EPPO zone are submitted. It should be mentioned, that in the case of other diseases, i.e.
ERYSBE, RAMUBE, UROMBE, according to the current extrapolation table for Poland, it is not
possible to extrapolate the results of efficacy trials from sugar beet to fodder beet.

Taking into account, that fodder beet is included in the list of minor crops (Annex No. 1 of the Regulation
of the Minister of Agriculture and Rural Development of September 18, 2023, amending the Regulation
on minor uses of plant protection product), it is possible to register the above uses under article 51 of
regulation 1107/2009, without the requirement to submit efficacy trials.

Reply:
Taking into account, that fodder beet is included in the list of minor crops (Annex No. 1 of the Regulation
of the Minister of Agriculture and Rural Development of September 18, 2023, amending the Regulation
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on minor uses of plant protection product), the applicant requests to register GF-3307 on CERCBE,
ERYSBE, RAMUBE and UROMBE in fodder beet under article 51 of regulation 1107/2009, without the
requirement to submit efficacy trials.

3231 Efficacy of GF-3307 (S7K-3-3)for the control of Cercospora beticola in sugar
beet

This chapter addresses the efficacy of GF-3307 (S7K-3-3) for the control of CERCBE on sugar beet
when applied at the proposed label rate of 1.5 L/ha for Austria, Belgium, Czech Republic and The
Netherlands, and at the rate range of 1.2-1.5 L:ha for Poland, Hungary, Slovakia and Romania in
comparison with SCORE at 0.4 L/ha, SPYRALE at 1.0 L/ha and AMISTAR GOLD at 1.0 L/ha.

Table 3.2-32 Details on trial methodology - Efficacy - CERCBE
Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
. | Plot design RCB
5;‘5?;;”“9”“ Plotsize 16-36
Number of replications |4
Trials per crop Sugar beet (42)

Annabella (1), Annarosa (2), Antineea (1), Aries (1), Asketa (3), Balaton (1),

Belamia (1), Briga (1), BTS 3865 (1), BTS1140 (1), Calledia (4), Camelia (2),
- Clemens (1), Danicia (1), Darvas (1), Jamon (1), KWS Florentina (1),

Crop Varieties per crop Libellule (2), Lunella (2), Marley (1), Marynia (2), Pavo (1), Racoon (2),

Rossada (1 ), Smart Latoria KWS (1), Smart Mondeo (1), Smart Sanya KWS

(1), Stingray (1), Surf (1), Traper (2)

Sowing period Sugar beet: March - April
Crop stage (BBCH)at Sugar beet: two to four applications between BBCH 35-49
application

1t application: At the appearance of the disease to control the foliar diseases
with an interval. The application was timed to cover the main infection period
to protect the crop from disease development.

2 applications: 30 trials with intervals of 14 to 29 days

Number of applications |3 applications: 8 trials with - intervals of 14 to 29 days*

4 applications: 4 trials with intervals of 16 to 21 days*

Spray volumes 200-400 L/ha

% infection (severity)

% crop injury (phytotoxicity effects)

Assessments for crop selectivity were aimed at 1 and 2 weeks after application
and at every assessment timing for efficacy.

Assessment Assessment dates for Assessments for efficacy (% infection) at each application and then 15-20
efficacy and crop days, 30-40 days and 50-60 days after the last application.

selectivity Yield (15) and quality parameters (Sodium content (11 trials), Potassium
content (11 trials), Amino nitrogen content (11 trials) and Sugar content in %
(11 trials)).

E.g. Natural / artificial Natural infection in 33 trials

inoculation... Artificial inoculation in 9 trials

Other relevant All trials were carried out in the field, trial sites were selected on the basis of
information known pest pressure, favourable agronomical and environmental factors, in
areas representative of those where the crop is grown commercially and where
CERCBE is an abundant disease.

* Only valid assessment after the second application were considered for the evaluation

Timing
Application Pest stage at application

Assessment types

E.g. Field / Greenhouse..

Introduction

In total, data from 42 field trials are presented in this section to demonstrate the efficacy of GF-3307
(S7K-3-3), for the control of CERCBE in sugar beet. The efficacy trials representative for the Central
registration zone were carried out from 2020 to 2023 in Czech Republic (1), Germany (15) and The
United-Kingdom (1) in the Maritime, in Poland (6) and Lithuania (2) in the Northeast and in Hungary
(6) and Romania (4) in the Southeast EPPO climatic zones. To support the dataset, trials from Southern
registration zone were added to the summary from France (7) in the Maritime EPPO climatic zone from
2020 to 2022, where CERCBE can be a key problem in sugar beet and so this presents a worst case
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situation on sugar beet.

To support the label claims within the Central registration zone, GF-3307 (S7K-3-3) was tested at the
rate of 1.5 L/ha (75+150 g a.s./ha) in accordance with the EPPO standard PP 1/1 ‘Foliar diseases on
sugar beet’. The cross reference product included was SCORE applied at 0.4 L/ha (250 g/L
Difenoconazol EC) as European standard reference dose in 35 trials. Moreover, other references at local
registered rate with different mode of action (azoxystrobin, fenpropidin) were also used in efficacy trials
and presented: AMISTAR GOLD (125+125 g/L azoxystrobin + difenoconazole) applied at 1.0 L/ha and
SPYRALE at 1.0 L/ha (100+375 g/L difenoconazole + fenpropidin) are also presented as a common
standard across countries.

All trials were carried out by Dow AgroSciences / Corteva Agriscience or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).
On the basis of the EPPO standard 1/241 ‘Guidance on comparable climates’, the trials included in the
BAD for this section have been grouped and summarized by EPPO climatic zone. EPPO climatic zones
have been defined by taking into account differences between the agro-climatic sub-areas of the EPPO
region.

Materials and Methods

Testing facilities or organisations

All trials were carried out by Dow AgroSciences / Corteva Agriscience or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).
The trials used in this part are presented in

Table 3.2-6 and Table 3.2-7.

Sites and experimental details

The 42 trials from the Maritime, Northeast and Southeast EPPO climatic zones were carried out in Czech
Republic (1), Germany (15), Hungary (6), Romania (4) and Poland (6) for the Central registration zone,
in Lithuania (2) for the Northern registration zone and in France (7) for the Southern registration zone
and in the United-Kingdom (1) to complete the dataset on the efficacy.

Trial sites were selected on the basis of known pest pressure, favourable agronomical and environmental
factors, in areas representative of those where the crop is grown commercially and where CERCBE is
an abundant disease. CERCBE is a disease which multiplies rapidly under warm climatic conditions
such as found in the EPPO Maritime, Northeast and Southeast climatic zones.

An overview on the geographical distribution of the efficacy trials across the EU countries involved is
presented Figure 3.2 - 3.

All 42 efficacy trials were carried out by officially recognized testing organizations according to GEP
and followed the appropriate EPPO standards. The experimental design was a randomized complete
block with 4 replicates and a plot size ranging between 16 m? and 36 m2. Application was conducted at
crop stage BBCH 35-49 across trials and is therefore very close and within the application window
(BBCH 39-49) of the respective label claim.

All treatments were applied at an application volume of 200-400 L/ha, using backpack, bicycle,
pneumatic or tractor mounted sprayer equipped with conventional or low drift flat fan nozzles.
Formulations applied and applications details

In all efficacy trials, the efficacy of GF-3307 (S7K-3-3) applied at 1.5 L/ha was compared the reference
standards SCORE, AMISTAR GOLD and SPYRALE (Table 3.2-33). As the trials were undertaken over
a number of years and in different development programs across Europe, the same standards may not
be present in all trials.

Table 3.2-33 below presents the plant protection products and the rates used in this part.

Table 3.2-33 Plant protection products used in efficacy trials

Formulation . Rate Rate
Test product type Active substance product L/ha product g as./ha
GF-3307 50 g/L fenpicoxamid + 100 g/L L0 20+100
- icoxami
(STK-3-3) SC prothioconazole 1.2-1.25 60-62.5+120-125
15 75+150
SCORE EC 250 g/L difenoconazole 0.4 100
SPYRALE EC _100+3759L 10 100+375
difenoconazole+fenpropidin
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Formulation . Rate Rate
Test product type Active substance product L/ha product g a.s/ha
AMISTAR GOLD sC 125+125 g/ azoxystrobin + 1.0 125+125
difenoconazole

GF-3307 (S7K-3-3) at the rates tested and the reference products were applied between growth stage
BBCH 35 and BBCH 49 when the crop conditions for CERCBE infections were favourable.
Generally, to control foliar diseases on sugar beet crop, a treatment program with 2 to 4
applications is necessary. Even if two applications are requested in the GAP table, 2 to 4 applications
of GF-3307 (S7K-3-3) were carried out in some efficacy trialswhere disease pressure was high to
estimate the intrinsic efficacy of the product to control the diseases during the season. The efficacy
data presented is after two applications and was always compared to the reference standards
applied in the same conditions.

Nine trials were artificially inoculated by spraying a Cercospora beticola spore suspension just before
or after the application of GF-3307 (S7K-3-3) and the reference products. Details of the natural or
artificially inoculated trials are shown in Table 3.2-34.

Table 3.2-34 Trials with natural infections or artificial inoculations - CERCBE

Natural or Timing of CERCBE severity (%) in UNT at the
Trial Country artificial . . last valid assessment after two

. : inoculation -

inoculation applications between 2 to 6 weeks
1 trial Czech Republic No - 33.2
1 trial Germany No - 275
1 trial Germany No - 38.8
1 trial Germany No - 16.3
1 trial Germany No - 17.5
1 trial Germany No - 20.8
1 trial Germany No - 17.3
1 trial Germany No - 33.0
1 trial Germany Yes -8 DAA 8.8
1 trial Germany Yes -8 DAA 7.9
1 trial Germany No - 225
1 trial Germany No - 13.8
1 trial Germany No - 39.3
1 trial Germany Yes -23 DAA 63.5
1 trial Germany Yes -23 DAA 43.2
1 trial Germany No - 26.3
1 trial Poland No - 725
1 trial Poland No - 325
1 trial Poland No - 55.0
1 trial Poland No - 375
1 trial Poland No - 57.5
1 trial Poland No - 38.3
1 trial Lithuania Yes 0 DAA 33.6
1 trial Lithuania Yes +3 DAA 26.7
1 trial Hungary No - 48.8
1 trial Hungary No - 55.0
1 trial Hungary No - 65.0
1 trial Hungary No - 45.0
1 trial Hungary No - 12.3
1 trial Hungary No - 49.6
1 trial Romania No - 13.3
1 trial Romania No - 17.0
1 trial Romania No - 21.6
1 trial Romania No - 20.6
1 trial United Kingdom No - 5.1
1 trial France Yes -12 DAA 8.4
1 trial France No - 8.4
1 trial France Yes +2 DAA 10.6
1 trial France No - 46.0
1 trial France Yes -63 DAA 345
1 trial France No - 32.6
1 trial France No - 52.9
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This is acknowledged by EPPO PP 1/1 (4), which indicates that inoculation of trials is an acceptable
practice for disease control in sugar beet trials. Disease levels in the untreated at assessment were greater
in the naturally infected trials at 5.1-72.5% severity, compared to 7.9-63.5% severity in the inoculated
trials (see Table 3.2-34). Therefore, the levels of disease were not artificially raised in the inoculated
trials and all trials can be considered to be fully valid to support the claims for control of this disease.
Statistical analysis

The tabulated efficacy data presented in this section of the biological dossier are showing the treatment
means of the percentage control relative to the untreated. Instead of statistical tests across trials the
minimum and maximum means of percentage infection or control of the individual trial means are
presented in the summary tables. In trials, assessments data were analysed using an analysis of variance
(ANOVA) on untransformed. The probability of non-significance occurring between treatment means
is calculated as the F probability value (p(F)). The Student-Newman-Keuls and Tukey's test was applied
to separate any treatment differences that may be highlighted by the ANOVA test. These differences are
indicated by a letter. When one letter is in common, no significant difference is identified according to
the test conducted at a 95% confidence level.

Assessment methods

All treatments of each trial are not systematically presented in this dossier, only relevant treatments are
summarised. All data are available in individual trial reports in Document K.

As recommended in EPPO PP 1/1(4) guideline, the infestation of diseases at application date has been
recorded. Table 3.2-35 reminds the infestation of diseases at application date, regarding the trials used
for the compilations presented hereafter.

Table 3.2-35:  Infestation level at application dates - Efficacy trials - Sugar beet - CERCBE

EPPO Trial Country | BBCH Stage | Application | Disease severity (%) | Disease incidence
Maritime 1 trial Czech 29 A - 45.00
Republic 39 B 4.70 100.00
39 A 0.20 -
Maritime 1 trial France 39 B 2.70 55.00
39 C 8.40 97.50

. . 39 A 0.00 -

Maritime 1 trial France 39 B 0.00 -
39 A 1.40 -

. . 39 B 5.00 67.50

Maritime 1 trial France 39 e 1330 100.00
39 D 48.40 100.00

. . 39 A 2.00 31.00
Maritime 1 trial France 39 B £90 49.00

. . 39 A 1.10 -
Maritime 1 trial France 49 B 1400 -

.. . 39 A 0.80 21.30
Maritime 1 trial France 29 B 780 700
Maritime 1 trial France 39 A 0.50 i

39 B 5.90 90.00
39 A 1.00 5.00
Maritime 1 trial Germany 39 B 11.00 -
39 C 16.25 -
39 A 1.50 5.00
Maritime 1 trial Germany 39 B 10.00 -
39 C 27.50 -

.. . 39 A 2.00 5.00
Maritime 1 trial Germany 39 5 13,00 .

39 A 1.00 5.00
Maritime 1 trial Germany 39 B 12.00 -
39 C 17.50 -

.. . 39 A 0.20 -

Maritime 1 trial Germany 39 B 6.75 1950
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EPPO Trial Country | BBCH Stage | Application | Disease severity (%) | Disease incidence
39 C 20.75 100.00
39 D 36.00 100.00
- ] 39 A 0.50 -
Maritime 1 trial Germany 39 B 200 -
N . 39 A 1.00 -
Maritime 1 trial Germany 39 B 450 -
- . 39 A 0.00 2.00
Maritime 1 trial Germany 39 B 0.30 53.00
- ] 39 A 0.20 0.20
Maritime 1 trial Germany 39 B 450 -
N . 39 A 0.00 2.00
Maritime 1 trial Germany 49 B 0.3 475
- . 39 A 1.50 -
Maritime 1 trial Germany 39 B 4.50 -
- ] 39 A 1.00 N
Maritime 1 trial Germany 39 B 8.50 100.00
- ] 39 A 0.01 2.00
Maritime 1 trial Germany 49 B _ 53.00
N . 39 A 2.50 25.00
Maritime 1 trial Germany 39 B 7.00 -
» _ 39 A - 2.00
Maritime 1 trial Germany 49 B R 53.00
n . United 39 A 0.00 0.00
Maritime 1 trial Kingdom 39 B 0.00 0.00
. . . 39 A 0.07 -
Northeast 1 trial Lithuania 39 B 165 08.80
. . . 38 A 0.00 -
Northeast 1 trial Lithuania 38 B 0.90 -
49 A 6.00
Northeast 1 trial Poland 49 B 27.50 -
49 C 32.50 -
39 A 5.25 -
Northeast 1 trial Poland 39 B 46.25 -
39 C 72.50 0
39 A 2.50 -
. 39 B 10.80 -
Northeast 1 trial Poland 39 c 55.00 -
39 D 71.30 -
] 39 A 5.00 -
Northeast 1 trial Poland 39 B 3750 -
. 39 A 0.23 -
Northeast 1 trial Poland 39 B 6.72 -
] 39 A 4.50 11.80
Northeast 1 trial Poland 39 B 1750 :
37 A 1.30 -
Southeast 1 trial Hungary 38 B 10.60 .
39 C 48.80 -
36 A 1.30 -
Southeast 1 trial Hungary 37 B 4.80 -
39 C 54.90 -
_ 39 A - 10.00
Southeast 1 trial Hungary 39 B 10.80 8750
_ 39 A 1 1.00
Southeast 1 trial Hungary 39 B i 7.00
] 39 A 0.75 -
Southeast 1 trial Hungary 39 B 2.25 -
. 35 A 0.26 7.50
Southeast 1 trial Hungary 38 B 11.76 85.00
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EPPO Trial Country | BBCH Stage | Application | Disease severity (%) | Disease incidence
Southeast 1 trial Romania 39 A 0.01 750
39 B 1.25 62.30
38 A 1.00 6.30
. . 38 B 5.60 -
Southeast 1 trial Romania 39 ¢ 1700
49 D 26.10 -
. . 39 A 0.20 31.25
Southeast 1 trial Romania 49 B 510 82 50
Southeast 1 trial R . 39 A 0.17 25.00
outheas rial omania 49 B 509 7500

The tabulated data presented in this section 3 only represent the means of efficacies of selected
treatments, without raw data. However, the statistics presented in conjunction with these data are derived
from all data points from all treatments within the assessment. Tables of data comprising all treatments
means are presented in the individual trial report summaries.
In the detailed tables, data presented correspond to the mean efficacy against each disease for each
product in each trial. Only the trials and assessments with a sufficient infestation level in the untreated
plot (thresholds of 5% coverage of foliar by the disease) and where the level of efficacy of the reference
standards were as expected are considered in this synthesis. In practice, assessments from 4.5% were
selected in the available data package notably to enlarge the data package.
According to PP 1/1(4), the level of infection when the crop is treated twice should be recorded several
times. Therefore, assessments are presented according to each application date:

- The first valid assessment around 2-3 weeks after the second application;

- The second valid assessment around 4-6 weeks after the second application;

- When available, the last valid assessment beyond 40 days after the second application.

- Finally, all available efficacy trials are merged with the last valid assessment after two

applications between 2 to 6 weeks.

However, to simplify the justification of efficacy of GF-3307 (S7K-3-3) in sugar beet, only two key
assessments (highlighted in light grey) are presented and commented in conclusion: the second valid
assessment around 30-40 DA-B after the second application and the last valid assessment after two
applications between 2 to 6 weeks (all efficacy trials merged).

Results

Fourty-two GEP trials were established in order to determine efficacy of GF-3307 (S7K-3-3) for the
control of the CERCBE on sugar beet.

Thirty-three trials representative for the Central registration zone were carried out from 2020 to 2023 in
Czech Republic (1), Germany (15) and The United-Kingdom (1) in the Maritime, in Poland (6) and
Lithuania (2) in the Northeast and in Hungary (6) and Romania (4) in the Southeast EPPO climatic
zones. To support the dataset, trials from Southern registration zone were added to the summary from
France (7) in the Maritime EPPO climatic zone from 2020 to 2022, where CERCBE can be a key
problem in sugar beet and so this presents a worst case situation on sugar beet.

The results are summarized by EPPO climatic zone for the rate at 1.25 L/ha in Table 3.2-37 (Northeast
EPPO climatic zone), Table 3.2-39 (Southeast EPPO climatic zone) and Table 3.2-41(All EPPO climatic
zones). The results are summarized by EPPO climatic zone for the maximum requested rate at 1.5 L/ha
in Table 3.2-36 (Maritime EPPO climatic zone), (Northeast EPPO climatic zone), Table 3.2-40 (South-
east EPPO climatic zone) and Table 3.2-42 (All EPPO climatic zones).

Generally, to control foliar diseases on sugar beet crop, a treatment program with 2 and up to 4
applications is necessary. Even if only two applications are requested in the GAP table, more than two
applications of GF-3307 (S7K-3-3) were carried out in some efficacy trials to estimate the intrinsic
efficacy of the product to control the diseases during the season. The efficacy after two applications was
always compared to the reference standards applied in the same condition. The results are summarized
by EPPO climatic zone in the summary tables. Only results compared to the references at its registered
rate are discussed hereafter to justify the efficacy of GF-3307 (S7K-3-3) against CERCBE of sugar beet.
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Maritime EPPO climatic zone

Assessment around 30-40 DA-B:
Across 20 trials from the Maritime EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed
a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (84.5% vs. 55.1%
mean control in 20 trials) and a significant difference was noted in 12 out of 20 trials. In the other 8
trials, no significant difference was noted. Across 15 trials from the Maritime EPPO climatic zone, GF-
3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE superior to the reference
standard AMISTAR GOLD at 1.0 L/ha (85.2% vs. 55.8% mean control in 15 trials) and a significant
difference was noted in 7 out of 15 trials. In the other 8 trials, no significant difference was noted. Across
6 trials from the Maritime EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good
control of CERCBE superior to the reference standard SPYRALE at 1.0 L/ha (83.7% vs. 68.8% mean
control in 6 trials) and no significant difference was noted in all trials. Overall, GF-3307 (S7K-3-3) at
1.5 L/ha showed a good control in all trials (84.7% mean control in 21 trials).

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials

merged):
Across 23 trials from the Maritime EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed
a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (83.9% vs. 54.4%
mean control in 23 trials) and a significant difference was noted in 13 out of 23 trials. In the other 10
trials, no significant difference was noted. Across 16 trials from the Maritime EPPO climatic zone, GF-
3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE superior to the reference
standard AMISTAR GOLD at 1.0 L/ha (84.6% vs. 55.5% mean control in 16 trials) and a significant
difference was noted in 8 out of 16 trials. In the other 8 trials, no significant difference was noted. Across
7 trials from the Maritime EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good
control of CERCBE superior to the reference standard SPYRALE at 1.0 L/ha (82.6% vs. 66.6% mean
control in 7 trials) and no significant difference was noted in 6 out of 7 trials. In the other trial, a
significant difference was noted. Overall, GF-3307 (S7K-3-3) at 1.5 L/ha showed a good control in all
trials (84.1% mean control in 24 trials).

Northeast EPPO climatic zone
Assessment around 30-40 DA-B:

Across 3 trials from the Northeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed
a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (79.8% vs. 61.5%
mean control in 3 trials) and a significant difference was noted in 1 out of 3 trials. In the other 2 trials,
no significant difference was noted. Across 3 trials from the Northeast EPPO climatic zone, GF-3307
(S7K-3-3) applied at 1.25 L/ha showed a good control of CERCBE superior to the reference standard
AMISTAR GOLD at 1.0 L/ha (79.8% vs. 65.0% mean control in 3 trials) and a significant difference
was noted in 1 out of 3 trials. In the other 2 trials, no significant difference was noted. Across 1 trial
from the Northeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a very good
control of CERCBE equivalent to the reference standard SPYRALE at 1.0 L/ha (96.8% vs. 95.5% mean
control in 1 trial) and no significant difference was noted in the trial.
Across 3 trials from the Northeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed
a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (82.4% vs. 61.5%
mean control in 3 trials) and a significant difference was noted in 1 out of 3 trials. In the other 2 trials,
no significant difference was noted. Across 3 trials from the Northeast EPPO climatic zone, GF-3307
(S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE superior to the reference standard
AMISTAR GOLD at 1.0 L/ha (82.4% vs. 65.0% mean control in 3 trials) and a significant difference
was noted in 1 out of 3 trials. In the other 2 trials, no significant difference was noted. Across 1 trial
from the Northeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a very good
control of CERCBE equivalent to the reference standard SPYRALE at 1.0 L/ha (97.3% vs. 95.5% mean
control) and no significant difference was noted in the trial.

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials

merged):
Across 5 trials from the Northeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed
a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (74.1% vs. 51.0%
mean control in 5 trials) and a significant difference was noted in 3 out of 5 trials. In the other 2 trials,
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no significant difference was noted. Across 5 trials from the Northeast EPPO climatic zone, GF-3307
(S7K-3-3) applied at 1.25 L/ha showed a good control of CERCBE superior to the reference standard
AMISTAR GOLD at 1.0 L/ha (74.1% vs. 53.2% mean control in 5 trials) and a significant difference
was noted in 3 out of 5 trials. In the other 2 trials, no significant difference was noted. Across 3 trials
from the Northeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a good control
of CERCBE superior to the reference standard SPYRALE at 1.0 L/ha (75.9% vs. 66.6% mean control
in 3 trials) and a significant difference was noted in 1 out of 3 trials. In the other 2 trials, no significant
difference was noted.

Across 8 trials from the Northeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed
a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (79.0% vs. 54.2%
mean control in 8 trials) and a significant difference was noted in 5 out of 8 trials. In the other 3 trials,
no significant difference was noted. Across 5 trials from the Northeast EPPO climatic zone, GF-3307
(S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE superior to the reference standard
AMISTAR GOLD at 1.0 L/ha (78.0% vs. 53.2% mean control in 5 trials) and a significant difference
was noted in 3 out of 5 trials. In the other 2 trials, no significant difference was noted. Across 4 trials
from the Northeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control
of CERCBE superior to the reference standard SPYRALE at 1.0 L/ha (80.7% vs. 65.7% mean control
in 4 trials) and a significant difference was noted in 2 out of 4 trials. In the other 2 trials, no significant
difference was noted.

Northeast and PL border countries (PL-CZ-DE-LT)

Assessment around 30-40 DA-B:
If the border countries are considered with Poland, across 14 trials, GF-3307 (S7K-3-3) applied at
1.2/1.25 L/ha showed a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha
(76.7% vs. 53.6% mean control in 14 trials) and a significant difference was noted in 8 out of 14 trials.
In the other 6 trials, no significant difference was noted. Across 11 trials, GF-3307 (S7K-3-3) applied
at 1.25 L/ha showed a good control of CERCBE superior to the reference standard AMISTAR GOLD
at 1.0 L/ha (77.7% vs. 52.3% mean control in 11 trials) and a significant difference was noted in 6 out
of 11 trials. In the other 5 trials, no significant difference was noted. Across 2 trials, GF-3307 (S7K-3-
3) applied at 1.25 L/ha showed a good control of CERCBE superior to the reference standard SPYRALE
at 1.0 L/ha (77.7% vs. 70.6% mean control in 2 trials) and no significant difference was noted in all
trials. Overall, GF-3307 (S7K-3-3) at 1.25 L/ha showed a good control in all trials (76.7% mean control
in 14 trials).
If the border countries are considered with Poland, across 17 trials, GF-3307 (S7K-3-3) applied at 1.5
L/ha showed a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (83.1%
vs. 55.5% mean control in 17 trials) and a significant difference was noted in 11 out of 17 trials. In the
other 6 trials, no significant difference was noted. Across 14 trials, GF-3307 (S7K-3-3) applied at 1.5
L/ha showed a good control of CERCBE superior to the reference standard AMISTAR GOLD at 1.0
L/ha (83.7% vs. 53.7% mean control in 14 trials) and a significant difference was noted in 8 out of 14
trials. In the other 6 trials, no significant difference was noted. Across 2 trials, GF-3307 (S7K-3-3)
applied at 1.5 L/ha showed a good control of CERCBE superior to the reference standard SPYRALE at
1.0 L/ha (82.1% vs. 70.6% mean control in 2 trials) and no significant difference was noted in all trials.
Overall, GF-3307 (S7K-3-3) at 1.5 L/ha showed a good control in all trials (83.4% mean control in 18
trials).

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials

merged):
If the border countries are considered with Poland, across 16 trials, GF-3307 (S7K-3-3) applied at
1.2/1.25 L/ha showed a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha
(75.3% vs. 51.3% mean control in 16 trials) and a significant difference was noted in 10 out of 16 trials.
In the other 6 trials, no significant difference was noted. Across 13 trials, GF-3307 (S7K-3-3) applied
at 1.25 L/ha showed a good control of CERCBE superior to the reference standard AMISTAR GOLD
at 1.0 L/ha (75.8% vs. 49.7% mean control in 13 trials) and a significant difference was noted in 8 out
of 13 trials. In the other 5 trials, no significant difference was noted. Across 4 trials, GF-3307 (S7K-3-
3) applied at 1.25 L/ha showed a good control of CERCBE superior to the reference standard SPYRALE
at 1.0 L/ha (71.6% vs. 61.4% mean control in 4 trials) and a significant difference was noted in 1 out of
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4 trials. In the other 3 trials, no significant difference was noted. Overall, GF-3307 (S7K-3-3) at 1.25
L/ha showed a good control in all trials (75.3% mean control in 16 trials).

If the border countries are considered with Poland, across 23 trials, GF-3307 (S7K-3-3) applied at 1.5
L/ha showed a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (81.5%
vs. 54.7% mean control in 23 trials) and a significant difference was noted in 15 out of 23 trials. In the
other 8 trials, no significant difference was noted. Across 16 trials, GF-3307 (S7K-3-3) applied at 1.5
L/ha showed a good control of CERCBE superior to the reference standard AMISTAR GOLD at 1.0
L/ha (82.2% vs. 51.4% mean control in 16 trials) and a significant difference was noted in 10 out of 16
trials. In the other 6 trials, no significant difference was noted. Across 5 trials, GF-3307 (S7K-3-3)
applied at 1.5 L/ha showed a good control of CERCBE superior to the reference standard SPYRALE at
1.0 L/ha (78.0% vs. 61.7% mean control in 5 trials) and a significant difference was noted in 2 out of 5
trials. In the other 3 trials, no significant difference was noted. Overall, GF-3307 (S7K-3-3) at 1.5 L/ha
showed a good control in all trials (81.8% mean control in 24 trials).

Southeast EPPO climatic zone

Assessment around 30-40 DA-B:
Across 6 trials from the Southeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed
a good control of CERCBE slightly superior to the reference standard AMISTAR GOLD at 1.0 L/ha
(69.7% vs. 65.6% mean control in 6 trials) and a significant difference was noted in 2 out of 6 trials. In
2 trials, AMISTAR GOLD was significantly superior to GF-3307 (S7K-3-3). In the others 2 trials, no
significant difference was noted.
In one trial, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE equivalent to
the reference standard SCORE at 0.4 L/ha (98.7% vs. 98.6% mean control in 1 trial) and no significant
difference was noted. Across 6 trials from the Southeast EPPO climatic zone, GF-3307 (S7K-3-3)
applied at 1.5 L/ha showed a good control of CERCBE superior to the reference standard AMISTAR
GOLD at 1.0 L/ha (79.7% vs. 65.6% mean control in 6 trials) and a significant difference was noted in
4 out of 6 trials. In the other 2 trials, AMISTAR GOLD was significantly superior to GF-3307 (S7K-3-
3). Across 1 trial from, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE
equivalent to the reference standard SPYRALE at 1.0 L/ha (98.7% vs. 98.9% mean control in 1 trial)
and no significant difference was noted. Overall, GF-3307 (S7K-3-3) at 1.5 L/ha showed a good control
in all trials (82.4% mean control in 7 trials).

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials

merged):
Across 6 trials from the Southeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed
a moderate control of CERCBE slightly superior to the reference standard AMISTAR GOLD at 1.0 L/ha
(69.7% vs. 65.6% mean control in 6 trials) and a significant difference was noted in 2 out of 6 trials. In
2 trials, AMISTAR GOLD was significantly superior to GF-3307 (S7K-3-3). In the others 2 trials, no
significant difference was noted.
Across 4 trials from the Southeast EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed
a good control of CERCBE superior to the reference standard SCORE at 0.4 L/ha (82.4% vs. 64.4%
mean control in 4 trials) and a significant difference was noted in 2 out of 4 trials. In the other 2 trials,
no significant difference was noted. Across 6 trials from the Southeast EPPO climatic zone, GF-3307
(S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE superior to the reference standard
AMISTAR GOLD at 1.0 L/ha (79.7% vs. 65.6% mean control in 6 trials) and a significant difference
was noted in 4 out of 6 trials. In the other 2 trials, AMISTAR GOLD was significantly superior to GF-
3307 (S7K-3-3). Across 2 trials from the v EPPO climatic zone, GF-3307 (S7K-3-3) applied at 1.5 L/ha
showed a good control of CERCBE equivalent to the reference standard SPYRALE at 1.0 L/ha (92.5%
vs. 91.8% mean control in 2 trials) and no significant difference was noted in all trials. Overall, GF-
3307 (S7K-3-3) at 1.5 L/ha showed a good control in all trials (80.8% mean control in 10 trials).

All EPPO climatic zones

Assessment around 30-40 DA-B:
To support 1.2 L/ha in North East and South East EPPO Zone, across 14 trials, GF-3307 (S7K-3-3)
applied at 1.2/1.25 L/ha showed a good control of CERCBE superior to the reference standard SCORE
at 0.4 L/ha (76.7% vs. 53.6% mean control in 14 trials) and a significant difference was noted in 8 out
of 14 trials. In the other 6 trials, no significant difference was noted. Across 17 trials, GF-3307 (S7K-3-
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3) applied at 1.25 L/ha showed a good control of CERCBE superior to the reference standard AMISTAR
GOLD at 1.0 L/ha (74.9% vs. 57.0% mean control in 17 trials) and a significant difference was noted in
8 out of 17 trials. In the other 9 trials, no significant difference was noted in 7 trials and in the other 2
trials, AMISTAR GOLD was significantly superior to GF-3307 (S7K-3-3). Across 2 trials, GF-3307
(S7K-3-3) applied at 1.25 L/ha showed a good control of CERCBE superior to the reference standard
SPYRALE at 1.0 L/ha (77.7% vs. 70.6% mean control in 2 trials) and no significant difference was
noted in all trials. Overall, GF-3307 (S7K-3-3) at 1.25 L/ha showed a good control in all trials (74.6%
mean control in 20 trials).
Across 24 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE superior
to the reference standard SCORE at 0.4 L/ha (84.9% vs. 57.7% mean control in 24 trials) and a
significant difference was noted in 13 out of 24 trials. In the other 11 trials, no significant difference
was noted. Across 24 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE
superior to the reference standard AMISTAR GOLD at 1.0 L/ha (83.5% vs. 59.4% mean control in 24
trials) and a significant difference was noted in 12 out of 24 trials. In the other 12 trials, no significant
difference was noted in 10 trials and in the other 2 trials, AMISTAR GOLD was significantly superior
to GF-3307 (S7K-3-3). Across 8 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control
cotrol of CERCBE superior to the reference standard SPYRALE at 1.0 L/ha (87.3% vs. 75.9% mean
control in 8 trials) and no significant difference was noted in all trials. Overall, GF-3307 (S7K-3-3) at
1.5 L/ha showed a good control in all trials (84.0% mean control in 31 trials).

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials

merged):
To support 1.2 L/ha in North East and South East EPPO Zone, across 16 trials, GF-3307 (S7K-3-3)
applied at 1.2/1.25 L/ha showed a good control of CERCBE superior to the reference standard SCORE
at 0.4 L/ha (75.3% vs. 51.3% mean control in 16 trials) and a significant difference was noted in 10 out
of 16 trials. In the other 6 trials, no significant difference was noted. Across 19 trials, GF-3307 (S7K-3-
3) applied at 1.25 L/ha showed a good control of CERCBE superior to the reference standard AMISTAR
GOLD at 1.0 L/ha (73.9% vs. 54.7% mean control in 19 trials) and a significant difference was noted in
10 out of 19 trials. In the other 9 trials, no significant difference was noted in 7 trials and in the other 2
trials, AMISTAR GOLD was significantly superior to GF-3307 (S7K-3-3). Across 4 trials, GF-3307
(S7K-3-3) applied at 1.25 L/ha showed a good control of CERCBE superior to the reference standard
SPYRALE at 1.0 L/ha (71.6% vs. 61.4% mean control in 4 trials) and a significant difference was noted
in 1 out of 4 trials. In the other 3 trials, no significant difference was noted. Overall, GF-3307 (S7K-3-
3) at 1.25 L/ha showed a good control in all trials (73.8% mean control in 22 trials).
Across 35 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE superior
to the reference standard SCORE at 0.4 L/ha (82.6% vs. 55.5% mean control in 35 trials) and a
significant difference was noted in 20 out of 35 trials. In the other 15 trials, no significant difference
was noted. Across 27 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of CERCBE
superior to the reference standard AMISTAR GOLD at 1.0 L/ha (82.3% vs. 57.3% mean control in 27
trials) and a significant difference was noted in 15 out of 27 trials. In the other 12 trials, no significant
difference was noted in 10 trials and in the other 2 trials, AMISTAR GOLD was significantly superior
to GF-3307 (S7K-3-3). Across 13 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control
of CERCBE superior to the reference standard SPYRALE (S7K-3-3) at 1.0 L/ha (83.6% vs. 70.2% mean
control in 13 trials) and a significant difference was noted in 3 out of 13 trials. In the other 10 trials, no
significant difference was noted. Overall, GF-3307 (S7K-3-3) at 1.5 L/ha showed a good control in all
trials (82.3% mean control in 42 trials).
The results of the efficacy trials presented in this section confirmed the good efficacy achieved by GF-
3307 (S7K-3-3) on CERCBE. At the maximum proposed label rate of 1.5 L/ha, across 42 trials, the
efficacy of GF-3307 (S7K-3-3) reached around 82% of efficacy on plants. In the same way, GF-3307
(S7K-3-3) at 1.25 L/ha demonstrated a good level of control on CERCBE (around 74% in 22 trials).
Moreover, the difference between the reference standards can be illustrated by box plot graphics (Fig-
ure 3.2-9 and Figure 3.2-10).
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Figure 3.2-9 Efficacy of GF-3307 (S7K-3-3) at 1.25 L/ha - Sugar beet - CERCBE - Disease severity on
plants - Box Plot graphics in all EPPO Climatic zones data used to support 1.2 L/ha in
North East and South East EPPO Zone based on Table 3.2-42
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Figure 3.2-10  Efficacy of GF-3307 (S7K-3-3) at 1.5 L/ha - Sugar beet - CERCBE - Disease severity on
plants - Box Plot graphics in all EPPO Climatic zones based on Table 3.2-42
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Summary and conclusions - CERCBE

According to the results included in the BAD to evaluate the efficacy of GF-3307 (S7K-3-3) for the
control of CERCBE, GF-3307 (S7K-3-3) applied at 1.5 L/ha provides the optimum overall control and
is considered to be fully effective against CERCBE in sugar beet by consistently delivering over 80%
control.

As a result, according to the efficacy results in 24 valid trials (Table 3.2-36), the proposed rate of 1.5
L/ha of GF-3307 (S7K-3-3) in Austria, Belgium, Czech Republic and The Netherlands should be
considered the effective dose to deliver robust control (84% 2-6 weeks after final application) of
CERCBE in sugar beet in the Maritime climatic zone compared to a mean control of 57% from the
references combined.

Where a range of 1.2-1.5 I/ha is sought in North East and South East EPPO the data is supportive. In
16 trials from the North East/PL and bordering countries where 1.2/1.25 L/ha was applied achieved 75%
control vs combined references control of 51% (Table 3.2-37). At the higher dose 1.5L/ha achieved 82%
control in 24 trials compared to control by the combined references at 54% (Table 3.2-38). In the South
East the data set of 6-10 trials is smaller and may explain the lower levels of control compared to other
climatic zones, though the trends are similar. In 6 trials where 1.25 L/ha was applied it achieved 70%
control which was comparable to the reference Amistar Gold which achieved 66% control (Table 3.2-
39). At the higher dose 1.5L/ha achieved 80% control in the same 6 trials and when compared in 10
trials it achieved 81% control compared to the combined references that obtained 66% (Table 3.2-40).
When disease control at 1.2/1.25 L/ha is considered from all EPPO zones GF-3307 (S7K-3-3) delivered
74% control in 22 trials (Table 3.2-41) compared to the combined reefernec control of 55% after 2
applications (2-6 weeks after applictation) and the 1.5 L/ha dose of GF-3307 (S7K-3-3) delivered 82%
control in 42 trials vs the combined reference control levels of 59% (Table 3.2-42). The conditions for
use at a lower rate are detailed in the minimum effective rate part of this section. Thus, a rate range of
1.2-1.5 L/ha of GF-3307 (S7K-3-3) will be recommended in Poland, Hungary, Romania and Slovakia
for control of CERCBE to offer growers flexibility to reduce dose where conditions are appropriate as
part on sustainable disease management.
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Table 3.2-36  Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against CERCBE in sugar beet.
the EPPO Maritime climatic zone between 2020-2023

Results from 24 trials conducted in

Percentage of efficacy (%) No. of assessments
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE significantly >, =,
Part Timing of |EPPO climatic |No. off  Untreated 1.5 L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha All reference products <
assessment zone trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. GF-3307 (S7K-3-3)
75+150 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha (1.5 L/ha) vs.
Mean | Min | Max | Mean | Min | Max |S.D. | Mean | Min | Max |S.D. | Mean | Min | Max |S.D. | Mean | Min | Max | S.D. | Mean | Min | Max | S.D. | Reference products
Assessment 18 | 18.9 | 5.2 |58.8| 85.9 |75.6/100.0| 7.0 | 59.6 |24.2|82.1]15.3| - - - - - - - - - - - - 9>:9=;0<
around Maritime 12 | 19.6 | 5.2 |58.8| 86.0 |75.6/100.0| 7.9 - - - - | 56.9 |34.1/849|159| - - - - - - - - 8>,;4=;0<
15-20 DA-B 4 |325|13.1]58.8| 834 |76.0/92.0 72| - - - - - - - - | 66.2 |53.6/85.8/12.0] - - - - 1>;3=;0<
A 20 | 26.0 | 5.1 |63.5| 845 |66.9/100.0| 8.0 | 55.1 |23.3|87.9(14.1| - - - - - - - - - - - - 12>;8=:0<
S;fjj’;‘;”t Maritime |15 | 298 | 5.1(635] 852 |66.9/1000/88 - | - | - | - | 558 (30.2/867 (170 - | - | - | - | - | - | - | - 7>:8=0<
30-40 DA-B 6 |306]84[529(837(669[974[93] - [ -] -] -1 - [ -1 -1-71688][457[811]116] - | - | - [ - 0> 6=;0<
Disease 21 1269 |51|635| 84.7 |66.9/100.0/79 | - - -1 - - NERE - - | - [ - 157130.2[86.7]15.1] 11>;10=;0<
severity | /Assessment - 9 | 387 |20.6/66.5| 88.6 |73.0/100.0| 9.0 | 60.9 |38.8(87.1[12.9| - S I - S I . e 7> 2= 0<
on plants after around 40 Maritime 10 | 41.3 |20.6|66.5| 87.7 |73.0/100.0| 9.0 - - - - | 59.1 /20.8/90.5|20.0| - - - - - - R R 6>: 4= 0<
DA-B 1 57.8 - - 91.5 - - - - - - - - - - - 75.8 - - - - - - - 0>:1=:0<
Valid 23 | 254 |51 |635]| 839 [66.9/100.0| 7.8 | 544 |23.3/87.9|14.0| - - - - - - - - - - - - 13>:10=;0<
assessment 16 | 30.0 | 5.1 |63.5| 84.6 |66.9/100.0{ 88 | - - - - | 555 /30.2|86.7 |16.5] - - - - - - - - 8>;8=;0<
after 2 Mariti 7 1309 |84 529|826 669974 90| - - - - - - - - | 66.6 |45.7(81.1|12.0| - - - - 1>:6=:0<
applications (2 artime
to 6 weeks after 24 | 262 | 51|635| 84.1 |66.9/1000| 7.7 | - - - - - - - - - - - - | 56.9 |30.2|86.7 |14.4| 12>;12=:0<
the application)
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Table 3.2-37 Effectiveness of GF-3307 (S7K-3-3) at proposed label rate of 1.2 L/ha against CERCBE in sugar beet. Results from 5 trials
conducted in the EPPO Northeast climatic zone between 2020-2023 and 16 trials from North East and Border countries
Percentage of efficacy (%)
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE No. of assessments
o A 1.2-1.25 L/ha 0.4 L/ha 1.0L/ha 1.0L/ha significantly >, =, <
Part Timing of | EPPO climatic NQ‘ off  Untreated Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro.  |All reference products CgF-3307 (g7K-3-3)
assessment zone trials 60-62.5 + 120-125g (1.25 Liha) vs
' 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha : )
a.s./ha Reference products
Mean | Min | Max |Mean | Min | Max | S.D. | Mean | Min |Max |S.D. | Mean | Min | Max | S.D. | Mean | Min | Max | S.D. | Mean | Min | Max | S.D.
5 29.6 | 7.0 |[57.5| 78.8 |50.0| 98.8 | 15.9 | 57.5 |22.8|98.3(244| - - - - - - - - - - - - 3>:2=:0<
Northeast 5 | 29.6 |70|575| 788 |50.0|988|159| - - - - | 62.0 |22.8|97.6|255| - - - - - - - - 2>;3=;0<
Assessment 3 39.7 |23.9/57.5| 76.6 | 50.0 | 98.8 | 20.2 - - - - - - - - | 675 |46.9/98.3|22.2| - - - - 1>;2=;0<
around Northeast and 15 | 21.0 | 6.3 |57.5| 78.6 |50.0 (100.0| 12.3 | 59.3 |22.8|/98.3|19.7| - - - - - - - - - - - - 7>,8=;0<
15-20 DA-B PL border 12 | 21.1 | 6.3 |57.5| 78.5 | 50.0 |100.0| 13.3 - - - - | 542 122.8(97.6(19.9| - - - - - - - - 6> ; 6=;0<
countries
(PL-CZ-DE-LT) 4 | 33.0|131|57.5| 76.3 |50.0|98.8 |17.5| - - - - - - - - | 65.8 {46.9/98.3(19.4| - - - - 1>;3=;0<
3 | 329 |26.7/38.3| 79.8 |60.5|96.8 | 14.9| 61.5 |39.7|88.2|20.1| - - - - - - - - - - - - 1>:2=:0<
Northeast 3 32.9 |26.7/38.3| 79.8 |60.5| 96.8 | 14.9 - - - - | 65.0 [46.0/90.4|18.7| - - - - - - - - 1>;2=;0<
Assessment 1 [383] - - 1968 | - - - - - - - - - - - | 955 | - - - - - - - 0>:1=:0<
around Northeastand | 14 | 29.7 | 8.8 |63.5| 76.7 |58.6 | 97.1 | 13.3 | 53.6 |23.3|88.2|16.7| - - - - - - - - - - - - 8>;6=;0<
30-40 DA-B PL border 11 | 30.3 | 88 |63.5| 77.7 |58.6 | 97.1 |146| - - - - | 523 |30.2/90.4|16.9| - - - - - - - - 6>;5=;0<
Disease countries 2 | 357[33.2|383] 77.7 [58.6]96.819.1| - - [ -1 - - | - [ - [706[45.7|95524.9] - -1 0>;2=;0<
severity (PL-CZ-DE-LT)| 14 | 29.7 | 8.8 |63.5| 76.7 |58.6 | 97.1 |13.3| - - - - - - - - - - - - | 52.9 [30.2]/90.4 |15.2 8>:6=;0<
on plants 1 1698 - - 1908 | - - - | 712 - - - - - - - - - - - 0>;1=;0<
Northeast 1 1698 - - 1908 | - - - 763 | - - - - - - - 0>;1=;0<
Assessment 1 69.8 | - - 1908 - - - - - - - - - - - | 884 | - - - - B B B 0>:1=;0<
after around 40| Northeastand | 6 | 45.3 |24.8/69.8| 81.5 | 56.7 | 93.9 | 13.7 | 60.1 [46.6|71.2| 7.3 | - - - - - - - - 4>,2=,0<
DA-B PL border
countries 6 453 |24.8/169.8| 81.5 |56.7 | 93.9 | 13.7 - - - - | 58.8 |150.5(/76.3| 9.6 - - - - 4>;2=;0<
(PL-DE)
Valid 5 | 38.7 |26.7|57.5| 74.1 |50.0 | 96.8 | 16.7 | 51.0 |22.8|88.2|21.7| - - - - - - - - - - - - 3>;2=;0<
assessment Northeast 5 |[38.7 |26.7|57.5| 741 |[50.0| 96.8 | 16.7 | - - - - | 532 [22.8]90.4|220| - - - - - - - - 3>;2=;0<
after 2 3 44.4 |37.5|57.5| 75.9 |50.0 | 96.8 | 19.4 - - - - - - - - | 66.6 46.9/955|20.9| - - - - 1>;2=;0<
applications (2| Northeastand | 16 | 32.0 | 8.8 |63.5| 75.3 |50.0|97.1 | 14.1| 51.3 |22.8/88.2|174| - - - - - - - - - - - - 10> ; 6= 0<
to 6 weeks PL border 13 | 33.0 |88 |635| 75.8 |50.0|97.1 |154| - - - - | 49.7 |22.8(90.4(17.4| - - - - - - - - 8>:5=;0<
after the countries 4 |41.6 |33.2|575| 716 |50.0|96.8 |184 | - - - - - - - - | 61.4 |45.7]955|20.2| - - - - 1>;3=;0<
application) |(PL-CZ-DE-LT)| 16 | 32.0 | 8.8 |63.5] 75.3 [50.0 | 97.1 [141[ - B A - N I I - | - | - 507 |22.8/904 (159 10> ;6=:0<
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Table 3.2-38 Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against CERCBE in sugar beet. Results from 8 trials conducted
in the EPPO Northeast climatic zone between 2020-2023 and 24 trials from North East and Border countries
Percentage of efficacy (%) No. of assessments
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE significantly >, =,
Part Timing of | EPPO climatic |No. of Untreated 1.5L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha Al reference products <
assessment zone trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. GF-3307 (S7K-3-3)
75+150 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha (1.5 L/ha) vs.
Mean | Min | Max |Mean | Min | Max |S.D. | Mean | Min | Max | S.D. | Mean | Min | Max | S.D. | Mean | Min |[Max | S.D. | Mean | Min | Max | S.D. |Reference products
8 | 385 |7.0|725]| 80.8 |60.3|99.4 [10.7| 58.2 |22.8/98.3/19.3| - - - - - - - - - - - - 5>:3=:0<
Northeast 5 | 29.6 | 7.0 |57.5] 80.9 |60.3] 99.4 [12.6] - - | - | - 1620 [228[97.6]/255| - - - N 3>:2=:0<
Assessment 4 | 37.9|23.9|57.5] 81.3 |60.3| 99.4 [13.9| - - - - - - - - | 66.4 (46.9/98.3/19.3| - - - - 2>;2=;0<
around Northeastand | 21 | 245 | 6.3 |72.5| 83,5 |60.3/100.0| 8.7 | 60.2 |22.8/98.3|17.0| - - - - - - - - - - - - 11>, 10=, 0<
15-20 DA-B PL border 13 | 20.1 | 6.3 |57.5| 83.3 {60.3|100.0/10.0| - - - - | 559 (228|97.6(20.0| - - - - - - - - 9> 4=;0<
countries
(PL-CZ-DE-LT) 5 329 |13.1|57.5| 80.4 [60.3| 99.4 [12.6| - - - - - - - - | 65.2 (46.9/98.3|17.4| - - - - 2>;3=;0<
3 | 329 |26.7/38.3| 824 |62.3| 97.2 |14.7| 61.5 |39.7/88.2|120.1| - - - - - - - - - - - - 1>;2=;0<
Northeast 3 32.9 |26.7|38.3| 824 (62.3]| 97.2 |14.7| - - - - | 65.0 [46.0/90.4/18.7| - - - - - - - - 1>,;2=;0<
Assessment 1 1383 - - 1973 - - - - - - - - - - - | 955 - - - - - - - 0>:1=;0<
around Northeastand | 17 | 27.3 | 7.9 |63.5| 83.1 |62.3|100.0| 9.9 | 55.5 |23.3|88.2|17.3| - - - - - - - - - - - - 11>;6=;0<
30-40 DA-B PL border 14 | 29.1 | 7.9 |63.5]| 83.7 |62.3/100.0(10.7| - - - - | 53.7 130.2/90.4|17.9| - - - - - - - - 8>, 6=;0<
Disease countries 2 | 357 |332|383| 82.1 |66.9| 97.2 |15.2| - - - - - - - - | 70.6 |45.7|955(24.9| - - - - 0>;2=;0<
severity (PL-CZ-DE-LT)| 18 | 28.2 | 7.9 |63.5| 83.4 6231000| 9.7 | - | - | - | - | - | - | - | - | - | - | - | - | 542302904160 12>;6=;0<
on plants 1 1698 | - - | 876 - - - 712 - - - - - - - - - - - 0>;1=;0<
Northeast 1 1698 - - 1876 - - - 763 | - - - - - - - 0>:1=:;0<
Assessment 1 |698| - | - [ 876 - - - - -1 -1 - - - - - 1884 - -1- - - -] - 0>;1=;0<
after around 40| Northeastand | 8 | 42,5 |20.8/69.8| 87.3 |73.0/100.0| 9.1 | 63.7 |46.6|87.1/10.9| - - - - - - - - 5>;2=;0<
DA-B PL border
countries 9 | 44.9 |20.8/69.8| 86.4 |73.0/100.0| 9.0 | - - - - | 56.2 |20.8|88.7|185| - - - - 6>;2=;0<
(PL-DE)
Valid 8 | 44.2 |26.7|725| 79.0 |60.3| 97.2 |12.1| 54.2 |22.8|88.2|17.6| - - - - - - - - - - - - 5>;3=;0<
assessment Northeast 5 | 387 |26.7|57.5| 78.0 |60.3]| 97.2 [14.4| - - - - | 53.2 122.8/90.4/22.0| - - - - - - - - 3>;2=;0<
after 2 4 41.4 |325|57.5| 80.7 |60.3| 97.2 |13.2| - - - - - - - - | 65.7 |46.9]/955|18.2] - - - - 2>;2=;0<
applications (2| Northeastand | 23 | 32.2 | 7.9 |[72.5| 81.5 |60.3|100.0|10.0| 54.7 |22.8/88.2|16.6| - - - - - - - - - - - - 15> ; 8= 0<
to 6 weeks PL border 16 | 31.4 | 7.9 |63.5] 82.2 |60.3/100.0(11.5| - - - - | 51.4 [22.8/90.4/184| - - - - - - - - 10> ; 6=;0<
after the countries 5 |39.8 |325|57.5| 78.0 |60.3| 97.2 |13.1| - - - - - - - - | 61.7 |45.7/955]18.1] - - - - 2>;3=,;0<
application) |(PL-CZ-DE-LT)| 24 | 326 | 7.9 |72.5| 81.8 [60.3/1000/99 | - | - [ - | - | - [ - [ - | - | - | - | -] - |538228/90.4[156| 16>;8=;0<
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Table 3.2-39 Effectiveness of GF-3307 (S7K-3-3) at proposed label rate of 1.2 L/ha against CERCBE in sugar beet. Results from 6 trials
conducted in the EPPO Southeast climatic zones between 2020-2023
Percentage of efficacy (% No. of assessments
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE significantly >, =,
Part Timing of EPPO No. of,  Untreated 1.25 L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha Al reference products <
assessment | climatic zone | trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. GF-3307 (S7K-3-3)
62.5 + 125g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha (1.25 L/ha) vs.
Mean | Min | Max | Mean | Min | Max | S.D. | Mean | Min |Max|S.D. | Mean | Min | Max |S.D. |Mean | Min|Max|S.D. | Mean | Min | Max | S.D. |Reference products
Assessment
around Southeast 6 18.8 | 8.0 |44.5| 76.6 [56.9/90.4| 13.0 - - - - | 675 ]33.2/100.0(26.3| - - - - - - - - 2>;2=;2<
15-20 DA-B
Assessment
around Southeast 6 35.7 |12.3|65.0| 69.7 |585|77.2| 7.3 - - - - | 65.6 |27.2| 975 [25.2| - - - - 6 |35.7]12.3 |65.0 2>;2=;2<
30-40 DA-B
Disease | Assessment
severity | after around 40 | Southeast 4 | 320 [14.0/525| 67.7 |63.5/69.4| 24 - - - - | 75.3 |50.6| 97.0 |21.8| - - - - - - - - 1>;1=;2<
on plants DA-B
Valid
assessment
appl?g‘;:ozns (2| Southeast | 6 | 357 |123/650| 697 585772 73 | - | - | - | - | 656272/ 975 252 - | - | - | - | 6 |357/123/650 2>;2=;2<
to 6 weeks after
the application)
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Table 3.2-40 Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against CERCBE in sugar beet. Results from 10 trials
conducted in the EPPO Southeast climatic zones between 2020-2023
Percentage of efficacy (%) No. of assessments
EPPO GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE sign'ificant|y> - <
Timing of -~ |No.off Untreated 1.5L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha o
Part climatic . - - - - - All reference products | GF-3307 (S7K-3-3)
assessment z0ne trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (15 L/ha) vs
75+150 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha Referlence pro dlljcts
Mean | Min | Max | Mean | Min | Max |S.D.|Mean | Min |Max | S.D. | Mean | Min | Max |S.D. |Mean | Min |Max|S.D. |Mean | Min | Max |S.D.
Assessment 3 ]40.3 |17.0|55.0| 77.0 |[70.4|86.3| 6.8 | 53.0 |38.3|74.8|15.7| - - - - - - - - - - - - 2>;1=;0<
~round Southeast |0 | 188 8.0[445] 851 [66.894.4 (104 - - | -1 - 1675(332[100.0[26.3] - - - S I 4> 1=; 1<
15-20 DA-B 1 | 170 - - 1863 - - - - - - - - - - - | 847 | - - - - - - - 0>;1=;0<
9 | 259 |8.0|55.0| 824 |66.8/94.4/10.1| - - - - - - - - - - - - | 63.8 |33.2/100.0|25.1 6>;2=; 1<
Assessment 1 133 - - 1987 - - - 1986 | - - - - - - - - - - - - - - - 0>;1=;0<
around Southeast 6| 357 [12.3(65.0 79.7 655/ 89.0[ 8.0 - - | -1 - 1656 272]975[25.2] - - - - S I 4>;0=; 2<
) 30-40 DA-B 1 133 - - 1987 - - - - - - - - - - - 1989 | - - - - - - - 0>;1=;0<
Disease 7 | 325[12.3]65.0] 82.4 [65.5]98.7[10.0] - - - - - - - - - | -] - 1704 |27.2]98.9(26.1 4> 1=; 2<
severity 1 /1203 - | - |971 ] - - - 972 - - | - - - - - - - -] - - - - - 0>;1=;0<
on plants| Assessment after Southeast 4 | 320 |14.0/525| 775 |71.5/82.7 | 5.1 - - - - | 75.3 |50.6| 97.0 |21.8| - - - - - - - - 2>;0=;2<
around 40 DA-B 1 203 - - 971 - - - - - - - - - - - 1977 | - - - - - - - 0>;1=;0<
5 29.6 |14.0/52.5| 814 |715|/97.1|9.1 - - - - - - - - - - - - |1 79.8 |50.6|97.6 |21.5 2>;1=;2<
Valid assessment 4 | 335 |13.3|55.0| 82.4 [70.4|98.7 |11.1| 64.4 |38.3|98.6/24.0| - - - - - - - - - - - - 2>:2=:0<
after 2 6 | 35.7 |12.3|65.0| 79.7 [65.5(89.0 80| - - - - | 65.6 1272|1975 |25.2| - - - - - - - - 4>;0=;2<
applications (2 to | Southeast 2 | 152 |13.3|17.0] 925 |86.3|98.7 | 6.2 - - - - - - - - | 91.8 |84.7|98.9| 7.1 - - - - 0>;2=;0<
6 weeks after the
application) 10 | 34.8 |12.3|65.0| 80.8 {65.5/98.7| 95 | - - - - - - -] - - - | - | - |66.2(27.2|98.9 [253 6>;2=;2<
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Table 3.2-41 Effectiveness of GF-3307 (S7K-3-3) at proposed label rate of 1.2 L/ha against CERCBE in sugar beet. Results from 22 trials
conducted in All EPPO climatic zones between 2020-2023 to support 1.2 L/ha in North East and South East EPPO Zone
Percentage of efficacy (% No. of
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE assessments
L o Untreated 12-125L/ha _0.4L/ha 10L/ha _10L/ha significantly >, =
Part Timing of |EPPO climatic No. of Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. All reference products S
assessment zone | trials 60'62"21 N /1hza°'1259 100 gas./ha 125+125 g a.s./ha 100+375 g a.s/ha (3?)|:(13§g7L(/?12)<v2
Mean| Min |Max|Mean| Min | Max |S.D. |Mean| Min |Max|S.D.| Mean | Min | Max | S.D.| Mean | Min | Max |S.D. |Mean| Min | Max |S.D. F;‘i?gﬁgf:
Assessment 15 | 21.0 | 6.3 |57.5| 78.6 |50.0|100.0|12.3| 59.3 |22.8|98.3|19.7 - - - - _ N N - N - R N 7> 8=:0<
around _AII I_EPPO 18 | 20.3 | 6.3 |57.5| 77.9 |50.0/100.0{13.2| - - - - | 586 |22.8/100.0]23.1| - - - - - - B - 8>:8=;2<
15-20 DA-B climatic zones 4 33.0 |{13.1|57.5| 76.3 |50.0| 98.8 |17.5 - - - - - - - - 65.8 146.9/98.3/19.4 - - N - 1> 3= 0<
21 | 204 | 6.3 |57.5| 78.0 |50.0/100.0/12.6| - - - - - - - - R - B = [ 606 |22.8/100.0(225| 9>;10=;2<
Assessment 14 | 29.7 | 8.8 |635] 76.7 |58.6| 97.1 |13.3| 53.6 |23.388.2|16.7| - | - | - | - | - | - | - | - | - [ - - | - | 8.:6=;0<
around 'AII I_EPPO 17 | 322 | 88 [65.0/ 749 |585| 97.1 |13.1| - - - - | 57.0 |27.2| 975 |21.2| - - - - - - R B 8>:7=:2<
30-40 DA-B climaticzones | 2 | 357 |33.2|38.3| 77.7 |58.6| 96.8 |19.1| - - - - - - - - | 70.6 |45.7]955|249| - - - - 0>;2=;0<
Disease 20 | 315 |88 |650| 74.6 |585| 97.1 |12.3| - - -0 - - - - - - | - | - 567 |27.2| 975 [19.6| 10>;8=;2<
severity | Assessment 6 | 45.3 [24.8]69.8| 81.5 |56.7| 93.9 [13.7] 60.1 |46.6|71.2| 7.3 | - - B - - R R - . n - 4> 2= 0<
on plants| after around 40| AWEPPO | 10 | 39.9 [14.0(69.8| 76.0 [567] 939 [127] - [ - | - | - [ 654 [505/970117.6] - | - [ - [ - | - [ - | - | - | 5>;8=;2<
DA-B climaticzones | 1 698 | - | - | 908 | - - - - -1 -1 - - - - 884l - | - | - - _ - N 0>:1=:0<
10 | 39.9 [14.0/69.8| 76.0 |56.7| 93.9 |12.7| - - -] - - - - - - - | - | - | 654 |505|97.0 [17.6] 5>:3=;2<
Valid 16 | 32.0 | 8.8 |63.5] 75.3 |50.0| 97.1 |14.1| 51.3 |22.8(88.2|17.4| - - - - - - - - - - - - 10> :6=;0<
assessment 19 | 338 |88 |650| 739 |50.0| 97.1 |13.7| - - - - | 54.7 1228|975 |215| - - - - - - - - 10>;7=;2<
after 2 All EPPO 4 | 416 [332|57.5] 71.6 |50.0| 96.8 [18.4| - - - - - | - | - |614[457]955/202] - - - 1>:3=;0<
applications (2 | climatic zones
to 6 weeks after 22 | 330 |88 |650| 73.8 |50.0| 97.1 [129| - - - - - - - - - - - | - | 548 (228|975 (201| 12>:8=:2<
the application)
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Table 3.2-42 Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against CERCBE in sugar beet. Results from 42 trials
conducted in All EPPO climatic zones between 2020-2023
Percentage of efficacy (% No. of
GF-3307 (S7TK-3-3) SCORE AMISTAR GOLD SPYRALE assessments
o o Untreated 15L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha Al reference products significantly >, =
Part Timing of |EPPO climatic No. of Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. , <
assessment zone trials 75+150 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha GF-3307 (S7TK-3-
3) (1.5 L/ha) vs.
Mean | Min | Max|Mean | Min | Max |S.D. |Mean | Min [Max|S.D. |Mean | Min | Max | S.D.|Mean| Min |Max|S.D. |Mean | Min | Max |S.D. Reference
products
A t 29 | 26,5 |52 |725| 83.6 |60.3/100.0| 8.7 | 585 |22.8]/98.3|16.7| - - - - - - - - - - - - 16> 13=; 0<
| AIEPPO [ 23 216 |52 58.8] 847 [60.3(100.0(100] - | - | - | - | 608 |228[1000(218] - | - | - | - | - | - | - |- [ 16>;7=;1<
15-20 DA-B climatic zones | 10 | 33.2 |13.1|58.8| 82.8 [60.3| 99.4 |10.6| - - - - - - - - | 684 |46.9]98.3[16.2] - N _ N 3> 6=:0<
35 | 252 |52 |725| 838 |[60.3|100.0/ 9.1 | - - - |- - - - - - - - | - |61.0[228[100.0/195| 21>;13=; 1<
Assessment 24 | 264 |51 |635| 849 |62.3/100.0| 9.5 | 57.7 |23.3]/98.6/17.1| - - - - - - - - - - - - 13>;11=;0<
around 'AII E_EPPO 24 | 317 | 51 [65.0] 83.5 [62.3/100.0| 9.9 - - - - | 594 272|975 |20.1| - - - - - - - - 12>, 10=; 2<
30-40 DA-B climaticzones | 8 | 29.4 | 84 |52.9| 87.3 |66.9] 98.7 |10.2| - - - - - - - - | 759 [457/989]159| - - - - 0>;8=;0<
Disease 31 | 287 |51|650| 84.0 [62.3/100.0/ 93 | - - - |- - - - - - - - | - 1609 [27.2]98.9 [19.3| 16>;13=;2<
severity | Assessment 11 | 39.9 |20.3/69.8| 89.3 |73.0/100.0| 85 | 65.1 |38.8]/97.2|15.7| - - - - - - - - - - - - 7> 4=;0<
on plants| after around 40 _AII EPPO 15 | 40.7 |14.0/69.8| 85.0 |71.5/100.0| 9.0 - - - - | 646 |20.8| 97.0 [21.3] - - - - - - - - 8>:5=:2<
DA-B climaticzones | 3 | 49.3 /120.3/69.8| 92.1 |87.6]| 97.1 | 3.9 | - - - - - - - - | 873[758/976/90 | - - - - 0>;3=,;0<
16 | 39.4 |14.0/69.8| 85.7 |71.5/1000| 92 | - - - |- - - - - - - - | - |66.6[208|976[221| 8>;6=;2<
Valid 35 | 306 |51 [725| 82.6 |60.3/100.0| 9.6 | 55.5 |22.8|98.6|16.6| - - - - - - - - - - - - | 20>;15=;0<
assessment 27 | 329 |51 650| 82.3 |60.3/100.0{10.4| - - - - | 573 /228|975 [203] - - - - - - - - 15>;10=; 2<
after 2 AIEPPO | 13 | 31.7 [ 8.4 |575] 836 (603|987 109 - | - [ - | - [ - [ - [ - | - [702]457[989]165] - | - | - [ - | 3>;10=,0<
applications (2 | climatic zones
to 6 weeks after 42 | 317 |51 (725|823 |60.3/100.0| 94 | - - - - - - - - - - - - | 58.9 (228|989 |18.7| 23>;17=:2<
the application)

2023.

Comments of zZRMS on:
Efficacy of GF-3307 (S7K-3-3) for the control of Cercospora beticola in sugar beet (3.2.3.1)

Maritime EPPO zone (24 efficacy trials carried out in 2020, 2021, 2022, 2023)
The test item GF-3307 (S7K-3-3) was applied at maximum recommended dose rate of 1.5 L/ha in all 24 efficacy trials, at BBCH growth stage of the crop 39-49, which was
consistent with the requested application timing. The water volume in the trials was 200-400 L/ha, which can be accepted to cover the amount of water requested in the GAP
(150-300 L/ha). Lower dose rate of 1.2 L/ha was not claimed for MSs from Maritime EPPO zone. The tested fungicide was applied 2 to 4 times in the presented trials, while

Fourty two efficacy trials present data to assess the efficacy of GF-3307 (S7K-3-3) in the control of Cercospora beticola (CERCBE) on sugar beet. No trials were performed
on fodder beet. The trials were conducted in Maritime EPPO zone (24 trials carried out in Czech Republic (1), Germany (15), United Kingdom (1) and France (7)); North-
East EPPO zone (8 trials carried out in Poland (6) and Lithuania (2)) and in South-East EPPO zone (10 trials carried out in Hungary (6) and Romania (4)) in the years 2020-
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the efficacy results have been properly presented after second application. GF-3307 (S7K-3-3) at target dose rate of 1.5 L/ha, was highly effective in the control of CERCBE
on sugar beet with average efficacy results >80% achieved for various assessment timings (from 15 DAB to about 40 DAB). The efficacy of tested fungicide was statistically
comparable or higher, than efficacy of reference products: Score, Amistar Gold or Spyrale.

North-East EPPO zone (8 trials carried out North -East EPPO zone in 2020, 2021, 2023 + 16 supportive trials conducted in Germany (15) and Czech Republic (1)
in 2020, 2021, 2022, 2023)

The test item GF-3307 (S7K-3-3) was applied at maximum recommended dose rate of 1.5 L/ha in all 8 trials carried out in North-East EPPO zone and in all 16 supportive
efficacy trials conducted in neighbouring countries: Germany and Czech Republic. The dose rate of 1.25 L/ha was tested in 5 trials carried out in North-East EPPO zone and
in 8 trials carried out in Germany and Czech Republic. The recommend dose rate of 1.2 L/ha was tested in 3 supportive efficacy trials carried out in Gemrnay. As the difference
between the recommend dose rate 1.2 L/ha and dose rate 1.25 L/ha is less than 5%, efficacy data achieved for GF-3307 (S7K-3-3) apllied at 1.25 L/ha may support the
recommended dose rate of 1.2 L/ha. The application timing/growth stage of the crop was BBCH 39-49 in the trials, which was consistent with the requested application
timing. The water volume in the trials was 200-400 L/ha, which can be accepted to cover the amount of water requested in the GAP (150-300 L/ha). The tested fungicide was
applied 2 to 4 times in the presented trials, while the efficacy results have been properly presented after second application. GF-3307 (S7K-3-3) at target dose rate of 1.5 L/ha,
was highly effective in the control of CERCBE on sugar beet with average efficacy results mostly >80% achieved for various assessment timings (from 15 DAB to about 40
DAB). The efficacy of tested fungicide was statistically comparable or higher, than efficacy of reference products: Score, Amistar Gold or Spyrale. Moderate efficacy (>70%,
but <80%) was achieved for GF-3307 (S7K-3-3) at 1.2/1.25 L/ha during most assessments. The efficacy of target fungicide applied at lower recommended dose rate 1.2/1.25
L/ha was comparable or higher, than efficacy of standards.

South-East EPPO zone (10 trials carried out in 2020 and 2023)

The test item GF-3307 (S7K-3-3) was applied at maximum recommended dose rate of 1.5 L/ha in all 10 efficacy trials, at BBCH growth stage of the crop 35-49, which
covered the requested in GAP application timing (BBCH 39-49). The dose rate of 1.25 L/ha was tested in 6 trials. As the difference between the recommend dose rate 1.2
L/ha and dose rate 1.25 L/ha is less than 5%, efficacy data achieved for GF-3307 (S7K-3-3) apllied at 1.25 L/ha may support the recommended dose rate of 1.2 L/ha. The
water volume in the trials was 200-400 L/ha, which can be accepted to cover the amount of water requested in the GAP (150-300 L/ha). The tested fungicide was applied 2
to 4 times in the presented trials, while the efficacy results have been properly presented after second application. GF-3307 (S7K-3-3) at target dose rate of 1.5 L/ha, was
highly effective in the control of CERCBE on sugar beet with average efficacy results >80% achieved for various assessment timings (from 15 DAB to about 40 DAB). The
efficacy of tested fungicide was mostly statistically comparable or higher, than efficacy of reference products: Score, Amistar Gold or Spyrale. Moderate efficacy (68% -
T77%) was achieved for GF-3307 (S7K-3-3) at 1.25 L/ha during assessment timings from 14 DAB to about 40 DAB. The efficacy of target fungicide applied at lower
recommended dose rate 1.25 L/ha was comparable or higher, than efficacy of standards in the vast majority of trials.
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3.2.3.2 Efficacy of GF-3307 (S7K-3-3) for the control of Uromyces betae in sugar
beet

This chapter addresses the efficacy of GF-3307 (S7K-3-3) for the control of UROMBE on sugar beet
when applied at the proposed label rate of 1.5 L/ha for Austria, Belgium, Czech Republic and The

Netherlands and at the rate range of 1.2-1.5 L:ha for Poland, Hungary, Slovakia and Romania in

comparison with SCORE at 0.4 L/ha, SPYRALE at 1.0 L/ha and AMISTAR GOLD at 1.0 L/ha.

Table 3.2-43 Details on trial methodology - Efficacy - UROMBE
Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
. | Plot design RCB
Egsﬁsg'me”ta Plotsize 18-36 7
Number of replications |4
Trials per crop Sugar beet (16)

Varieties per crop

Annabella (2), BTS1140 (1), Clemens (1), Eldorana (2), Falster (1), Katjana
(1), Lombok (1), Morgan (1), Nakskov (2), Nasser (1), Pasteur (1), Surf (1),

Crop Wren (1)
Sowing period EPPO Maritime: March to May
Crop stage (BBCH) at )
application BBCH 38-49
Timi 1%t application: At the appearance of the disease to control the foliar diseases
iming ith an interval. The applicati timed t the main infection period
Aoplication Pest stage at application with an interval. The application was timed to cover the main infection perio
PP to protect the crop from disease development.
Number of applications 2 applications: 11 trials with an intervals of 20 to 25 days
PP 3 application: 5 trials with an intervals of 19 to 53 days*
Spray volumes 150-245 L/ha
% infection (severity)
% crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)
Assessment types Yield (7) and quality parameters (Sodium content (5 trials), Potassium content
Assessment (5 trials), Amino nitrogen content (5 trials) and Sugar content in % (5 trials)).

Assessment dates for
efficacy and crop
selectivity

Assessments for crop selectivity were aimed at 1 and 2 weeks after application
and at every assessment timing for efficacy.

Assessments for efficacy (% infection) at each application and then 15-20
days, 30-40 days and 50-60 days after the last application.

Other relevant
information

E.g. Natural / artificial
inoculation...

Natural infection in 16 trials

E.g. Field / Greenhouse..

All trials were carried out in the field, trial sites were selected on the basis of
known pest pressure, favourable agronomical and environmental factors, in
areas representative of those where the crop is grown commercially and where
UROMBE is an abundant disease.

*In 5 trials, only valid assessment after the second application were considered for the evaluation (interval between the two
first applications of 19 to 28 days).

Introduction

In total, data from 16 field trials are presented in this section to demonstrate the efficacy of GF-3307
(S7K-3-3), for the control of UROMBE in sugar beet. The efficacy trials representative for the Central
registration zone were carried out from 2020 to 2022 in Germany (1) and The United-Kingdom (6) in
the Maritime EPPO climatic zone where UROMBE can be a key problem in sugar beet and so this
presents a worst case situation on sugar beet. To support the dataset, trials carried out from 2020 to 2023
in the Maritime EPPO climatic zone were added to the summary from France (3) and from Denmark (6
trials).

To support the label claims within the Central registration zone, GF-3307 (S7K-3-3) was tested at the
rate of 1.5 L/ha (75+150 g a.s./ha) in accordance with the EPPO standard PP 1/1 ‘Foliar diseases on
sugar beet’. The cross reference product included was SCORE applied at 0.4 L/ha (250 g/L
Difenoconazol EC) as European standard reference dose in 16 trials. Moreover, other references at local
registered rate with different mode of action (azoxystrobin, fenpropidin) were also used in efficacy trials
and presented: AMISTAR GOLD (125+125 g/L azoxystrobin + difenoconazole) applied at 1.0 L/ha and
SPYRALE at 1.0 L/ha (100+375 g/L difenoconazole + fenpropidin) are also presented as a common
standard across countries.
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All trials were carried out by Dow AgroSciences / Corteva Agrisciencee or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).
On the basis of the EPPO standard 1/241 ‘Guidance on comparable climates’, the trials included in the
BAD for this section have been grouped and summarized by EPPO climatic zone. EPPO climatic zones
have been defined by taking into account differences between the agro-climatic sub-areas of the EPPO
region.

Materials and Methods

Testing facilities or organisations

All trials were carried out by Dow AgroSciences / Corteva Agrisciencee or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).
The trials used in this part are presented in and Table 3.2-7.

Sites and experimental details

The 16 trials from the Maritime EPPO climatic zone were carried out in Germany (1) for the Central
registration zone, in France (3) for the Southern registration zone and in the Denmark (6) for the
Northern registration zone to complete the dataset on the efficacy. Six trials from the Maritime EPPO
climatic zone was also carried out in the United-Kingdom.

Trial sites were selected on the basis of known pest pressure, favourable agronomical and environmental
factors, in areas representative of those where the crop is grown commercially and where UROMBE is
an abundant disease. UROMBE is a disease which multiplies rapidly under warm climatic conditions
such as found in the EPPO Maritime climatic zone.

An overview on the geographical distribution of the efficacy trials across the EU countries involved is
presented Figure 3.2 - 3.

All 16 efficacy trials were carried out by officially recognized testing organizations according to GEP
and followed the appropriate EPPO standards. The experimental design was a randomized complete
block with 4 replicates and a plot size ranging between 18 m? and 36 m2. Application was conducted at
crop stage BBCH 38-49 across trials and is therefore very close and within the application window
(BBCH 39-49) of the respective label claim.

All treatments were applied at an application volume of 150-245 L/ha, using backpack and bicycle,
equipped with conventional or low drift flat fan nozzles delivering water volume from 150 L/ha to 245
L/ha.

Formulations applied and applications details

In all efficacy trials, the efficacy of GF-3307 (S7K-3-3) applied at 1.25 and 1.5 L/ha was compared the
reference standards SCORE, SPYRALE and AMISTAR GOLD (Table 3.2-33). As the trials were
undertaken over a number of years and in different development programs across Europe, the same
standards may not be present in all trials.

Table 3.2-44 below presents the plant protection products and the rates used in this part.

Table 3.2-44 Plant protection products used in efficacy trials

Formulation . Rate Rate

Test product Active substance product g
type product L/ha
a.s./ha
GF-3307 50 g/L fenpicoxamid + 100 g/L 1.0 20+100
- 1COX 1

(S7K-3-3) SC prothioconazole 1.25 625+125
15 75+150

SCORE EC 250 g/L difenoconazole 0.4 100
SPYRALE EC 100+375 g/L difenoconazole+fenpropidin 1.0 100+375
A'\GA(I)SJSR SC 125+125 g/L azoxystrobin + difenoconazole 1.0 125+125

GF-3307 (S7K-3-3) at the rates tested and the reference products were applied between growth stage
BBCH 38 and BBCH 49 when the crop conditions for UROMBE infections were favourable.

Generally, to control foliar diseases on sugar beet crop, a treatment program with 2 to 4
applications is necessary. Even if two applications are requested in the GAP table, 2 to 4
applications of GF-3307 (S7K-3-3) were carried out in some efficacy trials to estimate the intrinsic
efficacy of the product to control the diseases during the season. The efficacy after two applications
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was always compared to the reference standards applied in the same condition.

Statistical analysis

The tabulated efficacy data presented in this section of the biological dossier are showing the treatment
means of the percentage control relative to the untreated. Instead of statistical tests across trials the
minimum and maximum means of percentage infection or control of the individual trial means are
presented in the summary tables.

In trials, assessments data were analysed using an analysis of variance (ANOVA) on untransformed.
The probability of non-significance occurring between treatment means is calculated as the F probability
value (p(F)).

The Student-Newman-Keuls and Tukey's test was applied to separate any treatment differences that may
be highlighted by the ANOVA test. These differences are indicated by a letter. When one letter is in
common, no significant difference is identified according to the test conducted at a 95% confidence
level.

Assessment methods

All treatments of each trial are not systematically presented in this dossier, only relevant treatments are
summarised. All data are available in individual trial reports in Document K.

As recommended in EPPO PP 1/1(4) guideline, the infestation of diseases at application date has been
recorded. Table 3.2-45 reminds the infestation of diseases at application date, regarding the trials used
for the compilations presented hereafter.

Table 3.2-45:  Infestation level at application dates - Efficacy trials - Sugar beet - UROMBE

EPPO climatic zone | Trial | Country | Crop stage (BBCH) | Application | Disease severity (%) | Disease incidence (%)
39 A 0.6 -
Maritime 1trial | France 39 B 2.6 -
39 C 14.7 -
. . 39 A 0.0 -
Maritime 1trial | France 39 B 177 860
. . 39 A 0.0 0.0
Maritime 1trial | France 49 B 140 -
. . 39 A 0.0 -
Maritime 1 trial | Germany 39 B 0.0 -
39 A - 8.0
Maritime 1 trial | Denmark 39 B - 15.0
39 C - 25.0
39 A - 5.0
Maritime 1 trial | Denmark 39 B - 10.0
39 C - 20.0
. . 39 A 1.0 -
Maritime 1 trial | Denmark 39 B 50 -
. . 39 A 2.0 -
Maritime 1 trial | Denmark 39 B na na
. . 39 A 0.04 -
Maritime 1 trial | Denmark 39 B 087 -
. . 39 A 0.0 -
Maritime 1 trial | Denmark 39 B 03 -
United 39 A Pustul visible -
Maritime 1 trial Kinmdeom 49 B 6.8 61.9
9 49 C 115 100.0
United 39 A Pustul visible -
Maritime 1 trial Kinadom 49 B Pustul visible -
g 49 C 115 913
.. . United 39 A - -
Maritime 1 trial Kingdom 39 B iE -
. . United 39 A 0.1 -
Maritime 1 trial Kingdom 39 B 144 -
.. . United 39 A 1.0 -
Maritime 1 trial Kingdom 39 B 1E -
. . United 39 A 0.1 -
Maritime 1 trial Kingdom 39 B 511 -
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The tabulated data presented in this section 3 only represent the means of efficacies of selected
treatments, without raw data. However, the statistics presented in conjunction with these data are derived
from all data points from all treatments within the assessment. Tables of data comprising all treatments
means are presented in the individual trial report summaries.
In the detailed tables, data presented correspond to the mean efficacy against each disease for each
product in each trial. Only the trials and assessments with a sufficient infestation level in the untreated
plot (thresholds of 5% coverage of foliar by the disease) and where the level of efficacy of the reference
standards were as expected are considered in this synthesis. In practice, assessments from 4.5% were
selected in the available data package notably to enlarge the data package.
According to PP 1/1(4), the level of infection when the crop is treated twice should be recorded several
times. Therefore, assessments are presented according to each application date:

- The first valid assessment around 2-3 weeks after the second application;

- The second valid assessment around 4-6 weeks after the second application;

- When available, the last valid assessment beyond 40 days after the second application.

- Finally, all available efficacy trials are merged with the last valid assessment after two

applications between 2 to 6 weeks.

However, to simplify the justification of efficacy of GF-3307 (S7K-3-3) in sugar beet, only two key
assessments (highlighted in light grey) are presented in conclusion and commented: the second valid
assessment around 30-40 DA-B after the second application and the last valid assessment after two
applications between 2 to 6 weeks (all efficacy trials merged).

Results

Sixteen GEP trials were established in order to determine efficacy of GF-3307 (S7K-3-3) for the control
of the UROMBE on sugar beet.

Seven trials from Central registration zone were carried out from 2020 to 2023 from Germany (1) and
The United-Kingdom (6) for the Maritime EPPO climatic zone. To support the efficacy demonstration,
an additional nine trials from the Maritime EPPO climatic zone were carried out from 2020 to 2022 in
France (3) and Denmark (6).

The results are summarized by EPPO climatic zone (Maritime EPPO climatic zone) for the rate at 1.25
L/ha in Table 3.2-46 and for the rate at 1.5 L/ha in

Table 3.2-47.

Generally, to control foliar diseases on sugar beet crop, a treatment program with 2 and up to 4
applications is necessary. Even if only two applications are requested in the GAP table, more than two
applications of GF-3307 (S7K-3-3) were carried out in some efficacy trials to estimate the intrinsic
efficacy of the product to control the diseases during the season. The efficacy after two applications was
always compared to the reference standards applied in the same condition. The results are summarized
by EPPO climatic zone in the summary table. Only results compared to the references at its registered
rate are discussed hereafter to justify the efficacy of GF-3307 (S7K-3-3) against UROMBE of sugar
beet.

Maritime EPPO climatic zone
Assessment around 30-40 DA-B:

Across 9 trials, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a good control of UROMBE superior
to the reference standard SCORE at 0.4 L/ha (82.9% vs. 62.7% mean control in 9 trials) and a significant
difference was noted in 3 out of 9 trials. In the other 6 trials, no significant difference was noted. Across
9 trials, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a good control of UROMBE equivalent to the
reference standard AMISTAR GOLD at 1.0 L/ha (82.9% vs. 81.0% mean control in 9 trials) and a
significant difference was noted in 1 out of 8 trials. In the other 8 trials, no significant difference was
noted. Across 1 trial, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a good control of UROMBE
lower to the reference standard SPYRALE at 1.0 L/ha (83.0% vs. 93.4% mean control in 1 trial) and no
significant difference was noted in the trial.

Across 11 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of UROMBE superior
to the reference standard SCORE at 0.4 L/ha (87.6% vs. 66.2% mean control in 11 trials) and a
significant difference was noted in 5 out of 11 trials. In the other 6 trials, no significant difference was
noted. Across 10 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of UROMBE
superior to the reference standard AMISTAR GOLD at 1.0 L/ha (87.9% vs. 82.9% mean control in 10
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trials) and a significant difference was noted in 1 out of 10 trials. In the other 9 trials, no significant
difference was noted. Across 2 trials, GF-3307 applied at 1.5 L/ha showed a good control of UROMBE
slightly lower to the reference standard SPYRALE at 1.0 L/ha (87.5% vs. 93.6% mean control in 2 trials)
and no significant difference was noted in all trials.

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials

merged):
Across 10 trials, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a good control of UROMBE superior
to the reference standard SCORE at 0.4 L/ha (84.5% vs. 63.6% mean control in 10 trials) and a
significant difference was noted in 4 out of 10 trials. In the other 6 trials, no significant difference was
noted. Across 10 trials, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a good control of UROMBE
equivalent to the reference standard AMISTAR GOLD at 1.0 L/ha (84.5% vs. 81.9% mean control in
10 trials) and a significant difference was noted in 1 out of 10 trials. In the other 9 trials, no significant
difference was noted. Across 2 trials, GF-3307 applied at 1.25 L/ha showed a good control of UROMBE
slightly lower to the reference standard SPYRALE at 1.0 L/ha (91.3% vs. 95.4% mean control in 2 trials)
and no significant difference was noted in all trials.
Across 16 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of UROMBE superior
to the reference standard SCORE at 0.4 L/ha (88.7% vs. 65.7% mean control in 16 trials) and a
significant difference was noted in 7 out of 16 trials. In the other 9 trials, no significant difference was
noted. Across 11 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of UROMBE
superior to the reference standard AMISTAR GOLD at 1.0 L/ha (88.9% vs. 83.6% mean control in 11
trials) and a significant difference was noted in 1 out of 11 trials. In the other 10 trials, no significant
difference was noted. Across 7 trials, GF-3307 applied at 1.5 L/ha showed a good control of UROMBE
slightly lower to the reference standard SPYRALE at 1.0 L/ha (90.1% vs. 93.6% mean control in 7 trials)
and no significant difference was noted in all trials.
The results of the efficacy trials presented in this section confirmed the good efficacy achieved by GF-
3307 (S7K-3-3) on UROMBE. At the proposed label rate of 1.5 L/ha, across 16 trials, the efficacy of
GF-3307 (S7K-3-3) reached around 89% of efficacy on plants. In the same way, GF-3307 (S7K-3-3) at
1.25 L/ha demonstrated a good level of control on UROMBE (around 85% in 10 trials). Moreover, the
difference between the reference standard can be illustrated by box plot graphics (Figure 3.2-11).
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Figure 3.2-11  Efficacy of GF-3307 (S7K-3-3) at 1.5 L/ha - Sugar beet - UROMBE - Disease severity on
plants - Box Plot graphics - Maritime EPPO climatic zone

Summary and conclusions - UROMBE

According to the results included in the BAD to evaluate the efficacy of GF-3307 (S7K-3-3) for the
control of UROMBE, GF-3307 (S7K-3-3) applied at 1.5 L/ha provides the optimum overall control and
is considered to be fully effective against UROMBE in sugar beet. Data are only presented from
Maritime where the disease is major. Maritime EPPO climatic zone is considered to be a more
challenging situation for UROMBE control. Finally, the data package is fully justified to demonstrate
the efficacy of GF-3307 (S7K-3-3) at a maximum rate of 1.5 L/ha in the Central Registration zone.

As a result, according to the efficacy results in 16 valid trials, the proposed rate of 1.5 L/ha of GF-3307
(S7K-3-3) in Austria, Belgium, Czech Republic and The Netherlands should be considered the effective
dose to deliver robust control of UROMBE in sugar beet in the Central registration zone. However,
according to the local conditions and infestation pressure (e.g. under low disease pressure), it is possible
to use the proposed lower dose of 1.2 L/ha. Indeed, under certain conditions, GF-3307 (S7K-3-3) at 1.25
L/ha demonstrated overall good control equivalent to the reference Amistar Gold. The conditions for
use at a lower rate are detailed in the minimum effective rate part of this section. Thus, a rate range of
1.2-1.5 L/ha of GF-3307 (S7K-3-3) will be recommended in Poland, Hungary, Romania and Slovakia
where CERCBE should be the driver disease and UROMBE is generally less prevalent.

18.06.2025/ concerns Poland

Question from authority - BEAVA: UROMBE

No trials performed in the North-East EPPO zone were submitted for the evaluation. There is 1 trial
from Germany available in the efficacy data package, which could be used to support registration in
Poland provided trials performed in the North-East EPPO zone are submitted.

UROMBE, according to the methodology of integrated beet protection is a disease of minor importance
in beet cultivation. According to national harmonization arrangements, in the case of disease entities of
minor importance, there is a possibility to reduce the number of trials to a minimum of 3 especially in
the case of products on the market containing a substance or mixture of substances. UROMBE is a new
use for a registered mixture, and according to the evaluating unit, under article 33 registration for this
application, a total of min. 6 efficacy trials performed in 2 growing seasons are required. The trials
should be carried out in North-East EPPO zone (min. 2-3 trials) and in the countries neighbouring to
Poland (Germany, Czech Republic, Slovakia).

Taking into account that UROMBE is included in the list of minor uses (Annex No. 2 of the Regulation
of the Minister of Agriculture and Rural Development of September 18, 2023, amending the Regulation
on minor uses of a plant protection product), it is possible to register this use under article 51 of
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regulation 1107/2009, without the requirement to submit efficacy trials.

Reply:

The main disease of sugar beet in Poland is CERCBE, and other diseases occur very sporadically under
the conditions of the Polish or north-eastern EPPO climate zone.

UROMBE is a disease of minor importance in beet cultivation in Poland.

Taking into account that UROMBE is included in the list of minor uses (Annex No. 2 of the Regulation
of the Minister of Agriculture and Rural Development of September 18, 2023, amending the Regulation
on minor uses of a plant protection product), the applicant requests to register GF-3307 on UROMBE
under article 51 of regulation 1107/2009, without the requirement to submit efficacy trials.

Comments of zZRMS:

For Poland, in the case of disease entities of minor importance, there is a possibility to reduce the number of
trials to a minimum of 3 especially in the case of products on the market containing a substance or mixture of
substances. Regarding minor importance of Uromyces betae in Poland and the fact, that GF-3307 (S7K-3-3) is
currently authorized, minimum 3 trials would be considered suffient for Poland, if carried out in the required
locations (North-East EPPO zone (obligatory) and countries neighbouring to Poland (Germany, Czech Republic,
Slovakia)).
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Table 3.2-46 Effectiveness of GF-3307 (S7K-3-3) at dose rate of 1.25 L/ha against UROMBE in sugar beet. Results from 10 trials
conducted in the EPPO Maritime climatic zone between 2020-2023.
Percentage of efficacy (%)
£PPO GF-3307 (STK-3-3) SCORE AMISTAR GOLD SPYRALE Si’;‘r’{i f‘;i:rﬁif;ime:ti
- -~ |No. of Untreated 1.25 L/ha 0.4 L/ha 1.0 L/ha 1.0L/ha ol
Part Timing of assessment | climatic . - - - - - GF-3307 (S7TK-3-3)
Z0ne trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (1.25 Liha) vs.
62.5+125 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha Reference products
Mean : Min | Max |[Mean: Min : Max | S.D.|Mean: Min i Max: S.D. [Mean: Min | Max : S.D. [Mean: Min | Max : S.D.
Assessment around - 10 | 243 1 8.2 :1350( 89.0 :161.5:99.7 |115| 725 :41.1:95.0:16.8 - - - - - - - - 4> 6=;0<
15-20 DA-B Maritime | 10 | 24.3 8.2 :135.0| 89.0 :61.5:99.7 [115| - - - - | 855 :683:991 94| - - - - 1>:9=;0<
2 215 :120.2 .22.7| 95.6 :191.5:99.6 | 4.0 - - - - - - - - 1930 :886 974 44 0>;2=;0<
A d 9 40.4 :118.6:59.1| 82,9 1439 955 |15.0| 62.7 :35.6:86.1:18.7 - - - - - - - - 3>;6=;0<
_ _ S nan | Maritime | 9 404 186 591829 439 955(150| - - - - |810 592 934 11§ - - - - 1>8=;0<
Disease severity on 1 /189 - i - |80 - - - - T : : i B T . _ 05 1= 0<
plants Assessment after around Maritime 2 | 465 :1411:519| 676 61.3:73.8| 6.3 | 795 :773 817 22 - - - - - - - - 0>;1=; 1<
40 DA-B 2 | 465 :41.1:519| 676 61.3:738|63| - - - - | 80.6 705 90.6 :100| - - - - 0>;2=;0<
Valid assessment 10 | 38.4 :18.6:59.1| 845 143.9: 99.6 [15.1| 63.6 :35.6:86.1:18.0| - - - - - - - - 4> 6=;0<
after 2 applications (2 to o 10 | 384 1186 59.1| 845 43.9: 99.6 |15.1| - - 1819 1592 934 115| - - - 157927 0<
6 weeks after the Maritime o
application) 2 |19.6 {189 :20.2| 91.3 83.0:99.6 |83 | - - - - - - - - | 954 934:974: 20 0>;2=;0<
Table 3.2-47 Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against UROMBE in sugar beet. Results from 16 trials
conducted in the EPPO Maritime climatic zone between 2020-2023
Percentage of efficacy (%) No. of assessments
EPPO GF-3307 (S7TK-3-3) SCORE AMISTAR GOLD SPYRALE sign.ificant|y> - <
Part Timing of assessment | climatic No_. of|  Untreated 1_.5 L/ha i _ 0.4 L/ha 1.0 L/hfa _ 1.0 L/ha GE-3307 (S7K—3-é)
Z0ne trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (15 L/ha) vs
75+150 g a.s./ha 100 g a.s./ha 125+125ga.s./ha 100+375 g a.s./ha Refefence prodﬁcts
Mean : Min: Max|Mean: Min ;| Max | S.D. |Mean: Min | Max : S.D. [Mean: Min : Max : S.D. |[Mean: Min : Max : S.D.
Assessment around B 15 | 23.3 :8.2 388|920 71.9.100.0/ 93 | 71.5 129.2:96.1:20.0| - - - - - - - - 5>;10=;0<
15-20 DA-B Maritime | 11 | 235 : 8.2 :35.0| 93.1 :73.8:100.0{ 8.0 | - - - - |86.9 68.3:100.0 9.8 - - - - 1>:10=;0<
6 223195 388|914 :71.9:100.0{104| - - - - - - - - 92.8 181.3:100.0: 6.9 0>;6=;0<
Assessment around B 11 |36.9 :14.7 59.1| 87.6 :53.9:100.0|/12.1| 66.2 :35.6:97.8:19.7| - - - - - - - - 5>:6=;0<
30-40 DA-B Maritime | 10 | 39.1 :18.6:59.1| 87.9 :53.9:100.0|12.7 - - - - 82.9 159.2:100.0: 12.6 - - - - 1>:;9=;0<
Disease severity on 2 16.8 114.7:18.9| 87.5 :85.1: 899 | 24 - - - - - - - - 93.6 1934 938 : 0.2 0>,;2=,0<
plants Assessment after around - 5 38.7 (115:77.5| 62.3 i145.6: 84.9 [13.7| 72.2 :147.1:83.3 13.2 - - - - - - - - 0>;3=;2<
40 DA-B Maritime 3 56.8 i141.1:77.5| 68.8 :52.5: 84.9 |13.2 - - - - 825 :70.5: 90.6 : 8.6 - - - - 0>;2=;1<
2 |115 115:115| 525 456:593 |69 | - - - - - - - - | 66.1 :55.2: 77.0  10.9 0>;1=; 1<
Valid assessment 16 | 32.3 1 95 :59.1| 88.7 153.9:100.0{12.0| 65.7 :29.2:97.8:20.3| - - - - - - - - 7>;9=;0<
after 2 applications (2 to o, 11 | 37.4 118.6:59.1| 88.9 i53.9:100.0{125| - - - - | 83.6:59.2:100.0:12.2| - - - - 1>;10=;0<
6 weeks after the Maritime o
application) 7 | 207 95:388| 901 :71.9:100.0| 98 | - - - - - - - - | 93.6 181.3:100.0. 6.2 0>;7=;0<
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Comments of ZRMS on:
Efficacy of GF-3307 (S7K-3-3) for the control of Uromyces betae in sugar beet (3.2.3.2)

Sixteen efficacy trials present data to assess the efficacy of GF-3307 (S7K-3-3) in the control of Uromyces betae (UROMBE) on sugar beet. No trials were performed on
fodder beet. The trials were conducted only in Maritime EPPO zone (16 trials carried out Germany (1), Denmark (6) and France (3) and United Kingdom (6)), in the years
2020-2023.

Maritime EPPO zone (16 trials carried out in 2020, 2022, 2023)

The test item GF-3307 (S7K-3-3) was applied at maximum recommended dose rate of 1.5 L/ha in all 16 efficacy trials, at BBCH growth stage of the crop 38-49, which was
consistent with the requested application timing. The water volume in the trials was 150-245 L/ha, which can be accepted to cover the amount of water requested in the GAP
(150-300 L/ha). Lower dose rate of 1.2 L/ha was not claimed for MSs from Maritime EPPO zone, however efficacy results for dose rate 1.25 L/ha (results from 10 trials)
have been also presented for possible use by cMSs from other zones. As the difference between the dose rate 1.2 L/ha and dose rate 1.25 L/ha is less than 5%, efficacy data
achieved for GF-3307 (S7K-3-3) apllied at 1.25 L/ha may support the recommended for North-East EPPO zone (PL) and South-East EPPO zone (HU, RO, SK) dose rate of
1.2 L/ha. The tested fungicide was applied 2 to 3 times in the presented trials, while the efficacy results have been properly presented after second application. GF-3307 (S7K-
3-3) at target dose rate of 1.5 L/ha, was highly effective in the control of UROMBE on sugar beet with average efficacy results >80% and >90% achieved for most assessment
timings (from 15 DAB to about 40 DAB). The efficacy of tested fungicide was statistically comparable or higher, than efficacy of reference products: Score, Amistar Gold
or Spyrale in the vast majorit of trials. High efficacy (>80%, and >90%) was achieved for GF-3307 (S7K-3-3) at 1.25 L/ha during most assessments. The efficacy of target
fungicide applied at lower dose rate of 1.25 L/ha was mostly comparable or higher, than efficacy of standards.
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3.2.3.3 Efficacy of GF-3307 (S7K-3-3) for the control of Erysiphe betae in sugar beet

This chapter addresses the efficacy of GF-3307 (S7K-3-3) for the control of ERYSBE on sugar beet
when applied at the proposed label rate of 1.5 L/ha for Austria, Belgium, Czech Republic and The
Netherlands and at the rate range of 1.2-1.5 L:ha for Poland, Hungary, Slovakia and Romania in
comparison with SCORE at 0.4 L/ha, SPYRALE at 1.0 L/ha and AMISTAR GOLD at 1.0 L/ha.

Table 3.2-48 Details on trial methodology - Efficacy - ERYSBE
Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
£ . | Plot design RCB
Experimental | piot size 2036
Number of replications |4
Trials per crop Sugar heet (12)
- Calledia (2), Falster (1), Jamon (1), Libellule (1), Lombok (1), Lunella KWS
Crop Varieties per crop (1), Pasteur (1), Racoon (2), Sixtus (1), Wren (1)
Sowing period Sugar beet: March - May
Crop_ stage (BBCH)at Sugar beet: two applications between BBCH 39-49*
application
Timi 1t application: At the appearance of the disease to control the foliar diseases
iming . ; M - L . -
Pest stage at application with an interval. The appl_lcatlon was timed to cover the main infection period
Aoplication to protect the crop from disease development.
PP 1 application: 1 trial*
- 2 applications: 6 trials with intervals of 16 to 22 days
Number of applications 3 applications: 4 trials with an intervals of 19 to 29 days**
4 applications: 1 trial with intervals of 20 to 21 days**
Spray volumes 200-400 L/ha
% infection (severity)
% crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)
Assessment types Yield (4 trials) and quality parameters (Sodium content (4 trials), Potassium
content (4 trials), Amino nitrogen content (4 trials) and Sugar content in % (4
Assessment trials)).
A Assessments for crop selectivity were aimed at 1 and 2 weeks after application
ssessment dates for . .
efficacy and crop and at every assessment tlmmg for.efflcacy. o
selectivity Assessments for efficacy (% infection) at each app!lca?lon and then 15-20
days, 30-40 days and 50-60 days after the last application.
!E.g. Natyral [ artificial Natural infection of ERYSBE in all trials
inoculation...
Other relevant All trials were carried out in the field, trial sites were selected on the basis of
information E . known pest pressure, favourable agronomical and environmental factors, in
.g. Field / Greenhouse.. . - :
areas representative of those where the crop is grown commercially and where
ERYSBE is an abundant disease.

* In one trial, only one late application was performed.
** In five trials, only valid assessment after the second application were considered for the evaluation (interval between the
two first applications of 19 to 23 days).

Introduction

In total, data from 12 field trials are presented in this section to demonstrate the efficacy of GF-3307
(S7K-3-3), for the control of ERYSBE in sugar beet. The efficacy trials representative for the Central
registration zone were carried out from 2020 to 2023 in Austria (1) and Germany (5). To support the
dataset, trials carried out from 2020 to 2023 in the Northern and Southern registration zones were added
to the summary from France (2), Denmark (3) and The United-Kingdom (1) in the Maritime EPPO
climatic zone where ERYSBE can be a key problem in sugar beet and so this presents a worst case
situation on sugar beet.

To support the label claims within the Central registration zone, GF-3307 (S7K-3-3) was tested at the
rate of 1.5 L/ha (75+150 g a.s./ha) in accordance with the EPPO standard PP 1/1 ‘Foliar diseases on
sugar beet’. The cross reference product included was SCORE applied at 0.4 L/ha (250 g/L
Difenoconazol EC) as European standard reference dose in 11 trials. Moreover, other references at local
registered rate with different mode of action (azoxystrobin, fenpropidin) were also used in efficacy trials
and presented: AMISTAR GOLD (125+125 g/L azoxystrobin + difenoconazole) applied at 1.0 L/ha and
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SPYRALE at 1.0 L/ha (100+375 g/L difenoconazole + fenpropidin) are also presented as a common
standard across countries.

All trials were carried out by Dow AgroSciences / Corteva Agrisciencee or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).
On the basis of the EPPO standard 1/241 ‘Guidance on comparable climates’, the trials included in the
BAD for this section have been grouped and summarized by EPPO climatic zone. EPPO climatic zones
have been defined by taking into account differences between the agro-climatic sub-areas of the EPPO
region.

Materials and Methods

Testing facilities or organisations

All trials were carried out by Dow AgroSciences / Corteva Agrisciencee or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).
The trials used in this part are presented in

Table 3.2-6 and Table 3.2-7.

Sites and experimental details

The 12 trials from the Maritime EPPO climatic zone were carried out in Austria (1) and Germany (5)
for the Central registration zone, in France (2), for the Southern registration zone and in the Denmark
(3) for the Northern registration zone to complete the dataset on the efficacy. One trial from the Maritime
EPPO climatic zone was also carried out in the United-Kingdom.

Trial sites were selected on the basis of known pest pressure, favourable agronomical and environmental
factors, in areas representative of those where the crop is grown commercially and where ERYSBE is
an abundant disease.

An overview on the geographical distribution of the efficacy trials across the EU countries involved is
presented Figure 3.2 - 3.

All 12 efficacy trials were carried out by officially recognized testing organizations according to GEP
and followed the appropriate EPPO standards. The experimental design was a randomized complete
block with 4 replicates and a plot size ranging between 20 m? and 36 m?. Application was conducted at
crop stage BBCH 39-49 across trials and is within the application window (BBCH 39-49) of the
respective label claim.

All treatments were applied at an application volume of 200-400 L/ha, using backpack and bicycle,
equipped with conventional or low drift flat fan nozzles.

Formulations applied and applications details

In all efficacy trials, the efficacy of GF-3307 (S7K-3-3) applied at 1.5 L/ha was compared the reference
standards SCORE, AMISTAR GOLD and SPYRALE (Table 3.2-49). As the trials were undertaken over
a number of years and in different development programs across Europe, the same standards may not
be present in all trials.

Table 3.2-49 below presents the plant protection products and the rates used in this part.

Table 3.2-49 Plant protection products used in efficacy trials
Formulation . Rate Rate
Test product Active substance product g
type product L/ha
a.s./ha
1.0 50+100
GF-3307 sC 50 g/L fenpicoxamid + 100 g/L 1.2-1.95 60-62.5+120-
(S7K-3-3) prothioconazole o 125
15 75+150
SCORE EC 250 g/L difenoconazole 0.4 100
SPYRALE EC 100+375 g/L difenoconazole+fenpropidin 1.0 100+375
A'\GA:)SEDA R SC 125+125 g/L azoxystrobin + difenoconazole 1.0 125+125

GF-3307 (S7K-3-3) at the rates tested and the reference products were applied between growth stage
BBCH 39 and BBCH 49 when the crop conditions for ERY SBE infections were favourable.

Generally, to control foliar diseases on sugar beet crop, a treatment program with 2 to 4
applications is necessary. Even if two applications are requested in the GAP table, until 4
applications of GF-3307 (S7K-3-3) were carried out in some efficacy trials to estimate the intrinsic
efficacy of the product to control the diseases during the season. The efficacy after two applications
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was always compared to the reference standards applied in the same conditions. Moreover, as in
3 trials the disease can be assessed only after one application, the efficacy of GF-3307 (S7K-3-3)
after the first application is also synthetised in the section.

Statistical analysis

The tabulated efficacy data presented in this section of the biological dossier are showing the treatment
means of the percentage control relative to the untreated. Instead of statistical tests across trials the
minimum and maximum means of percentage infection or control of the individual trial means are
presented in the summary tables.

In trials, assessments data were analysed using an analysis of variance (ANOVA) on untransformed.
The probability of non-significance occurring between treatment means is calculated as the F probability
value (p(F)).

The Student-Newman-Keuls and Tukey's test was applied to separate any treatment differences that may
be highlighted by the ANOVA test. These differences are indicated by a letter. When one letter is in
common, no significant difference is identified according to the test conducted at a 95% confidence
level.

Assessment methods

All treatments of each trial are not systematically presented in this dossier, only relevant treatments are
summarised. All data are available in individual trial reports in Document K.

As recommended in EPPO PP 1/1(4) guideline, the infestation of diseases at application date has been
recorded.

Table 3.2-50 reminds the infestation of diseases at application date, regarding the trials used for the
compilations presented hereafter.

Table 3.2-50:  Infestation level at application dates - Efficacy trials - Sugar beet - ERYSBE

EPPO climatic zone| Trial | Country |Crop stage (BBCH)| Application | Disease severity (%) | Disease incidence (%)
Maritime 1trial | Austria 39 A 3.0 36.0
39 A 0.0 -
Maritime 1 trial | Germany 39 B 0.0 -
39 C 16.8 -
39 A 0.0 -
Maritime 1 trial | Germany 39 B 0.0 -
39 C 11.0 -
.. . 39 A 0.0 -
Maritime 1 trial | Germany 39 B 185 -
. . 39 A 0.8 6.0
Maritime 1 trial | Germany 49 B - 70
.. . 39 A - 6.0
Maritime 1 trial | Germany 49 B - 750
39 A - 20.0
Maritime 1 trial | Denmark 39 B - 80.0
39 C - 100.0
39 A - 5.0
Maritime 1 trial | Denmark 39 B - 60.0
39 C - 70.0
. . 39 A 0.0 -
Maritime 1 trial | Denmark 39 B 0.0 -
. . 39 A 6.2 -
Maritime 1trial | France 39 B 1A% -
39 A 0.0 -
. . 39 B 0.0 -
Maritime 1trial | France 39 c e -
39 D 8.4 -
.. . United 39 A 1.7 -
Maritime 1 trial Kingdom 39 B 30 -

The tabulated data presented in this section 3 only represent the means of efficacies of selected
treatments, without raw data. However, the statistics presented in conjunction with these data are derived
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from all data points from all treatments within the assessment. Tables of data comprising all treatments
means are presented in the individual trial report summaries.

In the detailed tables, data presented correspond to the mean efficacy against each disease for each
product in each trial. Only the trials and assessments with a sufficient infestation level in the untreated
plot (thresholds of 5% coverage of foliar by the disease) and where the level of efficacy of the reference
standards were as expected are considered in this synthesis. In practice, assessments from 4.5% were
selected in the available data package notably to enlarge the data package.

According to PP 1/1(4), the level of infection when the crop is treated twice should be recorded several
times. Therefore, assessments are presented according to each application date:

- The last valid assessment after the first application application (as in 3 trials the disease can
be assessed only after one application) to confirm the efficacy and complete the datapackage;

- The first valid assessment around 2-3 weeks after the second application;

- The second valid assessment around 4-6 weeks after the second application;

- When available, the last valid assessment beyond 40 days after the second application.

- Finally, all available efficacy trials are merged with the last valid assessment after one or two
applications between 2 to 6 weeks as in 3 trials the disease can be assessed only after one
application.

However, to simplify the justification of efficacy of GF-3307 (S7K-3-3) in sugar beet, only two key
assessments (highlighted in light grey) are presented in conclusion and commented: the second valid
assessment around 15-20 DA-B after the second application and the last valid assessment after one or
two applications between 2 to 6 weeks (all efficacy trials merged).

Results

Twelve GEP trials were established in order to determine efficacy of GF-3307 (S7K-3-3) for the control
of the ERYSBE on sugar beet.

Six trials representative for the Central registration zone were carried out from 2020 to 2023 in Austria
(1) and Germany (5). To support the dataset, trials carried out from 2020 to 2023 in the Northern and
Southern registration zones were added to the summary from France (2), Denmark (3) and The United-
Kingdom (1) in the Maritime EPPO climatic zone

The results are summarized by EPPO climatic zone (Maritime EPPO climatic zone) for the rate at 1.25
L/hain Table 3.2-51 and for the rate at 1.5 L/ha in Table 3.2-52.

Generally, to control foliar diseases on sugar beet crop, a treatment program with 2 to 4 applications is
necessary. Even if two application is requested in the GAP table, more than two application of GF-3307
(S7K-3-3) were carried out in several efficacy trials to estimate the intrinsic efficacy of the product to
control the diseases during the season. The efficacy after two applications was always compared to the
reference standards applied in the same conditions.

Moreover, in order to complete the datapackage, the efficacy of GF-3307 (S7K-3-3) after the first
application is also synthetised as only valid assessments after one application are available in three trials.
The results are summarized by EPPO climatic zone in the summary table. Only results compared to the
references at its registered rate are discussed hereafter to justify the efficacy of GF-3307 (S7K-3-3)
against ERYSBE of sugar beet.

Maritime EPPO climatic zone
Assessment around 15-20 DA-B:

Across 3 trials, GF-3307 (S7K-3-3) applied at 1.2/1.25 L/ha showed a good control of ERYSBE lower
to the reference standard SCORE at 0.4 L/ha (76.0% vs. 88.3% mean control in 3 trials) and a significant
difference was noted in 1 out of 3 trials. In 1 trial, SCORE was significantly superior to GF-3307 (S7K-
3-3). In the other trial, no significant difference was noted. Across 2 trials, GF-3307 (S7K-3-3) applied
at 1.25 L/ha showed a good control of ERYSBE slightly lower to the reference standard AMISTAR
GOLD at 1.0 L/ha (85.3% vs. 90.5% mean control in 2 trials) and no significant difference was noted
all trials.

Across 8 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a very good control of ERYSBE superior
to the reference standard SCORE at 0.4 L/ha (92.0% vs. 82.6% mean control in 8 trials) and a significant
difference was noted in 2 out of 8 trials. In the other 6 trials, no significant difference was noted. Across
2 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of ERYSBE equivalent to the
reference standard AMISTAR GOLD at 1.0 L/ha (88.8% vs. 90.5% mean control in 2 trials) and no
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significant difference was noted all trials. Across 3 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed
a very good control of ERYSBE superior to the reference standard SPYRALE at 1.0 L/ha (96.5% vs.
90.5% mean control in 3 trials) and no significant difference was noted in all trials.

Valid assessment after one or two applications (2 to 6 weeks after the application — all efficacy

trials merged):
Across 6 trials, GF-3307 (S7K-3-3) applied at 1.2/1.25 L/ha showed a good control of ERYSBE slightly
lower to the reference standard SCORE at 0.4 L/ha (84.5% vs. 89.5% mean control in 6 trials) and a
significant difference was noted in 1 out of 6 trials. In 1 trial, SCORE was significantly superior to GF-
3307 (S7K-3-3). In the other 4 trials, no significant difference was noted. Across 5 trials, GF-3307 (S7K-
3-3) applied at 1.25 L/ha showed a very good control of ERYSBE equivalent to the reference standard
AMISTAR GOLD at 1.0 L/ha (92.5% vs. 95.7% mean control in 5 trials) and no significant difference
was noted all trials.
Across 11 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a very good control of ERYSBE
superior to the reference standard SCORE at 0.4 L/ha (92.2% vs. 84.4% mean control in 11 trials) and
a significant difference was noted in 2 out of 11 trials. In the other 9 trials, no significant difference was
noted. Across 6 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a very good control of ERYSBE
equivalent to the reference standard AMISTAR GOLD at 1.0 L/ha (95.8% vs. 96.4% mean control in 6
trials) and no significant difference was noted all trials. Across 3 trials, GF-3307 (S7K-3-3) applied at
1.5 L/ha showed a very good control of ERYSBE superior to the reference standard SPYRALE at 1.0
L/ha (97.1% vs. 91.2% mean control in 3 trials) and no significant difference was noted in all trials.
Overall, GF-3307 (S7K-3-3) at 1.5 L/ha showed a good control in all trials (92.8% mean control in 12
trials).

Summary and conclusions - ERYSBE

According to the results included in the BAD to evaluate the efficacy of GF-3307 (S7K-3-3) for the
control of ERYSBE, GF-3307 (S7K-3-3) applied at 1.5 L/ha provides the optimum overall control and
is considered to be fully effective against ERYSBE in sugar beet. Data are only presented from Maritime
where the disease can be major in some countries (like in Germany). Maritime EPPO climatic zone is
considered to be a more challenging situation for ERYSBE control. The data package is fully justified
to demonstrate the efficacy of GF-3307 (S7K-3-3) at a maximum rate of 1.5 L/ha in the Central
registration zone.

As a result, according to the efficacy results in 12 valid trials, the proposed rate of 1.5 L/ha of GF-3307
(S7K-3-3) in Austria, Belgium, Czech Republic and The Netherlands should be considered the effective
dose to deliver robust control of ERYSBE in sugar beet in the Central registration zone. However,
according to the local conditions and infestation pressure (e.g. under low disease pressure), it is possible
to use the lower dose of 1.2 L/ha. Indeed, under certain conditions, GF-3307 (S7K-3-3) at 1.2-1.25 L/ha
demonstrated overall good control. The conditions for use at a lower rate are detailed in the minimum
effective rate part of this section. Thus, a rate range of 1.2-1.5 L/ha of GF-3307 (S7K-3-3) will be
recommended in Poland, Hungary, Romania and Slovakia where the disease is less prevlent and the
driver disease is CERCBE.

18.06.2025/ concerns Poland

Question from authority - BEAVA: ERYSBE

No trials performed in the North-East EPPO zone were submitted for the evaluation. There are 5 trials
from Germany available in the dossier, which could be used to support registration in Poland, provided
that trials carried out in the North-East EPPO zone are submitted.

A total of 6-15 (optimally 10) efficacy trials conducted in 2 growing seasons should be submitted for
the evaluation. The trials should be carried out in North-East EPPO zone (min. 2-3 trials) and in the
countries neighbouring to Poland (Germany, Czech Republic, Slovakia).

Reply:

The main disease of sugar beet in Poland is CERCBE, and other diseases occur very sporadically under
the conditions of the Polish or north-eastern EPPO climate zone. This was the reason why, despite many
trials conducted in Poland, no successful results with ERYSBE were obtained that could be included in
the BAD.
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Disease pressure and control of ERYSBE are considered more difficult in the EPPO Maritime climate
zone (like in Gemany). Therefore, the applicant considers that the data package from 12 trials from the
EPPO Maritime climate zone, including 5 trials from neighbouring Germany, showing that GF-3307 is
fully effective against ERYSBE in sugar beet, provides strong evidence that GF-3307 will provide ro-
bust control of ERYSBE under Polish conditions and justifies the authorisation of GF-3307 against
ERYSBE in Poland. It is proposed that a dose of 1.5 I/ha be considered as an effective dose in the EPPO
Maritime climate zone. However, taking into account lower disease pressure and occurance in Poland
and the fact that under certain conditions GF-3307 at a rate 1.2-1.25 L/ha demonstrated overall good
control the rate range of 1.2-1.5 L/ha of GF-3307 may be recommended for control of ERYSBE in
Poland where the disease is less prevalent, and the driver disease is CERCBE.

Comments of zZRMS:

Regarding Poland, according to the latest methodology of integrated beet production issued in 2023, Erysiphe
betae, currently is pathogen of local importance. For Poland, in the case of disease entities of local importance,
there is a possibility to reduce the number of trials to a minimum of 3 especially in the case of products on the
market containing a substance or mixture of substances. Regarding local importance of Erysiphe betae in Poland
and the fact, that GF-3307 (S7K-3-3) is currently authorized, minimum 3 trials would be considered suffient for
Poland, if carried out in the required locations (North-East EPPO zone (obligatory) and countries neighbouring
to Poland (Germany, Czech Republic, Slovakia)).
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Table 3.2-51 Effectiveness of GF-3307 (S7K-3-3) at dose rate of 1.2/1.25 L/ha L/ha against ERYSBE in sugar beet. Results from
6 trials conducted in the EPPO Maritime climatic zone between 2020-2023.
Percentage of efficacy (%) No. of
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE assessments
Untreated 1.2-1.25L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha All reference products significantly
o EPPO Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. >,=,<
Part Timing of climatic No- of] 60-62.5+120-125 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha GF-3307
assessment Z0ne trials (S7K-3-3)
(1.25 L/ha)
Mean: Min : Max |[Mean: Min | Max : S.D. |Mean: Min .| Max : S.D. [Mean: Min: Max :S.D.|[Mean: Min ; Max: S.D. |Mean: Min i Max: S.D. vs.
Reference
products
Last valid 2 31.1 :18.0:44.1| 99.6 :99.2:100.0: 0.4 | 97.3 194.6:100.0 2.7 - - - - - - - - - - - - 1 0>;2=;0<
assessment Maritime
after
application A 2 | 311 180 441|996 99.2 1000 04 | - - i - | - | 9871974 1000 13| - - - - | - - - - |0>;2=;0<
3 11.3 1 47 :22.8| 76.0 57.5:100.0:17.8| 88.3 :82.5 100.0: 8.3 - - - - - - - - - - - - 1>;1=;1<
Assessment
around Maritime
: 15-20DAB 2 | 137 47 228|853 706 1000 47| - - - - | 905 809 1000 96| - - - - | - - - - |0>;2=;0<
Disease
se\;)elgrt]ilson Assessment N
around Maritime | 1 | 11.0 | - - | 446 ¢ - - - | 775 - - - - - - - - - - - - - - - | 0>;0=;1<
30-40 DA-B
Assessment
after around 40| Maritime | 1 | 60.0 i - - 1929 - - - 1100.0: - - - 11000 - - - - - - - - - - - | 0>:1=:0<
DA-B
Valid 6 |26.8 4.7 :60.0| 845 :44.6:100.0:20.6| 89.5 77.5 100.0: 9.0 - - - - - - - - - - - - 135455 1<
assessment |\ oo
after 1 or 2
applications 5 129947 600|925 70.6:100.0:11.3| - - - - | 957 i180.9:1000: 75| - - - - - - - - |0>;5=;0<
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Table 3.2-52 Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against ERYSBE in sugar beet. Results from 12 trials
conducted in the EPPO Maritime climatic zone between 2020-2023.
Percentage of efficacy (%) No. of
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE assessments
o EPPO Untreated 1.5 L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha All reference products significantly >,
Part Timing of climatic Nq. of Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. =,<
assessment trials 75+150 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha GF-3307 (S7K-
zone 3-3) (1.5 I/ha) vs.
Mean : Min: Max|Mean : Min; Max |S.D.|Mean: Min: Max :S.D.|Mean: Min: Max :S.D.|Mean: Min: Max :S.D.|Mean: Min : Max:S.D. Refegence
products
Last valid 5 |431 :145:975| 86.8 :70.4:100.0{13.3| 63.9 :17.8:100.0:31.6| - - - - - - - - - - - - 1> 4=;0<
assessment Maritime 3 272 :18.0:44.1] 99.8 199.5:100.0{ 0.3 | - - - - 1991 974:1000: 1.3 | - - - - - - - - 0>,;3=;0<
after application 37811 145 7B 782 704 Q3 (105 | L T e 60,2 8L g [ T s 3R <
A 6 |39.1 145:975|89.0 704 100.0{13.1] - - - - - - - - - - - - | 87.9 169.2:100:12.7| 0>;6=;0<
Assessment 8 1328 47 :90.0] 92.0 :75.0:100.0| 9.3 | 82.6 162.5:100.0:12.4| - - - - - - - - - - - - 2>:6=:0<
around Maritime 2 137 :47:228|88.8 :77.6:100.0{11.2| - - - - 1905 :80.9:100.0: 9.6 | - - - - - - - - 0>;2=,0<
15-20 DA-B 3 | 69.8 31.9:90.0] 96.5 {953 974 {09 | - - - - - - - - | 905 :824 975 62| - - - - 0>:3=:;0<
Disease severity AS:fglsjwdent Maritime 3 1181 :11.0:26.5| 90.6 :72.5:100.0|12.8| 86.8 :77.5: 92.8 : 6.7 | - - - - - - - - - - - - 0>;3=;0<
onplants | o0 0 DAB 1265 - -]993 - - |- | - - - - - - - -le4 - - - - - - -] 0>1=;0<
Assessment
after around 40 | Maritime | 1 [60.0 - | - |979 @ - - - 11000 - - - 11000 - - - - R . I N 0>:1=:0<
DA-B
Valid 11 |36.0 i 4.7 90.0| 92.2 :72.5:100.0/10.6| 84.4 162.5:100.0:11.7| - - - - - - - - - - - - 2>:9=:0<
assessment Maritime 6 | 282 47:60.0] 958 77.6:100.0{ 8.2 | - - - - 1964 8091000 7.0 | - - - - - - - - 0>:6=:0<
after 1 or 2 3 |68.0 :26,5:90.0| 97.1 1953: 993 |17 | - - - - - - - - 1912 :824.994: 70| - - - - 0>;3=;0<
applications 12 | 346 47 900|928 7251000[104] - -1 - - - oo 1909 (7141000 9.9 | 0>;12=;0<

Comments of ZRMS on:
Efficacy of GF-3307 (S7K-3-3) for the control of Erysiphe betae in sugar beet (3.2.3.3)

The efficacy of GF-3307 (S7K-3-3) in the control of Erisiphe betae (ERYSBE) on sugar beet was tested in 12 efficacy trials carried out only in Maritime EPPO zone. No
trials were performed on fodder beet. The trials were conducted in Austria (1), Germany (5), Denmark (3) and France (2) and U inited Kingdom (1), in the years 2020-2023.

Maritime EPPO zone (12 trials carried out in 2020, 2021, 2022, 2023)

Twelve trials present efficacy data for the test item GF-3307 (S7K-3-3) applied at maximum recommended dose rate of 1.5 L/ha, at BBCH growth stage of the crop 39-49,
which was consistent with the requested application timing. The water volume in the trials was 200-400 L/ha, which can be accepted to cover the amount of water requested
in the GAP (150-300 L/ha). Lower dose rate of 1.2 L/ha was not claimed for MSs from Maritime EPPO zone, however efficacy results for dose rate 1.2 L/ha (results from 1
trial) and for similar dose rate 1.25 L/ha (results from 5 trials) have been also presented for possible use by cMSs from other zones. As the difference between the dose rate
1.2 L/ha and dose rate 1.25 L/ha is less than 5%, efficacy data achieved for GF-3307 (S7K-3-3) apllied at 1.25 L/ha may support the recommended for North-East EPPO
zone (PL) and South-East EPPO zone (HU, RO, SK) dose rate of 1.2 L/ha. The tested fungicide was applied 1 to 4 times in the presented trials, while the efficacy results
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have been properly presented after second application (results from 9 trials) and also after 1 application (results from 6 trials). GF-3307 (S7K-3-3) at target dose rate of 1.5
L/ha, was highly effective in the control of ERYSBE on sugar beet with average efficacy results >80% and >90% achieved for various assessment timings (from 15 DAB to
about 40 DAB). The efficacy of tested fungicide was statistically comparable or higher, than efficacy of reference products: Score, Amistar Gold or Spyrale. High efficacy
(>80%, and >90%) was achieved for GF-3307 (S7K-3-3) at 1/2/1.25 L/ha during most assessments. The efficacy of target fungicide applied at lower dose rate of 1.2/1.25
L/ha was mostly comparable or higher, than efficacy of standards.
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3.2.34 Efficacy of GF-3307 (S7K-3-3) for the control of Ramularia beticola in sugar

beet

This chapter addresses the efficacy of GF-3307 (S7K-3-3) for the control of RAMUBE on sugar beet
when applied at the proposed label rate of 1.5 L/ha for Austria, Belgium, Czech Republic and The
Netherlands and at the rate range of 1.2-1.5 L:ha for Poland, Hungary, Slovakia and Romania in

comparison with SCORE at 0.4 L/ha, SPYRALE at 1.0 L/ha and AMISTAR GOLD at 1.0 L/ha.

Table 3.2-53 Details on trial methodology - Efficacy - RAMUBE
Guidelines General guidelines EPPO PP 1/135, 1/152, 1/181, 1/225
Specific guidelines EPPO PP 1/1
. | Plot design RCB
E:S?Srr]lmenta Plot size _ 21-30 m?
Number of replications |4
Trials per crop Sugar beet (9)

Varieties per crop

Annarosa (1), Eldorana (2), Lunella (1), Marley (1), Marynia RH (1), Nasser

Crop (l), Racoon (2)
Sowing period Sugar beet: March - April
Crop stage (BBCH)at Sugar beet: two applications between BBCH 38-49*
application
Timi 1%t application: At the appearance of the disease to control the foliar diseases
iming . : S - L . :
o Pest stage at application with an interval. The appl_lcatlon was timed to cover the main infection period
Application to protect the crop from disease development.
2 applications: 3 trials with intervals of 21-24 days
Number of applications |3 applications: 5 trials with an intervals of 23 to 53 days*
4 applications: 1 trial with intervals of 17 to 21 days*
Spray volumes 200-300 L/ha
% infection (severity)
% crop injury (phytotoxicity effects such as chlorosis, necrosis, stunting)
Assessment types Yield (3 trials) and quality parameters (Sodium content (1 trial), Potassium
content (1 trial), Amino nitrogen content (1 trial) and Sugar content in % (1
Assessment trial)).

Assessment dates for
efficacy and crop
selectivity

Assessments for crop selectivity were aimed at 1 and 2 weeks after application
and at every assessment timing for efficacy.

Assessments for efficacy (% infection) at each application and then 15-20
days, 30-40 days and 50-60 days after the last application.

Other relevant
information

E.g. Natural / artificial
inoculation...

Natural infection in 9 trials

E.g. Field / Greenhouse..

All trials were carried out in the field, trial sites were selected on the basis of
known pest pressure, favourable agronomical and environmental factors, in
areas representative of those where the crop is grown commercially and where
RAMUBE is an abundant disease.

*In six trials, only valid assessment after the second application were considered for the evaluation (interval between the two
first applications of 17 to 28 days).

Introduction

In total, data from 9 field trials are presented in this section to demonstrate the efficacy of GF-3307
(S7K-3-3), for the control of RAMUBE in sugar beet. The efficacy trials representative for the Central
registration zone were carried out from 2020 to 2023 in Germany (5) and Poland (1). To support the
dataset, trial carried out in 2022 in the Northern registration zone was added to the summary from
Denmark (1) and also two trials from The United-Kingdom in the Maritime EPPO climatic zone where
RAMUBE can be a key problem in sugar beet.

To support the label claims within the Central registration zone, GF-3307 (S7K-3-3) was tested at the
rate of 1.5 L/ha (75+150 g a.s./ha) in accordance with the EPPO standard PP 1/1 ‘Foliar diseases on
sugar beet’. The cross reference product included was SCORE applied at 0.4 L/ha (250 g/L
Difenoconazol EC) as European standard reference dose in 9 trials. Moreover, other references at local
registered rate with different mode of action (azoxystrobin, fenpropidin) were also used in efficacy trials
and presented: AMISTAR GOLD (125+125 g/L azoxystrobin + difenoconazole) applied at 1.0 L/ha and
SPYRALE at 1.0 L/ha (100+375 g/L difenoconazole + fenpropidin) are also presented as a common
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standard across countries.

All trials were carried out by Dow AgroSciences / Corteva Agrisciencee or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).
On the basis of the EPPO standard 1/241 ‘Guidance on comparable climates’, the trials included in the
BAD for this section have been grouped and summarized by EPPO climatic zone. EPPO climatic zones
have been defined by taking into account differences between the agro-climatic sub-areas of the EPPO
region.

Materials and Methods

Testing facilities or organisations

All trials were carried out by Dow AgroSciences / Corteva Agrisciencee or officially recognised contract
research organisations in accordance with the principles of Good Experimental Practice (Table 3.7-1).
The trials used in this part are presented in

Table 3.2-6 and Table 3.2-7.

Sites and experimental details

The 8 trials from the Maritime EPPO climatic zone were carried out in Germany (5) for the Central
registration zone, in the Denmark (1) for the Northern registration zone and in The United-Kingdom (2)
to complete the dataset on the efficacy. One trial from the Northeast EPPO climatic zone was also carried
out in Poland (1) for the Central registration zone.

Trial sites were selected on the basis of known pest pressure, favourable agronomical and environmental
factors, in areas representative of those where the crop is grown commercially and where RAMUBE is
an abundant disease.

An overview on the geographical distribution of the efficacy trials across the EU countries involved is
presented Figure 3.2 - 3.

All 9 efficacy trials were carried out by officially recognized testing organizations according to GEP
and followed the appropriate EPPO standards. The experimental design was a randomized complete
block with 4 replicates and a plot size ranging between 21 m? and 30 m?. Application was conducted at
crop stage BBCH 38-49 across trials and is within or very close to the application window (BBCH 39-
49) of the respective label claim.

All treatments were applied at an application volume of 200-300 L/ha, using backpack and bicycle,
equipped with conventional or low drift flat fan nozzles.

Formulations applied and applications details

In all efficacy trials, the efficacy of GF-3307 (S7K-3-3) applied at 1.5 L/ha was compared the reference
standards SCORE, AMISTAR GOLD and SPYRALE (Table 3.2-54). As the trials were undertaken over
a number of years and in different development programs across Europe, the same standards may not
be present in all trials.

Table 3.2-54 below presents the plant protection products and the rates used in this part.

Table 3.2-54 Plant protection products used in efficacy trials

Formulation . Rate Rate
Test product Active substance product g
type product L/ha
a.s./ha
1.0 50+100
GF-3307 sC 50 g/L fenpic_oxamid +100 g/L 19195 60-62.5+120-
(S7K-3-3) prothioconazole o 125
15 75+150
SCORE EC 250 g/L difenoconazole 0.4 100
SPYRALE EC 100+375 g/L difenoconazole+fenpropidin 1.0 100+375
A'\GA:)SJDAR SC 125+125 g/L azoxystrobin + difenoconazole 1.0 125+125

GF-3307 (S7K-3-3) at the rates tested and the reference products were applied between growth stage
BBCH 38 and BBCH 49 when the crop conditions for RAMUBE infections were favourable.
Generally, to control foliar diseases on sugar beet crop, a treatment program with 2 to 4
applications is necessary. Even if two applications are requested in the GAP table, 2 to 4
applications of GF-3307 (S7K-3-3) were carried out in some efficacy trials to estimate the intrinsic
efficacy of the product to control the diseases during the season. The efficacy after two applications
was always compared to the reference standards applied in the same condition.
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Statistical analysis

The tabulated efficacy data presented in this section of the biological dossier are showing the treatment
means of the percentage control relative to the untreated. Instead of statistical tests across trials the
minimum and maximum means of percentage infection or control of the individual trial means are
presented in the summary tables.

In trials, assessments data were analysed using an analysis of variance (ANOVA) on untransformed.
The probability of non-significance occurring between treatment means is calculated as the F probability
value (p(F)).

The Student-Newman-Keuls and Tukey's test was applied to separate any treatment differences that may
be highlighted by the ANOVA test. These differences are indicated by a letter. When one letter is in
common, no significant difference is identified according to the test conducted at a 95% confidence
level.

Assessment methods

All treatments of each trial are not systematically presented in this dossier, only relevant treatments are
summarised. All data are available in individual trial reports in Document K.

As recommended in EPPO PP 1/1(4) guideline, the infestation of diseases at application date has been
recorded.

Table 3.2-55 reminds the infestation of diseases at application date, regarding the trials used for the
compilations presented hereafter.

Table 3.2-55:  Infestation level at application dates - Efficacy trials - Sugar beet - RAMUBE

EPPO climatic - Crop stage . .. |Disease severity Disease
Z0ne Trial Country (BBCH) Application (%) incidence (%)
39 A 0 -
Maritime 1 trial Germany 39 B 0 -
39 C 11 -
39 A 0 -
Maritime 1 trial Germany 39 B 0 -
39 C 10 -
39 A 2.3 -
. . 39 B 10.3 -
Maritime 1 trial Germany 39 c 153 n
39 D 19.5 -
. . 39 A 0 -
Maritime 1 trial Denmark 39 B 0 -
39 A n.a (Dl'_se_ase na
United lesion visible)
Maritime 1 trial -nite 49 B 6.5 60.6
Kingdom -
n.a (Disease
49 C S n.a
lesion visible)
39 A | na(Disease na
lesion visible)
Maritime 1 trial L}mted 49 B n.a (Dl_se_ase n.a
Kingdom lesion visible)
4 c | a(Disease na
lesion visible)
39 A 0 -
Maritime 1 trial Germany 39 B 0 -
39 C 5 -
. . 39 A 0 -
Maritime 1 trial Germany 39 B 0 -
. 39 A Primary -
Northeast 1 trial Poland 39 B 8.8 -

The tabulated data presented in this section 3 only represent the means of efficacies of selected
treatments, without raw data. However, the statistics presented in conjunction with these data are derived
from all data points from all treatments within the assessment. Tables of data comprising all treatments
means are presented in the individual trial report summaries.
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In the detailed tables, data presented correspond to the mean efficacy against each disease for each
product in each trial. Only the trials and assessments with a sufficient infestation level in the untreated
plot (thresholds of 5% coverage of foliar by the disease) and where the level of efficacy of the reference
standards were as expected are considered in this synthesis. In practice, assessments from 4.5% were
selected in the available data package notably to enlarge the data package.
According to PP 1/1(4), the level of infection when the crop is treated twice should be recorded several
times. Therefore, assessments are presented according to each application date:

- The first valid assessment around 2-3 weeks after the second application;

- The second valid assessment around 4-6 weeks after the second application;

- When available, the last valid assessment beyond 40 days after the second application.

- Finally, all available efficacy trials are merged with the last valid assessment after two

applications between 2 to 6 weeks.

However, to simplify the justification of efficacy of GF-3307 (S7K-3-3) in sugar beet, only two key
assessments (highlighted in light grey) are presented in conclusion and commented: the second valid
assessment around 30-40 DA-B after the second application and the last valid assessment after two
applications between 2 to 6 weeks (all efficacy trials merged).

Results

Nine GEP trials were established in order to determine efficacy of GF-3307 (S7K-3-3) for the control
of the RAMUBE on sugar beet.

The efficacy trials representative for the Central registration zone were carried out from 2020 to 2023
in Germany (5) and Poland (1). To support the dataset, trial carried out in 2022 in the Northern
registration zone was added to the summary from Denmark (1) and also two trials from The United-
Kingdom in the Maritime EPPO climatic zone where RAMUBE can be a key problem in sugar beet.
The results are summarized by EPPO climatic zone for the rate at 1.2/1.25 L/ha in Table 3.2-56 (Mari-
time EPPO climatic zone), Table 3.2-58 (Northeast EPPO climatic zone) and Table 3.2-60 (All EPPO
climatic zones) and for the rate at 1.5 L/ha in Table 3.2-57 (Maritime EPPO climatic zone), Table 3.2-59
(Northeast EPPO climatic zone) and Table 3.2-61 (All EPPO climatic zones). Generally, to control foliar
diseases on sugar beet crop, a treatment program with 2 and up to 4 applications is necessary. Even if
only two applications are requested in the GAP table, more than two applications of GF-3307 (S7K-3-
3) were carried out in some efficacy trials to estimate the intrinsic efficacy of the product to control the
diseases during the season. The efficacy after two applications was always compared to the reference
standards applied in the same condition. The results are summarized by EPPO climatic zone in the sum-
mary tables. Only results compared to the references at its registered rate are discussed hereafter to
justify the efficacy of GF-3307 (S7K-3-3) against RAMUBE of sugar beet.

Maritime EPPO climatic zone
Assessment around 30-40 DA-B:
Across 4 trials, GF-3307 (S7K-3-3) applied at 1.2/1.25 L/ha showed a moderate control of RAMUBE
lower to the reference standard SCORE at 0.4 L/ha (52.6% vs. 63.8% mean control in 4 trials) and no
significant difference was noted in 3 out of 4 trials. In the other trial, SCORE was significantly superior
to GF-3307 (S7K-3-3).
Across 5 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a moderate control of RAMUBE
equivalent to the reference standard SCORE at 0.4 L/ha (66.9% vs. 64.0% mean control in 5 trials) and
no significant difference was noted in all trials. For information, across 1 trial, GF-3307 (S7K-3-3)
applied at 1.5 L/ha showed a moderate control of RAMUBE lower to the reference standard AMISTAR
GOLD at 1.0 L/ha (61.2% vs. 81.2% mean control in 1 trial) and no significant difference was noted.
Valid assessment after two applications (2 to 7 weeks after the application — all efficacy trials
merged):
Across 8 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a moderate control of RAMUBE
superior to the reference standard SCORE at 0.4 L/ha (66.3% vs. 63.4% mean control in 8 trials) and no
significant difference was noted in all trials. For information, across 1 trial, GF-3307 (S7K-3-3) applied
at 1.5 L/ha showed a moderate control of RAMUBE lower to the reference standard AMISTAR GOLD
at 1.0 L/ha (61.2% vs. 81.2% mean control in 1 trial) and no significant difference was noted. Across 2
trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a good control of RAMUBE equivalent to the
reference standard SPYRALE at 1.0 L/ha (73.1% vs. 76.2% mean control in 2 trials) and no significant
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difference was noted in all trials.

Northeast EPPO climatic zone
Assessment around 30-40 DA-B:

For information, across 1 trial, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a moderate control of
RAMUBE superior to the reference standard SCORE at 0.4 L/ha (61.3% vs. 47.5% mean control), to
the reference standard AMISTAR GOLD at 1.0 L/ha (61.3% vs. 35.0% mean control) and to the
reference standard SPYRALE at 1.0 L/ha (61.3% vs. 57.5% mean control). No significant difference
was noted in the trial.

For information, across 1 trial, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a moderate control of
RAMUBE superior to the reference standard SCORE at 0.4 L/ha (66.3% vs. 47.5% mean control), to
the reference standard AMISTAR GOLD at 1.0 L/ha (66.3% vs. 35.0% mean control) and to the
reference standard SPYRALE at 1.0 L/ha (66.3% vs. 57.5% mean control). No significant difference
was noted in the trial.

Northeast and PL border countries (PL-DE)
Assessment around 30-40 DA-B:
If the border countries are considered with Poland, across 4 trials, GF-3307 (S7K-3-3) applied at
1.2/1.25 L/ha showed a moderate control of RAMUBE slightly lower to the reference standard SCORE
at 0.4 L/ha (54.3% vs. 57.1% mean control in 4 trials) and no significant difference was noted in 3 out
of 4 trials. In the other trial, SCORE was significantly superior to GF-3307 (S7K-3-3).
If the border countries are considered with Poland, across 5 trials, GF-3307 (S7K-3-3) applied at 1.5
L/ha showed a moderate control of RAMUBE superior to the reference standard SCORE at 0.4 L/ha
(67.9% vs. 58.7% mean control in 5 trials) and no significant difference was noted in all trials.
Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials
merged):
If the border countries are considered with Poland, across 6 trials, GF-3307 (S7K-3-3) applied at 1.5
L/ha showed a moderate control of RAMUBE superior to the reference standard SCORE at 0.4 L/ha
(64.9% vs. 55.9% mean control in 6 trials) and no significant difference was noted in all trials.

All EPPO climatic zones

Assessment around 30-40 DA-B:
Across 5 trials, GF-3307 (S7K-3-3) applied at 1.2/1.25 L/ha showed a moderate control of RAMUBE
lower to the reference standard SCORE at 0.4 L/ha (54.3% vs. 60.5% mean control in 5 trials) and no
significant difference was noted in 4 out of 5 trials. In the other trial, SCORE was significantly superior
to GF-3307 (S7K-3-3). Across 2 trials, GF-3307 (S7K-3-3) applied at 1.25 L/ha showed a moderate
control of RAMUBE equivalent to the reference standard AMISTAR GOLD at 1.0 L/ha (57.9% vs.
58.1% mean control in 2 trials) and no significant difference was noted in all trials. Across 1 trial, GF-
3307 (S7K-3-3) applied at 1.25 L/ha showed a moderate control of RAMUBE superior to the reference
standard SPYRALE at 1.0 L/ha (61.3% vs. 57.5% mean control in 1 trial) and no significant difference
was noted in the trial.
Across 6 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a moderate control of RAMUBE
superior to the reference standard SCORE at 0.4 L/ha (66.8% vs. 61.3% mean control in 6 trials) and no
significant difference was noted in all trials. Across 2 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha
showed a moderate control of RAMUBE superior to the reference standard AMISTAR GOLD at 1.0
L/ha (63.7% vs. 58.1% mean control in 2 trials) and no significant difference was noted in all trials.
Across 1 trial, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a moderate control of RAMUBE superior
to the reference standard SPYRALE at 1.0 L/ha (66.3% vs. 57.5% mean control in 1 trial) and no
significant difference was noted in the trial.

Valid assessment after two applications (2 to 6 weeks after the application — all efficacy trials

merged):
Across 9 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a moderate control of RAMUBE
superior to the reference standard SCORE at 0.4 L/ha (66.3% vs. 61.6% mean control in 9 trials) and no
significant difference was noted in all trials. Across 2 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha
showed a moderate control of RAMUBE superior to the reference standard AMISTAR GOLD at 1.0
L/ha (63.7% vs. 58.1% mean control in 2 trials) and no significant difference was noted in all trials.
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Across 3 trials, GF-3307 (S7K-3-3) applied at 1.5 L/ha showed a moderate control of RAMUBE
equivalent to the reference standard SPYRALE at 1.0 L/ha (70.8% vs. 70.0% mean control in 3 trials)
and no significant difference was noted in all trials.

Summary and conclusions - RAMUBE

According to the results included in the BAD to evaluate the efficacy of GF-3307 (S7K-3-3) for the
control of RAMUBE, GF-3307 (S7K-3-3) applied at 1.5 L/ha provides the optimum overall control and
is considered to be fully effective against RAMUBE in sugar beet. Data are only presented from
Maritime where the disease can be major in some countries (like in Germany). Maritime EPPO climatic
zone is considered to be a more challenging situation for RAMUBE control. The data package is fully
justified to demonstrate the efficacy of GF-3307 (S7K-3-3) at a maximum rate of 1.5 L/ha in the Central
registration zone.

As a result, according to the efficacy results in 9 valid trials, the proposed rate of 1.5 L/ha of GF-3307
(S7K-3-3) in Austria, Belgium, Czech Republic and The Netherlands should be considered the effective
dose to deliver robust control of RAMUBE in sugar beet in the Central registration zone. However,
according to the local conditions and infestation pressure (e.g. under low disease pressure), it is possible
to use the lower dose of 1.2 L/ha. Indeed, under certain conditions, GF-3307 (S7K-3-3) at 1.2-1.25 L/ha
demonstrated overall good control. The conditions for use at a lower rate are detailed in the minimum
effective rate part of this section. Thus, a rate range of 1.2-1.5 L/ha of GF-3307 (S7K-3-3) will be
recommended in Poland, Hungary, Romania and Slovakia.

18.06.2025/ concerns Poland

Question from authority - BEAVA: RAMUBE

1 trial conducted in the North-East EPPO zone was submitted for the evaluation. There are also 5 4-trials
from Germany available in the dossier, which can be used to support registration in Poland, provided
that more trials performed in the North-East EPPO zone are submitted.

A total of 6-15 (optimally 10) efficacy trials carried out in 2 growing seasons should be submitted for
the evaluation. The trials should be carried out in North-East EPPO zone (min. 2-3 trials) and in the
countries neighbouring to Poland (Germany, Czech Republic, Slovakia).

Reply:

The main disease of sugar beet in Poland is CERCBE, and other diseases occur very sporadically under
the conditions of the Polish or north-eastern EPPO climate zone. This was the reason why, despite many
trials conducted in Poland, only 1 successful result with RAMUBE was obtained that could be included
in the BAD.

Disease pressure and control of RAMUBE are considered more difficult in the EPPO Maritime climate
zone (like in Gemany). Therefore, the applicant considers that the data package from 8 trials from the
EPPO Maritime climate zone, including 5 trials from neighbouring Germany, showing that GF-3307 is
fully effective against RAMUBE in sugar beet, provides strong evidence that GF-3307 will provide
robust control of RAMUBE under Polish conditions and justifies the authorisation of GF-3307 against
RAMUBE in Poland. It is proposed that a dose of 1.5 I/ha be considered as an effective dose in the
EPPO Maritime climate zone. However, taking into account lower disease pressure and occurance in
Poland and the fact that under certain conditions GF-3307 at a rate 1.2-1.25 L/ha demonstrated overall
good control the rate range of 1.2-1.5 L/ha of GF-3307 may be recommended for control of RAMUBE
in Poland where the disease is less prevalent, and the driver disease is CERCBE.
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Comments of zZRMS:

Regarding Poland, according to the latest methodology of integrated beet production issued in 2023, Ramularia
beticola is currently pathogen of local importance. For Poland, in the case of disease entities of local importance,
there is a possibility to reduce the number of trials to a minimum of 3 especially in the case of products on the
market containing a substance or mixture of substances. Regarding local importance of Ramularia beticola in
Poland and the fact, that GF-3307 (S7K-3-3) is currently authorized, minimum 3 trials could be considered
suffient for Poland, if carried out in the required locations (North-East EPPO zone (obligatory) and countries
neighbouring to Poland (Germany, Czech Republic, Slovakia)).
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Table 3.2-56 Effectiveness of GF-3307 (S7K-3-3) at dose rate of 1.2/1.25 L/ha against RAMUBE in sugar beet. Results from 4
trials conducted in the EPPO Maritime climatic zone between 2020-2022
Percentage of efficacy (%) No. of
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE : °f° ""sifss)me_”ti
Timing of EPPO climatic [No. of Untreated 1.2-1.25 L/ha 0.4 L/ha 1.0 L/ha 1.0L/ha signiticantly >, =,
Part . - - . : . GF-3307 (S7K-3-3)
assessment zone trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (1.25 l/ha) vs
60-62.5+120-125 g a.s./ha] 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha Refer.ence pr‘Odl..lCtS
Mean : Min : Max [Mean: Min : Max : S.D. |Mean: Min : Max : S.D. |Mean: Min : Max : S.D. [Mean: Min : Max : S.D.
Assessment
around Maritime 3 79 50 118|556 :375:79.2 175| 70.7 :59.6 875 121 | - - - - - - - - 0>;3=;0<
15-20 DA-B
Disease severity Assessment
on plants around Maritime 4 82 45 123|526 375683 11.0| 63.8 i583:742 6.2 - - - - - - - - 0>;3=;1<
30-40 DA-B
Assessment after -, .
around 40 DA-B Maritime 1 |135:¢ - - | 400 @ - - - 1492 0 - - - - - - - - - - - 0>;1=;0<
Table 3.2-57 Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against RAMUBE in sugar beet. Results from 8 trials
conducted in the EPPO Maritime climatic zone between 2020-2022
Percentage of efficacy (%) No. of X
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE ; O]? asilesimej‘ S<
Part Timing of EPPO climatic [No.of|  Untreated 1.5 L/ha 04 L/ha 1.0 L/ha 1.0 L/ha SF3307 (%/7K'-§-'3)
assessment zone trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (15 I/ha) vs
75+150 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha Referénce prod.ucts
Mean : Min : Max [Mean: Min : Max : S.D. |Mean: Min : Max : S.D. |Mean: Min : Max : S.D. [Mean: Min : Max : S.D.
Assessment . 6 81 : 45 153|721 :149.8:938:16.2| 67.7 :41.8 875:146| - - - - - - - - 0>;6=;0<
around Maritime
15-20 DA-B 1 45 - - 775 - - - - - - - - - - - 775 - - - 0>;1=;0<
Assessment . 5 86 45 :123|66.9 :55.0:80.0: 9.2 | 64.0 1583 742 5.6 - - - - - - - - 0>;5=;0<
around Maritime
30-40 DA-B 1 45 - - | 612 - - - - - - - | 812 - - - - - - - 0>;1=;0<
D'Sgisglzi\g“ty Assessment after Maritime 3 | 141 135.145|642 604 687 3.4 | 538 445 678 101 - S - - - 1>;2=;0<
around 40 DA-B 2 | 143 141:145| 661 635:687 26| - | - - i - - - - - |707 666 748 41 0>;2=;0<
Valid affseszsment 8 | 96 45 153|663 498:80.0:102( 634 418 775 103| - | - | - - | - | - @ - - 0>;8=;0<
after
applications (2 to Maritime 1145 - - 612 - | - - - - - |8z - - - - - - 0>;1=;0<
6 weeks after the -
application) 2 95 45 145|731 68.7:775: 44 - - - - - - - - 76.2 1748775 13 0>;2=;0<
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Table 3.2-58 Effectiveness of GF-3307 (S7K-3-3) at dose rate of 1.2/1.25 L/ha against RAMUBE in sugar beet. Results from 1 trial
conducted in the EPPO Northeast climatic zone between 2020-2023
Percentage of efficacy (%)
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE _NO-_ Qf assessments
Part Timing of EPPO climatic |No.of|  Untreated 1.2-1.25 L/hé_i _04 L/ha L0 L/hg __L0 L/ha sggjglgg?tlél;}(,_;;
assessment zone trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (125 I/(ha) M )
60-62.5+120-125 g a.s./ha 100 ga.s./ha 125+125 g a.s./ha 100+375 g a.s./ha Reference products
Mean: Min i Max |Mean: Min : Max : S.D. |Mean: Min i Max : S.D. |Mean: Min : Max : S.D. |[Mean: Min | Max : S.D.
1 13.8 - - 45.8 - - - 33.3 - - - - - - - - - - - 0>;1=;0<
Northeast 1 138 | - - | 458 - - - - - - - 21.7 - - - - - - - 0>;1=;0<
Assessment R R T I I R T e e 0515 0<
around
15-20 DA-B Northeast and PL
border countries 4 94 :50:138|531:375:79.2:15.7| 61.4 :33.3:87.5:19.3 - - - - - - - - 0>;4=;0<
Disease severity (PL-DE)
on plants 1 200 - - | 613 - - - | 475 0 - - - - - - - - - - - 0>:1=;0<
Northeast 1 20.0 | - - 1613 - - - - - - - 35.0 - - - - - - - 0>;1=;0<
Assessment I N T e e 0>: 1= 0<
around
30-40 DA-B Northeast and_PL
border countries 4 | 121 50 :200| 543 37.5:68.3:11.7| 57.1 :475:625 57 - - - - - - - - 0>;3=;1<
(PL-DE)
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Table 3.2-59 Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against RAMUBE in sugar beet. Results from 1 trial conducted
in the EPPO Northeast climatic zone between 2020-2023
Percentage of efficacy (%)
GF-3307 (STK-3-3) SCORE AMISTAR GOLD SPYRALE SiN‘r’]'i f‘;i:rﬁifsime:ti
Part Timing of EPPO climatic [No. of|  Untreated 1.5L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha ch_3307 (%/7;{.3-'3)
assessment zone trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (L5 I/ha) vs
75+150 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha Referénce prod.ucts
Mean: Min i Max |Mean: Min i Max : S.D. |Mean: Min i Max : S.D. |Mean: Min | Max : S.D. |[Mean: Min | Max : S.D.
1 |138: - - | 625 @ - - - 1333 - - - - - - - - - - - 0>;1=;0<
Assessment Northeast 1 138 : - - | 625 - - - - - - - 21.7 - - - - - - - 1>;0=;0<
around 1 |138 - - | 625 - - - - - - - - - - - | 508 - - - 0>;1=;0<
15-20 DA-B Northeast and PL
border countries 6 81 :45 153|721 :498:938 16.2| 67.7 :141.8:875:146| - - - - - - - - 0>;6=;0<
(PL-DE)
1 200 - - 1663 - - - 475 - 1 - . - - - - - . - 0>;1=;0<
) _ Assessment Northeast 1 20.0 | - - | 66.3 - - - - - - - 35.0 - - - - - - - 0>;1=;0<
Disease severity around 1 |200: - - | 663 - - - - - - - - - - - | 575 - - - 0>;1=;0<
on plants 30-40 DA-B Northeast and PL
border countries 5 | 11.7 1 5.0 :20.0| 679 :55.0:80.0: 88 | 58.7 :47.5:65.0: 6.0 - - - - - - - - 0>;5=;0<
(PL-DE)
) 1 200 - ¢ - 1663 - - [ - 145 - & - . - - - - - - - 0>;1=;0<
Va"daaffzfs;mem Northeast 17200 T el T g 057151 0<
applications (2 to 1 1200 - - | 663 - - - - - - - - - - - | 575 - - - 0>;1=;0<
6 weeks after the Northeast and_PL
application) border countries 6 12.3 {1 5.0 :20.0| 64.9 149.8:80.0|10.5| 55.9 :141.8:65.0: 8.3 - - - - - - - - 0>;6=;0<
(PL-DE)
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Table 3.2-60 Effectiveness of GF-3307 (S7K-3-3) at dose rate of 1.2/1.25 L/ha against RAMUBE in sugar beet. Results from 5
trials conducted in All EPPO climatic zones between 2020-2023
Percentage of efficacy (%) No. of "
GF-3307 (STK-3-3) SCORE AMISTAR GOLD SPYRALE ; O]? asifsimef 5(
Timing of EPPO climatic |No.of|  Untreated 1.2-1.25L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha significanty =, =,
Part . - : _ . - GF-3307 (S7K-3-3)
assessment zone trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (1.25 l/ha) vs
60-62.5+120-125 g a.s./ha] 100 g a.s./ha 125+125ga.s./ha 100+375 g a.s./ha Refel;ence pI’OdL.JCtS
Mean: Min | Max |[Mean: Min | Max i S.D. |Mean: Min | Max : S.D. [Mean: Min i Max : S.D. [Mean: Min i Max : S.D.
Assessment L
around Al Epfglecg'mat'c 4 | 94 50:138|531 3751792 157|614 333 875 193| - | - - - | - - - - 0>:4=:0<
15-20 DA-B
5 | 106 : 45 20.0|54.3 375 683 105|605 475 742 86 | - - - - - - - - 0>:4=;1<
Disease severity
on plants Assessment —
around Al Epfg]:s"ma“c 2 | 123 45 200|579 545 613 34| - - - - |581 350 812 231| - - - | - 0> ;2= 0<
30-40 DA-B
1 |200 - i - |613 - - - - - - - - - - - | 575 - - - 0>;1=;0<
Table 3.2-61 Effectiveness of GF-3307 (S7K-3-3) at proposed maximum label rate of 1.5 L/ha against RAMUBE in sugar beet. Results from 9 trials
conducted in All EPPO climatic zones between 2020-2023
Percentage of efficacy (%0) No. of "
GF-3307 (S7TK-3-3) SCORE AMISTAR GOLD SPYRALE : °f° asifsime_” S<
Part Timing of EPPO climatic |[No.of| ~ Untreated 1.5L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha yipiereh (g7k-§-é)
assessment zone trials Fenpi. + Prothio. Difenoconazole Azoxy. + Difeno. Difeno. + Fenpro. (15 l/ha) vs
75+150 g a.s./ha 100 g a.s./ha 125+125 g a.s./ha 100+375 g a.s./ha Referénce prod.ucts
Mean: Min | Max [Mean: Min i Max : S.D. |Mean: Min | Max | S.D. [Mean: Min i Max : S.D. [Mean: Min | Max : S.D.
7 | 89 45:153|70.7 498 938 154|628 333 875 181 - - - - - - - - 0>;7=;0<
Assessment - AL
around Al Epf;ecs"mat'c 1B © 7 Tes o 1> 0= 0<
15-20 DA-B 2 | 91 45:138|700 625:775 75| - | - | - i - - - - i - |642i508 775 133 0>;2=;0<
Assessment | 1 cone L 6 | 105 45 200|668 550 800 84 |613 475 742 80| - - - - - - - - 0>:6=;0<
Disease severity around 0nes 2 | 123 45 :20.0| 63.7 :61.2 :66.3; 2.6 - - - - | 581:350:81.2:231| - - - - 0>;2=;0<
on plants 30-40 DA-B 1 1200 - - |663 - | - - - - - - - R 72 R e - 0>;1=;0<
Valid assessment 9 |108 45 20.0|66.3 498 80.0: 96 | 61.6 :41.8 775 109 | - - - - - - - - 0>;9=;0<
after 2 AIlEPPO climatic | 2 | 123 | 45 200|637 612:663 26| - . - - | - |581:350:812 231| - = - | - ; 0>:2=;0<
applications (2 to 0nes
6 weeks after the 3 | 130 45 200|708 663 775 48| - - - - | - - - - 700 575 775 89 0>:3=;0<
application)
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Comments of ZRMS on:
Efficacy of GF-3307 (S7K-3-3) for the control of Ramularia beticola in sugar beet (3.2.3.4)

Th efficacy of GF-3307 (S7K-3-3) in the control of Ramularia beticola (RAMUBE) on sugar beet has been presented in 9 trilas carried out in Maritime EPPO zone (8) and
North-East EPPO zone (1). No trials were performed on fodder beet. The trials were conducted in Denmark (1), Germany (5), United Kingdom (2) and Poland (1) in the
years 2020-2023.

Maritime EPPO zone (8 efficacy trials carried out in 2020, 2021, 2022)

The test item GF-3307 (S7K-3-3) was applied at maximum recommended dose rate of 1.5 L/ha in all 8 efficacy trials, at BBCH growth stage of the crop 38-49, which was
consistent with the requested application timing. The water volume in the trials was 200-300 L/ha, which can be accepted to cover the amount of water requested in the GAP
(150-300 L/ha). Lower dose rate of 1.2 L/ha was not claimed for MSs from Maritime EPPO zone, however efficacy results for dose rate 1.2 L/ha (results from 3 trials) and
for similar dose rate 1.25 L/ha (results from 1 trial) have been also presented for possible use by cMSs from other zones. As the difference between the dose rate 1.2 L/ha
and dose rate 1.25 L/ha is less than 5%, efficacy data achieved for GF-3307 (S7K-3-3) apllied at 1.25 L/ha may support the recommended for North-East EPPO zone (PL)
and South-East EPPO zone (HU, RO, SK) dose rate of 1.2 L/ha. The tested fungicide was applied 2 to 4 times in the presented trials, while the efficacy results have been
properly presented after second application. GF-3307 (S7K-3-3) at target dose rate of 1.5 L/ha, was moderately effective in the control of RAMUBE on sugar beet with
average efficacy results >60% and >70% achieved for various assessment timings (from 15 DAB to about 40 DAB). The efficacy of tested fungicide was statistically com-
parable with the efficacy of reference products: Score, Amistar Gold or Spyrale in the vast majority of trials. The efficacy of GF-3307 (S7K-3-3) at lower dose rate of 1.2/125
L/ha was visibly lower (effectiveness of 40% - 56%) and was statistically comparable with the efficacy of reference products: Score, Amistar Gold or Spyrale in the vast
majority of trials.

North-East EPPO zone (1 trial carried out in North -East EPPO in 2023 + 5 supportive trials conducted in Germany in 2020, 2021, 2022)

The test item GF-3307 (S7K-3-3) was applied at maximum recommended dose rate of 1.5 L/ha in 1 trial carried out in North-East EPPO zone and in 5 supportive efficacy
trials conducted in Germany. The recommended dose rate of 1.2 L/ha was tested in 3 trials carried out in North-East EPPO zone. The dose rate of 1.25 L/ha was tested in 2
efficacy trials carried out in Germany and Poland. As the difference between the recommended dose rate 1.2 L/ha and dose rate 1.25 L/ha is less than 5%, efficacy data
achieved for GF-3307 (S7K-3-3) apllied at 1.25 L/ha may support the recommended dose rate of 1.2 L/ha. The application timing/growth stage of the crop was BBCH 38-49
in the trials, which was consistent with the requested application timing. The water volume in the trials was 200-300 L/ha, which can be accepted to cover the amount of water
requested in the GAP (150-300 L/ha). The tested fungicide was applied 2 to 4 times in the presented trials, while the efficacy results have been properly presented after second
application. GF-3307 (S7K-3-3) at target dose rate of 1.5 L/ha, was moderately effective in the control of RAMUBE on sugar beet with average efficacy results mostly >60%
achieved for various assessment timings (from 15 DAB to about 40 DAB). The efficacy of tested fungicide was statistically comparable with the efficacy of reference products:
Score, Amistar Gold or Spyrale. The efficacy of GF-3307 (S7K-3-3) at lower dose rate of 1.2/125 L/ha was visibly lower (effectiveness of 46% - 61%) and was statistically
comparable with the efficacy of reference products: Score, Amistar Gold or Spyrale in the vast majority of trials.
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3.2.35 Yield (and relevant quality indicators), from efficacy trials (in the presence
of challenging pest populations)

A total of 56 trials were carried out between 2020 and 2023 to evaluate the efficacy of GF-3307 (S7K-
3-3) at the proposed label rate of 1.5 L/ha for the control of the foliar diseases in sugar beet.
Twenty-two trials were taken to yield to confirm the yield response of GF-3307 (S7K-3-3) in the
presence of foliar diseases between 2020 and 2023 in the Maritime, Northeast and Southeast climatic
zones in Czech Republic (1), Denmark (5), France (1), Germany (2), The United-Kingdom (2),
Lithuania (1), Poland (3), Hungary (3) and Romania (4).

Results

Maritime EPPO climatic zone

Across 11 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 7.0% in net yield over the untreated similar to SCORE (104.4%). No significant
difference was noted with the reference standard in all trials.

Across 7 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 8.9% in net yield over the untreated similar to AMISTAR GOLD (105.5%). No
significant difference was noted with the reference standard in all trials.

Across 6 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 5.3% in net yield over the untreated similar to SPYRALE (107.9%). No significant
difference was noted with the reference standard in all trials.

The same conclusion can be noted with the other yield parameters sugar content in percent.

Northeast EPPO climatic zone

Across 4 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 1.2% in net yield over the untreated similar to SCORE (101.2%). No significant
difference was noted with the reference standard in all trials.

Across 3 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 2.1% in net yield over the untreated similar to AMISTAR GOLD (102.4%). No
significant difference was noted with the reference standard in all trials.

Across 2 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 2.8% in net yield over the untreated similar to SPYRALE (101.3%). No significant
difference was noted with the reference standard in all trials.

The same conclusion can be noted with the other yield parameters sugar content in percent.

Northeast and PL borders countries

Across 7 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 4.4% in net yield over the untreated similar to SCORE (102.1%). No significant
difference was noted with the reference standard in all trials.

Across 6 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 5.4% in net yield over the untreated similar to AMISTAR GOLD (103.5%). No
significant difference was noted with the reference standard in all trials.

Across 3 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 5.0% in net yield over the untreated similar to SPYRALE (103.5%). No significant
difference was noted with the reference standard in all trials.

The same conclusion can be noted with the other yield parameters sugar content in percent.
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Southeast EPPO climatic zones

Across 2 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 10.9% in net yield over the untreated similar to SCORE (108.2%). No significant
difference was noted with the reference standard in all trials.

Across 5 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 4.9% in net yield over the untreated similar to AMISTAR GOLD (105.8%). No
significant difference was noted with the reference standard in all trials.

Across 2 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 10.9% in net yield over the untreated similar to SPYRALE (110.0%). No significant
difference was noted with the reference standard in all trials.

The same conclusion can be noted with the other yield parameters sugar content in percent.

All EPPO climatic zones

Across 17 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 6.1% in net yield over the untreated similar to SCORE (104.1%). No significant
difference was noted with the reference standard in all trials.

Across 15 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 6.2% in net yield over the untreated similar to AMISTAR GOLD (105.0%). No
significant difference was noted with the reference standard in all trials.

Across 10 trials, GF-3307 (S7K-3-3) at the proposed maximum label rate 1.5 L/ha clearly had a positive
effect on the yield of sugar beet in the presence of foliar diseases. In fact, there was an increase of
respectively + 5.9% in net yield over the untreated similar to SPYRALE (107.0%). No significant
difference was noted with the reference standard in all trials. The same conclusion can be noted with the
other yield parameters sugar content in percent.A summary of the yield (t/ha) and sugar content (%)
from efficacy trials is presented in Table 3.2-62 (Maritime EPPO climatic zone), Table 3.2-63 (Northeast
EPPO climatic zone), Table 3.2-64 (Southeast EPPO climatic zone) and Table 3.2-65 (All zones).
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Table 3.2-62: Impact of GF-3307 (S7K-3-3) on the yield amount and sugar content (%) when applied at 1.5 L/ha for the control of foliar diseases on sugar
beet in EPPO Maritime climatic zone, efficacy trials in sugar beet
Percentage of Untreated control (%)

GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE No. of assessments

- 1.5L/ha 0.4 L/ha 1.0 L/ha 1.0L/ha significantly >, =, <

Parameters EPP(zocrI]Lmatlc Parts Tgéﬁsf Untreated Fenpicoxamid + Difenoconazole Azoxystrobin + Difenoconazole + GF-3307 (S7K-3-3)
Prothioconazole Difenoconazole Fenpropidin (1.5 L/ha) vs.

75+150 g a.s./ha 100 g a.s./ha 125 +125 g a.s./ha 100+375 g a.s./ha Reference products

Mean: Min | Max |Mean: Min | Max | S.D. |Mean: Min : Max : S.D. [Mean: Min | Max ;| S.D. |Mean: Min | Max : S.D.
11 | 92.0 : 75.7:105.4|107.0: 944 :116.3: 6.7 |104.4: 99.6 :112.7: 4.1 - - - - - - - - 0>;11=;0<
Yield (t/ha) Maritime Roots 7 [93.1:76.9:101.5(108.9 103.6:116.3 4.1 - - - - |1055: 98.2 :111.9: 4.2 - - - - 0>;7=;0<
6 | 88.6 :757 1054|1053 944 :1150 7.5 - - - - - - - - 107.9:103.1:1139: 35 0>;6=;0<
11 | 16.9 1 15.7:19.1 |104.9:100.5:109.0: 2.9 |103.8:100.0:111.8: 3.0 - - - - - - - - 1>;8=;0<
Sugar (%) Maritime Roots 7 | 17.2 1157 :19.1 1044 100.5:109.0: 2.7 - - - - 1103.0:100.4:1054: 2.1 - - - - 1>:6=;0<
5 16.2 1 15.7 1 16.9 | 105.5:100.7:108.1 : 2.7 - - - - - - - - 1026 989 :107.6: 3.1 0>;3=;0<
Table 3.2-63: Impact of GF-3307 (S7K-3-3) on the yield amount and sugar content (%) when applied at 1.5 L/ha for the control of foliar diseases on sugar
beet in EPPO Northeast climatic zone, efficacy trials in sugar beet
Percentage of Untreated control (%)

GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE No. of assessments

N 15L/ha 0.4 L/ha 1.0 L/ha 10L/ha significantly >, =, <

Parameters EPP(zocr:ematlc Parts Troié?sf Untreated Fenpi_coxamid + Difenoconazole A_zoxystrobin + Difenocona_zc_)le + GF-3307 (S7K-3-3)
Prothioconazole Difenoconazole Fenpropidin (1.5 L/ha) vs.

75+150 g a.s./ha 100 g a.s./ha 125 +125 g a.s./ha 100+375 g a.s./ha Reference products

Mean: Min | Max |Mean: Min | Max | S.D. [Mean: Min : Max | S.D. [Mean: Min | Max | S.D. |[Mean: Min | Max | S.D.

4 74.3 :157.0:109.1|{101.2: 98.2 :11059: 2.9 [101.2: 98.4 11035 2.3 - - - - - - - - 0>;4=;0<
Northeast Roots 3 | 752 :57.0:109.1{102.1: 99.7 {1059 2.7 - - - - 1024 98.8 :105.3: 2.7 - - - - 0>;3=;0<
Yield (t/ha) 2 | 831 :57.0:109.1{102.8: 99.7 :1105.9: 3.1 - - - - - - - - 11013 99.2 11033 2.1 0>;2=;0<
Northeast and 7 1839 57.0:109.1|104.4 98.2 113.1: 50 |102.1: 98.4 :110.3: 3.8 - - - - - - - - 0>;7=;0<
PL borders Roots 6 |[859 :57.0:109.1/105.4: 99.7 :113.1: 4.7 - - - - |1035: 98.2 :108.3: 3.9 - - - - 0>;6=;0<
countries 3 |86.8:57.0:109.1|105.0;: 99.7 :109.3: 4.0 - - - - - - - - [1035: 99.2 :1108.0: 3.6 0>;3=;0<
4 1153 : 9.8 187 (102.8: 96.7 :1108.8: 4.4 |100.6: 96.9 :102.6: 2.3 - - - - - - - - 0>;3=;0<
Northeast Roots 3 |17.1:153:18.7 |100.8: 96.7 :104.0: 3.1 - - - - 99.6 : 96.7 :1102.7: 25 - - - - 0>;2=;0<
Sugar (%) 2 16.4 1153 175 |102.9:101.8:1040: 1.1 - - - - - - - - 102.4:101.1:103.7: 1.3 0>;2=;0<
Northeast and 7 160 : 98 :19.1 [103.2: 96.7 :1109.0: 41 |1014: 96.9 11038 2.1 - - - - - - - - 0>;6=;0<
PL borders Roots 6 |17.0 153 19.1 |102.3: 96.7 1109.0: 3.7 - - - - |1005: 96.7 11028 2.1 - - - - 0>;5=;0<
countries 2 16.4 1153 175 |102.9:101.8:1040: 1.1 - - - - - - - - 102.4:101.1:103.7 1.3 0>;2=;0<
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Table 3.2-64: Impact of GF-3307 (S7K-3-3) on the yield amount and sugar content (%) when applied at 1.5 L/ha for the control of foliar diseases on sugar
beet in EPPO Southeast climatic zone, efficacy trials in sugar beet
Percentage of Untreated control (%)
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE No. of assessments
A 1.5L/ha 0.4 L/ha 1.0 L/ha 1.0L/ha significantly >, =, <
Parameters EPP(zocrI]Lmatlc Parts Tgéﬁsf Untreated Fenpicoxamid + Difenoconazole Azoxystrobin + Difenoconazole + GF-3307 (S7K-3-3)
Prothioconazole Difenoconazole Fenpropidin (1.5 L/ha) vs.
75+150 g a.s./ha 100 g a.s./ha 125 +125 g a.s./ha 100+375 g a.s./ha Reference products
Mean: Min | Max [Mean: Min | Max | S.D. [Mean: Min | Max | S.D. |[Mean. Min | Max : S.D. [Mean: Min | Max | S.D.
2 | 536 :47.4 :59.8|110.9:102.2 119.5: 8.7 [108.2:102.1:114.2: 6.1 - - - - - - - - 0>;2=;0<
Yield (t/ha) Southeast Roots 5 |650:42.0:915|104.9: 951 1110 6.1 - - - - 1105.8: 99.2 11103 4.7 - - - - 0>;5=;0<
2 53.6 i 47.4  59.8 |110.9:102.2 :119.5: 8.7 - - - - - - - - 110.0:102.4 1176 7.6 0>;2=;0<
2 16.5 {157 : 17.3 |104.4:103.0 :105.8: 1.4 [103.3:100.9:105.8: 2.4 - - - - 0>;2=;0<
Sugar (%) Southeast Roots 3 | 175 :131:245(102.7:101.8:103.2: 0.6 - - - - 97.6 : 953 11019 3.1 - - - - 0>;3=;0<
2 16.5 1157 1 17.3 |104.4:103.0 :105.8: 14 103.8:102.0:105.6: 1.8 0>;2=;0<
Table 3.2-65: Impact of GF-3307 (S7K-3-3) on the yield amount and sugar content (%) when applied at 1.5 L/ha for the control of foliar diseases on sugar
beet in All EPPO climatic zones, efficacy trials in sugar beet
Percentage of Untreated control (%)
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE No. of assessments
N 15L/ha 0.4 L/ha 1.0 L/ha 10L/ha significantly >, =, <
Parameters EPP(zocr:ematlc Parts Troié?sf Untreated Fenpicoxamid + Difenoconazole Azoxystrobin + Difenoconazole + GF-3307 (S7K-3-3)
Prothioconazole Difenoconazole Fenpropidin (1.5 L/ha) vs.
75+150 g a.s./ha 100 g a.s./ha 125 +125 g a.s./ha 100+375 g a.s./ha Reference products
Mean: Min | Max |[Mean: Min | Max | S.D. [Mean: Min | Max | S.D. |[Mean. Min { Max : S.D. [Mean: Min | Max | S.D.
) All EPPO 17 | 833 47.4:109.1/106.1: 944 11195: 7.0 [104.1: 984 1142 45 - - - - - - - - 0>;17=;0<
Yield (t/ha) climatic zones Roots 15 | 80.2 142.0:109.1/106.2: 95.1 :116.3: 54 - - - - |105.0: 98.2 :111.9: 43 - - - - 0>;15=;0<
10 | 80.5 147.4:109.1/1059: 944 11195 76 - - - - - - - - |107.0: 99.2 (1176 53 0>;10=;0<
All EPPO 17 | 165 : 9.8 :19.1 [104.3: 96.7 :109.0: 3.3 [103.0: 96.9 1118 3.1 - - - - - - - - 1>;13=;0<
Sugar (%) climatic zones Roots 13 | 17.3 113.1:245(103.2: 96.7 :109.0: 2.9 - - - - 1101.0: 953 :1054: 3.3 - - - - 1>;11=;0<
9 16.3 1153 :17.5|104.7:100.7 :108.1: 2.4 - - - - - - - - 102.8: 989 :107.6: 2.6 0>,;7=;0<
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Summary and conclusion
GF-3307 (S7K-3-3) at the proposed maximum label rate of 1.5 L/ha, had an overall positive effect on
the yield and sugar content of sugar beet, treated in the presence of foliar diseases.

Comments of zZRMS:

The trial conducted in Lithuania (LT23E7B029-KFB12C) was not included in the compilation of data on root
yield and sugar content. The results from this trial showed no statistically significant differences between GF-
3307 (S7K-3-3) and the reference products (Amistar Gold and Score), while compared to the untreated control,
GF-3307 (S7K-3-3) provided a significantly higher root yield and sugar content. These results confirm that two
applications of GF-3307 (S7K-3-3) at the recommended dose rate range of 1.2-1.5 L/ha had no adverse effect
on either the quantity or quality of yield.

3.2.3.6 Summary and conclusions on effectiveness

A set of 56 efficacy trials carried out from 2020 to 2023 in the Maritime, Northeast and Southeast EPPO
climatic zones are provided in this BAD to confirm efficacy of GF-3307 (S7K-3-3) at rate of 1.5 L/ha
for Austria, Belgium, Czech Republic and The Netherlands and at the rate range of 1.2-1.5 L:ha for
Poland, Hungary, Slovakia and Romania in sugar beet crops.

In recent years, Cercospora beticola has become more prevalent in Europe!?,*® and has become the most
destructive foliar pathogen of sugar beet. It is widely present in most beet-growing regions and can cause
major yield losses if not properly controlled. This disease usually appears early in the season and is most
severe in wet and warm areas in case of very early attacks.

Data are mainly presented from Maritime. However, this zone can be considered to reflect the full range
of climatic conditions across the Central registration zone that encourage the development of foliar
diseases on sugar beet crop and are a robust test of the product. CERCBE data from the Maritime zone
is supportive of North-East and South-East countries as the threat of the disease occurrence and disease
pressure is similar if not greater in Maritime locations including Germany. Additionally, ERYSBE and
RAMUBE data from Maritime are supportive of North-East and South-East countries as the threat of
the disease is major, like in Germany (major diseases). Additionally, the United-Kingdom and Denmark
present highest risk situations for UROMBE as Cercospora is generally less prevalent.

Control of UROMBE, ERYSBE and RAMUBE is fully supported at the proposed maximum dose rate
in Austria, Belgium, Czech Republic, and The Netherlands of 1.5 L/ha and at the rate range of 1.2-1.5
L/ha in Poland, Hungary, Slovakia and Romania. Although no data or very few data is presented for
North-East and South-East on UROMBE, ERYSBE and RAMUBE, the applicant wishes the regulators
to consider Northern and Southern Zone data from Denmark and France and additional Maritime data
presents the worst case scenario and supports control of these diseases at the proposed maximum dose
1.5 L/ha in Austria, Belgium, Czech Republic, and The Netherlands with CERCBE being the driver
disease.

Finally, the data package is fully justified to demonstrate the efficacy of GF-3307 (S7K-3-3) at maximal
dose rate of 1.5 L/ha for Austria, Belgium, Czech Republic and The Netherlands and at the rate range
of 1.2-1.5 L/ha in Poland, Hungary, Slovakia and Romania in the Central Registration zone to control
diseases complex in the sugar beet crop.

Table 3.2-66 summarises the efficacy of GF-3307 (S7K-3-3) to control sugar beet diseases complex at
the valid assessment between 2 to 7 weeks after the second application (all efficacy trials merged).

12 http://bbro.co.uk/bbro-research/bbro-research/crop-protection/cu-integrated-disease-control-in-sugar-beet/
13 https://www.rdp-inra.fr/fr/publication-de-la-note-commune-betterave-2022/
1 https://www.florimond-desprez.com/es/wp-content/uploads/sites/6/2015/11/leaf-diseases_eng.pdf
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Table 3.2-66: Efficacy of GF-3307 (S7K-3-3) - Sugar beet - All valid efficacy trials - Valid
assessment between 2 to 7 weeks after the second application

Percentage of efficacy (%)
GF-3307 (S7K-3-3) GF-3307 (S7K-3-3)
1.2-1.25 L/ha 1.5L/ha
A No. of Untreated (80-83%) (100%)
Target | EPPO climatic zone trials Fenpicoxamid + Fenpicoxamid +
Prothioconazole Prothioconazole
60-62.5 + 120-125g a.s./ha 75+150 g a.s./ha
Mean Min Max Mean Min Max Mean Min Max
Maritime 24 26.2 5.1 63.5 - - - 84.1 66.9 100.0
Northeast 5 38.7 26.7 57.5 74.1 50.0 96.8 - - -
8 44.2 26.7 72.5 - - - 79.0 60.3 97.2
CERCBE Southeast 6 35.7 12.3 65.0 69.7 58.5 77.2 - - -
10 34.8 12.3 65.0 - - - 80.8 65.5 98.7
All Zones 22 33.0 8.8 65.0 73.8 50.0 97.1 - - -
42 31.7 5.1 72.5 - - - 82.3 60.3 100.0
. 10 38.4 18.6 59.1 84.5 43.9 99.6 - - -
UROMBE Maritime 167323 e Eed - - - 887 539 1000
. 6 26.8 4.7 60.0 84.5 44.6 100.0 - - -
ERYSBE Maritime 8 | 328 47 90.0 - - - 920 750 1000
Maritime 4 8.2 45 12.3 52.6 37.5 68.3 - - -
8 9.6 4.5 15.3 - - - 66.3 49.8 80.0
Northeast 1 200 . . 613 . . . - .
RAMUBE 1 20.0 - - - - - 66.3
Northeast and border | 4 12.1 5.0 20.0 54.3 37.5 68.3 - - -
countries (PL-DE) 6 12.3 5.0 20.0 - - - 64.9 49.8 80.0
All zones 5 10.6 45 20.0 54.3 37.5 68.3 - - -
9 10.8 45 20.0 - 66.3 49.8 80.0

GF-3307 (S7K-3-3) at 1.5 L/ha applied twice controlled all diseases of sugar beet with a good to very
good level of efficacy. Overall, GF-3307 (S7K-3-3) at 1.2-1.25 L/ha demonstrated a moderate to very
good control against diseases complex of sugar beet. As a result, the proposed maximum rate of 1.5 L/ha
of GF-3307 (S7K-3-3) in Austria, Belgium, Czech Republic and The Netherlands should be considered
the effective dose to deliver robust control of diseases complex in sugar beet in the Central registration
zone. However, according to the local conditions and infestation pressure (e.g. under low disease
pressure), it is possible to use the lower dose of 1.2 L/ha. Indeed, under certain conditions, GF-3307
(S7K-3-3) at 1.2-1.25 L/ha demonstrated overall good control atleast as good as references. The
conditions for use at a lower rate are detailed in the minimum effective rate part of this section. Thus, a
rate range of 1.2-1.5 L/ha of GF-3307 (S7K-3-3) will be recommended in Poland, Hungary, Slovakia
and Romania and this dose range is driven by the major disease CERCBE.

GF-3307 (S7K-3-3) up to 1.5 L/ha had an overall positive effect on yield and quality of crops treated in
the presence of disease.

The efficacy of GF-3307 (S7K-3-3) against sugar beet disease complex can be illustrated by graphic
after two applications (CERCBE, ERYSBE, RAMUBE and UROMBE) (Figure 3.2-12). According to
the efficacy results and as illustrated on the graphic hereafter, GF-3307 (S7K-3-3) at rate 1.2-1.25 L/ha
and 1.5 L/ha controlled all diseases of sugar beet with a level of efficacy similar or higher to the
reference standard SCORE at 0.4 L/ha or Amistar Gold.
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CERCBE
GF-3307-12-125L/ha

------ SCORE-04L/ha

100

RAMUBE UROMBE
ERYSBE
CERCBE
100 GF-3307-15L/ha
------ SCORE-04L/ha
RAMUBE UROMBE

ERYSBE

Figure 3.2-12  Efficacy of GF-3307 (S7K-3-3) at 1.2-1.25 L/ha and 1.5 L/ha - Sugar beet -
Diseases complex (efficacy against CERCBE, ERYSBE, RAMUBE, UROMBE)

after two applications

It is therefore considered that the proposed claims for control of diseases complex (CERCBE,
UROMBE, ERYSBE and RAMUBE) in sugar beet crops, following two application of 1.5 L/ha
GF-3307 (S7K-3-3) applied between BBCH 39-49 of the crop in Austria, Belgium, Czech Republic
and The Netherlands and following two application of 1.2 L/ha to 1.5 L/ha GF-3307 (S7K-3-3)
applied between BBCH 39-49 of the crop in Poland, Hungary, Slovakia and Romania are fully

supported.
In accordance with the table PP 1/257 FEET 55(1), this result can be extrapolated on fodder beet.
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General conclusion of zZRMS on:
Efficacy tests (3.2.3)

Results from 56 valid efficacy trials carried out between 2020 and 2023 have been presented to support the
evaluation of the fungicide GF-3307 (S7K-3-3). The trials were carried out in Maritime EPPO zone (Austria,
Czech Republic, Germany, Denmark, France, the United Kingdom), North-East EPPO zone (Lithuania, Poland)
and South-East EPPO zone (Hungary, Romania). All the efficacy trials were carried out by the officially GEP-
recognized testing units.

GF-3307 (S7K-3-3) is intended to be authorized for the control of Cercospora beticola (CERCBE), Uromyces
betae (UROMBE), Erysiphe betae (ERYSBE), Ramularia beticola (RAMUBE) on sugar beet and fodder beet
in Austria, Belgium, Czech Republic, the Netherlands (Maritime EPPO zone); Poland (North-East EPPO zone),
Hungary, Romania, Slovakia (South-East EPPO zone),

Detailed conclusions from the evaluation are contained in zZRMS commenting boxes under the chapters 3.2.3.1,
3.2.3.2, 3.2.3.3and 3.2.3.4.

General Conclusions on efficacy

Maritime EPPO climatic zone

GAP claims:

Sugar beet (BEAVP), fodder beet (BEAVC): Cercospora beticola (CERCBE), Uromyces betae (UROMBE),
Erysiphe betae (ERYSBE), Ramularia beticola (RAMUBE)

Application rate: 1.5 L/ha

Water volume: 150-300 L/ha

GF-3307 (S7K-3-3) is intended to be used twice per growing season within the crop growth stage ranging from
BBCH 39 to 49.

CERCBE, UROMBE, ERYSBE, RAMUBE

Based on the efficacy data package from Maritime EPPO zone, the use of GF-3307 (S7K-3-3) at recommended
application rate 1.5 L/ha in the control of Cercospora beticola, Uromyces betae, Erysiphe betae, Ramularia
beticola on sugar beet, under conditions of use consistent with GAP may be granted. It is recommended to
include in the product label remark about moderate level of efficacy of GF-3307 (S7K-3-3) applied at recom-
mended dose rate of 1.5 L/ha in the control of Ramularia beticola.

As no efficacy data has been submitted for fodder beet, the decision on acceptance uses: Cercospora beticola,
Uromyces betae, Erysiphe betae, Ramularia beticola on fodder beet is to be taken at the national level, according
to the national requirements regarding extrapolation of effcacy data from sugar beet to fodder beet or using the
extrapolation possibilities indicated in EPPO guidelines PP 1/257 (2) or PP 1/331 (1), depending on minor or
major importance of beet cultivation in a given cMS. The zZRMS is kindly asking the cMS to not only take their
decisions, but also to share the underlying information with the zZRMS PL, within the commenting period frame-
work.

After the commenting period, and taking into account the decision of cMS AT and NL regarding the
extrapolation of data from BEAVA to BEAVC, the use on BEAVC has been accepted for AT and NL.

North-East EPPO climatic zone

GAP claims:

Sugar beet (BEAVP), fodder beet (BEAVC): Cercospora beticola (CERCBE), Uromyces betae (UROMBE),
Erysiphe betae (ERYSBE), Ramularia beticola (RAMUBE)

Application rate: 1.2-1.5 L/ha

Water volume: 150-300 L/ha

GF-3307 (S7K-3-3) is intended to be used twice per growing season within the crop growth stage ranging from
BBCH 39 to 49.

CERCBE
Based on the efficacy data package from North-East EPPO zone and regarding supportive efficacy data from
Germany and Czech Republic, the use of GF-3307 (S7K-3-3) at recommended application rate range 1.2-1.5
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L/ha in the control of Cercospora beticola on sugar beet, under conditions of use consistent with GAP may be
granted in Poland. It is recommended to include in the product label remark about moderate level of efficacy of
GF-3307 (S7K-3-3) applied at 1.2 L/ha and to use the taget fungicide at lower dose rate under conditions of low
diseases pressure.

As no efficacy data has been submitted for fodder beet, the use Cercospora beticola on fodder beet can not be
accepted to be authorized on the grounds of article 33 of regulation 1107/2009. While fodder beet is minor crop
in Poland, use Cercospora beticola on fodder beet may be registered on the grounds of article 51 of regulation
1107/2009.

UROMBE

As no efficacy data from North-East EPPO zone has been submitted for sugar beet and fodder beet, the use
Uromyces betae on sugar beet and fodder beet can not be accepted to be authorized on the grounds of article 33
of regulation 1107/2009. While Uromyces betae it pathogen of minor importance in Poland and fodder beet is
minor crop in Poland, use Uromyces betae on sugar beet and fodder beet may be registered on the grounds of
article 51 of regulation 1107/20009.

ERYSBE
As no efficacy data from North-East EPPO zone has been submitted for sugar beet and fodder beet, the use
Erysiphe betae on sugar beet and fodder beet does not meet the national requirements for authorization

on the grounds of article 33 of regulation 1107/20009.
While fodder beet is minor crop in Poland, use Erysiphe betae on fodder beet may be registered on the grounds
of article 51 of regulation 1107/2009.

RAMUBE

Based on the efficacy data package from North-East EPPO zone and regarding supportive efficacy trials from
Germany, the use of GF-3307 (S7K-3-3) at recommended dose rate of 1.5 L/ha in the control of Ramularia
beticola on sugar beet, under conditions of use consistent with GAP may be granted in Poland. It is
recommended to include in the product label remark about moderate level of efficacy of GF-3307 (S7K-3-3)
applied at target dose rate of 1.5 L/ha. Due to low efficacy level achieved for dose rate of 1.2/1.25 L/ha (efficacy
from 5 trials: around 50%), the lower dose rate 1.2 L/ha is not recommended by zRMS for this use in Poland.

As no efficacy data has been submitted for fodder beet, the use Ramularia beticola on fodder beet can not be
accepted to be authorized on the grounds of article 33 of regulation 1107/2009. While fodder beet is minor crop
in Poland, use Ramularia beticola on fodder beet may be registered on the grounds of article 51 of regulation
1107/20009.

South-East EPPO climatic zone
Sugar beet (BEAVP), fodder beet (BEAVC): Cercospora beticola (CERCBE), Uromyces betae (UROMBE),
Erysiphe betae (ERYSBE), Ramularia beticola (RAMUBE)

GAP claims:

Sugar beet (BEAVP), fodder beet (BEAVC): Cercospora beticola (CERCBE), Uromyces betae (UROMBE),
Erysiphe betae (ERYSBE), Ramularia beticola (RAMUBE)

Application rate: 1.2-1.5 L/ha

Water volume: 150-300 L/ha

GF-3307 (S7K-3-3) is intended to be used twice per growing season within the crop growth stage ranging from
BBCH 39 to 49.

CERCBE

Based on the efficacy data package from South-East EPPO zone, the use of GF-3307 (S7K-3-3) at recommended
application rate range 1.2-1.5 L/ha in the control of Cercospora beticola on sugar beet, under conditions of use
consistent with GAP may be granted. It is recommended to include in the product label remark about moderate
level of efficacy of GF-3307 (S7K-3-3) applied at 1.2 L/ha and to use the target fungicide at lower dose rate
under conditions of low diseases pressure.

As no efficacy data has been submitted for fodder beet the decision on acceptance this claimed use is to be taken
at the national level, according to the national regarding possible extrapolation of effcacy data from sugar beet
to fodder beet; using the extrapolation possibilities indicated in EPPO guidelines PP 1/257 (2) or PP 1/331 (1),
depending on minor or major importance of beet cultivation in a given cMS. The zZRMS is kindly asking the
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cMS to not only take their decisions, but also to share the underlying information with the zZRMS PL, within the
commenting period framework.

UROMBE, ERYSBE, RAMUBE

As no efficacy data has beed submitted for sugar beet and fodder beet, the decision on acceptance uses:
Uromyces betae, Erysiphe betae, Ramularia beticola on sugar beet and fodder beet is to be taken at the national
level, according to the national requirements regarding possible extrapolation of efficacy data from Maritime
EPPO zone; extrapolation of effcacy data from sugar beet to fodder beet; using the extrapolation possibilities
indicated in EPPO guidelines PP 1/257 (2) or PP 1/331 (1), depending on minor or major importance of beet
cultivation and target pathogens in a given cMS. The zZRMS is kindly asking the cMS to not only take their
decisions, but also to share the underlying information with the zZRMS PL, within the commenting period frame-
work.

Summarizing the evaluation, the following uses have been accepted by the zZRMS:

Maritime EPPO zone (AT, BE, CZ, NL)

BEAVA: CERCBE, UROMBE, ERYSBE, RAMUBE

North-East EPPO zone (PL)

BEAVA: CERCBE, RAMUBE

BEAVA: ERYSBE (possible authorization with further restrictions)
South-East EPPO zone (HU, RO, SK)

BEAVA: CERCBE

The following uses are have not been accepted by the zZRMS:

North-East EPPO zone (PL)

BEAVA: UROMBE (possible authorization on the grounds of article 51)
BEAVC: CERCBE, UROMBE, ERYSBE, RAMUBE (possible authorization on the grounds of article 51)

The following uses should be confirmed by cMSs:

Maritime EPPO zone (AT, BE, CZ, NL)

BEAVC: CERCBE, UROMBE, ERYSBE, RAMUBE
South-East EPPO zone (HU, RO, SK)

BEAVA: UROMBE, ERYSBE, RAMUBE

BEAVC: CERCBE, UROMBE, ERYSBE, RAMUBE

General conclusion on yield and sugar content for all EPPO climatic zones

Based on the results from 22 trials conducted across the Maritime, North-East, and South-East EPPO zones, it
can be concluded, that GF-3307 (S7K-3-3) at the maximum recommended dose rate of 1.5 L/ha has no adverse
effect on yield quantity. In none of the trials statistically significant differences in root yield were recorded
between GF-3307 (S7K-3-3), and the reference products.

A positive effect on the yield was demonstrated as compared GF-3307 (S7K-3-3) at maximum recommended
dose rate of 1.5 L/ha, with untreated control.

Sugar content was assessed in 20 out of the 22 trials. A significantly higher sugar content for GF-3307 (S7K-3-
3), compared to the reference products (Score and Amistar Gold) was recorded in one trial conducted in France.
In other trials no statistically significant differences in sugar content were recorded between GF-3307 (S7K-3-
3), and the reference products. A positive effect on sugar content was demonstrated as compared GF-3307
(S7K-3-3) at maximum recommended dose rate of 1.5 L/ha, with untreated control.

Therefore, it can be concluded no negative impact on yield and sugar content is expected, when GF-3307 (S7K-
3-3) is used in accordance with GAP recommendations.
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3.3 Information on the occurrence or possible occurrence of the development
of resistance (KCP 6.3)

Summary

GF-3307 (S7K-3-3) is a co-formulation containing 50 g/L of fenpicoxamid (DE-777) and 100 g/L of
prothioconazole and is effective against diseases complex in sugar beet. This section follows the guidance
laid out in EPPO Guideline PP1/213(4) in order to determine the resistance risk associated with the
product and the target pathogen.

Fenpicoxamid is a fungicide with a mode of action belonging to the picolinamide class of chemistry with
primary activity on ascomycete and basidiomycete pathogens. It is a potent inhibitor of fungal respiration
acting via binding to the Quinone Inside (Qi) site of the cytochrome bcl (ubiquinone reductase) complex
(complex I11) in the electron transport chain. Fenpicoxamid belongs to the FRAC resistance group 21,
Mode of Action FRAC group C4#21.

Prothioconazole is a broad-spectrum synthetic fungicide of the triazolinthione family of compounds with
curative, preventative and eradicative action. The biological mode of action of prothioconazole has been
shown to be based on inhibition of the sterol biosynthesis pathway in fungi. At the target site level
prothioconazole inhibits C-14 demethylase and belongs to the group of compounds collectively termed
as De-Methylation Inhibitors (DMIs). The molecule is classified by FRAC in group 3 (G1, C-14
demethylase in sterol biosynthesis (ergll/cyp51).

Studies indicated that fenpicoxamid is not cross-resistant with other fungicide classes, including DMI
fungicides. Also, fungicides affecting ergosterol biosynthesis are not cross-resistant with fungicides
inhibiting other biochemical target sites. On the other hand, for the purposes of effective resistance risk
management it is prudent to consider that cross-resistance is present between DMI fungicides (including
prothioconazole) active against the same target disease.

The first year of sensitivity baseline has been established in 2023 for fenpicoxamid on Cercospora
beticola, using isolates from different European countries. A second year of baseline data is planned in
2024 and will be available to top up the baseline in Q2 2025.

The mode of action of GF-3307 (S7K-3-3) on target pathogens, as well as a recent history of resistance
to DMI groups, suggests that the risk of development of resistance in high and medium-risk pathogens
from unrestricted use is unacceptable and that measures must be taken to prevent or at least delay the risk
of resistance developing. A resistance management strategy is proposed which relies on the use of tank
mixtures, alternation with other fungicides with a different mode of action and limiting the number of
GF-3307 (S7K-3-3) applications to two per season in sugar beet with a 21 day interval between
applications which prevents sequential applications. The total number of Picolinamides based products
(GF-3307 / S7TK-3-3) applied should not exceed more than two in total and should not make up more
than a third of the spray program and not applied in repetition. It is considered that with these modifiers
in place the risk is reduced to an acceptable level in sugar beet crops as the reality is that European
growers will typically apply 2 to 3 fungicide applications per season. In cereal crops a single application
per season is recommendationed and is aligned with those published by the Fungicide Resistance Action
Committee (FRAC).

Introduction

GF-3307 (S7K-3-3) is a co-formulation of 50g/L of fenpicoxamid + 100g/L of prothioconazole and will
be registered for use against Cercospora beticola, Uromyces betae, Erysiphe betae and Ramularia
beticola in sugar beet.

Fenpicoxamid has been combined with prothioconazole in order to build in resistance management by
combination of two different modes of action (MOAS). This dossier section will mainly concentrate on
analysis of resistance risk to fenpicoxamid since this will be a new active substance in sugar beet in
Europe whereas prothioconazole and its associated resistance risk is well understood. The applicant also
refers the assessing authority to data submitted in support of prothioconazole efficacy and resistance
risk management by Bayer Crop Sciences to which Dow AgroSciences/Corteva Agriscience has been
granted a letter of access.

Resistance to crop protection chemicals is a natural biological phenomenon that occurs in insects, weeds
and fungi. It usually becomes evident after the repeated use of a particular pesticide selects the naturally-
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occurring resistant strains within the wild population and allows them to multiply over several seasons
until they become dominant in the population and pose a control problem.
The fungicide-resistant population develops because the sensitive population is suppressed and the rare
fungicide-resistant individual is allowed to multiply and occupy the biological niche previously filled
by the sensitive population. An increase in the frequency of such resistant strains may result in loss of
disease control. As a general principle, resistance develops at different rates depending on the nature of
the pathogen and its interactions with the crop, environment and fungicide.
Reports of the appearance of resistant strains in laboratory studies do not necessarily imply that any loss
of control is expected in the field. Likewise, the appearance of less-sensitive strains in the field does not
always result in failure of disease control. When the frequency of resistant individuals is low and/or the
level of resistance is moderate, fungicide applications in most cases will provide satisfactory control.
To avoid the misinterpretation of potential resistance cases, the Fungicide Resistance Action Committee
(FRAC) states that the term “resistance” be limited to situations where the conditions in both (a) and (b)
below are met:
() the development of resistance leads to failure of disease control under practical field
conditions following application of a fungicide correctly and according to the label and
(b) a demonstration that a loss of control is due to the presence of pathogenic strains with
reduced fungicide sensitivity.
From a regulatory and product stewardship standpoint it is essential to evaluate the potential resistance
risk posed by a product and to ensure that a practical and effective management strategy is put in place
in order to mitigate against the potential risk. The resistance risk analysis for GF-3307 (S7K-3-3)
presented within this section follows the requirements set out in EPPO Guideline PP1/213(2).

3.31 Mode of Action

Fenpicoxamid

Fenpicoxamid when formulated as an EC formulation (as in GF-3307 / S7K-3-3) is a protectant and
curative fungicide for control of a range of diseases. Fenpicoxamid is rapidly activated in the presence
of fungi and inside plants to UK-2A which is a potent inhibitor of mitochondrial electron transport
(MET). Previous biochemical studies on the mode of action of UK-2A have demonstrated binding to
the Qi site of the cytochrome bcl (ubiquinone reductase) complex (complex I11) in the electron transport
chain, similar to the mechanism of the structurally related natural product antimycin A.

UK-2A inhibits respiration at complex Il which likely represents the primary biochemical mode of
action for this chemistry. The mode of action of fenpicoxamid will be novel to the European sugar beet
fungicide market and will be assigned to FRAC group C4#21.

The cytochrome bcl complex (complex I11) of the mitochondrial electron transport (MET) chain has
two quinone binding sites known as the Qo and Qi sites. The Qo site is the target site of the strobilurin
fungicides, which include many commercial products. Inhibitors of the Qi site are also known, although
to date only the Oomycete-specific fungicides cyazofamid and ambisulbrom (FRAC group 21) have
been commercialized. Although the target site of activity is the same, fenpicoxamid has no activity
against Oomycete diseases.

The MET Il Qi site is quite distinct from the MET Il Qo site with which the strobilurins interact, so
that no cross-resistance of field isolates of Cercospora beticola and Uromyces betae resistant to
strobilurin fungicides has been observed or would be anticipated.

Prothioconazole

Prothioconazole is a broad-spectrum synthetic fungicide produced by Bayer CropScience of the
triazolinthione family of compounds with curative, preventative and eradicative action. The mode of
action of prothioconazole is as a Sterol Biosynthesis Inhibitor (SBI) class 1 DeMethylation Inhibitors
(DMI) and it is classified in FRAC group G1. It can be used as both a seed treatment and a foliar
treatment. After absorption it moves into cells of the target organisms, effecting sterol biosynthesis and
thereby disrupting membrane structure. This ultimately effects hyphal growth and germ tube elongation.
Fungi susceptible to prothioconazole include diseases caused by ascomycetes, basidiomycetes and
deuteromycetes. Prothioconazole is currently authorised across the EU for use on a range of cereal crops
and in sugar beet. Prothioconazole is sold in combination with numerous other fungicides, including
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bixafen, spiroxamine, tebuconazole, fluoxastrobin, trifloxystrobin and fluopyram. Prothioconazole is
one of the strongest triazole fungicides used in crop protection. Although there have been some shifts in
triazole sensitivity to a number of diseases in the last decade, prothioconazole is still highly effective
against these diseases in many countries. Prothioconazole is especially beneficial in mixture with strong
partners and brings as a mix partner, robust activity against a wide range of diseases where reduced
sensitivity is not an issue for triazole fungicides.

3.3.2 Mechanism of Resistance and Evidence of Resistance

Individual active substance components of the combination - GF-3307 (S7K-3-3).

Prothioconazole
DMI fungicides are considered to have a medium risk of resistance development. Resistant isolates to
DMI fungicides have been detected in Cercospora beticola (laboratory and field studies on sugar beet)™.
The primary mechanism of resistance is the accumulation of several independent mutations in the target
site. Each individual mutation typically causes only a small reduction in sensitivity, and it is not observed
to impact efficacy under field conditions until multiple mutations accumulate in an isolate that are large
enough to cause a reduction in sensitivity. Since the mid-1980’s, reports of decreased levels of field
efficacy have been attributed to reduced levels of sensitivity in target populations for DMI fungicides
(Fletcher and Wolfe, 1981). Several studies have shown that shifts toward reduced sensitivity to DMI
fungicides follow a quantitative or progressive pattern typical of changes controlled by several genes
(Berg et al. 1990). Unlike benzimidazole and Qol fungicides for which the resistance is qualitative or
disruptive (i.e. higher rates may not control resistant strains and field activity is lost), the development
of less sensitive strains with DMI fungicides is quantitative or progressive. Higher rates can offset a
slight decrease of activity.
Resistance development towards DMI fungicides (G1-3 / Sterol biosynthesis in membranes C14-
demethylase in sterol biosynthesis (ergl1/cyp51)) was observed for Cercospora beticola in sugar beet:
- In Austria in 2008 with a severe impact of resistance in the field. The mechanism of
resistance detected is Target-site resistance (TSR) with a gene alteration CYP51;
- In Germany in 2015 with a minimal impact of resistance in the field. The mechanism of
resistance detected is both TSR and NTSR.
Case of resistance found in Austria and Germany concerned the following active substances:
Cyproconazole, Difenoconazole, Epoxiconazole, Propiconazole in Germany and Cyproconazole,
Difenoconazole, Epoxiconazole, Tetraconazole in Austrial®. Currently, prothioconazole is not
concerned.
Cercospora beticola is the only foliar pathogen considered to be medium risk pathogens'’.

Fenpicoxamid (DE-777)

As this is the first use of fenpicoxamid in sugar beet there is no evidence of resistance for
fenpicoxamid/mode of action on European field populations of Cercospora beticola, Uromyces betae,
Erysiphe betae and Ramularia beticola.

3.3.3 Cross Resistance

What is cross-resistance? Assessing patterns of cross resistance both between different fungicide classes
as well as among members of the same class is an important element in the understanding of resistance
risk and risk management. Cross resistance means a correlation in sensitivity within a group of inhibitors
toward specific pest targets, while absence of cross-resistance indicates no correlation in sensitivity
within the group. In the case of target site mutations that reduce sensitivity to specific inhibitors, if
sensitivity to other inhibitors against the same target also is reduced, then those compounds exhibit
positive cross resistance (or just “cross resistance”). In the case where reduced sensitivity to one inhibitor

5 FRAC (2020), FRAC list of first confirmed cases of plant pathogenic organisms resistant to disease control agents

16 https://resistance.eppo.int/database/cases_list
1 https://www.frac.info/docs/default-source/publications/pathogen-risk/frac-pathogen-list-2019.pdf
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results in increased sensitivity to other inhibitors, however, those groups exhibit negative cross
resistance. Confirmation of positive or negative cross-resistance depends only on the directions of
sensitivity shifts and not on their magnitude. Identification of patterns of positive cross-resistance is
important in resistance risk assessment because use of these fungicides together may represent increased
selection pressure and a greater risk of resistance development and spread. Patterns of negative cross
resistance, although rarer, also may be important since they may be used to reduce selection pressure
and reduce the probability and rate of resistance development.

Prothioconazole

Despite sharing a common target site cross resistance patterns between C-14 demethylase inhibitors are
not necessarily straight forward due to the multiple mechanisms and polygenic nature of resistance as
previously discussed. However, for the purposes or effective resistance risk management it is prudent
to consider that cross resistance is present between DMI fungicides (including prothioconazole) active
against the same fungal target. In common with other DMIs used in the cereal fungicide segment
prothioconazole does not show target site based cross resistance to other key MOAs used in this market
space - including Qols, morpholines and Succinate Dehydrogenase Inhibitors (SDHISs).

Fenpicoxamid (DE-777)

Since DE-777 does not have activity against oomycete pathogens whilst amisulbrom and cyazofamid
are not active on sugar beet pathogens any potential cross resistance within the Qi inhibitor group is not
considered relevant at this stage. Dow AgroSciences/Corteva Agriscience has however conducted
laboratory testing to look for evidence of cross resistance between DE-777 and other key commercially
important MOAs used in the cereal fungicide segment e.g. Qols, DMIs and SDHIs. This work has been
conducted in Mycosphaerella gramincola and was already described in detailed wheat dossier submitted
to Poland /Queen (GF-3307 / S7TK-3-3)) registration No R-140/2023. The conclusion of the study is
described below.

Conclusions

In vitro susceptibility testing of SEPTTR field strains showed no cross-resistance between
fenpicoxamid/ DE-777(X772777) and the five other compounds tested, representing MBC, Qol, azole,
SDHI and multi-site fungicides, previously or currently being used to control Septoria leaf blotch. DE-
777 controlled azole-insensitive, MBC-resistant and Qol-resistant SEPTTR field strains as well as a
selection of SDHI-resistant lab mutants of SEPTTR. These results indicate that DE-777 has a different
mode of action to fungicides currently used to control SEPTTR and will be a good potential resistance
management partner for combinations with these other MOAs.

Although no cross resistance testing was performed with DE-777 outside of CERCBE it is argued that
these results can be extrapolated to sugar beet pathogens i.e. with the assumption that DE-777 has a
different mode of action to fungicides currently used to control CERCBE and UROMBE and will be a
potential resistance management partner for combinations with these other MOAs.

3.34 Sensitivity data — Sensitivity baseline for European Cercospora
beticola  population  versus fenpicoxamid (DE-777) and
prothioconazole

Having fully entered the Label extension phase for sugar beet uses in 2022, work was initiated with
Fenpicoxamid and prothioconazole to begin the process of establishing a pre-launch sensitivity baseline
in 2023 (with a second year of sampling planned in 2024) for the molecules against Cercospora beticola
(CERCBE). This is required as a component of the EU registration dossier application as well as a
reference point for future sensitivity monitoring post launch. It was thought that two years of residue
studies would be required but as there were no residues detected in 2023 samples and no need to set an
EU MRL then the second year of residue studies in 2024 were not required. This meant the registration
application could be made ahead of time, but with only one year of resistance baseline setting. The
baseline for year one of testing already strong from 280 isolates of CERCBfrom across Europe. At the
European Level, the mean EC50 for fenpicoxamid was found to be 0.691 mg/L (Table 1) and the EC50
classes (Figure 1) show that 85% of the isolates tested exhibited EC50 values below 1 ppm, indicating a high
sensitivity to fenpicoxamid for the isolates tested and high potency of the molecule on European CERBCE
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populations. A second year of sampling in 2024 is planned across Europe for CERCBE that will be
available in Q2 2025 and incorporated with the 2023 data to form a solid baseline for two years before
the anticipated product launch in 2026.

Methodology and analysis

Sampling and pathogen isolation
Cercospora beticola-infected plant material (leaves) is taken from field sites in different EU sugar beet
growing areas and sent to EpiLogic laboratories. Each sample includes several infected leaves bearing
specific symptoms (small roundish grey leaf spots with reddish-brown edges and black dots on the in-
side) of the pathogen. At EpilLogic, the infected plant material is dried and stored at room temperature.
The pathogen is isolated directly from the remoistened plant material by using a small sterile brush to
transfer a conidium from the edge of one necrosis onto PDA (potato dextrose agar). After 5-6 days in
an incubator (25 °C, darkness), followed by a further multiplication step on V8 agar (2 % agar, 15 %
vegetable juice, 0,3 % CaCO3) using the same incubation conditions, isolates are ready to be used in
sensitivity assays. The 250 isolates were taken from France, Germany, Austria, Belgium, Netherlands,
Czech Republic, Poland, Romania, Spain, Italy and Hungary in 2023.
The total number of samples tested: 57 (54 from CORTEVA and 3 joint samples from Epilogic).
This number does not include the 3 CORTEVA samples (2 from Hungary and 1 from Poland) from
which CERCBE isolates were unable to be obtained. The total number of isolates tested: 280 (265 from
the CORTEVA sampling, 15 from the joint sampling program)
Origin (country) of samples tested:

o 2 samples (10 isolates) from Austria
1 sample (5 isolates) from Belgium
5 samples (23 isolates) from Czech Republic
13 samples (65 isolates) from Germany
2 samples (10 isolates) from Spain
8 samples (39 isolates) from France
5 samples (25 isolates) from Hungary
3 samples (15 isolates) from Italy
3 samples (15 isolates) from the Netherlands
10 samples (48 isolates) from Poland
5 samples (25 isolates) from Romania

Analysis

The sensitivity of each single isolate is determined using a fungicide/nutrient broth dilution assay in 96-
well microtiter plates (Pijls et al., 1994). The fungicide concentrations are graded logarithmically to obtain
an accurate EC50 and EC98 evaluation. The different fungicide concentrations are prepared by diluting
appropriate volumes of a stock solution of the respective active ingredient in sterile H,Odemin. Pure, sterile
H.Odemin representing the untreated control and seven fungicide solutions containing double the amount
of the final concentration are transferred with adjusted volumes of 50 pl/well into the 96-well plates by an
automated pipette workstation.

Spore suspensions of the isolates are produced directly within the nutrient broth (yeast extract-peptone-
glycerol solution) by diluting conidia from the respective culture in the broth. The number of spores in the
solution is doubled to obtain the final conidial concentration of approx. 500 conidia/well. For blank
samples, a conidia-free nutrient solution is added to each plate in separate wells.

After incubation in the climate chamber for six days (18 °C, darkness, 70 % RH), the adsorption (optical
density) of mycelial growth is measured automatically in a 96-well plate photometer (wavelength: A =405
nm). Dose-response of the test isolate at each fungicide concentration is assessed relative to the
corresponding untreated control. EC50 and EC98 values are calculated from the assessed data of each
isolate by Probit analysis (Weber, 1980). Besides the sensitivity of the test isolates from the different
regions, the sensitivity of so-called standard isolates with an unselected ‘wild type’ sensitivity towards the
active substance are determined. These isolates also serve as a control for the methods.
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Sensitivity towards fenpicoxamid

Results
The data presented

here has been generated in 2023. The applicant is currently generating data with

samples collected in 2024 which will be being analysed in Q1 2025.

Table 3.3.4-1: Summary of Mean EC50s (versus fenpicoxamid) by country of 2023 CERCBE
samples
Country Arithmetic mean MEC50 (mg/L) No. of isolates
Austria 0.512 10
Belgium 0.815 5
Czech Republic 0.653 23
Germany 0.649 65
Spain 0.954 10
France 0.645 39
Hungary 0.540 25
Italy 0.631 15
Netherlands 0.862 15
Poland 0.749 48
Romania 0.598 25
EU wide 0.691 280
Table 3.3.4-2: Minimum and maximum EC50 values measured within countries for 2023
CERCBE samples (Diversity factor - Max EC50/Min EC50) for fenpicoxamid
Year No. (Isolates) EC50min (mg/L) EC50max (mg/L) Diversity factor
Austria 10 0.112 0.95 8.48
Belgium 5 0.277 1.536 5.55
Czech Republic 23 0.15 1.97 13.13
Germany 65 0.063 1.654 26.25
Spain 10 0.41 2.16 5.27
France 39 0.042 2.286 54.43
Hungary 25 0.172 1.026 5.97
Italy 15 0.13 1.27 9.77
Netherlands 15 0.203 1.7 8.37
Poland 48 0.06 2.51 41.83
Romania 25 0.083 1.048 12.63
EU wide 280 0.15 1.64 17.43

80
70
60
50
40
3

Number of isolates
[e]

2

o

1

o

Distribution of EC50 values vs Fenpicoxamid in EU

<0.1 0.1-=<0.3 03<0505=<-0.70.7<09 09<1.1 1.1<1.3 1.3<2 2
EC50 classes (m/L)

Figure 3.3.4 - 1 Sensitivity classes of CERCBE solates for fenpicoxamid

Sensitivity towards prothioconazole

The same methodology and field samples were used as for fenpicoxamid.
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Results
Table 3.3.4-3: Summary of Mean EC50s (versus prothioconazole) by country of 2023 CERCBE
samples
Country Arithmetic mean MEC50 (mg/L) No. of isolates
Austria 17.2 10
Belgium 15.4 5
Czech Republic 20.5 23
Germany 204 65
Spain 19.5 10
France 20.4 39
Hungary 19.7 25
Italy 188 15
Netherlands 20.3 15
Poland 18.8 48
Romania 21.1 25
EU wide 19.28 280
Table 3.3.4-4: Minimum and maximum EC50 values measured within countries for 2023
CERCBE samples (Diversity factor - Max EC50/Min EC50) for prothioconazole
Year No. (Isolates) EC50min (mg/L) EC50max (mg/L) Diversity factor
Austria 10 11 28.1 2.55
Belgium 5 6.9 26.8 3.88
Czech Republic 23 11 194 1.76
Germany 65 6.5 334 5.14
Spain 10 10.8 30.2 2.80
France 39 10 315 3.15
Hungary 25 7.1 35.4 4.99
Italy 15 9.7 32.4 3.34
Netherlands 15 6 30.5 5.08
Poland 48 9.1 34.2 3.76
Romania 25 11 31.1 2.83
EU wide 280 9 30.27 3.36

Distribution of EC50 values vs Prothioconazole in EU
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Figure 3.3.4-2 Sensitivity classes of CERCBE isolates for prothioconazole

Summary and Conclusions

In 2023, a bioassay was conducted to test the sensitivity to fenpicoxamid of 280 isolates collected from 57
European regions of 11countries (Listed on Tables 1-4). The results generated are very consistent and show
very good performance of fenpicoxamid for controlling the CERBCE strains tested.
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At the European Level, the mean EC50 was found to be 0.691 mg/L (Table 1) and the EC50 classes (Figure
1) show that 85% of the isolates tested exhibited EC50 values below 1 ppm, indicating a high sensitivity to
fenpicoxamid for the isolates tested and high potency of the molecule on European CERBCE populations.
The same populations and strains were tested for their sensitivity to prothioconazole, a mixing partner
that can potentially help to manage resistance to fenpicoxamid. In Europe, the CERBCE populations
exhibited a mean EC50 of 19.28 mg/L for prothioconazole (Table 3). The difference observed with the mean
EC50 observed for fenpicoxamid is related to the mode of action and the less intrinsic activity associated
with azole fungicides. The highest diversity factor (at country level) was found to be below 6, showing that
the European CERBCE populations are sensitive to prothioconazole. Multiple FRAC member companies
have been monitoring the sensitivity of European CERBCE populations to azole fungicides since many
years and found a stable sensitivity situation in Europe (https://www.frac.info/frac-teams/working-
groups/sbi-fungicides/recommendations-for-sbi).

The overall data generated show that fenpicoxamid and prothioconazole are very effective for control-
ling EU populations of CERBCE. Therefore, combining the two molecules can provide a very good
solution for controlling this fungal pathogen and protect sugarbeet crops.

3.3.5 Use pattern

The proposed use of GF-3307 (S7K-3-3) on sugar beet is for maximum two applications at a maximum
rate of 1.5 L/ha in Great Britain and Northern Ireland (75 g fenpicoxamid/ha + 150 ¢
prothioconazole/ha), applied between BBCH 39-49 of the crop. The maximum number applications
containing of picolinamide products should not exceed more than two in total and should not make up
more than one third of the spray program and not applied in repetition/blocks with a minimum 21 days
between applications.

3.3.6 Resistance risk associated with unrestricted use pattern

In order to assess the risk of practical resistance in the target pests, it is necessary to evaluate the different
factors contributing to the risk. The inherent risk depends on various factors, some of which are
associated with the pest and others with the product. These factors do not necessarily operate in isolation
and do not apply in all cases. Local growing conditions also can play an important role and should be
considered. These are usually referred to as the agronomic risk. The actual risk of evolution of resistance
to a fungicide depends on three main parameters.

Mechanism of resistance against the compound (intrinsic fungicide risk)

Fenpicoxamid DE-777

Fenpicoxamid (DE-777) is a single site inhibitor at the Qil site.

FRAC has published the following specific guidance on resistance risk for fenpicoxamid (Group 21
(C4) fenpicoxamid (Qil) Recommendations 12" February 2021)* and will be amended in the future to
include sugar beet.

“Field resistance not currently known to this molecule. Resistance risk unknown but assumed to be
medium to high risk. Resistance management required.”

There are to date no reports of field resistance to Qil inhibitors in sugar beet pathogens as would be
expected since this MOA is not currently commercialised in this segment and no other current MOA
used in sugar beet would be expected to have target site based cross resistance to Fenpicoxamid (DE-
777). It is not known if the mutations generated in yeast and SEPTTR in vitro which confer reduced
sensitivity to Qil inhibitors will also occur in CERCBE, UROMBE, ERYSBE and RAMUBE and
furthermore if they would appear and persist in the field population. Based on our knowledge today we
must assume that the intrinsic fungicide risk for fenpicoxamid’s biochemical MOA at the Qil target site
is medium to high.

Consequently, the resistance risk development to fenpicoxamid is considered as (inherent risk of
pathogen + inherent risk of substance):

18 https://www.frac.info/fungicide-resistance-management/by-frac-working-group-expert-forum
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- medium for Cercospora beticola (CERCBE), Uromyces betae (UROMBE), Erysiphe betae
(ERYSBE) and Ramularia beticola (RAMUBE).

Prothioconazole

Available information on mode of action and resistance risk with the triazole class of inhibitors is
probably the most complete of any fungicide group. Numerous publications are available on the
mechanisms functioning with respect to DMI resistance. The most significant of these mechanisms is
based on the accumulation of different mutations within the Cyp51 locus. Multiple different Cyp51
mutations have been identified and it is now clear that the different mutations and combinations of
mutations have varying impacts on the efficacy of different triazoles. Although prothioconazole is a
DMI it will be a new introduction to sugar beet with good efficacy alone (as shown in the preliminarary
mixture studies) with a different cross resistance spectrum compared to Fenpicoxamid.

The resistance risk of DMI fungicides including prothioconazole is classified by FRAC as medium.
Resistance management for prothioconazole in sugar beet is coordinated as for all DMIs by the FRAC
SBI working group of which the applicant is an active member. FRAC SBI Working Group Minutes of
the 2023 meeting 20th of April 2023 —~Recommendations for 2023,

Consequently, the resistance risk development to prothioconazole is considered as (inherent risk
of pathogen + inherent risk of substance):
- medium for Cercospora beticola (CERCBE), Uromyces betae (UROMBE), Erysiphe betae
(ERYSBE) and Ramularia beticola (RAMUBE).
All the recommendations of the group are applied for prothioconazole and will be covered by the
proposed use pattern for GF-3307 (S7K-3-3). The applicant also refers the assessing authority to data
previously submitted in support of prothioconazole efficacy and resistance risk management by Bayer
Crop Sciences to which Dow AgroSciences/Corteva Agriscience has been granted a letter of access .

Biology of the pathogen (pathogen risk)

No scientific criteria are available to accurately determine the risk of a pathogen to develop resistance.
Thus, FRAC’s classification is based on experience and reported resistance claims over the last 45 years.
Generally, the risk increases when a pathogen undergoes many and short disease cycles per season, the
dispersal through spores over time and space is high, sexual recombination is mandatory in the disease
cycle and the competitive ability of resistant individual is at least as high as that of the wild type (in the
absence of selection pressure). Pathogens with shorter life cycles generally require more frequent
fungicide application resulting in greater selection pressure and more rapid resistance development.
Pathogens producing more spores have higher potential for resistance development due to more genetic
diversity available for selection as well as more rapid and extensive dispersal of resistant isolates.
Pathogens with sexual stages will have a different resistance risk compared to strictly asexual organisms.
Finally, pathogens in isolated populations will have higher resistance risk due to limited genetic
variability.

Cercospora beticola is viewed by FRAC as having a medium risk of resistance development and
Uromyces betae, Erysiphe betae and Ramularia beticola as low risk of resistance development®.

Agronomical factors (agronomic risk)

Agronomic factors comprising effects of locally variable factors such as disease pressure, climate, or
complexity of cultivars are most important in assessing the risk (Kuck, 2005). Resistance is more likely
to develop first in areas of intensive cropping and fungicide use that are, as a result, areas of severe
disease outbreaks because environmental conditions favoured the development and spread of the disease
Use of cultural practices such as stubble burial, crop rotation, and varietal resistance can play a role in
lowering primary inoculum pressure and slowing rate of epidemic development with sugar beet diseases,
however fungicides remain the key component of strategies to manage this disease effectively. In the
most intensive sugar beet growing regions of Europe and particularly in seasons where weather

19 https://www.frac.info/frac-teams/working-groups/sbi-fungicides/recommendations-for-sbi
20 https://www.frac.info/docs/default-source/publications/pathogen-risk/frac-pathogen-list-2019.pdf?sfvrsn=caf3489a_2
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conditions are favourable for build-up of high pressure up to four sprays per sugar beet crop may be
applied for CERCBE, UROMBE, ERYSBE and RAMUBE control.

Combined resistance risk

Overall, considering the above parameters (both active substances being medium risk, the pathogen
being low to medium risk and depending on the agronomic risk), the combined risk ranges from 1-4
(see Figure 3.3.6 - 1 from FRAC Pathogen Risk List??). It can therefore be considered that the overall
resistance risk for GF-3307 (S7K-3-3) used alone within an unrestricted use pattern scenario is low to
medium, in relation with CERCBE, UROMBE, ERYSBE and RAMUBE. In high risk agronomic
situation (short rotations for sugar beet crops, other susceptible crops in the rotation, susceptible
varieties, etc.), the resistance risk would be medium (4-8). In other lower risk situations (long rotations,
resistant varieties, etc,) the risk would be low (1-2).

Figure 3.3.6-1 Combined resistance risk diagram based on inherent fungicide risk, inherent
pathogen risk, and agronomic risk
|Fungicide Classes |Fungicide Risk Combined Risk lAglr?oi;llg e
benzimidazoles high=1
dicarboximides high = 6 12 18 medium =
. igh=6 3 6 9
phenylamides 15 3 45 0.5
Qol fungicides ) ) low = 0.25
SDHI fungicides** N high=1
SBI fungicides ngedi?ota_nﬁd g % 162 medium =
anilinopyrimidines Protr?ioconazole 1 > 3 0.5
phenylpyrroles = = low=0.25
multi site fungicides N
g L 2 3 rr:]el,\?j?u:nl=
dithiocarbamates) low=1 0.5 1 15 05
MBI-R inhibitors 0.25 0.5 0.75 low = 0.25
SAR inducers '
Pathogen risk — low=1 medium = 2 high=3
Uromyces betae (UROMBE) Cercospora
Pathogen groups * — | Erysiphe betae (ERYSBE) beticola -
Ramularia beticola (RAMUBE)| (CERCBE)

*only most important classes and groups mentioned, ** medium to high risk

3.3.7 Test methods.

See ‘Sensitivity data’ section (3.3.5).

3.3.8 Acceptability of the resistance risk

The risk of development of resistance in populations of Cercospora beticola, Uromyces betae, Erysiphe
betae and Ramularia beticola from unrestricted use is considered low to medium. As there is a potential
of resistance developing over time, it is considered that unmodified use is not recommended and a
management strategy is required to ensure the risk from use of GF-3307 (S7K-3-3) is acceptable.

3.3.9 Management Strategy for GF-3307 (S7K-3-3)

GF-3307 (S7K-3-3) will provide crop growers with a valuable new resistance management option for
CERCBE, UROMBE, ERYSBE and RAMUBE control in sugar beet. Because fenpicoxamid and
prothioconazole do not share the same mode of action, the mixture represents a valid resistance
management practice for the control of diseases complex of sugar beet. Given the history of resistance
associated with DMI fungicides, we propose that the following modifiers be applied to the product use

2 https://www.frac.info/docs/default-source/publications/pathogen-risk/frac-pathogen-list-2019.pdf?sfvrsn=caf3489a_2
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pattern in order to reduce the potential risk of resistance. The Management strategy presented below is
to represent all picolonamide products including GF-3307 (S7K-3-3) (fenpicoxamid_prothioconazole):

e In order to manage resistance risk, picolinamides containing fungicides such as GF-3307
(S7K-3-3) should be used under protectant conditions (preventatively) before the disease
is established in the crop

e Application: maximum of 2 applications of GF-3307 (S7K-3-3) per season to sugar beet
at a maximum dose of 1.5 L/ha, In Poland, Slovakia, Hungary and Romania a dose range
is proposed from 1.2-1.5 I/ha with the lower dose proposed under lower disease pressure
situations. No consecutive applications of fenpicoxamid based products are allowed in
sugar beet crops. Do exceed a maximum of 33% of total sprays (one third of spray
program) whichever is lower. For best practice, Corteva recommends a maximum of one
fenpicoxamid based product spray in sugar beet per season to manage resistance.

e Picolinamide fungicides must be integrated into a robust spray program in strict alternation
with fungicides from a different cross-resistance group providing effective control of the
target disease

e Use picolinamides as part of an Integrated Crop Management (ICM) strategy incorporat-
ing other methods of control.

e Strongly reduced rate programs including multiple ‘split” applications must not be used.

e Always follow product specific label recommendations for resistance management.

Resistance management of fenpicoxamid, prothioconazole and the mixtures of both should align with
that of the picolinamide and DMI fungicides as specified by the Fungicide Resistance Action Committee
(FRAC).

The above recommendations are based on the combinations of different strategies i.e. mixtures,
alternation, restricted number of applications, preventive use and chemical diversity. This integrated
approach is supported by FRAC as described in the FRAC Monograph No. 1. The FRAC guidelines are
available on the internet (http://www.frac.info) and are available to plant protection advisors in
European countries. The GF-3307 (S7K-3-3) label includes a statement reflecting the above guidelines
for the control of sugar beet diseases.

The applicant also undertakes to actively promote the resistance management plan, via product literature
and during product technical presentations with customers and growers.

3.3.10 Implementation of the Management Strategy

There are a number of steps in the implementation of the resistance management strategy, ultimately
based on methods of communication with the grower, either directly or indirectly. Proposals are outlined
below:

1. An internal training program of sales and development representatives prior to and during the
launch of GF-3307 (S7K-3-3) in sugar beet will be organized with emphasis on resistance
management. Educational material on resistance and resistance management will be presented at
launch meetings with customers.

2. The principles of good plant protection practice will be promoted both during training sessions
and within commercial advisory literature. These include the use of both cultural and chemical
control measures and recommendations to ensure that fungicide application is made under
favourable environmental conditions.

3. The use of GF-3307 (S7K-3-3) in program with differing modes of action either in tank-mix or
in sequence will be promoted within training meetings and on all commercial support literature.

4. The statements / modifiers relating to resistance management presented in the preceding sections
will appear on the label. Study of the label is recommended prior to the use of the product.

5. Two application per season of GF-3307 (S7K-3-3) with 21 days between applications. No
consecutive applications.

6. For resistance management, apply a maximum of 33% of total sprays (one third of spray program)
whichever is lower.

The applicant will also undertake to actively promote the resistance management plan, via product
literature and during product technical presentations with customers and growers. The fenpicoxamid
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and prothioconazole resistance management strategies are communicated on the FRAC website
(Working Group #21 “Qils” and Working Group #3 “SBI-Fungicides”, respectively) and in the form of
technical publications in appropriate journals or conferences.

3.3.11 Monitoring, reporting and reaction to the changes in performance

The applicant is an active member of FRAC and would anticipate joining the FRAC Qil sugar beet task
force group once fenpicoxamid (DE-777) is commercialised. Monitoring of the sensitivity of the EU
CERCBE populations to fenpicoxamid (DE-777) and prothioconazole will continue post launch in order
to detect any signs of a shift away from the pre-launch baseline which has been presented in this dossier
section. This will be supplemented by continuous observation of field performance. Any significant
change in sensitivity will be reported through FRAC and the relevant country resistance management
and regulatory agencies. This will allow the applicant to rapidly adapt the resistance management
strategy should the need arise.

Conclusion

The active substances of GF-3307 (S7K-3-3) (fenpicoxamid at 50 g/L and prothioconazole at 100 g/L),
are a pre-mixture of non-cross resistant fungicides effective against foliar diseases in sugar beet.

The applicant is conducting a resistance monitoring programme on a regular basis in order to detect the
potential development of fungicide resistance in fungi in Europe and help farmers and advisors to make
a better diagnosis after a control failure with any of its products.

If this should occur, the applicant will be able to provide sound recommendations in terms of chemical
control and agronomic practices to come back to a manageable situation.

Comments of zZRMS on:
Information on the occurrence or possible occurrence of the development of resistance (3.3)

GF-3307 (S7K-3-3) contains a mixture of two active substances:

- fenpicoxamid (chemical group: picolinamides, group name: Qil-fungicides (Quinone inside Inhibitors), FRAC
group code: 21),

- prothioconazole (chemical group: triazolinthiones, group name: DMI-fungicides (DeMethylation Inhibitors),
SBI: Class I; FRAC group code: 3).

According to FRAC, the resistance risk for Qil-fungicides is classified as medium to high, depending on the
pathogen, while the risk for DMI-fungicides is considered medium.

A mixture of two active substances with various modes of action (MoA): fenpicoxamid, which inhibits mito-
chondrial respiration and prothioconazole, which blocks ergosterol biosynthesis, is an effective tool in resistance
management strategies.

Fenpicoxamid is a relatively new active substance within the Qil group of fungicides, which was authorized for
marketing and sale in the European Union in 2019. It is a picolinamide fungicide, that inhibits fungal respiration,
acting via binding to the Quinone Inside (Qi) site of the cytochrome bcl (ubiquinone reductase) complex in the
electron transport chain. This MoA leads to energy depletion and cell death.

The MoA of prothioconazole, involves the inhibition of ergosterol biosynthesis by blocking the enzyme C14-
demethylase, which plays a key role in the sterol biosynthetic pathway.

Although fenpicoxamid does not represent a novel MoA, it is the first Qil fungicide to demonstrate effective
activity against both Ascomycete and Basidiomycete fungi in row crops (such as cereals, oilseeds, and sugar
beet), as well as in bananas, ornamentals, and various fruit and vegetable crops, while exhibiting no activity
against Oomycete pathogens.

According to the FRAC Pathogen Risk List (revised in September 2019), Cercospora beticola is defined as
medium risk of resistance pathogen and Uromyces spp. as low risk of resistance pathogen. For Erysiphe betae
and Ramularia beticola risk of resistance is not defined by FRAC. The combined (pathogen x product) inherent
resistance risk of the target pathogens is considered medium, while the overall risk of resistance regarding ad-
ditionally agronomic risk has been defined as low to medium.

According to results from monitoring studies reported by FRAC Sterol Biosynthesis Inhibitor (SBI) Working
Group (Minutes from WG meeting on January 19st, 2024):

- for DMIs, for sugar beet/Cercospora beticola, in 2022 monitoring was carried out in Austria, Croatia, Czech
Republic, France, Germany, Greece, Hungary, Italy, Lithuania, Poland, Romania, Spain, Switzerland, and the
United Kingdom. European populations of C. beticola showed a stable sensitivity range, as in the previous years.
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Only in 2019, FRAC reported that single isolates with increased EC50 values had previously been detected in
France and Germany but their frequency remained stable and low.

FRAC List of first confirmed cases of plant pathogenic organisms resistant to disease control agents (revised in
May 2020) includes cases of resistance of Cercospora beticola on sugar beet to DMI fungicides. To date,
FRAC has not documented any cases of resistance in Uromyces betae, Erysiphe betae, or Ramularia beticola
to demethylation inhibitor (DMI) or quinone inside inhibitor (Qil) fungicides.

The applicant provided information on the monitoring of sensitivity in key target sugar beet pathogen, Cerco-
spora beticola, to fenpicoxamid and prothioconazole. This monitoring began in 2023 and continued into 2024.
The applicant focused primarily on the resistance risk assessment for fenpicoxamid, as it is a new active sub-
stance in sugar beet cultivation in Europe, whereas prothioconazole and its associated resistance risk are already
well characterised. Based on the 2023 data, sensitivity results for fenpicoxamid and prothioconazole from 280
isolates collected across 57 regions in 11 European countries demonstrated that both active substances remain
highly effective against C. beticola populations in the EU.

No cross-resistance between DMI fungicides and Qil fungicides has been reported to date, as they target differ-
ent biochemical pathways in fungal pathogens.

Field and laboratory studies (including those provided by the applicant) have not confirmed any documented
cases of cross-resistance between these two classes of fungicides, which supports their use in complementary
resistance management strategies.

In summary, the applicant concluded, that a mixture of two active substances with different MoA provides an
effective solution for controlling this fungal pathogen and contributes to the protection of sugar beet crops.

Based on the submitted data, in order to prevent the potential development of resistance, the following resistance
management strategy (concerning both cereals and the currently claimed sugar beet and fodder beet), is recom-
mended for GF-3307 (S7K-3-3):

e The product GF-3307 (S7K-3-3) should be used in accordance with the principles of Good Plant Pro-
tection Practice and Integrated Pest Management (IPM), including the alternation use of fungicides
containing active substances from different FRAC groups, i.e. with various modes of action (MoA),
applied at recommended dose rates, that ensure effective control of the target pathogens,

o Whenever possible, the fungicide GF-3307 (S7K-3-3) should be applied in tank mixtures with fungi-
cides containing active substances with different modes of action, than prothioconazole and fenpicox-
amid (INATREQ™). In such cases, the instructions for use provided on the labels of all components
of the tank mixture must be strictly followed,

o Apply the product mainly preventively, in accordance with the recommended dose rates and timing of
application as specified on the product label,

o GF-3307 (S7K-3-3) shall be used exclusively for the control of the fungal diseases specified on the
product label,

o Do not exceed the maximum number of GF-3307 (S7K-3-3) applications permitted per growing sea-
son, as specified on the product label,

e Use non-chemical control measures for the management of fungal diseases in cereals, sugar beet, and
fodder beet, in accordance with the principles of, including the cultivation of disease-resistant or less
susceptible varieties.

e Regular check the most recent FRAC resistance management recommendations for fungicides intended
for use cereals, sugar beet, and fodder beet.

The cMSs are kindly encouraged to adopt or adjust the wording, according to their local circumstances and
requirements.

3.4 Adverse effects on treated crops (KCP 6.4)

Information on trials submitted (3.4: Adverse effects on treated crops).

The efficacy trials reported no phytotoxicity or adverse effects to treated crops at dose rates of GF-3307
(S7K-3-3) up to 1.5 L/ha, on sugar beet (see section 3.4.1.1) and yield results from these trials
demonstrated no adverse effects in the presence of diseases (see section 3.2.3).

In line with EPPO PP 1/135(4) ‘Phytotoxicity Assessment’, no specific crop safety/selectivity trials to
assess adverse effects on treated crops (yield and quality) are included in this dossier, as they are not
required to support a fungicide product where no adverse effects have been reported in the effectiveness
trials.



QUEEN / GF-3307 (S7K-3-3) Page 139/208
Part B — Section 3 — Core Assessment Version: November 2025
ZRMS version

34.1 Phytotoxicity to host crop (KCP 6.4.1)

Introduction

Data presented in this section covers phytotoxicity from 56 efficacy trials conducted to evaluate the
effectiveness of GF-3307 (S7K-3-3) at 1.5 L/ha. The crops involved in the testing were all sugar beet
(BEAVA). An overview of the crop tolerance data using GF-3307 (S7K-3-3) is presented in Table 3.4-1.

Table 3.4-1: Sugar beet crop tolerance of GF-3307 (S7K-3-3) found in efficacy trials
Trial type Crop GF'3310N7 EZ;('?"?’) Number of GEP trials rz/éi);:j?grgu?m;otﬁg{?ita%s
Efficacy BEAVA 1N 56 0
3411 Phytotoxicity in efficacy trials to sugar beet (BEAVA)

Introduction

In total, 56 trials were carried out on sugar beet (BEAVA) to evaluate the efficacy of GF-3307 (S7K-3-
3), applied at maximum rate of 1.5 L/ha against CERCBE, UROMBE, ERYSBE and RAMUBE.

All trials were conducted according to GEP and were of a RCB plot design with 4 replicates on a wide
range of commercially grown varieties, across a range of climatic and agronomic conditions. Crops were
treated between growth stages BBCH 35-49.

The trials were conducted in Austria (1), Czech Republic (1), Denmark (6), France (8), Germany (15)
and The United-Kingdom (7) in the EPPO Maritime climatic zone, in Lithuania (2) and Poland (6) in
EPPO Northeast climatic zone and in Hungary (6) and Romania (4) in EPPO Southeast climatic zone
and are representative of the proposed GAP between 2020 and 2023.

Results

No phytotoxicity symptoms were seen at any point, using GF-3307 (S7K-3-3) at dose rates up to 1.5
L/ha (1N) or using the commercial standards, in any of the 56 efficacy trials carried out in sugar beet
(BEAVA) across a wide range of varieties (40 ). These results are summarised in Table 3.4-2.

Table 3.4-2: Maximum phytotoxicity on sugar beet recorded for the duration of the effectiveness
trials in treatments with GF-3307 (S7K-3-3) and the reference standards.

Number of trials with... GF'33071(NS7K'3'3) Reference standards
0% 56 56
>0 - 4.99
Maximum of phytotoxicity 0-4.9% 0 0
recorded during the trials 5-9.9% 0 0
g 10 - 14.9% 0 0
15% and more 0 0
0% 56 56
>0-4.9% 0 0
Lot ot eymmtoms e g, o :
10 - 14.9% 0 0
15% and more 0 0

The potential impact of variety on the occurrence of phytotoxicity was tested on 40  different varieties
of sugar beet (Table 3.4-3).

Table 3.4-3: Phytotoxicity assessments of GF-3307 (S7K-3-3) - Varieties tested in efficacy trials
Crop (EPPO) | No of trials No of varieties Variety names (No of trials)

Annabella (2), Annarosa (2), Antineea (1), Aries (1), Asketa (3), Balaton
(1), Belamia (1), Briga (1), BTS 3865 (1), BTS1140 (1), Calledia (4),
Camelia (2), Clemens (1), Danicia (1), Darvas (1), Eldorana (2), Falster
Sugar beet 56 0 (1), Florentina (1), Jamon (1), Katjana (1), Libellule (2), Lombok (1),
(BEAVA) Lunella (2), Marley (1), Marynia (2), Morgan (1), Nakskov (2), Nasser (1),
Pasteur (1), Pavo (1), Racoon (2), Rossada (1 ), Sixtus (1), Smart Latoria
KWS (1), Smart Mondeo (1), Smart Sanya (1), Stingray (1), Surf (1),
Traper (2), Wren (2)
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Therefore, no unacceptable phytotoxicity symptom is expected on sugar beet if GF-3307 (S7K-3-3) is
used according to the Good Agricultural Practices and label recommendations.

Comments of ZRMS on:
Phytotoxicity to host crop (3.4.1)

GF-3307 (S7K-3-3) applied once or twice, at recommended maximum dose rate of 1.5 L/ha caused no phyto-
toxicity symtoms in any of 56 efficacy trials carried out on sugar beet.

As no phytotoxicity symptoms were observed in the presented trials, it can be concluded, that GF-3307 (S7K-
3-3), applied in accordance with GAP, can be safely used on sugar beet.

3.4.2 Effect on the yield of treated plants or plant product (KCP 6.4.2)

In line with EPPO PP 1/135(4) ‘Phytotoxicity Assessment’, no specific crop safety/selectivity trials to
assess adverse effects on treated crops (yield) are included in this dossier, as they are not required to
support a fungicide product, where no adverse effects have been reported in the effectiveness trials.
All 56 efficacy trials reported no phytotoxicity or adverse effects to treated crops at dose rates up to
1.5 L/ha GF-3307 (S7K-3-3), (see section 3.4.1.1) and yield results from these trials demonstrated no
adverse effects on sugar beet yields, in the presence of disease (see section 3.2.3).

Comments of ZRMS on:
Effects on yield of treated plants or plant products (3.4.2)

Yield results achieved from efficacy trials are presented and commented by zRMS in section 3.2.3 (Efficacy
data).

343 Effects on the quality of plants or plant products (KCP 6.4.3)

In line with EPPO PP 1/135(4) ‘Phytotoxicity Assessment’, no specific crop safety/selectivity trials to
assess adverse effects on treated crops (quality) are included in this dossier, as they are not required to
support a fungicide product, where no adverse effects have been reported in the effectiveness trials.
The possible impact of GF-3307 (S7K-3-3) on the quality was studied in 16 harvested efficacy trials in
disease presence. All trials were carried out by testing facilities officially recognised according to Good
Experimental Practice (GEP).

In this part, the objective is to compare the possible adverse effect on the quality of the root. Different
quality parameters (sodium content, potassium content and amino content) were measured in percentage
or mmol/1000g.

All quality parameter results are summarised in Table 3.4-4 (Maritime EPPO climatic zone), Table 3.4-5
(Northeast EPPO climatic zone), Table 3.4-6 (Southeast EPPO climatic zone) and Table 3.4-7 (All
EPPO climatic zones).

Overall, no adverse effect on different quality parameters (sodium content, potassium content and amino
content) was noted after the applications of GF-3307 (S7K-3-3) applied at 1.5 L/ha. Moreover, across
the 16 trials, no significant difference was noted with the reference standard SCORE in 9 trials for
sodium, in 10 trials for potassium, in 9 trials for amino-nitrogen content, with the reference standard
AMISTAR GOLD in 10 trials for sodium, in 11 trials for potassium, in 12 trials for amino-nitrogen
content or SPYRALE in 2 trials for sodium, in 3 trials for potassium, in 3 trials for amino-nitrogen
content.

Therefore, no adverse effect on the quality of sugar beet is expected if GF-3307 (S7K-3-3) is applied at
the maximum requested rate of 1.5 L/ha according to the Good Agricultural Practices and label
recommendations.
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Table 3.4-4: Impact of GF-3307 (S7K-3-3) on the quality parameters when applied at 1.5 L/ha for the control of foliar diseases in EPPO Maritime climatic
zone, efficacy trials in sugar beet
Percentage of Untreated control (%)
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE No. of assessments significantly > , =
. . 1.5L/ha 0.4 L/ha 1.0 L/ha 1.0L/ha ' Y
Parameters Unit EPPO climatic Nq. off  Untreated Fenpicoxamid + - Azoxystrobin + Difenoconazole + <
zone trials Prothioconazole Difenoconazole Difenoconazole Fenpropidin GF-3307 (S7K-3-3) (1.5 L/ha) vs.
75+150 g a.s./ha 100 g a.s./ha 125 +125 g a.s./ha 100+375 g a.s./ha
Mean : Min : Max |Mean: Min : Max : S.D. [Mean: Min : Max : S.D. [Mean: Min : Max : S.D. |[Mean: Min : Max: S.D. |Reference products Untreated
Mmol / Maritime 6 | 45 30 68103 35 :400:133| 87 :26 :300: 96 | - - - - - - - - 0>;6=;0< 1>:4=;1<
Sodium 1000 g 6 | 45 30 68103 35 :400:133| - - - - | 86 30 300 96 - - - - 0>;6=;0< 1>;4=;1<
content - 3 05 :04:05|03:03:04 01|04 :03: 05:01 - - - - - - - - 0>;0=; 1< 0>;0=; 1<
% Maritime 3 05 :04:05| 03 :03 04 01 - - - - - - - - 04 :03 05 01 0>;0=; 1< 0>;0=; 1<
1 05 @ - - | 04 - - - - - - - |05 - - - - - - - 0>,;0=;1< 0>;0=;1<
Mmol / Maritime 6 [39.9 :29.2:62.1)| 426 :30.6:66.8:12.3| 42.1 :130.1:61.4:104| - - - - - - - - 0>;6=;0< 1>:5=;0<
. 1000 g 6 |39.9 29.2 62.1| 42.6 130.6:66.8:12.3| - - - - | 421 1296617 107 - - - - 0>;6=;0< 1>;5=;0<
Potassium 3 |40 32148[ 41 33 46 06| 42 33 46 06| - - - - [ T T T 0>;1=:0< 0>;1=:0<
content % Maritime | 3 | 40 32 48| 41 33 46 06| - - oUTmTmTTTTIUUL0 3347 06 0>1=;0< 0> 1=;0<
1 32 - - | 33 - - - - - - - 32 - - - - - - - 0>;1=;0< 0>;1=;0<
Mmol / Maritime 6 |128 44 200|134 30 :290: 96 | 128 : 2.6 1222 81 | - - - - - - - - 1>:5=;0< 0>;5=;1<
Amino 1000 g 6 | 128 44 200|134 3.0 :290: 96 | - - - - | 125125 217 82 - - - - 0>;6=;0< 0>;5=;1<
nitrogen 3 16 06:22] 13 06:20:06] 15 07 :20: 06 - - - - - - - - 0>;1=;0< 0>;1=;0<
content % Maritime 3 16 06:22| 13 06 :20 06 - - - - - - - - 17 06 :25: 08 0>;1=;0< 0>;1=;0<
1 06 - - 106 - - - - - - - | 06 - - - - - - - 0>;1=;0< 0>;1=;0<
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Table 3.4-5: Impact of GF-3307 (S7K-3-3) on the quality parameters when applied at 1.5 L/ha for the control of foliar diseases in EPPO Northeast climatic
zone, efficacy trials in sugar beet
Percentage of Untreated control (%)
GF-3307 (S7TK-3-3) SCORE AMISTAR GOLD SPYRALE .
o 15 L/ha 04 L/ha 1.0 L/ha 1.0 L/ha No. of assessments significantly >, =
Parameters Unit EPPO climatic NQ' of|  Untreated Fenpicoxamid + . Azoxystrobin + Difenoconazole + »
zone trials Prothi Difenoconazole - P~ GF-3307 (S7K-3-3) (1.5 L/ha) vs.
rothioconazole Difenoconazole Fenpropidin
75+150 g a.s./ha 100 g a.s./ha 125 +125 g a.s./ha 100+375 g a.s./ha
Mean : Min | Max|Mean: Min | Max : S.D. [Mean: Min : Max : S.D. |[Mean: Min | Max : S.D. |Mean: Min i Max . S.D. |Reference products| Untreated
3 |68 55:79|/63 55:71:07 |68 54:81 11| - - - - - - - - 0>;3=;0< 0>:3=;0<
Northeast 2 6.2 :55:70] 6.0 :55:64 05 - - - - 6.4 5573 09 - - - - 0>;2=;0< 0>;2=;0<
Sodium Mmol / 2 62 i55:70| 60 {55:64 05| - - - - - - - - 64 56 72 08 0>,;2=;0< 0>;2=;0<
content 1000 g Northeastand | 6 54 3.0:79|114:43 :40.0:129]| 99 : 43 300 9.1 - - - - - - - - 0>;6=;0< 0>;6=;0<
border countries| 5 | 49 130 70122 :43 40.0:139| - - - - 1103:39:300: 99| - - - - 0>,5=;0< 0>;5=;0<
(PL-CZ-DE) | 2 | 62 55:7.0| 60 (55 64 05| - - - - - - - - | 64 5672 08 0>;2=;0< 0>;2=,0<
3 1324 :263:39.3|343 :129.3:41.1: 50 | 341 :286:415 54 | - - - - - - - - 0>;3=;0< 0>;3=:0<
Northeast 2 28.9 26.3:31.6( 30.9 1293 :325: 1.6 - - - - 30.8 1295:321 13 - - - - 0>;2=;0< 0>;2=;0<
Potassium | Mmol/ 2 | 289 263316|309 293325 16| - - - - - - - - | 299 :27.0:328 29 0>;2=;0< 0>;2=;0<
content 10009 | Northeastand | 6 | 36.0 :126.3:44.0| 38.4 129.3:451 5.9 | 386 1286 455 61| - - - - - - - - 0>;6=;0< 1>:5=;0<
border countries| 5 | 35.3 126.3:44.0| 37.8 :129.3 451 6.3 - - - - 1385 :295 446 6.4 - - - - 0>;5=;0< 1>;4=;0<
(PL-CZ-DE) 2 | 289 263316|309 293:325: 16| - - - - - - - - 299 :27.0:328 29 0>:2=:0< 0>:2=:0<
3 1140 63 236|153 74 216 59 | 155 : 65 233 69 | - - - - - - - - 0>;3=;0< 0>:3=;0<
Amino Northeast 2 |92 63 120|121 74 168 47| - - - 1131 65 197 66 | - N - 0>:2=;0< 0>:2=0<
nitrogen | MmOl / 2 192 63120[121 74 168 47| - - - - - - - ]104 65 143 39 0>;2=;0< 0>;2=;0<
content 10009 | Northeastand | 6 | 16.9 i 6.3 :123.6| 188 i 7.4 :29.0 64 | 181 : 65 233 56 | - - - - - - - - 1>:5=;0< 0>;5=:1<
border countries| 5 | 155 6.3 :120.0( 183 : 7.4 i129.0: 6.9 - - - - | 176 i 65 :21.7: 56 - - - - 0>;5=;0< 0>:5=;0<
(PLCZDE) | 2 |92 63:120]121 74 168 47| - - - - - - - - 10465 143 39 0>;2=;0< 0>;2=;0<
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Table 3.4-6: Impact of GF-3307 (S7K-3-3) on the quality parameters when applied at 1.5 L/ha for the control of foliar diseases in EPPO Southeast climatic
zone, efficacy trials in sugar beet
Percentage of Untreated control (%)
GF-3307 (S7K-3-3) SCORE AMISTAR GOLD SPYRALE No. of ts significantly > =
I 1.5 L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha 0. ofassessments significantly >, =,
Parameters Unit EPPO climatic No. of|  Untreated Fenpicoxamid + Azoxystrobin + Difenoconazole + <
zone trials Prothioconazole Difenoconazole Difenoconazole Fenpropidin GF-3307 (S7K-3-3) (1.5 L/ha) vs.
75+150 g a.s./ha 100 g a.s./ha 125 +125 g a.s./ha 100+375 g a.s./ha
Mean : Min : Max |Mean: Min : Max : S.D. [Mean: Min | Max  S.D. |Mean: Min : Max : S.D. |[Mean: Min : Max: S.D. |Reference products| Untreated
. Mmol /| Southeast | 2 | 62 60 63|68 62 75 06| - - - - |80 70 90 10| - - - - 0>;2=;0< 0>;2=:0<
Sodium 1000 g
content o Southeast 1 0.2 - - 0.5 - - - 0.3 - - - - - - - - - - - 1>;0=;0< 0>;0=; 1<
° 1 o2 - o oo e - 1>,0=;0< 0>;0=;1<
. Mmol /| qoitheast | 2 | 355 257 452|315 240 389 75| - - - - |365 322 409 43| - - - - 0>;2=;0< 0>;2=:0<
Potassium 1000 g
content 1 02 -+ -Jo0o3 -1 -7 102 - - - - - - - - - -
0,
% Southeast i 0 16 - - - - - - - K - - - - -
Mmol/ | Southeast | 2 | 27.9 17.2 386|257 146 369 111| - - - - |208 218 37.7 80| - - - - 0> ;2= 0< 0>32=:0<
Amino 1000 g
nitrogen 1126 - -130: - - - 127 - - - - - - - - - - - - -
content % Southeast 1126 - - 130 - - - - - - - - - - - 128 - - - - -
1107 -:-106 - - - - - - - - - - - - - - - 0>;1=;0< 0>,;1=,0<
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Table 3.4-7: Impact of GF-3307 (S7K-3-3) on the quality parameters when applied at 1.5 L/ha for the control of foliar diseases in All EPPO climatic zones,
efficacy trials in sugar beet
Percentage of Untreated control (%)
GF-3307 (S7TK-3-3) SCORE AMISTAR GOLD SPYRALE No. of assessments significantly > , =
R 15L/ha 0.4 L/ha 1.0 L/ha 1.0 L/ha ' e
Parameters Unit EPPO climatic Nq. off  Untreated Fenpicoxamid + - Azoxystrobin + Difenoconazole + <
zone trials Prothioconazole Difenoconazole Difenoconazole Fenpropidin GF-3307 (S7K-3-3) (1.5 L/ha) vs.
75+150 g a.s./ha 100 g a.s./ha 125 +125 g a.s./ha 100+375 g a.s./ha

Mean : Min : Max |Mean: Min : Max : S.D. [Mean: Min ;| Max : S.D. [Mean: Min : Max : S.D. [Mean: Min i Max: S.D. |Reference products| Untreated

Mmol / All EPPO 9 53 '30:79| 90 35 :400:110| 81 :26 :300: 79| - - - - - - - - 0>;9=;0< 1>;7=;1<

1000g | climatic zones 10 | 52 130:70| 88 : 35 40.0 105| - - - - | 80 :30:30.0 75| - - - - 0>;10=;0< 1>;8=; 1<

Sodium 2 62 55 70| 6.0 {55 64 05 - - - - - - - - 64 56 72 08 0>; 2=;0< 0>; 2=;0<
content All EPPO 4 04 :02:05|] 04 03:05 01|04 :03:05:01 - - - - - - - - 0>;0=; 1< 0>;0=; 1<
% climatic zones |t .08 - o - [ 04 - o - 1 - - O - ST - 0>:0=;1< 0>:0=:1<

4 |04 02:05| 04 :03 05 01| - - - - - - - - | 04 :03 05 01 0>;0=;1< 0>;0=:1<

9 |374 :263:62.1|398 293:66.8:11.1| 394 :286:614 98| - - - - - - - - 0>;9=;0< 1>:8=;0<

Mmol / All EPPO AT s

_ 1000g | climatic zones 10 | 36.8 :25.7:62.1| 38.0 1 24.0:66.8 11.6| - - - - 1387:295:617 97| - - - - 0>;10=;0< 1>:9=:0<
Potassium 2 289 263:31.6|309 :293:325: 16 - - - - - - - - [ 299 :27.0 328 29 0>;2=;0< 0>;2=;0<
content All EPPO 4 31 :02:48| 31 :03:46 17| 32 :02:46: 18 - - - - - - - - 0>;1=;0< 0>;1=;0<
% climatic zones |-t 32 o= |33 - - - - - - - 132 - - - - - - - 0>:1=:0< 051="0<

4 31 02 48] 31 :03 : 46 17 - - - - - - - - 31 0347 1.7 0>;1=;0< 0>;1=;0<

Mmol / All EPPO 9 1132 44 :236|140: 3.0 290 86 | 137 i 26 233! 78 | - - - - - - - - 1>:8=;0< 0>;8=;1<

Amino 1000 g climatic zones 10 [ 151 : 4.4 :38.6| 156 : 3.0 1369 :105| - - - - 16.1 : 25 37.7:104| - - - - 0>;10=;0< 0>;9; 1<
nitrogen 2 9.2 163:120]121 : 74 1168 47 - - - - - - - - 104 :65:143 39 0>,;2=;0< 0>;2=;0<
content All EPPO 4 18 06:26| 17 106 30:09| 18 0727 07 - - - - - - - - 0>;1=;0< 0>;1=;0<
% climatic zones -2 07 06:07| 06 06 06 00| - - - - 106 :06:06: 00| - - - - 0>;2=;0< 0>;2=;0<

4 18 (06:26| 17 06:30:09| 18 0727 07| - - - - 19 10628 09 0>;1=;0< 0>;1=;0<
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All 56 efficacy trials reported no phytotoxicity or adverse effects to treated crops at dose rates up to
1.5 L/ha GF-3307 (S7K-3-3), (see section 3.4.1.1) and quality results from sixteen trials demonstrated
no adverse effects on quality parameters, in the presence of diseases (see section 3.2.3).

Comments of ZRMS on:
Effects on quality of plants and plant products (3.4.3)

Root quality parameters (sodium, potassium, and amino nitrogen content) were assessed in 16 efficacy trials.
No statistically significant differences in quality parameters were recorded between GF-3307 (S7K-3-3) and the
reference products or the the untreated control in the vast majority of trials.

Therefore, it can be concluded, that no negative impact on yield quality is expected, when GF-3307 (S7K-3-3)
is used in accordance with GAP recommendations.

3.4.4 Effects on transformation processes (KCP 6.4.4)

Sugar beet seed is not subject to any transformation processes, as it is used for extraction of sugar
(industrial processing with no biological activity). Therefore, no selectivity trials to investigate the
possible adverse effects of GF-3307 (S7K-3-3) on the transformation process of sugar beet, are included
in this dossier. This is in line with the guidance in EPPO standard PP 1/243 ‘Effects of plant protection
products on transformation processes’. Sugar beet is also not subject to any processes that would impact
on taint (EPPO PP 1/242 (2) ‘Taint tests’).

It is considered that GF-3307 (S7K-3-3) can be used on sugar beet without any specific label warnings
relating to transformation processes.

Comments of zZRMS on:
Effects on transformation processes (3.4.4)

Accepted.

345 Impact on treated plants or plant products to be used for propagation
(KCP 6.4.5)

No selectivity trials were carried out to specifically investigate the possible adverse effects of GF-3307
(S7K-3-3) on propagation materials (sugar beet seed). In line with EPPO PP 1/135(3) ‘Phytotoxicity
Assessment’ (Table 2: “The circumstances under which data on plant parts for propagation are required’),
as no phytotoxicity effects have been reported in the effectiveness trials, it is considered that data on
seed germination, using sugar beet seed from crops treated with GF-3307 (S7K-3-3), are not required.
Moreover, no problem with respect to propagation has been encountered during the experimental testing
of GF-3307 (S7K-3-3) which has been used to treat plants with no negative impact. Based on this, further
investigation of the effects of treatments with GF-3307 (S7K-3-3) was considered unnecessary.
However, a summary of the range of varieties tested and the extent of crop damage observed is provided
in Section 3.4.1 to support the use of GF-3307 (S7K-3-3) on plants used for propagation purposes.
Finally, it is concluded that no negative impact on plant propagation will occur on sugar beet crops.
Therefore, no effect on parts of plant used for propagating purposes is expected if GF-3307 (S7K-3-3)
is applied in accordance with the Good Agricultural Practices and label recommendations.

Comments of ZRMS on:
Impact on treated plants or plant products to be used for propagation (3.4.5)

Accepted. The impact of GF-3307 (S7K-3-3) on treated plants or plants products to be used for propagation is
not expected.
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35 Observations on other undesirable or unintended side-effects (KCP 6.5)
3.5.1 Impact on succeeding crops (KCP 6.5.1)

Fungicides usually do not exhibit herbicidal activity. No phytotoxicity was observed on sugar beet in
any of the 56 efficacy trials where GF-3307 (S7K-3-3) applied as a straight product up to 1.5 L/ha at
BBCH 39-49. For more details on phytotoxicity results, please refer to Section 3.4.1.

Fenpicoxamid (XDE-777) and prothioconazole are registered for use in cereals in Europe for four years
and no effect on succeeding crops has been observed in Europe.

Finally, further information on the fate and behaviour of the active substances in the soil can be found
in the relevant section in Part B Section 8 (“Environmental fate™) of the Registration Report.
Therefore, no impact is expected on succeeding crops if GF-3307 (S7K-3-3) is used according to the
Good Agricultural Practices and label recommendations.

Comments of ZRMS on:
Impact on succeeding crops (3.5.1)

Accepted.

3.5.2 Impact on other plants including adjacent crops (KCP 6.5.2)

Fungicides usually do not exhibit herbicidal activity. No phytotoxicity was observed on sugar beet in
any of the 56 efficacy trials where GF-3307 (S7K-3-3) was applied as a straight product up to 1.5 L/ha
at BBCH 39-49. For more details on phytotoxicity results, please refer to Section 3.4.1.

Fenpicoxamid (XDE-777) and prothioconazole are registered for use in cereals in Europe for four years
and no effect on adjacent crops has been observed in Europe. Finally, further information on the non -
target plant studies can be found in Part B Section 9 (“Ecotoxicological studies”) of the Registration
Report.

Therefore, no impact is expected on adjacent crops if GF-3307 (S7K-3-3) is used according to the Good
Agricultural Practices and label recommendations.

Comments of zZRMS on:
Impact on other plants including adjacent crops (3.5.2)

Accepted.

3.5.3 Effects on beneficial and other non-target organisms (KCP 6.5.3)

No observations on adverse effects to beneficials have been made in the efficacy trials presented in this
document. Detailed studies on the possible adverse effects to beneficial organisms are submitted and
summarised in Part B, Section 9 (Ecotoxicology).

GF-3307 (S7K-3-3) is currently authorised on wheat, rye and triticale at a higher dose rate of 2.0 L/ha.
It is considered that the effects on the majority of beneficials assessed as part of the wheat, rye and
triticale application are equally applicable to use on sugar beet.

Moreover, information on beneficial organisms’ studies can be found in Part B Section 9
(“Ecotoxicological studies”) of the Registration Report.

No positive claims in relation to beneficials or IPM compatibility are specified on the label.

Summary and conclusions on other undesirable or unintended side-effects

The above information on succeeding and adjacent crops was previously submitted in support of uses
on cereals.

It considered that the use of GF-3307 (S7K-3-3) as proposed will have no other undesirable or
unintended side-effects on succeeding crops, adjacent crops or on beneficial and other non-target
organism.
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Comments of ZRMS on:
Effects on beneficial and other non-target organisms (3.5.3)

Adverse effects on non-target organisms were not observed in a part of efficacy trials. In other trials no obser-
vations on beneficial or non-target organisms have been reported. Detailed studies are contained in Part B, Sec-
tion 9 (Ecotoxicology).

3.6 Other/special studies
None.
3.7 List of test facilities including the corresponding certificates
Table 3.7-1: List of test facilities
Test facility Address Certificate
N Research Centre Flakkebjerg
Aarhus University 4200 Slagelse, Denmark Yes
Geif3biihl 3
Agrartest GmbH D-97273 Kiirnach, Germany Yes
. Tannenstrafle 2
Agricola D-94339 Leiblfing, Germany Yes
L. H-9028 Gy6r
Agropass Hungaria Kft. Napéleon utca 10, Hungary Yes
Principala Street no.1,
AgroProspect SRL Fantana, Brasov, 507099, Romania Yes
. 16, Rue Ampére
Anadiag 67500 Haguenau, France ves
. 48 rue de la Madeleine
Antedis 60000 Beauvais, France Yes
. Hillcrest, Main Street Ufford, Stamford Lincolnshire
Armstrong Fisher Ltd PE9 3BH, United Kingdom Yes
. Hillcrest, Main Street Ufford, Stamford Lincolnshire
Armstrong Agriculture Ltd PE9 3BH, United Kingdom Yes
Cerestis La ferme du Parc, ZI de Saint Christophe Yes
10500 Saint Leger sous Brienne, France
. ul. Jézefa Piusa Dziekoniskiego 1
Corteva Agriscience Poland Sp z.0.0. 00-728 Warszawa, Poland Yes
. Field Research Center
Corteva Crop Solutions HUN Kft H-6728 Szeged Kotanyi Janos koz 4, Hungary ves
Torok Ignac utca 30.,
CPR Europe Kit, Szombathely, 9700, Hungary Yes
. DowAgroSciences Polska Sp. z o.0.
Dow AgroSciences Poland ul. Domaniewska 50 A, 02-672 Warszawa, Poland Yes
Dow AdroSciences Hunaar Dow agrosciences development station. Hu Yes
g gary Szolnok station, Vizpart Korut 32, h-5000 Szolnok, Hungary
Ephvdia 1, rue de Courcelette Yes
phy 62450 Martinpuich, France
Essais+ Rue du 8 Mai, 1 62128 Boyelles, France Yes
Eurofins Agrartest GmbH GeiBbiihl 3 Yes
g D-97273 Kiirnach, Germany
. . . Str. Muntele Mic, nr. 20,
Eurofins Agroscience Services SRL Giarmata, judetul Timis, cod 307210, Romania ves
. Ul. Dworcowa 2;
Field Research Support 64-000 Koscian, Poland Yes
. Willow Fields The Street,
FieldArm Ltd Ramsey, Harwich, England, CO12 5HL, United-Kingdom ves
Lithuanian research centre for Instituto al. 1, Akademija, Yes
agriculture and forestry LT-58344 Kédainiai distr., Lithuania
. Sofiehej, Hojbygaardvej 14
Nordic Beet Research DK 4960 Holeby, Denmark Yes
PerfectBAD Ul. Przytargowa 4; Yes
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Test facility Address Certificate
99-412 Kiernozia, Poland
Staphyt, Austria GmbH Am Fut?rtsggt 12%???3?23 Austria Yes
Trialtec GmbH 2 43%?,”?:&??;%5%3, Yes
Zemédilaﬁi%(;%z?g_smnice Kujavy 48, 742 45 Kujavi, Czech Republic Yes
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Certificate of GEP compliance Aarhus University

p o

DCA - DANISH CENTRE
FOR FOOD AND AGRICOL TURE

Certificate

GEP approval is granied to

Testing unit:  Aarhus University
_Department of Agroecology (diseases and pests)

Flakkebjerg
DK-4200 Slageise

The approval applies to the execution of GEP efficacy trials of pesticides within

Testing areas: Field Trials
Fruit / Fi
Greenhouse Trials

mwnmumuumc-mumummum.
and trial reports. The testing unit is subject to continuous control and inspection.

The certificate is valid for a period of 6 years. Expiration date: 31 December 2025

Date of approval: 1 January 2020
Signed: ; 11 December 2019

= — . P
Protection Agency

Regulation 1107/2009 concerning plant protection products and ministerial order no. 815 dated 18
June 2018 from Danish Ministry of theEnvironment states that investigations of the efficacy of plant
pmdmpwdaxamrhdwhmprngbmﬁamamhpaﬁmdbym
units which have been approved 10 carry out these investigations by the Danish Centre for Food and
Agriculture, Aarhus University.

AU Fakiobpery T «A58715 185 EMM
DK-4200 Shageise
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Certificate of GEP compliance Agrartest GmbH

Deutscher Pflanzenschutzdienst
German Plant Protection Service

GEP - Anerkennungsbescheinigung
GEP - Recognition Certificate

HESSEN

=

Die The
Versuchseinnichtung AGRARTEST GmbH testing facility
mit Haupsitz in D-65326 Aarbergen - Panrod with headquarter in
Pambachstr, 37
und Grabau (SH), Grod Lobke (NS) Rosenow (MV), « and
organisatorisch Salbiz (SA), Somebom/Friedichswerth (TH), subsidiary
zugehdriger Schwisberdingen, Beimerstetten, Bad Sackingen, (BW), testing unit in
Aroeitsainheit in Kimach,Unterfohring (BY)
Des Tragers der AGRARTEST GmbH supported by
Versuchseinrichtung
ist auf Antrag vem 22102015 on application from
und durchgeflhrter Dr. Monca Frosch (He), ¢
Besichtigung durch Dr. Friedrich Merz (BW) and inapection by
Regierungsprasidium GieBen
- Plianzenschutzdienst Hessen —
vom from the
Referat 33 - Pflanziche und tierische Erzeugung
- Regierungsprésidium Stutigart
am 02.05.2016 on
has been officially recognized under
amtlich anerkanrt worden Im Sinne des §8 paragraph (6) of Article 8 of the
Absatz 6 der Plant Protection Products Ordinance
Pflanzenschutzmittelverordnung following its application
dated
/.
Welzlar,den_14.06 2018 {24
{Or. M. Frosch)
Anschrift der Regierungsprasidium Gieflen Address of the
Aneskennungsbzhorde -Pflanzenschutzdienst Hessen- Recognising authority
Schanzenfeldstrafie 8

35578 Wetzlar
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GEP-Anerkennungs-Zertifikat / Recognition Certificate

Anerkennungsbescheinigung

Die Versuchseinrichiung
mit Hauptsitz in

und organisatorisch
zugehdrigen Arbeitesinheitan in

ist auf Anirag vom

und nach durchgeflihner
Besichtigung
durch

vam
am

In den Versuchskategoren

als Einrichiung fir die Prifung
der Wirksamkeil von
Pllanzenschutzmittaln im Sinns
des § 8 Abs. B der
Pilanzenschutzmittelverordnung
und gemall Vercrdnung (ELU)
Mr. 284/2013 fir § Jahre
amtlich anerkanni worden.

Eurofins Agroscience

Service GmbH/Agrartest

GmbH
Carl-Goerdeler-Weg 5
21684 Stade

siehe Seite 2

14.04 2020
15.12.2015

Frau Warnecke-Busch

LWHK-Niedersachsen
15.01.2016
Ackerbau, Gemiisebau,

Obstbhau, Zierpflanzen,
Forst, Sonderkulturen

Thea testing facility
with headquarters in

and subsidiary lasting units
in

on application from
and after inspection
by

daled

in the trial cate

hes been officially
recognised as an
organisation for efficacy
testing facility of plant
protection products
according to & 8 par. 6 of
the Plant Pralaction
Products Ordinance and
the Commission
Regulation (EL) No
2842013 for & years.

9242020 J). (DallnS
Datum

Unterschrift

Date Sign

addrass of the

recognising authority
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Seita 2

Organisatorisch zugehdrigen Arbeilseinheiten/ subsidiary testing units

Fl;dmw&mmbwg

Agrartest GmbH
Scheerwiesenweg 41
D-71701 Schwieberdingen

Baden-Wirttemberg

Agrartest GmbH
MNeus Stralla 54
D-89179 Beimerslatien

Baden-Wirttemberg

Eurofins Agrarservice GmbH
Lempenseite 501
D-69168 Wiesloch

Bayem

Agrartest GmbH
Geilbiihl 3
D-97273 Kimach

Brandanburg

Eurofins Agrosience Services GmbH
Karl-Lisbknacht-Str. 53
16321 Bamau

Hessen

Agrarlest GmbH
Steedenar Weg 8
D-85534 Runkel-Dehm

Mecklenburg-Vorpommemn

Agrartest GmbH
Am Rehhhagan 13
D-17091 Rosenow

Eurofins Agrosience Services GmbH
Pastor-Reins-Str. 14
D-49586 Merzen

Niedarsachsen

Agrartest GmbH
Andreasplalz 2
D-231191 Groft Lobke

Nordrhein-Westfalen

Bad Meinberger Str. 168
D-32760 Detmold

Sachsen

Agrartest GmbH
Friedensstraliie 30
D-04769 Salbitz

Schleswig-Holstein

Agrartest GmbH
Ringstralle 33c
D-23845 Grabau

Sachsen-Anhalt

Eurcfins Agroglence Service GmbH
Wallstralte 7
D-38343 Hundisburg

204 2020 &)ﬂ%é 30453 Hannover

Datum terschrift

Date Sian

Wunstorfer
Landstralie 9

Adresse der
Anerkennungshehtrde
address of the Stamp

recognising authorily
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Certificate of GEP compliance Agricola

GEP-Anerkennungs-Zertifikat / Recognition Certificate

Anerkennungsbescheinigung

Die Versuchseinrichtung mit
Hauptsitz in

und organisatorisch zugehc’iriger
Arbeitseinheit in

ist auf Antrag vom

in den Versuchskategorien

als Einrichtung fir die Prifung
der Wirksamkeit von Pflanzen-
schutzmittein im Sinne des § 2
Abs. 2 der Pflanzenschutzmit-
telverordnung und gemafl Ver-
ordnung (EU) Nr. 545/2011 far
5 Jahre amtlich verldngert wor-
den bis zum 17.04.2023

Recognition Certificate
Agricola the testing facility
Tannenstr. 2 with headquarters in
94339 Leiblfing
Grafentraubach and subsidiary testing unit in

84082 Laberweinting

07.12.2017 on application from
Ackerbau/agriculture in the triaf categories
Gemusebau/vegetable gar-

dening

has been officially prolonged
as an organisation for efficacy
iesting facility of plant protec-
tion products according to § 2
Abs. 2 of the Plant Protection
Products Ordinance and the
Commission Regutation (EU)
Nr. 545/2011 for 5 years

to April 17, 2023

Datum Unterschrift Adresse der anerkennenden Behdrde Stempel
date sign address of the recognising authority stamp
0A.0% 1048 Q.ng,@u g % 3, 2 Bayerische Landcsanstalt
m ‘( %@% fiir Landwirtschaft
Ban LFL

Flianreoschuln

Institut fiir Pfianzenschutz IPS 3d
Lange Point 10
83354 Freising
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Certificate of GEP compliance Agropass Hungaria Kft.

Signatory: Dr. BRANDENBURG Tamas (30 January 2023 14:18:47)

[State coat of arms]
PEST COUNTY
GOVERNMENT OFFICE
File No.: PE/NV/00027-4/2023 Subject: GEP certification of the
Administrator: FERENCZI Julia testing site of Agropass Hungaria Kift.
Phone: 06-1/236-3975 Attachment: -

E-mail: ferenczi julia@pest.gov.hu

The Pest County Government Office (hereinafter referred to as the “Authorising Authority”™) has made
the following

DECISION

in the procedure initiated on the basis of the application for inspection and recognition of the testing site
of Agropass Hungaria Kft. (registered office: 9028 Gyor, Napoleon utca 10. tax number: 25395781-2-
08, FELIR: AAB424961 hereinafter referred to as the "Client") under the Good Experimental Practice
(hereinafter referred to as "GEP"):

I will issue a GEP for the Client's test site to carry out biological impact assessments for licensing
purposes.

The GEP certification is valid for S years from the date of the finality of my decision.
The GEP certification will be issued for the fpllowing categories and types of cultivation:

- Qualification category: herbicides, fungicides and bactericides, zoocides, growth
regulators and plant growth regulators, additives

- Fields of cultivation: arable land, vegetables, fruit, vines, omamental plants, forest, public
land and others

This qualification is without prejudice to any other statutory authorisations required for the
operation/activity or the client's obligation to obtain them.

The Client shall notify the licensing authority within 15 days of any significant change to the qualified
activities of its testing facilities.

Compliance with the legislation on GEP certification and this Decision will be subject to random checks
by my authority. If the inspection reveals that the test site does not comply with the GEP requirements
applicable to it, the licensing authority may suspend the activity in the qualified area indicated in the
decision for a period of up to 2 months or may withdraw the GEP qualification issued.

If the inspection reveals deficiencies in a particular experiment, the authorising authority may, depending
on the extent of the deficiencies, exclude the experiment from the list of those that are acceptable for
authorisation.

The inspection and re-approval of a test site under the GEP is subject to a fee. The fee is HUF 250.000,-

. which the Client has paid, according to Annex 1, point 8.19.2. of VM Decree No. 63/2012 (VII. 2.) on
the amount of administrative service fees payable in procedures initiated before the National Food Chain
Safety Office and the agricultural administrative bodies of the county govemment offiecs

9400 Sopron
Béke Ut 13,

ISEL2LOE stimy .
Mt m)
& ‘h;#-rr Ongm.ﬂm! Uberein g
- fransiation ey, rcsponds
the Original te, .

www.lorincz-veger.hu

Lorincz-Vesger

HEt-f252! ~ UBERSETZUNGSBURO - TRANSLATION AGENCY - PnsMasxAAanm BUREAU DE TRADUCTION
Cégjegyzékszam - Handelsregister-Nr. - Trade Register No. - Registri pod Sslom - Registre de Commerce N°: 08-06-002431
HU-9400 Sopron, Béke Gt 13, - Tel.: +36 70 311 1779 - E-mail: forditoiroda@lorincz-veger.hu ~ Web: waw.lorincz-veger.hu

Szakfordito Bt.
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There is no right of appeal against this decision in administrative proceedings, however, the Client may
request a review of this decision, which becomes final upon notification, by filing an action against the
Licensing Authority that issued the decision with the Budapest Metropolitan Court within thirty days of
the notification of the decision, on the grounds of a breach of law. The application must be submitted
electronically to the Depariment of Plant and Seed Protection of the Pest County Government Office for
Food Chain Safety, Animal Health, Plant and Seed Protection (1135 Budapest, Lehel u_ 43-47.).

JUSTIFICATION

In a letter received on 02 December 2022, the Client requested an inspection of its testing site by the
licensing authority.

On 18 January 2023, the Licensing Authority camied out an on-zsite inspection at the Client's premises,
the findings of which were recorded in the reports under case number PEMNYI00027-172023.

Dwring the on-site inspection, the Licensing Authority found that the testing site did not fully comply with
the requirements of the provisicns on biclogical impact assessments set out in Article 22 of FVM Decree
Mo. 8252004 (Vv 15.) of 15 May 2004 on the authorisation of the placing on the market and use of plant
protection preducts and on the packaging, labelling, storage and transport of plant protection products
(hereinafter: the Decree), and ordered the Client to remedy the deficiencies in the Order No.
PEMWIDDO027-272023.

The Client has comected the deficiencies and submitted the documentation proving this to the licensing
authority on 24 January 2023.

On the basis of the above, | have concluded that the conditions for granting the GEP qualification
have been met and | have decided accordingly as set out in the operative part.

According to Articke 22 of the Regulation, "5} On the basis of an application, the licensing authority shall
carry ouf an on-site inspection of the test site and shall decide by means of a decision on the GEF
certification of the test site. The decision shall include the categories and fypes of culfivation for which
the test site has obdained GEP cerification.

(6) The validity period of the GEP certification iz 2 years for the first certification and up to 3 years affer
renewal of the certification.

{7) The GEP certification procedure shall be subject to the payment of a fee as provided for in a separate
act.

(8) A GEP-cerified festing facility shall notify the licensing authority within 15 days of any significant
change affecting its certified aciivity.

(9] The licensing authaority shall camy out random inspections of GEP-certiffed test facilifies. If it is found
that the test site does not comply with the GEF requirements applicable to i, the authority may suspend
the activity in the qualified area indicated in the decision for a period not exceeding 2 months or revoke
the GEP qualification issued. If the inspection reveals deficiencies in relation to a particular experiment,
the authorising authorty may, depending on the extent of the deficiencies, exclude the experiment from
the st of those acceptable for authorisafion "

The authorizing authority made its decision in accordance with the provisions of Aricle 19 of
Government Decree 38372016 (¥I1.2.) on the designation of bodies performing the tasks of agricultural
authorities and administrations and in accordance with the powers granted in Ardicle 33(e) of Act XLV
of 2008 on the Food Chain and its official supenvision.

The possibility to appeal against the present decision is excluded pursuant to Article 116(1)(4)(d) of the
General Administrative Procedure Act. The information on the possibility of bringing an_action iz laid
down in Articke 112(1) and Article 114({1) of the General Administrative Procedure ;4&. e, l} .,

o SRR
I T T rr—— N 2w

éd% Sopron £
Béke 0t 13,
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On the possibility and rules of judicial review and the filing of an action, Section 39/A of the Food Act;
Section 28 (1)4{2) of Act | of 2017 on Administrative Procedure, Section 29 (1), Section 38, Section 39,
Section 50, Section 52, Section 77, Section 157. (1); Section 21 (6) of Act CLXI of 2011 on the
Organisation and Administration of Courts; Section 605 of Act CXXX of 2016 on the Code of Civil
Procedure; and Section 9 (1) of Act CCXXII of 2015 on the General Rules of Electronic Administration

and Confidential Services.
Budapest, 30 January 2023

For and on behalf of
Dr. TARNAI Richard lord lieutenant

Dr. BRANDENBURG Tamas
Head of Department

The Decision is addressed to:

1. Client

2. Department of Finance and Economy of the Pest County Govemment Office
3. Records Office

' " ﬂ)e ) .
I g stim » 400 Sopron
t Béke 0t 13.
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HU-9400 Sopron, Béke Ut 13. - Tel.: +36 70 311 1779 - E-mail: forditoiroda@lorincz-veger.hu ~ Web: waw.lorincz-veger.hu
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Certificate of GEP compliance AgroProspect SRL

»
h d
»
»
-
-
»
-
»
-
»
-
»
-
-
-
»
W
L4
v
b
v
»
»
»
¥
4
=

LELE

W o

F ¥ Y Y Y Y YYYNYYNDMYTNY"YE Y »

MINISTERUL AGRICULTURIL S1 MINISTRY OF AGRICULTURE  AND
DEZVOLTARI RURALK RURAL DEVELOPMENT

Amtaritatcs Naghosald Filmanitard Nathonad 'y tosanitary Auchority
Comasa Nagumald de Omobagare 2 Natiosal Comnmission (or Regstsation of
Produscior de Prowcpe s Manteho Plast Protection Prodects

Nedntreg’ Registision Not M F/00.01 2018

Certificat de recunoaytere oficiald a testelor de eficacitate blologich
In conformitate cu buncle practici experimentale / Certificate of official
recognition of the efficacy biokogical tests according 1o the good
cxperimental practices

Se acords: SC AgroProspect SRL
It is gramsed to: SC AgroProspect SRL

on sediml: Comuns Hoghiz, sutul Fiatioa, ar, |, judeful Beayov, cod 507090
with boadquaricrs:  Hoghiz, Fintine Village, no. 1, Bragov county, cod S0M099

domeniile de activitate: Culturi agricole de chmp ¢ pajigth, pomiculturd, vitheultard, legumiculiurd,
Dorkcultar, plante sramatice si medicinale, silvicultura & sane non - agricole

domainy of activity: Field ciops and meadowy, freit growiag, viticulturo, vegetshle growing, flosiculture,
sromatic and moedicinal plasts, forestry, son agricukurl anas

Precmes! dice we ol B o pr Tur manoersbel agneaburii p desvolibed ruale, 3l mostado
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of beakh snd of the minisry of sovieosmest and chmme changs ne SOFS12/12582013 and the provesions of B Natios! Procedure
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Data cmiterii certificatului: 08.01.2018

lssuance date of the certificate PRESEDINTEATIAIRMAN,

Data expiririi certificatului: 08.01.2023 Doias nmume&‘""’* S
Expiry date of the certificale o\ ”‘T“'“\):?'
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ZRMS version
> N

Leberid « Egaliné « Framraind
REPUBLIGUE FRANCAISE

MINISTERE DE UAGRICULTURE ET DE LUALIMENTATION

DECISION D'AGREMENT POUR REALISER
DES ESSAIS OFFICIELLEMENT RECONNUS

Annule et remplace les courriers du 7,/02/2020

Conformément & l'arficie R. 253-38 du code rural et de la péche maritime ef & I'article 6 de I'arrété du 26 avril
2007 relatif aux essais officiels el officiellement reconnus pour l'évaluation des produfts mentionnés & l'article
L. 253-1 du code rural et de la péche maritime,

Vu la convenfion passée avec le Cofrac n® 4608,
Vit be rapport d'évaluation réalisé par le Cofrac, en dale du 26/11/2019,

L'agrement pour realiser des essals officiellement reconnus est maintenu el étendu, a lorganisme :

Anadiag France
174 impassa du plan d'sau
38300 RUY MONTCEAL

s0Us le numéro - BPE - 105
ET POUR LE PERIMETRE SUIVANT :

 UNITE(S) : | SECTEUR(S) DACTIVITE
ANADIAG FRANGE '
174 impasse du plan d'eau
38300 RUY MONTCEAL
(unité centrale)

- Traitement des semences : grandes cultures

UE 01— H i - Grandes cultures
721 Ia-Mn?rtrg?u{Boia ) - Cultures iégumiéres, plantes aromatiques,

62440 HARNES médicinales, condimentaires et 4 parfum
- Zones non agricoles
- Grandes cultures

UE 03 — Saint Pierre du B( (UE 14) - Cultures légumiéres, plantes aromatiques,
Couvrigny médicinales, condimentaires et & parfum
14700 SAINT PIERRE DU BU . CuMures fruititres et arboriculture

|- Zones non agricoles
- Grandes cultures

UE 04 — Cintré (UE 35) - Cultures légumiéres, plantes aromatigues,
Rue du puisatier iy
ZA du moulin a vent médicinales, condimentaires et a parfum
35310 CINTRE - Cultures fruitiéres et arboriculture

- Zones non agricoles
- Grandes cultures

LIE 08 — Varais et Chaignot (UE 21) Vigne
8 route de gray :
21490 VARDOIS ET CHAIGNOT - Cultures fruitidres et arboriculture

| I |- Zonesnon agricoles
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[ _ UNITE(S) SECTEUR(S) D'ACTIVITE
-  Grandes cultures
- Vigne
UE 0B — Saint Barthélémy (UE 38) - Cultures légumiéres, plantes aromatigues,
700 route de Pisieu médicinales, condimentaires et @ parfum
38270 SAINT BARTHELEMY - Cultures fruitiéres et arboriculture

- Productions horticoles et plantes d'intérieur
- __Zones non agricoles
- Grandes cultures
- Vigne
|« Cultures |égumiéres, plantes aromatigues,
) i médicinales, condimentaires et & parfum

LE 10 - Saint Etl;:nBea[]:liil:uugéfes (UE 47) . Cultures fruitiéres st arboriculture

47380 SAINT ETIENNE DE FOUGERES - Productions horticoles et plantes d’intérieur
- Zones non agricoles

- Désinfection et désinsectisation des sols, des
matériels et des locaux de culture et de stockage

N des végétaux i

- Grandes cultures

- Vigne
UE 12 - Saint Germain des Prés (UE 49) - Cultures légumiéres, plantes aromatigues,
ZA la Patherie médicinales, condimentaires et a parfum
49170 SAINT GERMAIN DES PRES - Cultures Truitlbres ot arboriculture
- Productions horticoles et plantes d'intérieur

- __Zones non agricoles
- Grandes cultures

- Vigne
UE 13 - Castillon du Gard (UE 30) - Cultures légumiéres, plantes aromatiques,
ZA les Codes Bas 3 médicinales, condimentaires et & parfum
30210 CASTILLON DU GARD - GCultures fruitidres et arboriculture

Productions horticoles et plantes d'intérieur
- Zones non agricoles ]
- Grandes cultures |
- Vigne |
- Cultures légumiéres, plantes aromatigues,
médicinales, condimentaires et a parfum

- Cultures fruitiéres et arboriculture

UE 15 — Haguenau (UE 67) - Zones non agricoles
. 16 rue Ampére - Processus de transformation :
| G7500 HAGUENAL Vinification

Transfarmation de pomme de ferre
Transformation de fruits (compote, jus de fruit,
nectar, fruit au sirop, confiture, fruits sechés)
Transformation de légumes (jus, concenird da
lomates, conserve de ldgumes, ketchup,
choucrouwte)

Extrachion dhuila
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UNITE(s)

SECTEUR(S) D'ACTIVITE

UE 16 — Thorée les Pins (UE 72)
La Belle Métairie
72800 THOREE LES PINS

- Grandes cultures

- Vigne
Cultures légumiéres, plantes aromatiques,
médicinales, condimentaires et & parfum

- Cultures fruitiéres et arboriculture
- Zones non agricoles

UE 17 - Toulouse (UE 31)
75 voie du TOEC
Batiment entreprise 2
31076 TOULOUSE Cedex 3

- Grandes cultures

- Vlgn.
Cultures légumiéres, plantes aromatiques,
medncmalos, condimentaires et & parfum

- Cultures fruitiéres et arboriculture
- Zones non agricoles

Cet agrément est valable jusqu'au 08/10/2022. La prochaine évaluation de votre organisme est

prévue au planning sur septembre / octobre 2020.

Date : 07/02/2020

La sous directrice de la qualité,
de la santé et de la protection

=~

Anne-Cécile COTILL(
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Certificate of GEP compliance Antedis

| $ |

MINISTERE

DE UAGRICULTURE

ET DE UALIMENTATION

Livert
Epaint
Protcrai

DECISION D’AGREMENT POUR REALISER
DES ESSAIS OFFICIELLEMENT RECONNUS

Conformément & l'article R. 253-38 du code rural et de la péche maritime et & I'article 6 de I'arrété du 26 avril
2007 relatif aux essais officiels et officiellement reconnus pour I'évaluation des produits mentionnés & I'articie
L. 253-1 du code rural et de la péche maritime,

Vu la convention passée avec le Cofrac n° 3323,
Vu le rapport d'évaluation réalisé par le Cofrac, en date du 22/03/2022,

L'agrément pour réaliser des essais officiellement reconnus est étendu, & l'organisme :

ANTEDIS
48 rue de la Madeleine
60000 BEAUVAIS

sous le numéro : BPE - 082
ET POUR LE PERIMETRE SUIVANT ;

UNITE(S) SECTEUR(S) DACTIVITE '
ANTEDIS - Grandes cultures
Beau Repaire
RN 3 - Vigne
51150 JALONS - Cultures légumiéres, plantes aromatiques,
(unité centrale) médicinales, condimentaires et a parfum

UE 01 - Unité de Coings

1 rue des Champs Grands « Céré » - Grandes cultures
36130 COINGS
F* Grand It
UE 02 - Unité d'Arras 7 SOVsiRE cUilirey
4 rue Francois Hennebique - Cultures légumiéres, plantes aromatiques,
62223 SAINT LAURENT BLANGY médicinales, condimentaires et a parfum
UE 03 - Unité de Brux - Grandes cultures
Chez Saboureau
86510 BRUX - Vigne
UE 04 - Unité de Catillon - Grandes cuitures
Ferme de Morvillers - Cultures légumiéres, plantes aromatiques,

60130 CATILLON FUMECHON médicinales, condimentaires et a parfum

- Grandes cultures
UE 05 - Unité de Saint Vérand 2
La Roche Yine
71670 SAINT VERAND - Cultures légumiéres, plantes aromatiq

médicinales, condimentaires et 4 parfum
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UNITE(S)

SECTEUR(S) D’ACTIVITE

UE 06 - Unité de Beaupuy
70 route des Crétes
32600 BEAUPUY

- Grandes cultures
- Vigne

- Cultures légumiéres, plantes aromatiques,
médicinales, condimentaires et a parfum

UE 07 - Unité de Prunay Le Gillon
4 rue des Sours Crossay
28380 PRUNAY LE GILLCN

- Grandes cultures

- Cultures légumiéres, plantes aromatiques,
médicinales, condimentaires et a parfum

- Cultures fruitiéres et arboriculture

UE 08 - Unité de Pontivy
Lycée agricole de Kerlebost, St Thuriau
56306 PONTIVY

- Grandes cultures

- Cultures légumiéres, plantes aromatiques,
médicinales, condimentaires et a parfum

UE 09 - Unité de Combronde
98 Belle Allée
63460 COMBRONDE

- Grandes cultures

- Cultures légumiéres, plantes aromatiques,
médicinales, condimentaires et a parfum

- Traitement des semences : Grandes culfures

UE 10 - Unité d’Acquigny
ZA des Patis
27400 ACQUIGNY

- Grandes cultures

- Cultures légumiéres, plantes aromatiques,
médicinales, condimentaires et a parfum

- Cultures fruitiéres et arboriculture

UE 11 — Unité de Thuir
16 avenue de |a Cote Vermeille
66300 THUIR

- Vigne

I légumidres, plant tiques,
médicinales, condimentaires et a parfum

- Cultures fruitiéres et arboriculture

UE 12 - Unité de Revel
Les Tandous
31540 SAINT FELIX DE LAURAGAIS

- Grandes cultures

UE 13 - Unité de Magny
ZA La Chaume de Bonjuan
89200 MAGNY

- Grandes cultures

Cet agrément est valable jusqu’au 21/03/2026. En application de I'article 5 de I'arrété susmentionné,
une nouvelle évaluation aura lieu dans un délai compris entre vingt-quatre et trente-six mois & compter du

22/03/2021.

oate: | 3 MAI 2022

Le sous-directeur de la santé
et de la ection des |
Le sousubgtsug de |3 sant
et de la protection des

Emmanuel KO N
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Certificate of GEP compliance Armstrong Fisher Ltd.

Certificate of

Official Recognition of Efficacy Testing Facilities |
or Organisations in the United Kingdom

This certifies that
Armstrong-Fisher Limited

complies with the minimum standards laid down in
Regulation (EC) 1107/2009 for efficacy testing.

The above Facility/Organisation has been officially
recognised as being competent to carry out efficacy trials/tests {
in the United Kingdom in the following categories:

Agriculture/Horticulture
Stored Crops

Date of issue: 5 April 2019
Effective date: 23 February 2019
Expiry date: 22 February 2024

/ Certification Number

5 /

Signature [\ /. A ly i ORETO 419
= Authorised signatory

HSE Agriculture and |

Chemicais Rogulation Division Rural Development
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Certificate of GEP compliance Armstrong Agriculture Ltd.

Official Recognition of Efficacy Testing Facilities
or Organisations in Great Britain

This certifies that

Armstrong Agriculture Limited

complies with the minimum standards laid down in
Regulation (EC) 1107/2009' for efficacy testing.

The above Facility/Organisation has been officially
recognised as being competent to carry out efficacy trials/tests
in Great Britain in the following categories:

Agriculture/Horticulture
Stored Crops

Date of issue: 14 April 2021
Effective date: 5 January 2021
Expiry date: 22 February 2024

Digitally signed by: Certification Number
4 Wayne Mcleod

/ ‘ f” Date: 2021.04.14 13:
[ Mgt i ORETO 432

HSE Digital Signature

gE Department of

HSE | Agriculture and

Chemicals Regulation Division : Rural Development

1 Regulation (EC) 1107/2009 as fl has effect in Great Britain



QUEEN / GF-3307 (S7K-3-3)
Part B — Section 3 — Core Assessment
ZRMS version

Page 165/208
Version: November 2025

Certificate of GEP compliance Cerestis
—1

=

ix

0

EN

MINISTERE

PE LAGRICULTURE

ET DE VALIMENTATION

Libereé
Egelitd
Eraternité

DECISION D’AGREMENT POUR REALISER
DES ESSAIS OFFICIELLEMENT RECONNUS

Conformément & larticle R. 253-38 du code rural et de la péche maritime et & l'article 6 de 'arrété du 26 avril

2007 relatif aux essais officiels et-officiellement reconnus pour I'évaluation des produits mentionnés a l'article
L. 253-1 du code rural et de la péche maritime,

Vu la convention passée avec le Cofrac n® 7040,

Vu le rapport d'évaluation réalisé par le Cofrac, en date du 15/03/2021,

L'agrément pour réaliser des essais officiellement reconnus est maintenu, & l'organisme :
CERESTIS :
La Ferme du Parc

Z| de Saint Christophe
10500 SAINT LEGER SOUS BRIENNE

sous le numéro : BPE - 137
ET POUR LE PERIMETRE SUIVANT :

UNITE(S) ' SECTEUR(S) D'ACTIVITE
La Ferme du Parc - Grandes cultures
Z| de Saint Christophe - Vigne :
10500 Saint Leger sous Brienne - Cultures légumiéres, plantes aromatiques,
(unité centrale} ' médicinales, condimentaires et a parfum

Cet agrément est valable jusqu'au 21 février 2023. L'évaluation de renouvellement devra
impérativement avoir lieu 5 mois avant cette échéance. )

14 AVR. 2021

Date:

La sous directrice de la qualité,
de la santé et de la protection
des végétaux

6#1—4/”—’\7

Anne-Cécile COTILLON
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Certificate of GEP compliance Corteva Agriscience Poland Sp z.0.0.

GLOWNY INSPEKTOR
OCHRONY ROSLIN | NASIENNICTWA

Andrzej Chodkowski
BORT310.152021 Mrmwg‘?/m 2021,

DECYZJANr 15/2021

Na podstawie art. 155 ustawy 2 dnia 14 czerwes 1960 r, Kodeks postgpowania
administracyinego (De.U. = 2021 1. pos. 735, = pofa. zm.), po rozpatizenis walesku
Corteva Agriscience Poland Sp. 2 0.0, z dnla 9 wrzesnia 2021 r, zmieriam decyzie
Nr7/2005 z dnia 1 maa 2005 r., zmieniong decyzami Nr 1/2006 2 dnia 21 lutego
2006 r., Nr 2/2007 z dnia 4 kwietnia 2007 r. ersz Nr 1/2021 z dnia 22 styczaizs 2021 r.
w sprawie udzieleniz upowainicria do prowsdzenia badas skutecznoici cziatania
irodhbwochmny roslin, w ten sposSh, Ze rozstrzygnizce decyzji otrzymuje nastepuizce
ramienie;

Upowainiam Corteva Agriscience Poland Sp. = oo (ul Jocefa Plusa
Dziokodskiego 1; 00728 Warszawa) do prowadzenia badan skutecmosci
dzialania Srodkow ochrony resiin z grupy fungicyddw, herbicyddw, insektycydbw,
Wmemmhﬂ&mmm,
bwﬁamhmmimequo,Mm.mmy,
hhﬁuahmmwimulatquhavnpnmmm
mmy.ﬂw.mm,wmamwomﬂ.m
|mm ld.:;:‘ pitkarskich, na takach i pastwiskach, niensytiach rolnych
na !

Uzasadrienie

Wricskiem z dnia 9 wrzeinia 2021 r. spotka Corteva Agriscience Poland Sp z 0.0,
zwibcis sty do Glownego Izspektora Ochrony Rodlin i Naglennictas z proiby
Orozszerzenie zakresu upowainienia do prowadseris badaf slutocsnodsi deiclania
frodiéw ochrony roélin Nr7/2005 (& dnla 1 maja 2005 r.), zmienionego decyzjami
Nr 172006 (z dnla 21 lutego 2006 r), Nr 2/2007 (z dria 4 kwietnia 2007 r.) orar
Nr1/2021 (z dnia 22 styczma 2021r) o mosliwoié prowadzenia takich badan

wuprawach harala pactownage oras na dciomislach i yshach 1 oluycle
Poradto strona poprosita o ususigcis z trescl wiw Upowanienia Zwroti 013z fzcanego
siosowania sredkéw ochrony rofiin®

Majgc na uwadse przepis art. 15ztzy ustl ustawy t dnla Z marcz 2020 r,
@ seceegdlowych roxwiezemadh awiqianych x zopobitganiem, prreciwdzictanien
! xwalczaniem (OVID-1% lnnych chordh zakadnych orar wywolanych nimd pech
kevzysowych (Dz. 1) 2 2020 r. pox. 1842, 2 pédn. zm.), kedra czasowo wylycza nicktore
obowigzki wynikajyce ¢ ustawy z dnla 8 marca 2013 r. o Srodkach ochrony reslin
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Gi6éwny Inspektor Ochrony Rodlin | Nasiennictwa przed zmiang zakresu upowaznienia
do prowadzenia badaf skutecznadel dziatania $rodka ocarony roflin odstaplt od
przeprowadzenia kontroli, o ktorej mowa w art. 17 ust. 6 ustawy o $rodkach ochrony
rodlin. Ocena speiniania wymagad dobre] praktyki dodwiadczalne] przez Corteva
Agrisciexce Poland Sp.zo.o.pnepfwadzommmhwoparduomtoaymouk

Boracpoduwagqpnmenalayumtumvawmhnd
Sp. z 0.. wymagania dobrej prakeyki do$wiadczalnej, wobéc czego postanowiono jak
w rozstrzygnieciu decyzjl.

Pouczenie

0d niniejszej decyzji odwoknie nie przyshuguje. Strona niezadowolona z decyzjl
moze zwrcié sie do Giéwnego Inspektora Ochrony Rodlin i Nasiennictwa z wnioskiem
0 ponowne rozpatrzenie sprawy, w terminie 14 dni od dnia dorgczenia decyzji, zgodnie
zart. 127 § 3 kpa.

W trakcle biegu terminu do ztozenia wniosku ponowne rozpatrzenie sprawy
strona mode zrzec sig tego prawa wobec organu administracli publiczne], ktory wydal

sprawy, decyzja staje sie ostateczna | prawomocna, co oznacza, iz decyzja podlega
natychmiastowemu wykonaniu | brak jest mozliwoc zaskarZenia decyzji do
WojewSsdzkiego Sqdu Administracyjnego.

‘ezeli strona nie uwaia, e decyzja jest zgodna z jej wnioskiem, a nie chee
skorzystaé z prawa zwracania si¢ z wnioskiem o ponowne rozpatrzenie sprawy, moae
wnieéé do Wojewddzkiego Sadu Administracyjnego w Warszawie skarge na decyzje
w terminie 30 dni od dnia dorgczenia decyzji stromie. Skarge wnosi siq 2a

m Giéwnego Inspek-ora Ochrony Roélin | Nasiennictwa.

Zgodnie z § 2 ust 1 pkt 2 rozporzadzenia Rady Ministréw z dnia 16 grudnia
2003 r, w sprawie wysokoici oraz szczegbtowych zasad pobierania wpisu
w postgpowaniu przed sadami administracyjnymi {Dz. U. 2 2021 r. poz. 535) wpis sta’y
bez wagledu na przedmiot zaska-zonego aktu lub czynno$d w sprawach skarg na akty
Jub czynnosei z zakresu administracjl publiczne) dotyczace uprawnieft lub obowigzkéw
wynilajgcych z przepiséw prawa wynosi 200 zi.

Na wniosek strony zlodony przed wszczeciem lub w toku postgpowania
sadowego moze byé stronie przyznane prawo pomocy, W zakresie catkowitego lub
czesciowego zwolnienia od kosziow sadowych oraz ustanowienia adwokata lub rady
prawnego, gdy strona wykaZe, 7 nie jest w stanie poniedt jakichkolwiek lub peinych
koszidw puslgpowania.

Zostata pobnmophu;htbowawwysohoidloomt.

Otrzymouig:

1) Coreva Agriscience Poland Sp.zo. ¢
. Jizefa Piusa Dziekoniskiego 1
00-728 Warszawa

2) aja
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Certificate of GEP compliance Crop Solutions HUN Kft.

PEST MEGYEI
KORMANYHIVATAL

Ugyirat-s=am: PEMW/01445-11/2021 Targy: Dow AgroSciences
Ugyintézo: Ferenczi Jilia Hungary Kit. Szabadftidi Kiséreti
Telefon:06-1/236-3975 Allomas vizsgalohelyének GEP
E-mail: ferenczi julia@pest.gov_hu tanisitasa

RA-] [y
TR IS AT

A Pest Megyei Kormanyhivatal (a tovabbiskban: Engedélyezd Hatosdg) a Dow AgroSciences
Hungary Kft. Szabadféldi Kisérleti Alloméas (székhely: 2040 Budadrs, Neumann Janos u. 1 sz.,
telephely: 6710 Szeged, Back Bemat utca 014168/20 hrsz.  tovabbiakban:  Ugyfél)
vizegaldhelyének Helyes Kiséreti Gyakorlat = Good Experimental Practice (a tovabbiakban: GEP)
szerinti inspekcidja &3 ismételt elismerése irdnti kérelme alapian indult eljarashan meghozta az alabbi

HATAROZATOT:

Engedélyezési céli bioldgiai hatasvizsgalatok végzéséhez az Ugyfél vizsgaldhelyének GEP-
mindsitéset kiadom.

A GEP - mindsités 5 évig érvényes dontésem kizléssel veglegesse valasatol szamitva.
A virsgalohely GEP-mindsités az aldbbi mindsitési kategoriakra & mivelési dgakra kenll kiadasra:

*  mindsitési kategoria: herbicidek, fungicidek és baktericidek, zoocidek, névekedésszabdlyozo és
termésndveld készitmények, adalékanyagok

+« mivelési ag: szantofild, zoldség, gyimdles, szdld, diszndvény, erdd, kiztenilet, egyéb

Jelen mingsités nem érinti a mikédésselftevekenyséy folytatasaval kapcsolatos egyéb jogszabalyban
eldirt engedéhveket, iletve Ogyféinek azok beszerzésére vonatkozd kitelezettsénét.

Az Ugyfél a vizsgalohelyeinek mindsitett tevékenységét &rintd jelentds valtozasrdl 15 napon belil
kiteles értesiteni az engedélyezd hatdsagot.

A GEP-mindsitéssel kapcsolatos jogszabalyokban és & jelen hatarozatban foglaltak betartasat
hatdsagom szdroprobaszenien ellendrzi. Amennyiben az ellendrzés soran megallapitast nyer, hogy a
vizegalohely nem tartja be a ra vonathozo GEP - kivetelményeket, akkor az engedélyezd hatosag a
hatarozathan feltintetett mindsitett terlletre vonatkozd tevékenység végzését legfedjiebb 2 honapra
felfliggesztheti, illetve a kiadott GEP- mindsitésst visszavonhatia.

Ha az ellendrzés soran egy adott kisérlettel kapcsolatban hianyossagok kerlinek megallapitasra, a
kizéretet a hianyossagok mereketdl figgben az engedélyezd hatosag kizarhatja az engedeélyezésnél
elfogadhatok kazil.

A vizsgalohely GEP szerinti felllvizsgalata &s az elismerés meghosszabbitasa eljaras dijkdteles,
amely a MNemzeti Elelmiszeridnc-biztonsagi Hivatal, valamint a megysi  korményhivatalok
mezdgardasagi srakigazgatdsi szervei eldtt kezdeményezett elidrasckban fizetendd igazgatasi
szolgaltatasi dijak mertekérdl, valamint az igazgatasi szolgaltatési dij fizetésének szabalyairal szdlo
B32012. (VI 2.) WM rendelet 1. sz. mellékletének 8.19.2. pontja szerint: 250.000,- FL

Elelmiszerlanc-biztonsagi, Allategészségigyi, Navény- &s Talajvideimi Fiosztdly
Cirrc 1135 Budapest, Lehel u_ 43-47 ;
Telefon: (D6-1)236-4160, KRID: 511509738
E-mail: ntodipest.gov.hu Wekb: http:fwww komanyhivatal hufhufpest
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Ezen hatarozattal szemben kizigazgatasi eljaras keretében fellebbezésnek helye nincs, ugyanakkor
az Ugyfél jogszabaly-sértésre vald hivatkozassal kérheti jelen, a kizléssel véglegesse vald hatarozat
feliivizsgdlatat, a hatarozat kizlésétdl szamitott harminc napon belll & Fovarosi Torvényszektdl, a
hatarozatot hozd Engedélyezd Hatosag elleni kereset inditdsaval. A keresetlevelet a Pest Megyei
Kormanyhivatal Elelmiszeranc-biztonsagi, Allategészségigyi, Movény- és Talajvédelmi Foosztaly
Méveny- és Talajvedelmi Osztalyahoz (1135 Budapest, Lehel u. 43-47)) elekfronikus dton kell
benyujtani.

INDOKOLAS

Az Ugyfél 2020. jolius 09-én érkezett levelében vizsgalohelyének inspekcitjat és ismételt elismerését
kérte az engedélyezd hatosagtal.

Az engedélyezd hatdsag 2021, december 02-8n az Ugyfél telephelyén helyszini elendrzést tartott,
amelysknek meogallapitazait a PE/NWV/01445-2/2021 dgyiratszami jegyzdkdnyvben régzitette.

A helyszini ellendrzés sordn az engedélyerd hatdsdg megdllapitotta, hogy a ndvényvedd szerek
forgalomba hozatalanak és felhasznalasanak engedeélyezeéserdl, valamint a ndvényvedd szerek
csomagolasardl, jelolésérdl, tarolasardl és szallitisarol szold 83/2004. (V. 15) FVM rendelet
(tovabbiakban: Rendelet) 22. §-han foglalt bioldgiai hatasvizegalatokkal kapcsolatos eldirdsoknak a
vizegdlohely nem felelt meg hianytalanul, és az Ogyfelet a PE/NWID1445-772021 dgyiratszami
végzeéshen a hianycssagok megazintetésére szdlitotta fel.

Az Ugyfél a hidnyossagokat megszintette és annak bizonyitsardl szdld dokumentscidt az
engedeélyezd hatosagnak 2021. december 17-2n megkildte.

A fentiek alapjan megallapitottam, hogy a GEP-mindsités megadasanak feltételei teljesiiltek,
ennek megfelelden dintittem a rendelkezd részben foglaltak szerint,

A Rendelet 22. §-a ertelmeben (5] Kérelem alapjan az engedelyezd hatcsag helyszini elendrzést
falytat 2 a vizsgalohelyen, majd hatarozathan dént a vizsgalohely GEP-mindsitéserdl A hatarozatnak
ki kell tejednie arra, hogy a vizsgaldhely milven kategdriskra, iletve mivelési dgakra sferezfe meg a
GEP-mindsitést.

(6] A GEP-mindsiteés ervényessegi idefe elsd tandsitas esetén 2 év, a tanisitas megujitasat kivetoen
legfelishb 5 év.

(7] A GEP-mindsitési eljarasért a kilin jogszabalyban meghatarozoff dijat kell fizetni.

(8] A GEP-mindsitéssel rendelkezd vizsgdlohely minden, a mindsitett fevékenyssget enntd jelentds
valtozdsrdl 15 napon belil kifeles érfesiteni az engedelyezd hatdsagot.

(9] Az engedélyezd hafdsag szuroprobaszerden ellendrzi a GEP-mindsitéssel rendelkezd
vizsgaldhelyeket. Amenmyiben megallapitast myer, hogy a vizsgaldhely nem farfia be a ré vonatkozé
GEP-kivetelményekef a hafdsdg a hatdrozathan felfinfefelt mindsitett ferliefre vonatkozo
tevékenységef legfeliebh 2 hdnapra felfiggesztheti ilefve a Kiadolt GEP-mindsitést visszavonhalia.
Ha az ellendrzés soran egy adoft kisérlettel kapcsolatban hianyossdgok keriinek megdllapitisra, a
kizérletet a hianyossagok merteksidl fliggoen az engedélyezd hatosag kizarhalia az engedelyezésnél
elfogadhatok kozil. ™

Jelen eljards nem tartozik & veszélyhelyzet megszinésével dsszefliggd atmeneti szabalyokrdl &2 a
jarvanyiigyi késziltségral sz4lé 2020. &vi LVIIL. tirvény (a tovabbiakban: Tv.) hatalya ala.

A Tv. 398. § (2) bekezdése kimondja:
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.E fejezet hatalya nem ferjed ki

b) azokra az dgyekre, amelyekben a kérelmezett jog Magyarorszag nemzetkdzi jogi kitelazettségel,
valamint az Eurdpai Unio kifelezd jogi akiusal alapjan kizardlag engedellye! gyakoroihata,

d) azokra az engedélyezésekre, amelynak targya valamely jogosultsag méntekensk megallapitisa.”
Az engedélyezd hatdsag a hatarozatat a foldmivelésigyi hatosagi és igazgatasi feladatokat ellato
szervek kijeloléserdl szolo 383/2016. (XI1.2.) Kormanyrendelet 19, §-aban és az élelmiszerlancrol és

hatosagi fellgyeletérdl szold 2008. évi XLVI. tdrvény 33. § &) pontjidban biztositott jogkdrében,
foglaltaknak meagfelelden hozta.

Jelen hatdrozat elleni fellebbezés lehetfsége az Akr. 116. § (1) bekezdése, (4) bekezdés d) pontja
alapjan kerilt kizArdsra. A keresetinditds lehetfségérdl szold tijéhortatdst az Akr. 112, § (1)
bekezdése, 114. § (1) bekezdése hatdrozza meg.

A birdsagi feliilvizsgalat &= a kereset benyljtisanak lehetdségérdl és szabdlyairdl, az Eitv. 3904, §-a;
a kozigazgatasi pemendtartasrol szolo 2017, &vi I torvény 28. § (1)-(2) bekezdése, 29. § (1)
bekezdése 38. §-a, 39. §-a, 50. §-a, 52. §-a, 77. &a, 157. & (1) bekezdése; a birosagok szervezeterdl
és igazgatasardl szold 2011, évi CLXI. tdrvény 21. § (B) bekezdése; a polgari pemendtartasral szdld
2016, évi CXOOC tdrvény 605. §-a; valamint az elektronikus Ogyintézés és a bizalmi szolgaltatasok
altalénos szabalyairdl sz6l6 2015, &vi CCXXI torvény 9. § (1) bekezdése rendelkezik.

Budapest, 2021. december 17.

Dr. Tarnai Richard kormanymegbizott
neveben és megbizasabal

Dir. Vincze Eleondra
osztalyvezetd
A hatarozatot kapjak:

1. Ukgyfél
2. lIrattar
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PEST :"rrj: EGYEI

KORMANYHIVATAL
Ugyirat-szam: PE/NVI02252-6/2021 Targy: Corteva Crop Solution HUN
Ugyintézd: Ferenczi Jdlia Kft. vizsgalohelyének GEP
Telefon:D6-1/236-3975 tanisitazanak modositasa
E-mail: ferenczi julia@pest.gov_hu Melleklet:-

A Pest Megyei Kormanyhivatal (a tovabbiakban: Engedélyezd Hatosag) a Corteva Crop Solution
HUM Kft. [adoszam: 11762085244, FELIR azomosito: AAC141949, székhely: 2040 Budadrs,
Heumann Janos u. 1 sz.. telephely: 6728 Szeged, Kotanyi Janos kiz 4. tovabbiakban: Ugyfél)
vizegalohelyének Helyes Kisérleti Gyakorlat = Good Expenimental Practice (a tovabbiakban: GEF)
szerinti inspekcidja a vizsgalohely név és cimvaltozdsanak bejelentése kapesan az Ogyfel kérsime
alapjan indult eljgrasban meghozta az alabbi

HATAROZATOT:

Az engedélyezd hatdsag a PEMNVI01445-11/2021 szamid hatarozat szerinti (a tovabbiakban
Alaphatarozat) GEP-mindsitést - az egyéb rendelkezések valtozatlanul hagyasa mellett — az
alabbiak szerit modositfa.

Az Alaphatdrozat rendelkezd részében szerepld szdvegrész

Dow AgroSciences Hungary Kft. Szabadféldi Kisérieti Allomés (székhely: 2040 Budadrs,
Neumann Jénq_s . 1 sz, telephely: 6710 Szeged, Back Bemat utca 0147620 hrsz.
tovabbiakban: Ugytfeal)

az alabbiak szerint modosul

Corteva Crop Solution HUN Kift. (adoszam: 11762085244, FELIR azonosito: AADT41949,
székhely: 2040 Budadrs, Neumann Janos u. T sz., telephely: 6728 Szeged, Kotanyi Janos kiz 4.
tovabbiakban: Ugyfal)

Ezen hatarczattal szemben kizigazgatasi eljaras keretében fellebbezésnek helye nincs, ugyanakkor
az Ugyfél jogszabaly-sértésre vald hivatkozdssal kérheti jelen, a kizléssel véglegesse vald hatarozat
felliivizsgdlatat, a hatarozat kizlésétdl szamitoft harmine napon belll & Fovarosi Térvényszektdl, a
hatarozatot hozd Engedélyezd Hatosag elleni kereset inditdsaval. A keresetlevelet a Pest Megyei
Kormanyhivatal Elelmiszedanc-biztonsagi, Allategészségigyi, Novény- és Talajvédelmi Foosztaly
Movény- és Talajvédelmi Osztalyshoz (1135 Budapest, Lehel u. 43-47.) elektronikus Gton kell
benyujtani.

INDOKOLAS

Az Ugyfél 2022. oktober 7-én érkezett levelében a PE/MNVID1445-11/2021 szami hatarozat szerinti
GEP-mindsitésének modositasat kére vizsgaldchelyének név és cimvaltozasa okan.

Az engedélyezd hatdsdg a ténydllas tisztizasa érdekében 2022, december 1-&n az Ugyfel telephelyén
helyszini ellendrzést tartott, amelyeknek meogadllapitasat a PEMNVIDZ252-5/2021 (gyiratszami
jeayzakdnyvhen roge tette.

Elelmiszerinc-biztonsagi, Allategészségigyi, Mowény- &s Talajvédeimi Faosztaly
Cim: 1135 Budapest, Lehel w 43-47.;
Telefon: {06-1)236-4160, KRID: 511508738

E-mail nboddpest gov.hu Webc hitp:/fwees. kommany hivatal. huhuipe st
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A helyszini ellendrzés soran az engedélyerd hatosdg megallapitotta, hoogy a ndvényvédd szerek
forgalomba hozataldnak és felhasznalasanak engedélyezésérdl, valamint a ndvényvédd szerek
csomagolasarcl, jeldléserdl, tarolasardl és szallitasarol szold 89/2004. (V. 15.) FVYM rendelet
(tovabbiakban: Rendelet) 22. &-ban foglalt biologiai hatasvizsgalatokkal kapcsolatos eldirascknak a
vizsgdlohely megfelel tovabba, hogy a vizsgaldhely a PEMVID1445-11/2021  (Ogyiratszamd
hatarozathan foglalt GEP-mindsités eldirdsait valtozatianul teljesiti.

A fentiek alapjan megallapitottam, hogy a GEP-mindsités madositasanak feltételei teljesiiltek,
ennek megfeleldéen dantdttem a rendelkezd részben foglaltak szerint.

Az engedélyezd hatdsag a hatarozatat a fOldmivelésigyi hatosagl &s igazoatasi feladatokat ellatd
szervek Kijgltléserdl szold 38372016, (X1.2.) Komanyrendelet 19, &-aban és az élelmiszerlancrol és
hatdsagi feligyeletérdl széld 2008, &vi XLVIL tirvény 33. § ) pontjdban biztosftott jogkdrében,
foglaltaknak megfelelden hozta.

Jelen hatarozat elleni fellebberés lehetdsége az Akr. 116. § (1) bekezdése, (4) bek:&zdés d) pontja
alapjan kerilt kizarasra. A keresefinditids lehetdségérdl =zold tajékoztatast az Akr. 1120 § (1)
bekezdése, 114. & (1) bekezdése hatarozza meg.

A birdsagi felilvizsgélat &= a kereset benyljtisanak lehetfssgérdl és srabdlyaindl, az Eftv. 3004, §-3;
a kizigazgatasi pemendtartasrdl szdld 2017. &vi | térvény 28. § (1)-(2) bekezdése, 29. § (1)
bekezdése 38. §-a, 39. 5a, 50. §-a, 52. §-a, 77. §-a, 157. &. (1) bekezdése; a hirdzagok szervezetérdl
&3 igargatasandl szald 2011, évi CLXI. tdrvény 21. § (6) bekezdése; a polgar pemendtartasral szold
2016, évi CHO. torvény 605. §-a; valamint az elektronikus Ggyintézés és a bizalmi szolgaltatasok
altalanos szabalyairdl szold 2015. évi CCXXIL tirvény 9. § (1) bekezdése rendelkezik.

Budapest, 2022. december 05.

Dr. Tarnai Richard fdispan
nevében &z meghizasabal

Dr. Brandenburg Tamas
foosztalyvezatd
A hatarozatot kapjak:

1. Ugyfél
2. lIrattar
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Certificate of GEP compliance CPR Europe Kft.

Aldird dr. Vincze Eleonora (2022 05 23 )

S

e
-
PEST MEGYEI
..... 5 : ” KORMANYHIVATAL o— 5
Ugyirat-szém. PE/NV/00330-10:2022 Térgy. CPR Eurcpe KR vizsghlo-
Ugyintézd: Ferenczi Jllia hetyének GEP tanusitdsa
Tolefon 06-1/236-3975 Meléklal -

E-mail_ferenczijulia@pest gov hu

A Pest Megyei Kormanyhivatal (a tovabbiakban Engedeélyezd Haidsdg) az CPR Europe KR
(székhely: 9700 Szombathely, Torok Ignéc utca 30, adészam: 13710754-2-18 FELIR azonositd:
AAB232182, ‘elephelyek 8300 Hodmeztvasarbely, Kisfaludy | 127, 4030 Debracen, Cvoda ulca 25,
A ép. 8840 Csurgd, Zrinyl u 61, 8175 BalatonfUz®, Aradi u. 23. . a tovabbiakban Ugyfél)
vizsgaldhelyének Helyes Kisérleti Gyakorlat = Good Experimental Practice (a tovabbiakban: GEP)
szerinti inspekcidja és elsmerése irdnti kérelme alapjan indult effardsban meghozta az aldbbi

HATAROZATOT:

Engedélyezesi céli bioldgial hatasvizsgalatok végzésehez az (gyfél vizsgalohelyenck GEP-
mindsitését kiadom.

A GEP - mindsités 5 évig érvényes dontésem kdzlésse! véglegesss valssatd! szamitva.
A GEP-minésités az alabb mindsités: kategonaxra és mivelés: agakra kel kadasra

-  mindsitési kategdria:  herbicidekx, fungicidek @s  baklericdek,  zoocidok,
novekedésszabalyozo ée termésndveld készitmanyek adalékanyagok

- mivelési ag: szantofold. zoidség gyumalics, szold, disznovény erdd kozterulet &3 agyedb

Jolen mindsités nem Grinti a mikodésseltevikenysdg folytatasiual kapcsolatos agyéb jogszabalyban
eldirt engedé yeket, illetve Ogyféinek azok beszerzésére vonatkozd kotelezetiséget.

Az Ugyfel a vzsgalohelyeinek mindsitet tevekenysegét erntd jelentds vaiozasrél 15 napon balul
kiteles értesiteni az engecélyezd hatosagol

A GEP-minositéssel xapcsolatos jogszabalyckban és a jelen hatarozatban foglaitak betartasat
hatésagom szdrdprobaszerien el'endizi. Amennyiben az efendrzés soran megallapitast nysr. hogy a
vizsgaldhely nem tarja be a rd vonatkazd GEP - kovetasiményeket akkor az engedélyezs hatésidg a
hatarczatban feltntetett mindsitet: terlletre vonatkozd tevekenyseg veguésdt legleledb 2 ndnapra
felfuggesztheti, lletve a kadott GEP-mindsitését vieszavonhatja.

Ha az sbendrzes soran egy adoll kisérlellel hapcsolatban hidnyossagok kerlinex megallapitasa, a
kisérlatel a hidnyosedgok martékatdl faggden az engedélyazd hatésag kizirhatja az engedélyezésnél
elfogadhatok kozu

A vizsgdidhely GEP szerinfi inspekcitja és isméteilt elsmerése eljirds dikoteles A dijtel o Nemasti
Elmiszeridnc-biztonségi  Hivatal valamint & meqgyel korményhivatalok mezégazdasagi
szakigazgatas: szerver elott kezdeményezelt eljarasokban fizetendd igazgatasi szolgaliatasi dijak
mértekérdl, valamint az igazgatasi szokgakatasi dij fizetéeénak szabalysird! sz0l6 832012 (VI 2 ) VM
rendelet 1. sz. mellékleténsk 8 18 2 pontja szernt: 250 000 - Ft_amelyet az Ugyfal meghzetett.

Aokmis2otne Dutonsig, ARTOGSZSOgUY, NOvlny. 06 Taapdocim Fi0s2ly
Cirt 1335 Budupest Lehel u, 43472
Teleton: (O0-1)236-4160, KRD: 511509738
Eorail moflpest ov U Weslr Do Masre koosne b vaed ste/pest
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Ezen hatdrozattal szemben kozigazgatasi eljards keretében fellebbezésnek helye nincs, Lgyanakkor
az Ugyldl jposzabdiy-sértésre vald hivatkozdssal kérheti jelen, a kozléssel véglegessd vald hatdrozat
feiilvizegalatat, a hatarozat koziésettl szamitott harminc napon beldl a Févamsi Tonsényszokitl a
hatérozatol hozd Engedélyezt Hatosag elleni kereset inditésaval A leresellevelet a Pest Megye
Kormanyhwvatal Elelmiszerianc-biztonsag, Allategészségugyl, Novény- és Talajvédelmi Foasztaly
MNovény- és Talajvédelmi Osztdlydhoz (1135 Budapest Lenel u 43-47) elekironikus Oton kel
bernyltani.

INDOKOLAS

Az Ugylél 2022 marcns 02 napidn érkezet! levelében vesgdlohelyének mepekcidat kie az
engegélyezt hattsagiol,

Az engedélyezd hatdsdg 2022 Aprills 22-en az Ugylél székhelyén, 2022 apriis 27-én a
hédmezivasarnelyi-, 2022, aprlis 28-an a debreceni-, 2022, Aprilis 29-4n a balatonfle®i, iletve a
csurgdi telephelyen helyszini ellendrzést tartetl, amelyeknek megdllapitésait a PEMVOD3I30-3/2022
PEMVO0330- 42022 PEMY/0330-5/2022, PEMWVIDO330-6/2022, PEMVI0330-7/2022,
Ogyiratszami jegyzikonyvekben rogzifette

A helyszini ellendrzes soan az engedeélyezd halGsag megallapitotia, hogy a nivenyvedd szerek
forgalomba hozatalénak és felhaszralasanak engedeélyezésérdl, valamimt a novenyvedd szerek
csomagoldsardl, jeloiésersl, tarolasdrdl és szalltdsardl szold 832004 (V. 15) FVM rendelet
(tovébbiakban, Rendelel) 22 &ban foglall boldgial hatasvizsgalatokkal kapesolatos elblrasoxnak a
vizsgdlohely nem felelt meg hisnytalanul, és az Ugyfelst a PEMVIDO330-8/2022 ugyiratszdmu
végzésben a hignyossacok megezlntetésére, pétlasara szdlftotta fial,

Az Ugyfél a hanyossdgokat megezintette &8s annak bzonyitdsand| =zold dokumentsoot a2
engedélyezd hatosagnak 2022, majus 19. napmén napjan megkdidie.

A fentiek alapjdn megallapitottam, hogy a GEP-mindsités megadisdnak feltételei teljesiltek,
ennek megfelelben dontottem a rendelkez & részben foglaitak szerint

A Rendelet 22. §-a értelmében (3 Hérolem alapdn az engeddyezd haldssg helyszin effendrzés!
folytal [ a vizsgatdhelen, mad hatarazatban dont a vizsgakihaly GEP-mindsitassrsl A hatarozatnak
ki ksl tarjedinie ama, hagy a vizsgaithely milyen kalegdnidkra, ielve mivelas Agakrs szarazie meg a
GEF-mindsitést

(6} A GEP-mindsitas drvaryossagl idae aiso fanusilas esetan 2 év, a lanusilas megdjitasat kovelten
hegfefjebb 5 év.

(7) A GEP-min&sitési eljirasért a kidan jogszabdlyban meghatérozott difat hell fizetni.

(8) A GEP-minSsitéssal rendelazd vizsgaiShely minden, a minGsilett tevékenységé! drintd jalentss
valtozdsrdl 15 napon beldl kilales driesiioni az angedélyard hatdsagol

(9) Az engeadiysrd haldsag szordprobaszerden aflendrzi @ GEFP-minSsiiéssed  rendefkezd
vizzgaldhalyehel, Amennyiben megalispitast nyer, hogy a vizsgadhely nem tartfa be a ra vonaikozo
GEF-kivataiményeisd, a haldsdy 2 hatdorzatban falfiniefell mindsilaft tertlelre  vonalhord
teveranysegel legialishh 2 hdnapra feffuggeszthel, Mstve a kiadolt GEP-mindsitest visszavanhalia
Ha az eflendrzés soran egy adolt kisenstial kapcsolatban hanyossagok kerulnex megaliapitasra, a
kisgrigiet a hidnyossagok mérgketdl fuggden az engeddlyerzd haldsag kzarhalia az engecsiyezésnd!
sifogachatil kozdl.”

Jelen eljirds nem tarozik a veszélvhelyzet megszinésdvel osszefigod atmeneti szabdiyolndl és a
jarvanyOgyi készaltségrdl szol6 2020, évi LVIIL torvény (a tovabbiakban: Tv.) hatélya ald.
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ATv 328 §(2) bekezdése kimondja

LE fejezet hatalya nem terjed ki:

b) azokra az Ogyeskre, amelyakben a kéredmazell jog Magyarorszag nem zefkoz! jogi kitalezsitséger
vatamini az Eurdpal Unié kdtelaz6 jogi aktusal alapjan krzardlag engadéilye! gyakarolhatd,

d) azdlera az engedélyezéseire. amelynak térgya valamely jogosuitssg mértéaének megaiapitisa ”

Az engedélyezd hatdsag a hatarozatdt @ foldmivelésogyi hatdsagi és igazgaldsi feladatokat ellald
szervek laeldiésérdl szol6 3832018, (XI.2.) Korményrendelet 19. §-aban és az élelmiszeriéncrdl és
hatésagl felogyeletérsl szolé 2008, évi XLVI torvény 32 § e) pontjdban biztosiiolt jogkorében,
fogla'taknak megfelelden hozta

Jelen hatarozat ellen: fellebbezés lehetSsege az Akr. 116 § (1) bekazdése, (4) bekezdés d) ponta
alapjan kerUlt «izardsra A keresstindltas lenetoségerol s20l0 tajekoztatast az Akr 172 § (1)
bekezoése, 114 § (1) bekezdése hatdrozza meg

A birésdgi felutvizsgalat és a kereset benylitasdnak lehetdsegerdl és szabdlyaird, az Eltv. 39/A §a;
a kozigazgatasi perrendizrasrdl szold 2017, évi | torvény 28 § (1)-(2) bekezdése, 29 § (1)
bekezdése 38, §-a, 39 §a 50 §a 52 §e 77 &a 157 § (1) bekezdése, a bir6sdgok szervezetérs!
és igazgatasardl sz6ié 2011, évi CLXI. torvény 21. § (6) bekezdése; a polgén perrendtartasrél szdi6
2016 évi CXXX torveny 606 §-a, valamint az elekironikus Ogyintézés &s a hizaiml szolgakatasok
altalanos szabalyairdl szl 2015 évi CCXXI torvény S § (1) bekezdése rendelkezik

Budapest, 2022 majus 23.

Dr. Tarnai Richard korménymegbizott
nevében és meghblzasandl

Dr. Vincze Eleonéra
osztalyvezeld

A hatarozatot kapgic
Ugyfé)

2 Pest Megyei Kormanyhivatal Pénzugy| és Gazdalkodasi Foosztalya

3

Irattar

Page 175/208
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Certificate of GEP compliance Dow AgroSciences Poland

GLOWNY INSPEKTOR
OCHRONY ROSLIN [ NASIENNICTWA

Mirostawa Konicka
Nr emidenayjny: WO-505-202004 Warszawa, dnia (4, 042007 r.

DECYZJA Nr 212007

Ma podstawie et 155 ustawy z dnia 14 coerwea 1960 r. Kodeks postapowanka adminisracyjnego (D2 WL 220001,
W 98, poz. 1071 z pédn, zm). po rozpabrzeniu wnioshu Z dnia 19 marca 2007 r, uzupeinionego pismem
z dnia 23 marca 2007 r. o zmiang zskresu upowainienia do prowadzenia badaf skuteczneded dziatania rodia oohrony
rdlin zmientam decyzia Nr 7/2005 2 dnia 1 mafa 2005 r. zmieniona decyzja Nr 172008 z dnia 21 lutago 2008 r.
Razetrzygreeciu decyz|i nadaje nastepujaca brzmieniec

upowazniam

Dow AgroSciences Polska Sp. z0.0.
ul, Domaniewska 50 A, 02-672 Warszawa

do prowadzenia badan skutecznosci dziatania Srodka ochrony roslin

z grupy fungleydiw, herbioyddw, insekiycydow, regulatoniw wZrosiu oraz lqcznege stosowania érodkéw ochrony rodiin
na Wraanikach | bolskach pilkarskich, w ezkdlcach drzew owocowych, a tekhe na lakach | pestwiskach, w uprawach
polowych; zhdd, reepeky, gorozyoy, sloneaznikdw, Zemndakdw, burakéw cukrowych, marchwi, kapusty, kalafordw,
brokuldw, cebull, pordw, sataty | oykor oraz w upramach sadownicoych: lablonl, grusz, Siw, czeredni, witni, 8 lakie
W uprawia kukurpdzy,

Chrag watnoéol upowanienla poaostaie bex zmlan

Uzssadnlenla

Whioskiem ¥ dnia 19 marca 2007 r, firma Dow AgroSglences Poiska Sp. 2 o.. ul. Domaniewska 50 A,
(2672 Warszawa wystapila o zmisng Decyzjl Nr 702005 7 dnia 1 maja 2005 r. zmienione] decyzi Nr 12008
2 dnila 21 lulage 2006 r. ze wagledu na zmisng siedzioy | adresu firmy.

Majac na uwedzs powyrars, postanowiono jak w rozsirzygnigclu decyzji

Pauczanhe
[ riiisjsze] dedyzji odwaianie nie prryshuguls. Jecnakde strona rinzedowolona 2 decyzji mode zwrici: s do Gwnego Inspeltan
Soelin | Masienmictwa 2 wioskiem o ponowne rozpabrenie speawy w leminig 14 dnl od dnla dorsczenia decyzj, zpodnie
zart, 127 § 3 Kodekeu poatepowania adminisracyinogo.
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GtOWNY INSPEKTORAT OCHRONY ROSLIN | NASIENNICTWA

ul Mynarska 42, 01-171 Warszawa
ted, 022 385 57 70, fax 022 385 57 50
PIOR wiww.plorin.gov.pl, e-mal-gh@plorin.gov.pl

WO0-505- 3, /2010 Warszawa, Ab 062010 1.

Dow AgroSciences Polska Sp. z 0.0,
ul. Domaniewszka 50 A
D2-6T2 Warszawa

Gléwny Tnspektor Ochrony Rodlin i MNasiennictwa uprzejmie informuje, e zgodnic
zprzepisami art. 50 ustawy z dmia 4 marca 2010 r. o Swiadczeniu uslug na terytorium
Rzeczypospolitej Polskiej (Dz.U, Mr 47 poz. 278), upowazinienic do prowadzenia badad
skutecrnodei dzialania frodkéw ochrony rodlin Nr 7/2005 z dnia 1 maja 2005 r., zmienione
decyzjami Nr 1/2006 (z dnia 21 hotego 2006 r.) oraz Nr 2/2007 (z dnia 4 kwietnia 2007 r.), stalo si¢
upowsainieniem wydanym na czas nieokredlony.

Upowndnicnie do prowadzenin badaf skuteczmoéci dziatania srodkdw ochrony rodlin,
udzielone prrez Glownego Inspektora Ochrony Rodlin i Nasgicnnictwa, stanowi potwierdzenie
spelniania  warunkdw  organizacyjno-techniczne, zwanych™ ,Zasadami Dobrej Prakiyki
Eksperymentalne]” (Good Experimental Practice - GEP), zapewniajacych prawidlowe

przeprowadzanie badan skutecznodei dziatania srodkéw ochrony roslin.

*

LY

4 ) Z-ca Gl ra
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Certificate of GEP compliance Dow AgroSciences Hungary

]
' -u.{:i? " 1L Bushapu, Busiialen di 200145
Pinébih Nationad Food Chain Safety Office [0} sy
TeemaToldssl it a1zealig Dimectorate of Mant Protettion, Soll Conservation [T - T
g = e
' JM.‘FI rviinrmeal ~h i e
s
Yiour rel: -
O pell: 04 248278201 6
2 September 2016

Subject: Certalicate of Official Recognition of Efficecy Testing Facilities or Organisations in Hungary

Having recenved the application submitted by the Dow AgroSciences Hungary K. Szabadfildi Kiserleti
Allomdsa (H-S0 Szolmok, Vizpart krt. 32, Hungary), the client, for completing & cenifieation procedure of
firsl instance conceming the Officisl Recognition of Efficacy Testing Focilities Organisations, (0. Good
Experimental Prctices (hereinafier; GEP), 1. acting as the food chain control body, has made the following

DECIS1ION:

I issue the client’s GEP certilicate for ity premises st Szolnok, Vigpart ket. 32 for camrving owt efficacy trials
for nuthorisation purposes. The GEP certificaie is effective for 5 years from the entry late force of this
Decision,

The client’s GEP certificate is giver Jor the following categories of products and cultivation

sproduct categories: herhicides. fungicides asd bactericides, zoccides, growik regulators and yield enhencing
substances. additives:

scultivation categories: ficld crops, vegetables, fruts, grapevines, omamentals, forest. public place. others.

I inform you that the present cenification s without peejudice 1o cither the licepces concormimg the
operation follow-up of activity laid down in other provisions of legistation or the clicnt’s obligstion for ohtaining
them.

The client is obliped 10 motify the compeleni suthority, within 15 days, of any inporian chenges concerning the
certifed activity of the testing faeility.

I call your attention that respect of the provisions laid down in the legislation oa GEP cenifieation and m thiz
Decision shall be randomly controfled by my competent autlorty . If dunng the official inspection it is sated that
the testing facility docs not meet the relevant GEP requirements. the competent authority may suspend the sctivity
related to the category specified in this Decisson for maximum 2 momths of may revoke the GEP-cenificase.

I during the officasl irspection it is found that some details are missing in relation to a particular wial, the
competent authonty respoasible for authortzation may exclude the wial, depending on the extent of missing data,
from those that may be accepied for authorization,

The fee of the present procedure 15 250.000 HUF (3.2, two hundred and fifty thousand Hungarian Forints) paid by
th chieni.

Mo funher complaint shall be lodged apainst the present Decision. effective by its publication, through wate
administration, though with reference 10 infringement of law, judicial review of the Decision may be requesied at
the Capital Administrmive and Employment Court. The claim aote shall be submitied o my competent awthosity
within 30 days of the communication of the Decision.

T inform you that the court shall judpe the cnse out of cotr, bat shall carry on & Eesuil ot the request of aay of the
pariics, The client may ask for carrying on a lawsu, but in defaull of so doing. no verificalion is accepled
Submission of the clxim note has no delivmg force on the implementation of this Decision.
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In its application of 7 July 2016, the client submitted an application 10 the competent authority for o procedure of
GEP cermification.

As a follow-up 10 this application, the competent authority made & local inspection st the clicnt’s faciity of
Szoinok, Vizpart kn. 32 on 13 July 2016, Statements made durnng the local inspection are reported in the protocol
Nr, 04.24827.42016. Based on the results of the local inspection the competent authority concluded that the
client’s testing facility does not moct the requirements conceming Use efficacy trials specified in Article 22 of the
Desroe 892004 (V. 15.) FVM on the anthorization of placing on the marker and wee, ax well ay on the pechaging,
labeliing, stovige and transport of plant protection products (hereinafter: Decree 892004) and in the Dectsion Nr.
(M 2/4827-572016 it calls the client to {ill the data gaps.

Article 22(3) of Decree 8923004 - Based on request, the competent anthorsy sholl make focal inspections a1 the
texting facility and decide on the GEP qualificasion of the testing focifity. The decision shall incinde the product
and the cultivation cotegories for which the testing facilite obesined the GEP-cersifivare.

(6) Phe volidity of GEP-certification is 2 years in ease of the first request and maximum 3 years in case of resewal
of the cerrificarion
(7) A fee hadd down in specific legislation shall be patd for the GEP-certification procedure

(8) The testing faciline baving GEP-certificanion shell notify the competent authority, within 15 days, about iy
important changes concerming the corrified acrivity of the testing faciiity,
9) The competent auhority shall rondomly control the testing focifity having GEP-certification. If It is fourd thot
the texting fuctliny dovs not moct the relevant GEP roguivementy, the competent amhority may suspend the ectivity
related 1o the catigory spectfied tn thix Docision for maxinume 2 months or may revoke the GEP-certificate. If
during the official inspection it iy exablihed thal some details are missing it relation o o trinl, the competent
anthority responsible for authorization moy exclude the irisl, deponding on the cxtent of missing dato, from those
thas may he aceepied for authorization, ”

Client filled the missing data gaps and reported on il in the better of 11 August 2016, therefore 1 made the Decision
as specified in 1he first part. Therefore 1 stated that conditions for issuing the certificate specified sbove are met, so
1 made the Decision ax specified in the first pan.

The fec of the present procedure is HUF 250,000 and was established in sccordance wiih point 8.19.2 of Aanex |
to the Decree 6372012, (VL 2.0 VM on the extont of adminéstrative servicing fees due for the procodures by the
agriculivral administrative bodies of the Natfonal Food Chain Safety Office and the county govermment offices umnd
on the rules of paying the odministraive servicing fises. The client paid the fee.

I made this Decision within my jurisdiction laid down in Anticle 3 paragraph (1) and Article 5 poist ¢) of
Governmiens Decree 222002, (1. 29.) concerning the National Food Chain Safety Office. Article 3, Asticle 22
paragraph (1) of Decree §9/2004 and in compliance with Articles 71 paragraph (1) and Article 72 paragraph (1) of
Act CXL of 2004 on general rlex of adminisirative official procedsre ond service (hereimafrer: Act CXL of 2004).

1 excluded the possibility of appeal in compliance with Article 100 paragraph (1) point ¢) of Act CXL of 2004 and
provided the possibility of judicial roview in compliance with Article 109 paragraph (1) of Act CX1. of 2004 and
Auticle 330 paragraph (2) of At L of 1952 on Civil Procedure.,

on behalf of
dr. Ménon Oravecz
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Certificate of GEP compliance Ephydia

Liborsd > Bpalt « Fosserniré
REPURLIQUE FRANCAISE

MINISTERE DE UAGRICULTURE ET DE UALIMENTATION

DECISION D'AGREMENT POUR REALISER
DES ESSAIS OFFICIELLEMENT RECONNUS

Conformément & larticke R 253-38 du code rural et de lo péche mantime ef d larticle 6 de [arrété du 26 avrl

2007 refatif aux essais officiels et officieliement reconnus pour 'évaluation des produtts mentionnés 8 /'article
L 253-1 du code rursi et de la péche mantime,

Vu le convention passée avec le Cofrac n® 2859,
Vi ie rapport d'évaluation réalisé par (e Cofrac. en date du 13/10/2017,

L'agrément pour réaliser des essais officeliement reconnus est renouvelé. a forganisme

EPHYDIA
| rue de courceletie
52450 MARTINPUICH

sous le numéro : BPE - 035
POUR LE PERIMETRE SUIVANT :

UNITE(S) | SECTEUR(S) D'ACTIVITE
P EMAI - Grandes cultures
6 grand lue
£2450 .ﬂamnmh Cultures légumiéres, plantes aromatiques,
(unite centrale) médicinales, condimentaires et a parfum

unite d'experimentation morisel
royte d'allly sur noye
80110 Monse!

Grandes cultures

Cultures légumiéres, plantes aromatiques,
médicinales, condimentaires et a parfum

Cet agrément est déliveé pour une durée de cng ans a compter du 30/01/2018 jusqu'au
29/01/2023. En application de l'article 5 de arété susmentionné, une nouvelle évaiuation aura lisu dans un
délai compris antre vingt-quatre et trente-six moig & compter du 30/01/2018.

Lo Che!

Date

i Snrvice des Actions Santtares

20 Froduction Primaire

Alsin TRIDON
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Certificate of GEP compliance Essais+

EN

MINISTERE

DE UAGRICULTURE

ET DE UALIMENTATION
Lo

=,

DECISION D’AGREMENT POUR REALISER
DES ESSAIS OFFICIELLEMENT RECONNUS

Conformément & I'article R. 253-38 du code rural et de la péche maritime et & I'article 6 de I'arrété du 26 avril
2007 relatif aux essais officiels et officieliement reconnus pour I'évaluation des produits mentionnés a larticle
L. 253-1 du code rural et de Ia péche mantime,

Vu Iz convention passée avec le Cofrac n°® 2948,
Vu le rapport d'évaluation réalisé par le Cofrac, en date du 11/01/2022,

L'agrément pour réaliser des essais officiellement reconnus est maintenu, & l'organisme :

ESSAIS +
1 rue du 8 mai
62128 BOYELLES

sous le numéro : BPE - 036
ET POUR LE PERIMETRE SUIVANT :

UNITE(S) SECTEUR(S) D'ACTIVITE
- Grandes cultures
ESSAIS + .
1 rue du 8 mai - Cultures légumiéres, plantes aromatiques,
62128 BOYELLES médicinales, condimentaires et a parfum
(unité centrale) - Zones non agricoles
- Traitement des semences . Cuitures légumiéras

Cet agrément est valable jusqu'au 18 février 2024. L'évaluation de renouvellement devra
impérativement avoir lieu 5 mois avant cette échéance.

Date :

b Le sous-directeur de la santé
et de Ila protection des
végétaux
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Certificate of GEP compliance Eurofins Agrartest GmbH

GEP-Anerkennungs-Zertifikat / Recognition Certificate

Anerkennungsbescheinigung

Die Versuchseinrichtung
mit Hauptsitz in

und organisatorisch
zugehdrigen Arbeitseinheiten in

ist auf Antrag vom

und nach durchgefiihrter
Besichtigung
durch

vom
am

in den Versuchskategorien

als Einrichtung fir die Priifung
der Wirksamkeit von
Pflanzenschutzmitteln im Sinne
des § 8 Abs. 6 der
Pflanzenschutzmittelverordnung
und gemaf’ Verordnung (EU)
Nr. 284/2013 fiir 5 Jahre
amtlich anerkannt worden.

Eurofins Agroscience
Services GmbH/
Agrartest GmbH

Carl-Goerdeler-Weg 5

21684 Stade

siehe Seite 2

26.01.2021

Frau Warnecke-Busch

LWK-Niedersachsen
Januar 2021
Ackerbau, Gemiisebau,

Obstbau, Zierpflanzen,
Forst, Sonderkulturen

Recognition Certificate

The testing facility
with headquarters in

and subsidiary testing units
in

on application from
and after inspection

by

dated
on

in the trial cate

has been officially
recognised as an
organisation for efficacy
testing facility of plant
protection products
according to § 8 par. 6 of
the Plant Protection
Products Ordinance and
the Commission
Regulation (EU) No
284/2013 for 5 years.

Waunstorfer 5\
LandstraBe 9 e v My
~ 30453 Hannover g
524 [ [hs ) ¢
Datum Unterschrift Adresse der w
Anerkennungsbehorde
Date Sign address of the Stamp

recognising authority
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Seite 2

Organisatorisch zugehorigen Arbeitseinheiten/ subsidiary testing units

Baden-Wdrttemberg

Agrartest GmbH
Scheerwiesenweg 41
D-71701 Schwieberdingen

Baden-Wiirttemberg

Agrartest GmbH
Neue Strale 54
D-89179 Beimerstetten

Baden-Wirttemberg

Eurofins Agrarservice GmbH
Lempenseite 50/1
D-69168 Wiesloch

Bayern

Agrartest GmbH
GeilRbihl 3
D-97273 Kirnach

Brandenburg

Eurofins Agrosience Services GmbH
Karl-Liebknecht-Str. 53
16321 Bernau

Hessen

Agrartest GmbH
Steedener Weg
65594 Runkel-Delm

Mecklenburg-Vorpommern

Agrartest GmbH
Am Rehhhagen 13
D-17091 Rosenow

Niedersachsen

Eurofins Agrosience Services GmbH
Pastor-Reins-Str. 14
D-49586 Merzen

Niedersachsen

Eurofins Agrosience Services GmbH
Andreasplatz 2
D-311912 GroR Lobke

Nordrhein-Westfalen

Eurofins Agrosience Services GmbH
Bad Meinberger Str. 168
D-32760 Detmold

Sachsen

Agrartest GmbH
Friedensstrafte 30
D-04769 Salbitz

Schleswig-Holstein

Agrartest GmbH
Ringstralie 33c
D-23845 Grabau

Sachsen-Anhalt

Eurofins Agrosience Service GmbH
Wallstrale 7
D-39343 Hundisburg

18594 )06

Waunstorfer
LandstraBe 9
30453 Hannover

Datum Unterschrift

Date Sign

Adresse der
Anerkennungsbehorde
address of the
recognising authority

Stamp
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Certificate of GEP compliance Eurofins Agroscience Services SRL

o N 3

MINISTRY OF AGRICULTURE AND
RURAL DEVELOPMENT

Nations! Phytosanitary Autherity
Natwoma! Commrsmon for Regiatratson of
Plant Protection Prodects

Nrlatreg/ Registration No: 15582 bs.ll-mo

Certificat de recunoagtere oficiald a testelor de eficacitate blologich
In conformitate cu bunele practicl experimentale / Certificate of official
recognition of the efficacy biological tests sccording to the good
experimental practices

Se scordd: SC EUROFINS AGROSCIENCES SERVICES SRL
Nisguntedto:  SC EUROFINS AGROSCIENCES SERVICES SRL
cu sediul: Str. Muntele Mic, nr. 20, Clarmata, jod. Timiy
with headquaniers.  Munitele Mic street. no. 20, Giarmata. Timis county

domenille de ncthitate: culturi agricole de chmp 3l pajipti, pomiculturd, viticulterd, legemiculturd,
Nertculturd, plante aromatice i mediciaale, plante srnamentale gl de interfor, siiviculturd, 100¢ non-

agricele

domains of activity: fickd and meadow crops, pomiculture, viticulture, vegetable prowing, foriculture,
sromatic snd modcinal plants, omamental and indoor plants, forestry, nos-agricultunl sreas

Presemesl conficen me ehbemard n conlrmase cu provederie (rdmubi manrds aguvinre p darvotlrs roake o
i e ) o meantnde medicha § schenddnilor chemance o GOS0 1230201) » prevedenie Procedery neponaly
.*o'“t'“o“—wh-n-_v”--u&hdoul
O W hadert I laks v wb e BCve n U Twogeend apeohal pro ool rA
¥ dervotiiris rarshe. o menatryh LIS b 8 e madubo b Empodine s sccior ne | 341774 | L2000, e sl driie
P OGN e Tt

M*--ﬁ*.umdhmuhqd”dumd.
eomairy of hesih el of De y of chmue clenge so. $003 LUI2IRA01L) and B provinioms of the
um-a—-dmmn‘—“-‘-—-—‘mn—u-“-\
When o 4 Gecmim b eclunen e [ aropess Usson bt of suthoriond scrve submtances, sgywoeed by the Order of She mmairy
of Sorests and reral devekog of e y of Baniih sl 0f O manisiry o e wonaeet a) = @en besdandry
-~ - e - - ey

Dats acordirii certificatulul: 24.11.2020
Issuance date of the cenificare

Data expiedril certificatulol: 24.11.2028
Expiry date of the certificate
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Certificate of GEP compliance Field Research Support

A CERTIFIED TRANSLATION

FROM POLISH INTO ENGLISH
MAMN INSPECTOR
OF PLANT HEALTH AND SEED INSPECTION
Tawdeiers Klow
WO-505-16713 Warsaw, this day of 07.06.2013

DECISION No. 977013

On the basis of ant. 155 of the Act of 14 June 1960 of Administrative Proceedings Code
(DLl of 2013, item 267) aisd art. 3 par.]. p.1 lemver d of the Act of § March 2013 on Plant
Protection Products (DeU. of 2013, item 453) in connection with art. 54 of the Regulation
(EC) of the Evropean Parliament and of the Council No. 11072009 of 21 October 2000
concerning the placing of plant protection products on the market and repealing Council
Directives 79 117/EEC and 91414EEC (Official Journal of the FU L 309 of 24.11.2009,
page 1. as amended) and art. 79 par. 3 of the above mentioned sct on Plant Protection
Products, having considered the motion of 4 May 2013, supplemented by the letter of 29
May 2013, I hereby change the decwsion No. 52006 of 9 June 2006, changed by ithe
decisions No. 62007 of 21 May 2007 and No. 372010 of 14 May 2010,

The final decision is as follows:

[ uuthorise

Mr. Helmui Zéllner
conducting business sctivity under the company name of
Field Research Support
ul. Dwarcowa 2; b4-000 Koscian

to conduct the rescarch on the effectiveness of plant pretection products

of the group of acaricides. fungicides, herbicides. insecticides. molluscicides and substances
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influencing growth m field production, closed places of plant production, nurseries, silviculiu-
res and stands, fruit farming and grasslands. The research shall be conducted on the following
cultivations: cereal, com, root planis, rape and other oil plants, sunflowers, pulses, pears,
plums, cherries, apples, sour cherries, peaches, apricots, strawberries, gooseberries, curmants,
chokeberries, cowberties, rasphermies. blackberries, grapevines. aspargus. vegetables, grass,

flowering plants, ormamentals and special plants (tobacco and hop).

Justification

By the letter of 4 May 2013, supplemented by the letter of 29 May 2013, Mr. Piotrr Uminski,
acting on the basis of the power of attorney granted 10 him, applied for extention of the
scope of decision No. 52006 {of 9.06.2006), changed by the decisions No. 62007 (of
21.05.2007) and No. 32010 (of 14.052010) awthorising Mr. Heltmut Zdéllner, conducting
business activity under the company name of Field Research Support (ul. Dworcowa 2; 64-
000 Koscianh, to conduct the research on the effectiveness of plant protection products, to
conduct the research on the cultivations of “apples. sour chemies. peaches, apncots.
gooscbernes, currants, chokcberries, cowberries, maspberries, blackberries, grapevines,
asparagus, flowering plants, omamentals, special plants (tobacco and hop) and grass™. The
application applied also 1o “grasslands™ as a place of such research.

Mr. Helmut Zillner, conducting business activity under the company name of Field
Research Support, complies with the riles of Good Experimental Practice (GEP), assurning
proper conducting of the research on the effectiveness of a plam protection product.

According to art.155 of the Administrative Proceedings Code, the final decision, by which
the party was granted a right. may be, at any time, with the consent of the panty, revoked
or changed by the public administration authority granting thereof, if the specific
regulations are not contrary to it and the public interest or justified interest of the party argue
for such revocation or change. The procedure under ar.155 of the Administrative
Proceedings Code is possible, if there is the identicalness of the specific rights and
obligations and if there is continuity of legal regulations. Furthermore, the party has to
consent to such revocation or change, if the specific regulations are not contrary to it and

the public interest or justified interest of the party argue for such revocation or change.
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In the case above, the party applied for the change of administrative decision to extend the
rights. Such application shall be considered as the party’s consent to the change of the

decision, since the request of change is definitely equivalent w clear and direet declaration
to the public administration authority. What is more, in this case, we are dealing with the
same rights of the same subject, determined by the valid administrative decision, with the
continuity of law and legally unchanged state of aftairs. Justified interest of the party argues

for the change of the decision and there is no contradiction with any specific regulations.

Having considered the case in question, it was decided as stated hereinabove,

Directions

This decision is subject to no appeal. However. a party dissatisfied with the decision may apply to the
Main Inspector of Plant Health and Saed [nspection for the review of the decision within 14 days from
the date of it being served. according o ar. 127 § 3 of Administrative Proceedings Code.

5Im'|'|p Dury-ufPLN 1060y |.'nn||-|:'cl‘cd, .'!I:Ei.‘l‘dil:ls 10 Part | par. 36¢ of the Annex o ihe Act of |6 November 20046
on Stamp Duty (De U of 2002, e 1282 as amended).
Malgorzata Kukuta - nmin Speciakist in Main Inspeciorate of Plant Health and Seed Inspection.

/< signature tHegible

rotnd seal with fre national emblen of the Republic of Polond and the inseripiion:
MAIN INSPECTOR OF PLANT HEALTH AND SEED INSPECTION

offong seal with the fnscripiion;
Deputy MAIN INSPECTOR
Dariusz Wiraszka

= signamre Hlegible

L. Grzepoez Zielinski, swom translator, hereby certify that this translation conforms to the document in
Palish,

Leszno, 107 July, 2013

Reg. Mo, 122 /13
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Certificate of GEP compliance FieldArm Ltd

Certificate of

Official Recognition of Efficacy Testing Facilities
or Organisations in the United Kingdom

This certifies that
FieldArm Limited

complies with the minimum standards laid down in
Regulation (EC) 1107/2009 for efficacy testing.

The above Facility/Organisation has been officially
recognised as being competent to carry out efficacy trials/tests
in the United Kingdom in the following categories:

Agriculture/Horticulture
Biologicals and Semiochemicals
Stored Crops

Date of issue: 29 January 2019
Effective date: 1 February 2019
Expiry date: 31 January 2024

Certification Number

Signature  CL/ —— ORETO 417
Authorised signatory
gg Department of

HSE &:z: Agriculture and

Chemicals Regulation Division a‘ Rural Devel()pment
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Certificate of GEP compliance Lithuanian research centre for agriculture and forestry.

VALSTYBINE AUGALININKYSTES TARNYBA
PRIE ZEMES UKI10 MINISTERIJOS /
STATE PLANT SERVICE UNDER THE MINISTRY OF AGRICULTURE

GEROSIOS AUGALU APSAUGOS PRODUKTU VEIKSMINGUMO BANDYMU
PRAKTIKOS SERTIFIKATAS /
CERTIFICATE OF GOOD EXPERIMENTAL PRACTICE

2019 m. gruodlio 6 d. Nr. AS4-02(2019)
Vilni

Siuo sertifikaty patvirtinama, kad / This is to certify that

VieSoji jstaiga Lictuvos agrariniy ir misky moksly centras

(Jundinio asmens pavadinimas, teising forma arba fizinio asmens vardas, pavardé / name, type of legal entity or name,
’ surname of natural perwon)

302471203

(Juridinio arba fizinio asmens kodas / code of logal entity or natural person)

Instituto al. |, Akademijos mstl., 58344 Kédainiy r.
(Juridinio asmens buveinés adresas arba fiznio asmens adresas / address of legal entity or natural person)

laikosi gerosios augaly apsaugos produkty veiksmingumo bandymy praktikos ir turi teisg atlikti
augaly apsaugos produkty veiksmingumo bandymus Sioje (3iose) srityje (srityse) / complies with the
requirements of good experimental practice and has the nght to perform plant protection product
efficacy testing in the following field (ficlds):

lauko augalai (i3skyrus darZoves) (adresu Instituto al. |, Akademijos mstl., 58344 Kedainiy r.)

Sertifikatas patikslintas / date of certificate specification: 2021 m, gruodZio 6 d.

/fzf// Sergejus Fedotovas

_.z“a) (vardas. pavardé / name. surname)
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Certificate of GEP compliance Nordic Beet Research

AARHUS
/ ¥ uNIVERSITY
DCA - DANISH CENTRE
FOR FOOD AND AGRICULTURE

Certificate

GEP approval is granted to

Testing unit:  Nordic Beet Research Foundation

Sofiehgj

Hgjbygaardvej 14
DK-4960 Holeby

The approval applies to the execution of GEP efficacy trials of pesticides within

Testing areas: Field Trials

The GEP Recognition Unit at the Danish Centre for Food and Agriculture, Aarhus University,
controls organisation, staff, premises, trial fields, trial equipment, standard operation procedures
and trial reports. The testing unit is subject to continuous control and inspection.

The certificate is valid for a period of 6 years. Expiration date: 31 December 2025

Date of approval: 1 January 2020

Signed: 11 December 2019

7 A

Henrik Brgdsgaard Peter Kryger Jensen
Danish Environmental Aarhus University
Protection Agency

Regulation 1107/2009 concerning plant protection products and ministerial order no. 815 dated 18
June 2018 from Danish Ministry of theEnvironment states that investigations of the efficacy of plant
protection products carried out in Denmark for registration purposes must be performed by testing
units which have been approved to carry out these investigations by the Danish Centre for Food and
Agriculture, Aarhus University.

AU Flakkebjerg Tif: +4587 15 8195 E-mail: PKJ @agro.au.dk
DK-4200 Slagelse
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Certificate of GEP compliance PerfectBAD

[image of the national emblem of Poland]
CHIEF INSPECTOR
OF PLANT PROTECTION

AND SEED PRODUCTION

Andrzej Chodkowski

BORIT.510.6.2020 Warsaw, 27 April 2020
DECISION No 3/2020

Pursuant to art 17 paras, | and 2 of the Act of 8 March 2013 on Plant Protection
Products (Journal of Laws of 2019, section 1900 with subsequent amendments),
having considered the application of 5 March 2020, supplemented by documents
sent electronically (22 March 2020) and photographic documentation (30 March
2020) and the letter of 3 Apnil 2020,

I authorise
Ms Justyna Rezmerska-Pigtka, conducting business activity under the
business name of
PerfectBAD Justyna Rezmerska-Pigtka,
(ul. Przytargowa 4; 99-412 Kiernozia)

to conduct efficacy study on plant protection products from the following
groups: herbicides, fungicides, insecticides and growth regulators. The tests
will be conducted in the field cultivation of spring cercals (wheat, triticale,
barley, oats) and winter cereals (rye, wheat, triticale, barley), maize, rape,
potato, sugar beet, vegetables (omion, cabbage, carrot, cucumber, tomato)
and horticultural cultivation (apple tree).

Justification

By virtue of the application of 5§ March 2020, supplemented by the letter of

3 April 2020, Ms Justyna Rezmerska-Pigtka conducting business activity under
the business name PerfectBAD Justyna Rezmerska-Pigtka (ul. Przytargowa 4; 99-
412 Kiemozia), filed for authorization to the Chief Inspector of Plant Protection
and Seed Production to conduct efficacy study of plant protection products.
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Having regard to the provision of art 1 5zzzzy, para. | of the Act of 2 March
2020 on Detailed Solutions Related to the Prevention, Counteraction and
Combating of COVID-19, Other Infectious Diseases and Crisis Situations Caused
by them (Joumal of Laws, sections 374, 567, 568 and 695), which temporarily
excludes certain obligations resulting from the Act of 8 March 2013 on Plant
Protection Products, the Chief Inspector of Plant Protection and Seed Production,
prior to granting the authorization to conduct efficacy study on plant protection
products, waived to conduct the inspection referred to in art 17 para. 6 of the Act
on Plant Protection Products,

The assessment of meeting the requirements of good experimental practice
by Ms Justyna Rezmerska-Pi¢tka, conducting business activity under the business
name of PerfectBAD Justyna Rezmerska-Pigtka, was conducted on the basis of
the application and attached documents and photos sent electronically on 22
March 2020 and 30 March 2020.

Considering the above, it should be recognized that Ms Justyna Rezmerska-
Pigtka, conducting business activity under the business name of the PerfectBAD
Justyna Rezmerska-Pi¢tka, meets the requirements of good experimental practice,
so it was determined as in the decision.

Instruction

There is no right of appeal against this decision. The party dissatisfied with
the decision may apply to the Chief Inspector of Plant Protection and Seed
Production to reconsider the case within 14 days from the date of service of the
decision, pursuant to art 127 § 3 of the Code of Administrative Procedure.

During the time limit for submitting an application for the reconsideration
of the case, the party may waive this right before the public authority which issued
the decision. As of the date of service to the Chief Inspector of Plant Protection
and Seed Production, the decision becomes final and valid, which means that the
decision is immediately enforceable and it is not possible to appeal against the
decision 10 the Provincial Administrative Count,

If the party does not believe that the decision is consistent with the
application and does not wish 10 exercise its right 1o apply for reconsideration of
the case, it may file a complaint against the decision with the Provincial
Administrative Court in Warsaw within 30 days from the date of service of the
decision to the party. The oomplnm is lodged through the Chief Inspector of Plant
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Pursuant to § 2 para. | item 2 of the Regulation of the Council of Ministers
of 16 December 2003 on the amount and detailed rules for collecting an entry fee
in proceedings before administrative courts (Journal of Laws No 221, section
2193 with subsequent amendments), a permanent entry fee, regardless of the
object of the contested deed or actions in cases of complaints against deeds or
actions in the arca of public administration conceming rights or obligations arising
from the provisions of law, amounts 10 200 PLN,

At the request of a party made before the commencement or in the course
of court proceedings, the party may be granted the right to assistance in respect of
total or partial exemption from court costs and the appointment of a counsel or
solicitor where the party demonstrates that they are unable to bear any or all of
the costs of proceedings.

A stamp duty was collected in accordance with part | para. 36b of the
Appendix to the Act of 16 November 2006 on Stamp Duty (Joumnal of Laws of
2019, section 1000 with subsequent amendments) in the amount of 5 000 PLN,

& B

1. Justyna Rezmerska-Pietka
ul. Przytargowa 4

99.412 Kiemozia

2. on file

[round seal with an image of the national emblem of Poland:
Chief Inspector of Plant Protection and Seed Production]
[stamp:

pp Chief Inspector

General Manager

Teresa Stachowicz-Janke]

{-) illegible signature on the stamp

OOOOOOOOOONNOONOONONOOOONOONNONONNNNOOONNNOOONOE OO XX XXX
|, Robert Dzitowski MA, the signatory to this document, as competent legal transiator
duly hcensed and sworn by the Minister of Justice, listed in the register of swom
translators kept by the Minister of Justice under number TP/2176/06, do hereby cartify
that the enclosed translation is accurate, correct and identical to the submitted (Polish)
document.

Plorisk, 15 May 2020 Translation no 2720 / 2020
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Certificate of GEP compliance Staphyt, Austria GmbH

Bundesamt fur
" Ernahrungssicherheit

GEP-Bestatigung

Gute Experimentelle Praxis

Das Bundesamt fir Erndhrungssicherheit
bestatigt hiermit, dass die

Staphyt Austria GmbH
Am Futerplatz 1
2471 Rohrau

Phanzenschutzmittel-
verordnung 2011 IVm der Verordnung (EU) Nr
545/2011 der Kommission vom
10.06.2011 zur DurchfUhrung der Verordnung
(EG) Nr. 1107/2009 ist.

Die Anerkennung wurde mit Bescheld vom
05.06.2019 suf der Grundiage des Gutachtens
vom 25.03.2019 susgesprochen und ist bis zum
Ablaul des 31.12.2023 gliitig.

Bundesamt fOr EmShrungasicherholt | www.baes.gv.at
Spargetieltarate

191 1 1220 Wien | Ostesreich

Spargetelostralie 191, 1220 Wien, Osterranh

Datum: 05.06.2019

Kontakt: Clemens Hirt 1LB LM

Telefon: +43 (D) S5 55-32353, Fax: 13404
E-Mail: at

clemens. MrtOaes.gv.
Geschiiftszahl: BAES PSM 20180525

GEP-Certificate

Good Experimental Practice

The Federal Office for Food Safety
hereby certifies that the

Staphyt Austria GmbH

Am Futerplatz 1
2471 Rohrau

15 In the trial categories arable land, grassiand,
forest, vegetable production (feld and
protected conditions), viniculture, fruit
production, hop growing, ormamental

aultivations (fiekd conditions) and non-cultivated

areas

an official recognized organisation
for the evaluation of efficacy of plant protection
products according to § %(2) Austrian Plant
Protection Products Regulation 2011 in
conjunction with the Commission Regulation
(EU) No 545/2011 from
10.06.2011 implementing Regulation
(EC) No 1107/2009.

The recognition was granted on the decision
dated 05.06.2019 (based on the evaluation
report dated 25.03.2019) and Is valid until

31.12.2023.

OV DDI45A1 | BAWAG PS X AG | AN ATES 6000 0000 5605 1511 | BIC: BAWAATWW

B e

foon)
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Certificate of GEP compliance Trialtec Gmb
GEP-Anerkennungs-Zertifikat

Anerkennungsbescheinigung

Recognition Certificate

Die Versuchseinrichtung trial-tec GmbH The testing facility
mit Hauptsitz in Kampenredder 5 with headquarter in

24353 Haby
ist auf Antrag vom 07.09.2017 on application from
und durchgefiihrter Besichtigung and inspection
durch Landwirtschaftskammer by

Schleswig-Holstein
vom 23.04.2018 from the
in den Versuchskategorien Ackerbau und Grinland, in the trial categories

Gemisebau, Obstbau,

Zierpflanzenbau und

Nichtkulturland
als Einrichtung for die Prufung der has been officially recognised
Wirksamkeit von Pflanzenschutzmitteln as an organisation for efficacy
im Sinne des § 8 Abs. 6 der testing facility of plant protection
Pflanzenschutzmittelverordnung products according to § 8 par. 6
und gemaB Verordnung (EU) 284/2013 of the Plant Protection Products
fur 5 Jahre bis zum 22.04.2023 Ordinance and the Commission
amtlich anerkannt worden. Regulation (EU) 284/2013 for

5 years until 22™ of April 2023.

Datum Unterschrift Adresse der anerkennenden Behorde Stempel
date sign address of the recognising authority stamp
08.05.2019

Landwirtschaftskammer Schieswig-Holstein
{Chamber of Agriculture Schleswig-Holstein)
Griiner Kamp 15-17

i

24768 Rendsburg

ot h—
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Certificate of GEP compliance Zemédélska zkuSebni stanice KUJAVy, s.r.o.

USTREDNI KONTROLNI A ZKUSEBNI USTAV ZEMEDELSKY

Odbor pripravki na ochranu rostlin

Zemédélska 1a, Brmo, PSC 613 00

Pfiloha rozhodnuti €.j.: UKZUZ 057358/2021 ze dne 6. 4. 2021

OSVEDCENI
GEP/KUJ/2021

o zpusobilosti k provadéni zkousek
v souladu se zasadami spravné pokusnické praxe

Official Recognition Certificate / GEP - Certificate

pravnicka osoba: Zemédélska zkusebni stanice KUJAVY, s.r.o.

sidlo pravnické osoby: Kujavy 48, 742 45 Kujavy
IC prévnické osoby: 25816349

je zplUsobila provadét pokusy a zkousky v souladu s poZzadavky spravné
pokusnické praxe podle § 45 odst. 1 zakona & 326/2004 Sb., o
rostlinolékalské péd&i a o zméné& nékterych souvisejicich zakond, v platném
zné&ni, v ndvaznocti na Smadrnici 01/114/EHS.

oblasti zkousenl / categories of official recognition.
« polni plodiny a zelenina / field crops and vegetables
* trvalé kultury / high crops
« skleniky a jiné kryté prostory / protected areas and storage rooms
« mofeni osiva / seed treatment
« laboratorni testy a analyzy / laboratory tests and analyses

~ z P
Mmssugmmzmmmmmm / L "
ce zemédésskych vstupl =
Ccbor plipravkl; na ochrany rostin Ing. Pavel Minaf, Ph.D.
61300 Bmo, Zemadiiskd 1a feditel odboru
.2-
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Appendix 1

Lists of data considered in support of the evaluation

Appendix 1A - Lists of data considered in support of the evaluation

Title

Company, Report No. Vertebrate
Data point Author(s) Year | Source study Owner

GLP or GEP Status Y/N

Published or not
KCP 6.2 Zotter, C. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets N Corteva
KCP 6.4.1 Staphyt, Austria, Report No. CH3-23-106294-01-AT01 Agriscience
#1 Report No. AT23E7B029-FSA05C

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Dana, P. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Zemédelska zkusebni stanice KUJAVy, s.r.0., Czech Republic, Report No. CZ23E7B029-PVL014C Agriscience
KCP 6.4.1 Corteva Agriscience
KCP 6.4.3 GEP
#2 Unpublished
KCP 6.2 Jorgensen, L N. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. EU 2020 Agriscience
KCP 6.4.3 Aarhus University, Denmark,
#3 Report No. EA20F9B001F-DHWO005

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Jorgensen, L N. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. EU 2020 Agriscience
KCP 6.4.3 Aarhus University, Denmark, Report No.
#4 Report No. EA20F9B001F-DHWO006

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Nistrup Jorgensen, L. 2022 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe N Corteva
KCP 6.2 Aarhus University, Denmark, Report No. 22392-1 Agriscience
KCP 6.4.1 Report No. DK22E7B026-KFB06C
#5 Corteva Agriscience

GEP

Unpublished
ECP 6.1 Hansen, A-L. 2022 Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe N C(_)rt(_eva

CP6.2 - Agriscience

KCP 6.4.1 Nordic Beet Research, Rohrau, Denmark

Report No. DK22E7B026-KFB07C
KCP 6.4.3 -
46 Corteva Agriscience
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Title

Company, Report No. Vertebrate
Data point Author(s) Year | Source study Owner

GLP or GEP Status Y/N

Published or not

GEP

Unpublished
KCP 6.1 Kemezys, A-H. 2023 | Performance of GF-3307 on pathogen complex (UROMBE, ERYSBE, RAMUBE, CERCBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Nordic Beet Research, Rohrau, Denmark, Report No. 481 2023 838 Agriscience
KCP 6.4.1 Report No. DK23E7B037-KFB05C
KCP 6.4.3 Corteva Agriscience
#7 GEP

Unpublished
KCP 6.1 Kemezys, A-H. 2023 | Performance of GF-3307 on pathogen complex (UROMBE, ERYSBE, RAMUBE, CERCBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Nordic Beet Research, Rohrau, Denmark Agriscience
KCP 6.4.1 Report No. DK23E7B037-KFB06C
KCP 6.4.3 Corteva Agriscience
#8 GEP

Unpublished
KCP 6.2 Chambon, J. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. EU 2020 Agriscience
#9 Cerestis, France

Report No. EA20F9B001F-DDB015

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Lombart, L. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. EU 2020 Agriscience
#10 Ephydia, France

Report No. EA20F9B001F-DDB016

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Rouane, W. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. EU 2020 Agriscience
#11 Anadiag, France,

Report No. EA20F9B001F-DDB017

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Chambon, J. 2021 | Efficacy of mixtures of Adavelt (GF-3840) + Score (difenoconazole) at 1:1.33 ratio for control CERCBE on sugar beet, Europe 2021. N Corteva
KCP 6.4.1 Cerestis, France, Report No. CEE-21281 Agriscience
#12 Report No. EA21G1C011F-DBWO006

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Lefranc, M. 2022 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets. France, EPPO MAR N Corteva

Vinet, C. ANTEDIS, France, Report No. COR-FE22BE-04372-CA Agriscience
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Title

Company, Report No. Vertebrate
Data point Author(s) Year | Source study Owner

GLP or GEP Status Y/N

Published or not
KCP 6.2 Report No. FR22E7B026-MBC01C
KCP 6.4.1 Corteva Agriscience
#13 GEP

Unpublished
KCP 6.1 Deruy, M. 2022 | PERFORMANCE OF GF-3307 ON PATHOGEN COMPLEX (CERCBE, UROMBE, ERYSBE, RAMUBE) IN SUGAR BEETS, N Corteva
KCP 6.2 EUROPE 2022. Agriscience
KCP 6.4.1 Essais+, France, Report No. 22 14 F08
#14 Report No. FR22E7B025-MBC05C

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Chambon, J. 2022 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2022. N Corteva
KCP 6.2 Cerestis, France, Report No. CEE-22561 Agriscience
KCP 6.4.1 Report No. FR22E7B025-MBCO07C
KCP 6.4.3 Corteva Agriscience
#15 GEP

Unpublished
KCP 6.1 Deruy, M. 2022 | Performance of gf-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, europe 2022. N Corteva
KCP 6.2 Essais+, France, Report No. 22 14 F09 Agriscience
KCP 6.4.1 Report No. FR22E7B026-MBC03C
#16 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Wonckhaus, S. 2020 | Efficacy of Inatreq (Fenpicoxami) applied straight and in tank mix with Difenoconazole for control of CERCBE on sugar beet in Germany, N Corteva
KCP 6.2 2020. Agriscience
KCP 6.4.1 Agrartest GmbH, Germany
#17 Report No. EA20E7B095F-DNZ091

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Wonckhaus, S. 2020 | Efficacy of Inatreq (Fenpicoxami) applied straight and in tank mix with Difenoconazole for control of CERCBE on sugar beet in Germany, N Corteva
KCP 6.2 2020. Agriscience
KCP 6.4.1 Agrartest GmbH, Germany
#18 Report No. EA20E7B095F-DNZ093

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Wonckhaus, S. 2020 | Efficacy of Inatreq (Fenpicoxami) applied straight and in tank mix with Difenoconazole for control of CERCBE on sugar beet in Europe, N Corteva
KCP 6.2 2020 Agriscience
KCP 6.4.1 Agrartest GmbH, Germany
#19 Report No. EA20E7B016F-DNZ062

Corteva Agriscience
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Title

Company, Report No. Vertebrate
Data point Author(s) Year | Source study Owner

GLP or GEP Status Y/N

Published or not

GEP

Unpublished
KCP 6.2 Wonckhaus, S. 2020 | Efficacy of Adavelt (GF-3840) applied straight and in tank mix with Difenoconazole for control of CERCBE on sugar beet in Europe, 2020 N Corteva
KCP 6.4.1 Agrartest GmbH, Germany Agriscience
#20 Report No. EA20G1C011F-DNZ010

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Wonckhaus, S. 2021 | Efficacy of mixtures of Adavelt (GF-3840) +Score (difenoconazole) at 1:1.33 ratio for control CERCBE on sugar beet, Europe 2021. N Corteva
KCP 6.4.1 Agrartest GmbH, Germany Agriscience
#21 Report No. EA21G1C011F-DNZ012

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Rohr, J. 2022 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2022. N Corteva
KCP 6.2 Trialtec GmbH, Germany Agriscience
KCP 6.4.1 Report No. DE22E7B025-FSA01C
#22 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Rohr, J. 2022 | Performance of GF-3307 on pathogen complex (CERCBE, N Corteva
KCP 6.2 UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2022. Agriscience
KCP 6.4.1 Trialtec GmbH, Germany
#23 Report No. DE22E7B025-FSA02C

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Wolf, P. 2022 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2022 N Corteva
KCP 6.2 Agricola, Germany, Agriscience
KCP 6.4.1 Report No. DE22E7B025-FSA03C
KCP 6.4.3 Corteva Agriscience
#24 GEP

Unpublished
KCP 6.2 Wolf, P. 2022 | Performance of GF-3307 and Copper based products on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, N Corteva
KCP 6.4.1 Europe 2022 Agriscience
#25 Agricola, Germany,

Report No. DE22E7B073-FSA01C

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Korporal, H. 2022 | Performance of GF-3307 and Copper based products on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, N Corteva
KCP 6.4.1 Europe 2022. Agriscience
#26 Trialtec GmbH, Germany,
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Title

Company, Report No. Vertebrate
Data point Author(s) Year | Source study Owner

GLP or GEP Status Y/N

Published or not

Report No. DE22E7B073-FSA02C

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Wénckhaus, S. 2022 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2022. N Corteva
KCP 6.2 Eurofins Agrartest GmbH, Germany, Agriscience
KCP 6.4.1 Report No. DE22E7B025-FSA04C
#27 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Rohr, J. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Trialtec GmbH, Germany, Agriscience
KCP 6.4.1 Report No. DE23E7B029-FSA03C
#28 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Wolf, P. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Agricola, Germany, Agriscience
KCP 6.4.1 Report No. DE23E7B029-FSA04C
KCP 6.4.3 Corteva Agriscience
#29 GEP

Unpublished
KCP 6.2 Wolf, P. 2023 | Impact of copper on the performance of GF-3307 on CERCBE in sugar beets, Europe/Germany 2023 N Corteva
KCP 6.4.1 Agricola, Germany Agriscience
#30 Report No. DE23E7B030-FSA01C

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Wanckhaus, S. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023 N Corteva
KCP 6.4.1 Eurofins Agrartest GmbH, Germany Agriscience
#31 Report No. DE23E7B029-FSA06C

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Armstrong, A. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. EU 2020 Agriscience
#32 Armstrong Fisher Ltd, United Kingdom

Report No. EA20F9B001F-DEH010

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Armstrong, A. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. EU 2020 Agriscience




QUEEN / GF-3307 (S7K-3-3)
Part B — Section 3 — Core Assessment
ZRMS version

Page 202/208

Version: November 2025

Data point Author(s)

Year

Title

Company, Report No.
Source

GLP or GEP Status
Published or not

Vertebrate
study
Y/N

Owner

#33

Armstrong Fisher Ltd, United Kingdom
Report No. EA20F9B001F-DEH011
Corteva Agriscience

GEP

Unpublished

KCP 6.2 Good, R.
KCP 6.4.1
#34

2022

Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2022.
FieldArm Limited, United Kingdom, Report No. F22062 T1

Report No. GB22E7B026-GKA05C

Corteva Agriscience

GEP

Unpublished

Corteva
Agriscience
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Title

Company, Report No. Vertebrate
Data point Author(s) Year | Source study Owner

GLP or GEP Status Y/N

Published or not
KCP 6.1 Haigh, I. 2023 | Performance of GF-3307 on pathogen complex (UROMBE, ERYSBE, RAMUBE, CERCBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 FieldArm Ltd, United Kingdom Agriscience
KCP 6.4.1 Report No. GB23E7B037-MAF02C
#35 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Armstrong, A. 2023 | Performance of GF-3307 on pathogen complex (UROMBE, ERYSBE, RAMUBE, CERCBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Armstrong Agriculture Ltd, United Kingdom Agriscience
KCP 6.4.1 Report No. GB23E7B037-MAF01C
#36 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Armstrong, A. 2023 | Performance of GF-3307 on pathogen complex (UROMBE, ERYSBE, RAMUBE, CERCBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Armstrong Agriculture Lt, United Kingdom Agriscience
KCP 6.4.1 Report No. GB23E7B037-MAF03C
#37 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Haigh, I 2023 | Performance of GF-3307 on pathogen complex (UROMBE, ERYSBE, RAMUBE, CERCBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 FieldArm Ltd, United Kingdom Agriscience
KCP 6.4.1 Report No. GB23E7B037-MAF04C
#38 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Semaskiené, R. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Lithuanian research centre for agriculture and forestry, Lithuania Agriscience
KCP 6.4.1 Report No. LT23E7B029-KFB12C
#39 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Semaskiené, R. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Lithuanian research centre for agriculture and forestry, Lithuania Agriscience
KCP 6.4.1 Report No. LT23E7B029-KFB13C
#40 Corteva Agriscience

GEP

Unpublished
KCP 6.2 Uminski, P. 2020 | Efficacy of Adavelt (GF-3840) applied straight and in tank mix with Difenoconazole for control of CERCBE on sugar beet in Europe, 2020. N Corteva
KCP 6.4.1 Dow AgroSciences, Poland Agriscience
KCP 6.4.3 Report No. EA20G1C011F-PLY053
#41 Corteva Agriscience

GEP

Unpublished
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Title

Company, Report No. Vertebrate
Data point Author(s) Year | Source study Owner

GLP or GEP Status Y/N

Published or not
KCP 6.2 Tomczak, B. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet Agriscience
#42 Dow AgroSciences, Poland

Report No. EA20F9B001F-PLY008

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Uminski, P. 2021 | Efficacy of mixtures of Adavelt (GF-3840) + Score (difenoconazole) at 1:1.33 ratio for control CERCBE on sugar beet, Europe 2021. N Corteva
KCP 6.4.1 Field Research Support, Poland Agriscience
#43 Report No. EA21G1C011F-PLY001

Corteva Agriscience

GEP

Unpublished
KCP 6.1 Uminski, P. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Field Research Support, Poland Agriscience
KCP 6.4.1 Report No. PL23E7B029-LMA09C
KCP 6.4.3 Corteva Agriscience
#44 GEP

Unpublished
KCP 6.1 Luboinski, A. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023 N Corteva
KCP 6.2 Corteva Agriscience Poland Sp. z o. 0., Poland Agriscience
KCP 6.4.1 Report No. PL23E7B029-LMA07
#45 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Rezmerska-Pigtka, J. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 PerfectBAD, Poland Agriscience
KCP 6.4.1 Report No. PL23E7B029-LMA08C
KCP 6.4.3 Corteva Agriscience
#46 GEP

Unpublished
KCP 6.2 Perényi, J. 2020 | Efficacy of Adavelt (GF-3840) applied straight and in tank mix with Difenoconazole for control of CERCBE on sugar beet in Europe, 2020 N Corteva
KCP 6.4.1 Dow AgroSciences, Hungary Agriscience
#47 Report No. EA20G1C011F-EAN014

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Perényi, J. 2020 | Efficacy of Adavelt (GF-3840) applied straight and in tank mix with Difenoconazole for control of CERCBE on sugar beet in Europe, 2020 N Corteva
KCP 6.4.1 Dow AgroSciences, Hungary Agriscience
#48 Report No. EA20G1C011F-EAN015

Corteva Agriscience

GEP

Unpublished
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Published or not
KCP 6.1 Kukorelli, G. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 AGROPASS Hungaria Kft., Hungary Agriscience
KCP 6.4.1 Report No. HU23E7B038-ZBA01C
KCP 6.4.3 Corteva Agriscience
#49 GEP

Unpublished
KCP 6.1 Boldizsar, Z. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, N Corteva
KCP 6.2 RAMUBE) in sugar beets, Europe 2023. Agriscience
KCP 6.4.1 Corteva Crop Solutions HUN Kft., Hungary
KCP 6.4.3 Report No. HU23E7B038-ZBA02
#50 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Makao, 1. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023 N Corteva
KCP 6.2 CPR Europe Kft., Hungary Agriscience
KCP 6.4.1 Report No. HU23E7B038-ZBA03C
#51 Corteva Agriscience

GEP

Unpublished
KCP 6.1 Varga, A. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023 N Corteva
KCP 6.2 CPR Europe Kft., Hungary Agriscience
KCP 6.4.1 Report No. HU23E7B038-ZBA04C
KCP 6.4.3 Corteva Agriscience
#52 GEP

Unpublished
KCP 6.2 Lunca, A-M. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. EU 2020 Agriscience
#53 Eurofins Agroscience Services S.R.L., Romania

Report No. EA20F9B001F-AMTO003

Corteva Agriscience

GEP

Unpublished
KCP 6.2 Botoman, C. 2020 | Efficacy and dose response of XDE-481 EC (GF-4480) and SC (GF-4505 + GF-4493) on Cercospora beticola and other key diseases in N Corteva
KCP 6.4.1 sugar beet. Agriscience
KCP 6.4.3 AgroProspect SRL, Romania
#54 Report No. EA20F9B001F-AMTO004

Corteva Agriscience

GEP

Unpublished
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Published or not
KCP 6.1 Lunca, A-M. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Eurofins Agroscience Services SRL, Romania Agriscience
KCP 6.4.1 Report No. RO23E7B038-MST05C
KCP 6.4.3 Corteva Agriscience
#55 GEP
Unpublished
KCP 6.1 Lunca, A-M. 2023 | Performance of GF-3307 on pathogen complex (CERCBE, UROMBE, ERYSBE, RAMUBE) in sugar beets, Europe 2023. N Corteva
KCP 6.2 Eurofins Agroscience Services SRL, Romania Agriscience
KCP 6.4.1 Report No. RO23E7B038-MST06C
KCP 6.4.3 Corteva Agriscience
#56 GEP
Unpublished
KCP 6.1 Karaiskou,G, Kaehler, E | 2023 | Performance of Corteva™ products GF-3308 and GF-3307 for control of Cercospora beticola following protectant and curative N Corteva
#57 applications Agriscience
Corteva Agriscience, Indianapolis, USA
Report No. GL23E7B004F
Corteva Agriscience
GEP
Unpublished
KCP 6.3 Mboup, M, Leader A.J | 2023 | Sensitivity baseline 2023 for European Cercospora Beticola population versus Fenpicoxamid and prothioconazole N Corteva
Corteva Agriscience, Germany Agriscience
#58 Report No. no Number
Corteva Agriscience GEP
Unpublished
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Appendix 1B - Published Literature
List of Published Literature Used in Support of the Evaluation - Documents Not Submitted

The following is a list of published literature references that are specific to this biological assessment document.

Data point | Author(s) |Year Title

KCP 6.3 |Anonymous| 2019 |FRAC Pathogen Risk List, 2019 version. Online - https://www.frac.info/

KCP 6.3 |Anonymous| 2022 |FRAC Code List, 2022 version . Online - https://www:.frac.info/

FRAC Fenpicoxamid resistance management recommendations . Online: https://www.frac.info/fungicide-resistance-management/by-frac-working-group-

KCP 6.3 |Anonymous| 2021
expert-forum

KCP 6.3 |Anonymous| 2023 |FRAC Minutes of SBI working group, April 2023. Online - https://www.frac.info/frac-teams/working-groups/sbi-fungicides/recommendations-for-sbi
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Appendix 2  Draft label

Univog/Queen (GF-3307) is an EC formulation containing 50 g as/L fenpicoxamid and 100 g as/L
Prothioconazole

Crops: sugar beet.
Univog/Queen is a protectant and curative fungicide with translaminar properties for the control of:
CERCBE, UROMBE, ERYSBE and RAMUBE in sugar beet.

1.5 L/ha for CERCBE, UROMBE, ERYSBE and RAMUBE in sugar beet in Austria, Belgium, Czech
Republic, The Netherlands and a rate range of 1.2-1.5 L/ha in Poland, Hungary, Slovakia and Romania.

Univoq is applied after warnings by advisory services between BBCH stage 39 and 49 of the crop.

Apply a maximum of 2 applications of GF-3307 per season to sugar beet with 21 days application
interval and a maximum dose of 1.5 L/ha. In Poland, Slovakia, Hungary and Romania a dose range is
proposed from 1.2-1.5 I/ha with the lower dose proposed under lower disease pressure situations. No
consecutive applications of fenpicoxamid based products are allowed in sugar beet crops and do not
exceed a maximum of 33% of total sprays (one third of spray program) whichever is lower.

PHI 21 (F)
Rainfastness - once the spray cover has dried,;

Resistance management: Univo/Queen is a co-formulated mixture of fenpicoxamid and prothiocona-
zole. Apply GF-3307 according to the instructions for the target diseases at the specific growth stage
indicated. Use Univoq as part of an Integrated Crop Management (ICM) strategy incorporating other
methods of control, in a robust spray program including other fungicides with a different mode of action
at a dose that will give robust control. Apply fenpicoxamid based fungicides in strict alternation with
fungicides from a different cross-resistance group. No consecutive applications of fenpicoxamid based
products are advised. Apply a maximum of 33% of total sprays (one third of spray program) whichever
is lower.

Univog/Queen contains fenpicoxamid assigned to FRAC group C4#21 (Inhibition of respiration at
complex I11; Qil fungicides). Fenpicoxamid is not cross-resistant to any of the commercial fungicide
currently used in oilseed rape. Univog/Queen also contains prothioconazole, a member of the DMI cross
resistance group FRAC group G1#3 (C14- demethylase in sterol biosynthesis (ergll/cyp51)). For
further advice on resistance management in DMI’s contact your agronomist or advisor and consult the
FRAC website. Disease control may be reduced if strains of pathogens with reduced sensitivity to
Univoq develop in field populations.

Follow resistance management guidelines.



