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PART A
RISK MANAGEMENT

1 Details of the application

This application was submitted by ADAMA Polska Sp. z 0.0. on behalf of ADAMA Makhteshim Ltd.
in September 2021. The application is to support the authorisation of ADM.03502.F.1.A, an emulsifiable
concentrate formulation (EC) containing 175 g/L prothioconazole and 250 g/L fenpropidin, in Poland.

Applicant details

Name: ADAMA Polska Sp. z 0.0.
Address: 39 Sienna St.

00-121 Warsaw

Poland

This document describes the specific conditions of use and labelling required in Poland for the
registration of ADM.03502.F.1.A.

The risk assessment conclusions are based on the information, data and assessments provided in
Registration Report, Part B Sections 0-10 and Part C of the core assessment for ADM.03502.F.1.A.
National addenda containing national specific data and assessments are not required for the evaluation
of ADM.03502.F.1.A in Poland.

1.1 Application background

This application under Article 33 of Regulation (EC) No 1107/2009 for authorisation of the plant
protection product ADM.03502.F.1.A (EC formulation containing 175 g/L prothioconazole and 250 g/L
fenpropidin) follows the data requirements laid down in:

- Regulation (EC) No 544/2011 for the active substance prothioconazole
- Regulation (EC) No 544/2011 for the active substance fenpropidin
- Regulation (EC) No 284/2013 for the plant protection product ADM.03502.F.1.A.

The uses of ADM.03502.F.1.A applied for in Poland comprise the application of this product on cereals
for the control of various fungi as further specified in 2.6.

Poland acts as the zonal rapporteur member state for the evaluation of this submission. In parallel, the
dossier was submitted to the following concerned member states of the central zone: Austria, Belgium,
Czech Republic, Germany, Hungary, Ireland, The Netherlands and Slovakia.

The active substance prothioconazole is approved under Reg. (EC) No 1107/2009 with effective date
1 August 2008 (Commission Implementing Regulations (EU) No 540/2011).

Bayer Crop Science was the main notifier of the 1% EU review process. For the active ingredient
prothioconazole, the applicant relies on data for which data protection period following Annex | listing
has expired. As laid down in Commission Implementing Regulation (EU) No. 540/2011 and amending
Commission Implementing Regulation (EU) 2021/745, the current expiry date of the approval of
prothioconazole is 31% of July 2022.

There is no assessment of equivalence required for prothioconazole, since the source used in the product
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has already been assessed for equivalence by RMS UK. For further information on the source of
prothioconazole used in ADM.03502.F.1.A please refer to the confidential Part C.

The active substance fenpropidin is approved under Reg. (EC) No 1107/2009 with effective date
1 January 2009 (Commission Implementing Regulations (EU) No 540/2011).

Syngenta Ltd. was the main notifier of the 1st EU review process. Within this application the applicant
ADAMA has the right to refer to the relevant data and endpoints of the first EU review of this active
substance. As laid down in Commission Implementing Regulation (EU) No. 540/2011 and amending
Commission Implementing Regulation (EU) 2021/1449, the current expiry date of the approval of
fenpropidin is 31 of December 2022.

There is no assessment of equivalence required for fenpropidin, since the source used in the product has
already been assessed for equivalence by RMS Sweden. For further information on the source of
fenpropidin used in ADM.03502.F.1.A please refer to the confidential Part C.

Besides, all relevant data on ADM.03502.F.1.A are provided with this application for authorisation of
the product ADM.03502.F.1.A.

1.2 Letters of Access
The Letters of Access are confidential and are provided separate to this submission.

1.3 Justification for submission of tests and studies

All studies and data provided with this application are requested by current guidelines for re-
authorisation of a plant protection product (here: ADM.03502.F.1.A) in EU countries.

1.4 Data protection claims

Data protection is claimed in accordance with Article 59 of Regulation (EC) No. 1107/2009 as provided
for in the list of references in Appendix 4. Claims for data protection for individual studies are listed in
Appendix 4.
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2 Details of the authorization decision

2.1

Product identity

Product code

ADM.03502.F.1.A

Product name in MS

Forapro 425 EC

Authorization number

Function

Fungicide

Applicant

ADAMA Polska Sp. z 0.0.

Active substance(s)
(incl. content)

Prothioconazole 175 g/L
Fenpropidin 250 g/L

Formulation type

Emulsifiable concentrate [EC]

Packaging

0.5,1,5, 10, 15 and 20 L HDPE/PA and HDPE/EVOH

Coformulants of concern for
national authorizations

None

Restrictions related to identity

Not applicable

Mandatory tank mixtures

Not applicable

Recommended tank mixtures

No recommendation concerning particular possible tank mixes is intended to appear
on the label.

2.2 Conclusion

The authorisation of ADM.03502.F.1.A for the uses specified in 2.6 of this document can be granted.

2.3
Not relevant.
24

24.1

Substances of concern for national monitoring

Classification and labelling

Classification and labelling under Regulation (EC) No 1272/2008

The following classification is proposed in accordance with Regulation (EC) No 1272/2008:

Hazard class(es), categories:

Skin corrosion/irritation Cat. 2
Serious eye damage/eye irritation Cat. 1
Skin sensitisation Cat. 1B
Specific Target Organ Toxicity

— Single Exposure Cat. 3
Specific Target Organ Toxicity

— Repeated Exposure Cat. 2
Acute aquatic toxicity Cat. 1
Chronic aquatic toxicity Cat. 1

The following labelling information is derived from the classification and to be mentioned in the safety

data sheet.
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Hazard pictograms or Code(s) for
hazard pictogram(s):

AVAUA 28

Signal word:

Danger

Hazard statement(s):

H315 — Causes skin irritation

H317 — May cause an allergic skin reaction

H318 — Causes serious eye damage

H335 — May cause respiratory irritation

H373 — May cause damage to organs through prolonged or repeated exposure
H410 — Very toxic to aquatic life with long lasting effects

Precautionary statement(s):

P102 — Keep out of reach of children

P260 — Do not breathe dust/fume/gas/mist/vapors/spray

P280 — Wear protective gloves protective clothing and eye/face protection

P302 + P352 — IF ON SKIN: Wash with plenty of soap and water

P305 + P351 + P338 — IF IN EYES: Rinse cautiously with water for several minutes.
Remove contact lenses, if present and easy to do. Continue rinsing

P391-Collect spillage

P410 — Protect from sunlight

P501 — Dispose of contents/container to an approved waste disposal plant

Additional labelling phrases:

EUH401 - To avoid risks to man and the environment, comply with the instructions
for use.

SP1 — Do not contaminate water with the product or its container (Do not clean
application equipement near surface water/Avoid contamination via drains from
farmyards and roads).

Special rule for labelling of plant protection product (PPP):

EUH401 ‘ To avoid risks to man and the environment, comply with the instructions for use.
Further labelling statements under Regulation (EC) No 1272/2008:

Additional information ‘ None

24.2 Standard phrases under Regulation (EU) No 547/2011

SP1 Do not contaminate water with the product or its container (Do not clean application equipment

near surface water/Avoid contamination via drains from farmyards and roads).

2.4.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)

None.

2.5 Risk management

25.1 Restrictions linked to the PPP

The authorisation of the PPP is linked to the following conditions (mandatory labelling):
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Operator protection

Results of risk assessment:
Operator wearing workwear covering arms, body and legs during mixing/loading and application

Precautionary measures based on classification & labelling:
Due to the classification of the product with H315, H317 and H318 protective gloves, protective
clothing and eye protection/face protection should be worn when handling the product.

Worker protection

‘ No PPE - Work wear covering arms, body and legs

Resident, bystander protection

‘ None

Integrated pest management (IPM)/sustainable use:

‘ Follow strictly the instructions of use on the label

Environmental protection

SP1 SP1 — Do not contaminate water with the product or its container (Do not clean application
equipement near surface water/Avoid contamination via drains from farmyards and roads).

Other specific restrictions
SPe3

To protect aquatic organisms respect 40 m non-sprayed buffer zone including an vegetated filter
strip of 10 m to surface water bodies combined with 75% drif reduction using appropriate drift
reducing techniques.

The authorization of the PPP is linked to the following conditions (voluntary labelling):

Integrated pest management (IPM)/sustainable use:

None

2.5.2 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions in addition to those listed under point
2.5.1 (mandatory labelling):

Integrated pest management (IPM)/sustainable use: Relevant for use no.
None

Environmental protection: Relevant for use no.

SPe3 All intended uses.

To protect aquatic organisms respect 40 m non-sprayed buffer zone
including an vegetated filter strip of 10 m to surface water bodies
combined with 75% drif reduction using appropriate drift reducing
techniques
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2.6 Intended uses (only NATIONAL GAP)
GAP rev. 3 - date: April 2023
PPP (product name/code): ADM.03502.F.1.A Formulation type: Emulsifiable concentrate (EC) @b
Active substance 1: Prothioconazole Conc. of as 1: 175g/L©
Active substance 2: Fenpropidin Conc. of as 2: 250 g/L©
Safener: - Conc. of safener: --
Synergist: - Conc. of synergist: --
Applicant: ADAMA Polska Sp. z 0.0. Professional use: X
Zone(s): Central @ Non professional use: O
Verified by MS: yes
Field of use: Fungicide
1 2 3 4 5 6 | 7 [ 8 ] 9 10 [ 11 [ 12 13 14 15
Use Membe Crop and/ F, Pests or Group of Application Application rate PHI Remarks: Overall conclusion
-No. r or situation Fn, pests controlled Method Timing/ Max. Min. kg, L g, kg Water (days) .
© state(s) Fp B / Kind Growth numbe | interval product/ | as/ha L/ha eg. - 2
(crop G, (additionally: stage of r between ha a)max. | min/ safener/syner E 5 = e
destination Gn, developmental stages crop a) per applicatio a) max. rate per | max gist per ha = % 3 " .g S < 2
/purposeof | Gpn | of the pest or pest (BBCH) use ns (days) rate per appl. eg. 2 £ o = < ) g = §
crop) or group) & season b) per appl. b) max. recommende s = 3 2 K < s S RS
! crop/ b) max. total dor 2 £ = & o e g8 i
season total rate | rate per mandatory o = [ @ 8 ==
per crop/ tank Z g w 2
crop/ season mixtures Kl
season ® x
Zonal uses (field or outdoor uses, certain types of protected crops)
23 Poland Winter F Septoria tritici foliar, -/BBCH | a)l -- a)l a) 175 100- A A A A A R A A
wheat Erysiphe graminis | sprayi 30-65 b) 1 L/ha /250 400 Aquatic TRZAW:
(TRZAW) Drechslera tritici- | n, spring b) 1 b) 175 SEPTTR
Spring repentis (DTR) overall L/ha /250 ERYSGR
wheat Puccinia ';EEZ;.?
(TRZAS) striiformis PUCCRT
Puccinia TRZAS:
recondita SEPTTR
ERYSGR
PYRNTR
A
Remaining
organism
24 Poland Winter F Erysiphe graminis | foliar, -/BBCH | a)l -- a)l a) 175 100- A A A A A R A A
barley Rhyncosporium sprayi 30-65 b) 1 L/ha /250 400 Aquatic HORVW,
(HORVW secalis n, spring b) 1 b) 175 HORVS:
) Helminthosporiu overall L/ha /250 ERYSGR
Spring m gramineum A ﬁc;“.?g
barley (Pyrenophora Remaining PUCCHD
(HORVS) teres) organism
Puccinia hordei
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1 2 3 4 5 6 | 7 [ 8 ] 9 10 | 11 [ 12 13 14 15
Use Membe Crop and/ F, Pests or Group of Application Application rate PHI Remarks: Overall conclusion
-el)\lo. r or situation Fn, pests controlled Method Timing/ Max. Min. kg, L g, kg Water (days) 7
¢ state(s) Fpn - / Kind Growth numbe | interval product/ | asiha L/ha eg. - £
(crop G, (additionally: stage of r between ha aymax. | min/ safener/syner = 5 = 8 =
destination Gn, developmental stages crop a) per applicatio a) max. rate per | max gist per ha = < > " .g <y < %
/purposeof | Gpn | of the pest or pest (BBCH) use ns (days) rate per appl. eg. 2 £ g S S 8 £ = §
crop) or group) &season | b) per appl. b) max. recommende ? = 2 S 2 £ s £ 8
I crop / b) max. total dor 2 S = é o3 i) o 9 i
season total rate rate per mandatory o %‘ = o 8 § =
per crop/ tank Z & o 2 £
crop/ season :\f;lxtures <
season
25 Poland Triticale F Erysiphe graminis | foliar, -/BBCH | a)l -- a)l a) 175 100- A A A A A R A A
(TTLSS) Septoria tritici sprayi 30-65 b) 1 L/ha /250 400 Aquatic TTLWI:
Puccinia ng, spring b) 1 b) 175 ERYSGR
recondita overall L/ha /250 F?EEEEE
Pup_cmla_ PUCCST
striiformis
A
Remaining
organism
Remarks (@ e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d)  Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropL.ife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 be given in column 1
() glkgorgll ® No authorization possible for uses where the line is highlighted in grey, Use should be

crossed out when the notifier no longer supports this use.
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Remarks 1 Numeration necessary to allow references
columns: 2 Use official codes/nomenclatures of EU Member States
3 For crops, the EU and Codex classifications (both) should be used; when relevant,

use situation should be described (e.g. fumigation of a structure)

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

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

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

* Explanation for column 15 “Overall conclusion”

A

Acceptable

R

Acceptable with further restriction

! Not acceptable / evaluation not possible

To be confirmed by cMS

13

15

GSR
n/a.

Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time
of application

The maximum number of application possible under practical conditions of use must be
provided.

Minimum interval (in days) between applications of the same product

For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of
empty rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection
products.

The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment
(usually g, kg or L product / ha).

If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
mentioned under “application: method/kind”.

PHI - minimum pre-harvest interval

Remarks may include: Extent of use/economic importance/restrictions

Overall conclusions - explanation for the column 15 is below *

Growth stage related
not applicable
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3 Background of authorization decision and risk management
3.1 Physical and chemical properties (Part B, Section 2)

All studies have been performed in accordance with the current requirements and the results are deemed
to be acceptable. The appearance of the product is that of a yellow homogenous transparent liquid. It is
not explosive and has no oxidising properties. It has an auto ignition temperature of 372°C. In aqueous
solution, it has a pH value around 7.3. There is no effect of low and high temperature on the stability of
the formulation, since after 7 days at 0 °C and 2 weeks at 54 °C, neither the active ingredient content
nor the technical properties were changed. The stability data support a shelf life of at least 2 years at
ambient temperature when stored in HDPE/PA containers. Its technical characteristics are acceptable
for an emulsion concentrate formulation.

The concentration of the spray mixture for the intended uses in Poland is 0.25% to 1.0%. This
concentration is covered by the test concentrations as used in the tests on the physical, chemical and
technical properties on the formulated product ADM.03502.F.1.A.

Notifier Proposals for Risk and Safety Phrases (KCP 12)

No precautionary statements according to Regulation (EC) No. 1272/2008 are needed with regard to the
physical/chemical data of the product.

Compliance with FAO specifications
The product ADM.03502.F.1.A complies with FAO specifications.

3.2 Efficacy (Part B, Section 3)
3.2.1 Efficacy data

In 224 (145 efficacy trials used for the national assessment) of 292 submitted trials carried out to evaluate
the efficacy of ADM.03502.F.1.A against the target fungal pathogens at different rates, it is shown, that
the intended target dose rates of 1.0 L/ha in small grain cereals is required for a comprehensive
successful protection of the target crops.

At the target dose rate, ADM.03502.F.1.A achieves good to very good efficiency for the control of the
target fungal diseases on small grain cereals. Compared to the untreated check, it reduces the level of
infestations of all target pathogens significantly, is fully comparable to the authorised standard product
in small grain cereals and comparable to superior to other additionally applied authorised reference
products applied at the same conditions.

3.2.2 Information on the occurrence or possible occurrence of the development of
resistance

The risk for the development of resistance of target species was analysed following EPPO guideline
PP1/213(4). The procedure follows the proposal of the German Authorities. The evaluation for
ADM.03502.F.1.A shows low inherent risk for Puccinia species, and Rhynchosporium secalis, medium
inherent risk for Zymoseptoria tritici, Pyrenophora teres, and Pyrenophora tritici repentis, and medium
to high inherent risk for Blumeria graminis. The agronomic risk analysis shows ADM.03502.F.1.A to
be of medium risk for the development of resistance if it would be used unrestrictedly.

Taking into consideration inherent and agronomical risk for resistance development and based on the
long-term experience available, it could be concluded that measures for a resistance management in the
indications concerned should be established for ADM.03502.F.1.A.

A resistance management for ADM.03502.F.1.A was defined following the recommendation of the
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Fungicide Resistance Action Committee. It is not foreseen to establish a separate monitoring program,
since the SBI resistance situation of the major target pathogens is observed and published regularly.

If ADM.03502.F.1.A is used according to the use instructions and under consideration of the proposed
anti-resistance modifiers, the resistance risk of the target pathogens to develop resistance to
ADM.3502.F.1.A is considered low.

3.2.3 Adverse effects on treated crops

Based on the results from efficacy trials, ADM.03502.F.1.A can be safely used on the target cereal crops,
without risk of adverse effect on the crop, crop yield, yield qulity parameters.

3.24 Observations on other undesirable or unintended side-effects

If the product is used correctly and in the designated way, relevant residues in harvested plants or plant
products can be excluded. Special investigations on possible effects on transformation processes are not
required.

Since the market introduction of the active ingredients prothioconazole and fenpropidin, any cases of
negative influences on parameters influencing the processing procedure of target crop plants or grains
were reported, neither from practical use nor from trial experience.

3.3 Methods of analysis (Part B, Section 5)

Sufficiently sensitive and selective analytical methods are available for the active substance and relevant
impurities in the plant protection product.

331 Analytical method for the formulation

An HPLC-DAD method was successfully validated for the determination of the content of the active
substances prothioconazole and fenpropidin in the formulated product ADM.03502.F.1.A with regard
to linearity, precision, accuracy, non-analyte interference and specificity. It is considered to be
acceptable.

Two analytical methods for the determination of the relevant impurities prothioconazole-desthio and
toluene in the formulated product ADM.03502.F.1.A in the presence of the active substances
prothioconazole and fenpropidin have been successfully validated. The methods are based on HPLC-
MS/MS (prothioconazole-desthio) and GC-FID (toluene). Both methods are considered to be
acceptable.

3.3.2 Analytical methods for residues

Prothioconazole

The endpoints reported in EFSA Scientific Report (2007) 106 are still valid for the ongoing evaluations.
However, taking into account conclusions EFSA regarding residue definitions presented in EFSA
Journal 2020;18(2):5999, EFSA Journal 2014;12(5):3689 and EFSA Journal 2018;16(7):5376, based on
the metabolic pattern identified in metabolism studies, hydrolysis studies, the toxicological significance
of metabolites and degradation products, the residue definitions for plant products were proposed as
‘prothioconazole-desthio (sum of isomers)’ for enforcement and, as follows, for the risk assessment:

1) sum of prothioconazole-desthio and all metabolites containing the 2-(1-chlorocyclopropyl)-3-(2-
chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole moiety, expressed as prothioconazole-desthio (sum
of isomers)

2) Triazole alanine (TA) and triazole lactic acid (TLA)
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3) Triazole acetic acid (TAA)
4) 1,2,4-triazole (1,2,4-T).

Since all compounds included in the residue definitions are a mixture of enantiomers and since there are
no enantiospecific analytical methods, the residue definitions are expressed as “sum of isomers”.

Although the residue definition for risk assessment includes consideration of all metabolites containing
a common moiety, it is not possible to develop a common moiety method to meet the residue definition
for risk assessment. For this reason, all the analytes have to be determined separately. 6 analytes,
representing the major portion of the TRR (Total Radioactive Residue) for prothioconazole in the plant
metabolism studies, should be determined in residue trials. These are: prothioconazole-desthio, 3-
hydroxy-prothioconazole-desthio, 4-hydroxy-prothioconazole-desthio, 5-hydroxy-prothioconazole-
desthio, 6-hydroxy-prothioconazoledesthio and alpha-hydroxy-prothioconazole-desthio (including all
their acid-hydrolysable conjugates).

The residue definition for enforcement in animal products was set as prothioconazole-desthio (sum of
isomers) for all the livestock matrices (EFSA Journal 2014;12(5):3689).

For risk assessment, the residue was defined in all commodities of animal origin as the sum of
prothioconazole-desthio and all metabolites containing the 2-(1-chlorocyclopropyl)-3-(2-
chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole moiety, expressed as prothioconazole-desthio (sum
of isomers).

During the peer review under Directive 91/414/EEC, an analytical methods were evaluated and validated
for the determination of prothioconazole-desthio in plant matrices and in food of animal origin. The
available analytical methods are not enantioselective, hence the sum of isomers will be analyzed (EFSA
Journal 2014;12(5):3689).

In EFSA Scientific Report (2007) 106, 1-98, “Conclusion on the peer review of prothioconazole” it is
stated that:

., Methods are available to monitor all compounds given in the respective residue definition for food of
plant origin, water, soil and air. Residues in food of plant origin can be determined with a multimethod
(The German S19 method has been validated for prothioconazole-desthio). Only single methods are
available to determine residues of prothioconazole-desthio, in products of animal origin and
prothioconazole, prothioconazole-desthio in soil water and air. A method is not available to monitor
the glucuronide conjugate in products of animal origin. Also if the active is classified as toxic then
methods for body fluids and tissues would need to be considered.”

EFSA Scientific Report (2007):

Analytical methods for residues (Annex I1A, point 4.2)

Food/feed of plant origin (principle of method Weeren, Pelz 2000 (GC-MS, JAU6476-desthio)

and LOQ for methods for monitoring purposes) LOQ Wheat, Barley (Forage, Straw): 0.05 mg/kg

LOQ Wheat, Barley (Grain), Canola (Seed), Tomato, Orange
(Fruit): 0.02 mg/kg

Food/feed of animal origin (principle of method Heinemann 2001b (HPLC-MS/MS, JAU6476-desthio, JAU6476-3
and LOQ for methods for monitoring purposes) hydroxy-desthio, JAU6476-4-hydroxy-desthio)

LOQ Milk: 0.004 mg/kg

LOQ Meat, Liver, Kidney, Fat: 0.01 mg/kg

Open: there is no method available for the glucuronide conjugate
Soil (principle of method and LOQ) Schramel 2000 (HPLC-MS/MS, JAU6476,

JAU6476-desthio, JAU6476-S-methyl*)

* for monitoring not needed

LOQ Soil: 0.006 mg/kg

Add’l method:

Steinhauer 2001 (GC-MS, JAU6476-desthio)

LOQ Soil: 0.01 mg/kg

Water (principle of method and LOQ) Sommer 2001b (HPLC-MS/MS, JAU6476, JAU6476-desthio)
LOQ Surface and Drinking water: 0.1 pg/L for

JAU6476 and 0.05 pg/L for JAU6476-desthio

Air (principle of method and LOQ) Maasfeld 2002a (HPLC-MS/MS, JAU6476)
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LOQ Air: 0.015 mg/m?®

Additional method:

Maasfeld 2002b (HPLC-MS/MS, JAU6476-desthio)
LOQ Air: 0.0006 mg/m?

Body fluids and tissues Open,

(principle of method and LOQ) data will be required if ECB classify the active as toxic

According to the EFSA Journal 2014;12(5):3689:

Methods for enforcement of residues in food of plant origin

During the peer review under Directive 91/414/EEC, an analytical method using GC-MS and its ILV
were evaluated and validated for the determination of prothioconazole-desthio in plant matrices with
an LOQ of 0.02 mg/kg in high water content (tomato), high oil content (rape seed), acidic (orange), dry
(wheat grain) commaodities and an LOQ of 0.05 mg/kg in straw. This method can be confirmed by an
independent analytical method using HPLC-MS/MS fully validated for the determination of
prothioconazole-desthio in high water content commodities and in straw with an LOQ of 0.05 mg/kg
and in high oil content and in dry commodities with an LOQ of 0.01 mg/kg (United Kingdom, 2004).
The analytical methods are not enantioselective, hence the sum of isomers will be analyzed.

The multi-residue QUEChERS method in combination with HPLC-MS/MS, as described by CEN (2008),
is also available to analyse the prothioconazole-desthio in plant commodities. Nevertheless, the
validation data reported are too limited to conclude on the validity of this analytical method (EURL,
2013).

Hence it is concluded that prothioconazole-desthio can be enforced in food of plant origin with an LOQ
of 0.02 mg/kg in high oil content and dry commodities and an LOQ of 0.05 mg/kg in high water content
commaodities and in straw taking into account the highest LOQ of both methods.

Methods for enforcement of residues in food of animal origin

During the peer review under Directive 91/414/EEC, an analytical method using HPLC-MS/MS and its
ILV were evaluated and validated for the determination of prothioconazole-desthio only in food of
animal origin with an LOQ of 0.004 mg/kg in milk and an LOQ of 0.01 mg/kg in muscle, fat, liver and
kidney (United Kingdom, 2004; EFSA, 2007b). Hence it is concluded that prothioconazole-desthio can
be enforced in food of animal origin with an LOQ of 0.004 mg/kg in milk and an LOQ of 0.01 mg/kg in
muscle, fat, liver and kidney. Nevertheless, prothioconazole-desthio cannot be enforced in eggs.
Therefore, a fully validated analytical method for the determination of prothioconazole-desthio in
eggs is required.

The available analytical method is not enantioselective, hence the sum of isomers will be analyzed.

The Applicant submitted a number of methods for analysis of residues of prothioconazole for the
generation of pre-authorization data and methods for post-authorization control and monitoring
purposes.

Since many MRLs for crops have been lowered to 0.01 mg/kg, the validated LOQ of the EU agreed
methods by Weeren and Pelz (2000) and Class (2001) is not sufficient to monitor these lowered MRLs
for food of plant origin. To cover the current residue definition and MRL limits, the Applicant has
provided a suitable monitoring method, including confirmation and ILV for all major matrix groups
with a LOQ of 0.01 mg/kg for the determination of prothioconazole in plant commodities (Lefresne, S.,
2020, KCP 5.2/02, Watson, G., 2022a, KCP 5.2/03).

The details of the evaluation of new and additional studies are referred in Appendix 2.

Note:

- According to the EFSA Scientific Report (2007) 106, 1-98, Conclusion on the peer review of
Prothioconazole, the point regarding analytical methods for body fluids and tissues for prothioconazole
is open, data will be required if ECB classify the active substance as toxic.

The active substance prothioconazole was evaluated at the EU level according to the old data
requirements. The Commission Regulation (EU) No 284/2013 is applicable now.

In Regulation (EU) No 283/2013 it is stated that ““...methods, with a full description, shall be submitted
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for the analysis in body fluids and tissues for the active substance and relevant metabolites” and this iS
a new requirement of SANTE/2020/12830. According to the SANTE/2020/12830: “Analytical methods
for monitoring residues in body fluids and tissues are required for detection of active substances and/or
metabolites in humans and animals after possible intoxications or for biomonitoring purposes,
regardless of their toxicological classification.”

Therefore, an analytical method for the residues of prothioconazole in body fluids and tissues is required.
A body fluids method for the determination of residues of prothioconazole-desthio in blood has been
submitted by Applicant. The limit of quantification was established at 0.01 mg/L.

- According to the conclusions presented in EFSA Journal 2014;12(5):3689, a fully validated analytical
method for the determination of prothioconazole-desthio in eggs is required.

Applicant submitted the analytical method for the determination of prothioconazole-desthio in egg with
LOQ 0.01 mg/kg. The analytical method of Watson, G., 2022 (Report No.: RES-00394) has been
independently validated (Lindner, M., Biidel, A., 2022).

- Applicant submitted the analytical method of Lefresne, S., 2021 (Report No.: B21S-A4-P-04) for the
determination of prothioconazole-desthio in honey with LOQ 0.01 mg/kg. The analytical method was
independently validated (ILV; Lindner, M., 2022 Report No.: S21-06313).

- Applicant submitted the HPLC-MS/MS analytical method (with its ILV) for the determination of
prothioconazole and prothioconazole-desthio in surface water. The method is also applicable for
drinking water.

The details of the evaluation of new and additional studies are referred in Appendix 2 of Part B5.
No additional data are required to support the intended uses for ADM.03502.F.1.A.

Fenpropidin
In EFSA Scientific Report (2007) 124, 1-84, “Conclusion on the peer review of Fenpropidin” it is stated

that: A multi-residue method like the Dutch MM1 or the German S19 is not applicable due the nature of
the residues. Residues of fenpropidin in products of plant origin are analysed by LC-MS/MS with an
LOQ of 0.01 mg/kg. For products of animal origin fenpropidin and CGA 2892673 were analysed by
LC-MS/MS with an LOQ of 0.005 mg/kg in milk and an LOQ of 0.01 mg/kg in muscle, kidney, liver, fat
and eggs. There was also a GC-NPD method for milk, eggs and fat with an LOQ of 0.005 mg/kg in milk
and 0.01 mg/kg in eggs and fat. Soil is analysed for fenpropidin by LC-MS/MS with an LOQ of 0.01
mg/kg. Drinking/groundwater can be analysed for by HPLC-UV with confirmation by GC- MS with an
LOQ of 0.05 ug/L. Surface water can be analysed for fenpropidin by HPLC-UV with confirmation by
GC-MS the LOQ is 0.1 ug/L. Air is analysed for fenpropidin by LC-MS/MS with an LOQ of 0.15 ug/m®.

Fenpropidin list of end points (Nov 2006):

Analytical methods for residues (Annex 1A, point 4.2)

Food/feed of plant origin (analytical technique and LOQ
for methods for monitoring purposes)

Food/feed of animal origin (analytical technique and
LOQ for methods for monitoring purposes)

Soil (analytical technique and LOQ)

Water (analytical technique and LOQ)

GC with nitrogen phosphorus detector (NPD)
LOQ: 0.02 mg/kg (cereal grain)

GC with nitrogen phosphorus detector (NPD)
LOQ: 0.01 mg/kg (tissues, fat), 0.005 mg/kg (milk)

GC with nitrogen phosphorus detector (NPD)
LOQ: 0.05 mg/kg

Fenpropidin
HPLC-UV

LOQ 0.05 pg/l (drinking water), 0.1 pg/l (surface water)
CGA289267*
HPLC-UV

1 CGA 289267: 2-methyl-2-[4-(2-methyl-3-piperidin-1-yl-propyl)-phenyl]-propionic acid.
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LOQ 0.05 pg/l (drinking water), 0.1 pg/l (surface water)
Air (analytical technique and LOQ) GC with nitrogen phosphorus detector (NPD)
LOQ I pg/m®
Body fluids and tissues (analytical technique and LOQ) Not required (fenpropidin is not classified as toxic or highly
toxic)

The Applicant submitted a number of methods for analysis of residues of fenpropidin for the generation
of pre-authorization data and methods for post-authorization control and monitoring purposes.

Methods for post-authorization control and monitoring purposes

According to the Reg. 283/2013 an analytical method for the residues of fenpropidin in body fluids and
tissues is required.

- A body fluids method for the determination of residues of fenpropidin, CGA289267 and CGA2892603
in blood (Cross, M., 2017, report no CEMR-8288) has been submitted by Applicant. The limit of
quantification was established at 0.01 mg/kg.

Additionally:

- Applicant submitted the analytical method GRM024.03A (with its ILV) for the determination of
fenpropidin and CGA289267 in surface, drinking and ground water (Richardson, M., 2007) with LOQ
of 0.05 pg/L.

The details of the evaluation of new and additional studies are referred in Appendix 2 of Part B5.
No additional data are required to support the intended uses for ADM.03502.F.1.A.

3.4 Mammalian toxicology (Part B, Section 6)

Based on acute toxicity data on ADM.03502.F.1.A relevant for classification, ADM.03502.F.1.A
requires classification for skin irritation Category 2 with H315 “Causes skin irritation®, for eye irritation
Category 1 with H318 “Causes serious eye damage and skin sensitization Category 1 with H317 “May
cause an allergic reaction” according to Regulation (EC) No. 1272/2008.

Due to the content of fenpropidin additional classification and labelling of ADM.03502.F.1.A as STOT
— SE Category 3 with H335 “May cause respiratory irritation” and STOT — RE Category 2 with H373
“May cause damage to organs (central nervous system) through prolonged or repeated exposure” is
required according to Regulation (EC) No. 1272/2008.

The risk assessment is fully covered by the core assessment. No unacceptable risk for operators, workers,
bystanders and residents was identified when the product is used as intended and provided that the PPE/
risk mitigation measures stated in the table below are applied.
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Summary of evaluation, including risk management measures
Scenario Result PPE / Risk mitigation measures
Operators Acceptable Results of risk assessment:
Operator wearing workwear covering arms, body and legs during mixing/load-
ing and application and gloves during mixing/loading.
Precautionary measures based on classification & labelling:
Due to the classification of the product with H315, H317 and H318 protective
gloves, protective clothing and eye protection/face protection should be worn
when handling the product.
Workers Acceptable No PPE - Work wear covering arms, body and legs
Bystanders Acceptable Nene Risk mitigation measures as buffer strip of 5 m or drift reduction nozzles
Residents Acceptable Nene Risk mitigation measures as buffer strip of 5 m or drift reduction nozzles
34.1 Acute toxicity

The following acute toxicity data on ADM.03502.F.1.A relevant for classification and labelling were

generated:

Classification

Type of test, SPECIES, model sys- eSS Acceptability (acc. to the criteria in Reference
tem (Guideline) Reg. 1272/2008)
Acute oral toxicity, rat LDso> 2000 mg/kg | Yes None
(OECD 423) bw!
Acute dermal toxicity, rat LDso > 2000 mg/kg | Yes None
(OECD 402) bw?
Acute inhalation toxicity, rat LCs0>5.36 mg/L | Yes None
(OECD 403) (analysed conc.)?
Skin irritation, rabbit No study available |Based on WoE Skin Irritation Cat. 2 | n.a.
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Type of test, species, model sys- Result BRI
yp teml((?uidelline) Y Acceptability (acc. to the criteria in Reference
Reg. 1272/2008)

(OECD 404) H315 “Causes skin ir-
ritation”

Eye irritation, rabbit Irritant Yes Eye Irrit. 1

(OECD 405) H318 “Causes serious
eye damage

Skin sensitisation, mouse Weak sensitizer Yes Skin Sens. 1

(OECD 429, LLNA) H317 “May cause an
allergic skin reaction”

Supplementary studies for combina- | No data — not required

tions of plant protection products

34.2 Operator exposure

Operator exposure was modelled in the core assessment in consideration of the critical GAP uses of
ADM.03502.F.1.A in cereals and using the EFSA Guidance. All uses relevant for Poland are covered
with the core assessment.

Summary of the assessment for critical GAP uses in cereals:

According to the model calculations, the use of ADM.03502.F.1.A results in acceptable exposure levels
for prothioconazole, fenpropidin and prothioconazole-desthio in consideration of work wear covering
arms, body and legs during mixing/loading and application.

Due to the classification of the product with H315, H317 and H318 protective gloves, protective clothing
and eye protection/face protection should be worn when handling the product.

343 Worker exposure

Worker exposure was modelled in the core assessment in consideration of the critical GAP uses of
ADM.03502.F.1.A and using the EFSA Guidance. All uses relevant for Poland are covered with the
core assessment.

Summary of the assessment for critical GAP uses in cereals:

According to the model calculations, the use of ADM.03502.F.1.A results in acceptable exposure levels
for prothioconazole, fenpropidin and prothioconazole-desthio in consideration of work wear covering
arms, body and legs.

As a standard rule, treated crops should not be re-entered before spray deposits on leaf surfaces have
completely dried.
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344 Bystander and resident exposure

Bystander and resident exposure was modelled in the core assessment in consideration of the critical
GAP uses of ADM.03502.F.1.A and using the EFSA Guidance. All uses relevant for Poland are covered
with the core assessment.

Summary of the assessment for critical GAP uses in cereals:

According to the model calculations, the use of ADM.03502.F.1.A in cereals results in acceptable
exposure levels for fenpropidin, prothioconazole and prothioconazole-desthio without consideration of
risk management measures.

35 Residues and consumer exposure (Part B, Section 7)
This dossier is presented to support the product ADM.03502.F.1.A for the use in cereals. Supplementary
studies are submitted with this dossier and complete study summaries are provided.

The current EU MRLs for prothioconazole are defined in Commission Regulation (EU) 2019/552 of
04.04.2019 amending Reg. (EU) 396/2005. For fenpropidin, the current EU MRLs are defined in
Commission Regulation (EU) 61/2014 of 24.01.2014. Input values for the consumer risk assessments
are summarised in Part B.7, chapters 7.2.8.1 and 7.3.8.1. The data available for the applied uses are
considered sufficient for risk assessment with regard to fenpropidin and prothioconazole and any other
relevant metabolite exclusively linked to the parent compound. A relevant exceedance of the current
MRLs for fenpropidin or prothioconazole as laid down in Reg. (EU) 2019/552 is not expected. With
regard to the risk assessment for triazole derivative metabolites (TDMs) triazole alanine (TA), triazole
acetic acid (TAA), triazole lactic acid (TLA) and 1,2,4-triazole (1,2,4-T) newly included in the residue
definition for risk assessment of prothioconazole, the data available for the applied uses are also
considered sufficient.

Prothioconazole

Based on the calculations made to estimate the risk for consumer through diet and other means with
regard to prothioconazole and any other relevant metabolite exclusively linked to the parent compound
as well as with regard to triazole alanine (TA), triazole acetic acid (TAA), triazole lactic acid (TLA) and
1,2,4-triazole (1,2,4-T), it can be concluded that the use of the product ADM.03502.F.1.A does not lead
to any unacceptable risk for consumers when applied according to the recommendations.

Summary for prothioconazole

PHI Sample
- Plant - - storage Chronic | Acute risk
Critical U . | Sufficient | sufficientl .
se- metabolis . covered MRL risk for for
GAP | \o# | Crop residue _
number* | "°: m trials? | supported bY. compliance CONSUMETS | consumers
covered? P stability identified? | identified?
' data?
Critical 23,25 |Spring and Y Y n.a. Y Y N
GAP (1) winter
wheat
(TRZAS,
TRZAW),
triticale
(TTLSS) N
Critical 24 Spring and Y Y n.a. Y Y N
GAP (2) winter
barley
(HORVS,
HORVW)

* Critical GAP nos. in accordance with the list of critical GAPs in Part B, Section 7, chapter 7.1.1. Only cGAPs involving
GAP uses in Poland are included here.
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**

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0.

Fenpropidin

Based on the calculations made to estimate the risk for consumer through diet and other means with
regard to fenpropidin it can be concluded that the use of the product ADM.03502.F.1.A does not lead to
any unacceptable risk for consumers when applied according to the recommendations.

Summary for fenpropidin

Sample
. Plant - storage Chronic | Acute risk
Critical Use- metabolis Suff!ment PHI covered MRL risk for for
GAP N ** Crop residue | sufficiently -
number= | O m trials? | supported? bY. compliance CONSUMETS | consumers
covered? stability identified? | identified?
data?
Critical 23,25 |Spring and Y Y n.a. Y Y N
GAP (1) winter
wheat
(TRZAS,
TRZAW),
triticale
(TTLSS) N
Critical |24 Spring and Y Y n.a. Y Y N
GAP (2) winter
barley
(HORVS,
HORVW)

*  Critical GAP nos. in accordance with the list of critical GAPs in Part B, Section 7, chapter 7.1.1. Only cGAPs involving
GAP uses in Poland are included here.
Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0.

**

3.5.1 Residues

Prothioconazole

Residue Definitions (EFSA 2020; Reg EU 2019/552):

Monitoring (Mo): Prothioconazole-desthio (sum of isomers)

Risk Assessment (RA):

1) Sum of prothioconazole-desthio and all metabolites containing the 2-(1-chlorocyclopropyl)-3-(2-
chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole moiety, expressed as prothioconazole-desthio (sum
of isomers) (EFSA, 2014)

2) TDMs (EFSA, 2018), with separate assessment of:

- Triazole alanine (TA) and triazole lactic acid (TLA)

- Triazole acetic acid (TAA)

- 1,2,4-triazole (1,2,4-T)

Trials on wheat and barley previously presented and evaluated in DAR (2004) were conducted according
to the residue definition for monitoring only (trials measuring levels of prothioconazole-desthio only;
there are no data on prothioconazole-hydroxy-destio) and were conducted at more critical GAPs than
envisaged in this dossier.

To address all potential residues, new additionally residue studies conducted according to the plant
residue definitions for enforcement and for risk assessment as proposed by EFSA (2018 and 2020) were
submitted by Applicant in the framework of this application.

Wheat and triticale

Wheat is the major crop in northern Europe (SANTE/2019/12752). A minimum of eight
trials are required. Based on the SANTE/2019/12752, 8 residue trials on wheat can be used for
extrapolation to rye and triticale before and after forming of the edible part.
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Sufficient trials on wheat were conducted according to the residue definition for monitoring and risk
assessment with the following GAP: 1 x 150-200 g a.s. /ha, application at BBCH 65-69, outdoor. The
trials are supported by valid storage stability data (for TDMs, not all submitted trials were covered by
the storage stability data for the metabolites — see boxes with zZRMS comments in Appendix 2) and
validated analytical methods.

Residues of prothioconazole-desthio (RD-Mo) in wheat grain at harvest were <0.01 mg/kg.
Total residue for prothioconazole (prothioconazole-desthio and all 5 hydroxy metabolites) in grain at
harvest were <0.06 mg/kg.

Available results show that the in force MRL of prothioconazole on wheat and triticale of 0.1 mg/kg
of 0.05 (Reg. (EU) 2019/552) will not be exceeded. The current EU MRL for prothioconazole is
sufficient to support the proposed uses.

Residues of 1,2,4-T were <LOQ.

Residues of TLA in grain between <0.01 mg/kg and 0.1 mg/kg.
Residues of TA in grain were between 0.18 and 0.42 mg/kg.

Residues of TAA in grain were between 0.05 and 0.22 mg/kg.

More details of the residue studies on wheat are provided in Appendix 2.

The proposed uses on wheat and triticale are considered acceptable.

Barley
Barley is the major crop in northern Europe (SANTE/2019/12752). A minimum of eight trials are
required.

Sufficient trials on barley were conducted according to the residue definition for monitoring and risk
assessment with the following GAP: 1 x 150-200 g a.s. /ha, application at BBCH 65-69, outdoor. The
trials are supported by valid storage stability data (for TDMs, not all submitted trials were covered by
the storage stability data for the metabolites — see boxes with zZRMS comments in Appendix 2) and
validated analytical methods.

Residues of prothioconazole-desthio (RD-Mo) in barley grain at harvest were between <0.01 mg/kg and
0.061 mg/kg.

Total residue for prothioconazole (prothioconazole-desthio and all 5 hydroxy metabolites) in grain at
harvest were between <0.06 mg/kg and 0.095 mg/kg.

Available results show that the in force MRL of prothioconazole on barley of 0.2 mg/kg (Reg. (EU)
2019/552) will not be exceeded. The current EU MRL for prothioconazole is sufficient to support the
proposed use.

Residues of 1,2,4-T in grain were <LOQ.

Residues of TLA in grain were between <LOQ and 0.02 mg/kg.
Residues of TA in grain were between 0.04 and 0.18 mg/kg.

Residues of TAA in grain were between 0.02 and 0.13 mg/kg.

More details of the residue studies on barley are provided in Appendix 2.

Remark:

In SANTE/2019/12752, in ANNEX 1 clarifications on “old/new” data requirements, it is stated that
“50% of residue trials should be decline studies, if the consumable part is exposed during application
of the plant protection product under the proposed conditions of use.” It means that Applicant should
have provided at least 4 decline studies.

For TDMs, not all submitted trials were covered by the storage stability data for the metabolites (for
1,2,4-T). For 1,2,4-T, only 2 decline studies were within the maximum storage period. However, the
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residue levels in grains were < LOQ in all trials. Taking into above account, zZRMS is of the opinion that
the available residue data is sufficient to support the proposed use on barley.

The proposed use on barley is considered acceptable.
Fenpropidin

Residue Definitions (EFSA 2007, 2011; Reg EU 61/2014):
Monitoring (Mo) and Risk Assessment (RA): Sum of fenpropidin and its salts, expressed as fenpropidin

Wheat and triticale

Wheat IS the major crop in northern Europe (SANTE/2019/12752). A minimum of eight
trials are required. Based on the SANTE/2019/12752, 8 residue trials on wheat can be used for
extrapolation to rye and triticale before and after forming of the edible part.

Sufficient trials on wheat (8 trials) were conducted according to the residue definition for monitoring
and risk assessment with the following GAP: 1 x 250 g a.s. /ha, application at BBCH 65, outdoor. The
trials are supported by valid storage stability data and validated analytical method.

Residues of fenpropidin in wheat grain at harvest were <0.01 mg/kg.

Available results show that the in force MRL of fenpropidin on wheat and triticale of 0.1 mg/kg
(Reg. (EU) 61/2014) will not be exceeded. The current EU MRL for fenpropidin is sufficient to support
the proposed uses.

The proposed uses on wheat and triticale are considered acceptable.

Remark:

In SANTE/2019/12752, in ANNEX | clarifications on “old/new” data requirements, it is stated that
“50% of residue trials should be decline studies, if the consumable part is exposed during application
of the plant protection product under the proposed conditions of use.” It means that Applicant should
have provided at least 4 decline studies.

For fenpropidin only 2 decline studies were provided by Applicant. However, the residue levels in grains
were < LOQ in all trials. Taking into above account, zZRMS is of the opinion that the available residue
data is sufficient to support the proposed use on wheat, and triticale.

Barley
Barley is the major crop in northern Europe (SANTE/2019/12752). A minimum of eight
trials are required.

Sufficient trials on barley (8 trials) were conducted according to the residue definition for monitoring
and risk assessment with the following GAP: 1 x 250 g a.s. /ha, application at BBCH 65, outdoor. The
trials are supported by valid storage stability data and validated analytical method. More details of the
residue studies on barley are provided in Appendix 2.

Residues of fenpropidin in barley grain at harvest were between <LOQ and 0.042 mg/kg.
Available results show that the in force MRL of fenpropidin on barley of 0.6 mg/kg
(Reg. (EU) 61/2014) will not be exceeded. The current EU MRL for fenpropidin is sufficient to
support the proposed use .
The proposed uses on barley is considered acceptable.

3.5.2 Consumer exposure

Prothioconazole
Exposure of consumers to prothioconazole (residue definition for risk assessment part 1 as given in EC
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Review Report, 20212: Prothioconazole and any other relevant metabolite exclusively linked to the
parent compound, i.e. ‘Sum of prothioconazole-desthio and all metabolites containing the 2-(1-
chlorocyclopropyl)-3-(2-chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole  moiety, expressed as
prothioconazole-desthio (sum of isomers)’) has been calculated with EFSA PRIMo rev. 3.1, which also
includes the chronic risk assessment according to the Rees Day - model.

The estimated consumer intake levels do not exceed the EU agreed ADI of 0.01 mg/kg bw/day for
prothioconazole-desthio. With the current EFSA model the chronic risk assessment ranges from 1 to
15 % of the ADI (IEDI, normal mode). The diet with the highest IEDI is “NL Toddler” with 15 % of
the ADI. For this diet, the highest contributor is “milk: cattle” with 3 % of ADI. The diet with the second
highest IEDI is “GEMS/Food G11” with 11 % of ADI where “soyabeans” are the major contributor with
4 % of ADI.

The diet with the highest NEDI/NTMDI according to the Rees Day-model is “UK infant” with 16 % of
the ADI (main contributor: beans).

The results of the IESTI calculations demonstrate that in no case the IESTI is above the acute reference
dose (ARTD) of prothioconazole-desthio of 0.01 mg/kg bw including a safety factor of 100. Thus, the
acute risk to the consumer based on the short-term intake of residues of the active substance
prothioconazole is considered to be acceptable.

Exposure of consumers to TDMs triazole alanine (TA), triazole acetic acid (TAA), triazole lactic acid
(TLA) and 1,2,4-triazole (1,2,4-T) (residue definition for risk assessment part 2, 3 and 4?):

2) TA and TLA, since these compounds share the same toxicity;
3) TAA;
4)1,24-T

has been calculated with EFSA PRIMo rev. 3.1. Besides residues determined in trials conducted
according to the envisaged GAP uses, calculations were based on input values as used during evaluation
of the pesticide risk assessment for the triazole derivative metabolites in light of confirmatory data (UK,
2018%) and thus represent a worst case situation.

Triazole alanine (TA):

The estimated consumer intake levels do not exceed the EU agreed ADI of 0.3 mg/kg bw/day for TA.
With the current EFSA model the chronic risk assessment ranges from 0.3 to 5 % of the ADI (IEDI,
normal mode). The diet with the highest IEDI is “NL Toddler” with 5 % of the ADI. For this diet, the
highest contributor is “maize/corn” with 1% of ADI. The diet with the second highest IEDI is
“GEMS/Food G06” with 4 % of ADI where “wheat” is the major contributor with 1 % of ADI.

The results of the IESTI calculations demonstrate that in no case the IESTI is above the acute reference
dose (ARfD) of 0.3 mg/kg bw for TA including a safety factor of 100. Thus, the acute risk to the
consumer based on the short-term intake of residues TA is considered to be acceptable.

Triazole acetic acid (TAA):

The estimated consumer intake levels do not exceed the EU agreed ADI of 1.0 mg/kg bw/day for TAA.
With the current EFSA model the chronic risk assessment ranges from 0 to 1 % of the ADI (IEDI,
normal mode). The diet with the highest IEDI is “NL Toddler” with 1 % of the ADI. For this diet, the
highest contributor is “maize/corn” with 0.6 % of ADI. The diet with the second highest IEDI is “DK
child” with 0.9 % of ADI where “rye” is the major contributor with 0.4 % of ADI.

The results of the IESTI calculations demonstrate that in no case the IESTI is above the acute reference

2 EC (European Commission), 2021: Review report for prothioconazole, SANC0/3923 /07 — final (10 December 2007, update
26 January 2021).

3 United Kingdom, 2018b. Triazole Derivate Metabolites, addendum — confirmatory data prepared by the rapporteur Member
State, the United Kingdom in the framework of Regulation (EC) No 1107/2009, revised version of February 2018.



ADM.03502.F.1.A./Forapro _Page 26 /144
Part A — National Assessment Version May 2023
zRMS version

dose (ARfD) of 1.0 mg/kg bw for TAA including a safety factor of 100. Thus, the acute risk to the
consumer based on the short-term intake of residues TAA is considered to be acceptable.

Triazole lactic acid (TLA):

The estimated consumer intake levels do not exceed the EU agreed ADI of 0.3 mg/kg bw/day for TLA.
With the current EFSA model the chronic risk assessment ranges from 0.1 to 1 % of the ADI (IEDI,
normal mode). The diet with the highest IEDI is “NL Toddler” with 1 % of the ADI. For this diet, the
highest contributor is “milk:cattle” with 0.6 % of ADI. The diet with the second highest IEDI is “NL
child” with 0.6 % of ADI where “milk:cattle” is the major contributor with 0.2 % of ADI.

The results of the IESTI calculations demonstrate that in no case the IESTI is above the acute reference
dose (ARfD) of 0.3 mg/kg bw for TLA including a safety factor of 100. Thus, the acute risk to the
consumer based on the short-term intake of residues TLA is considered to be acceptable.

1,2,4-triazole (1,2,4-T):

The estimated consumer intake levels do not exceed the EU agreed ADI of 0.023 mg/kg bw/day for
1,2,4-T. With the current EFSA model the chronic risk assessment ranges from 0.5 to 51 % of the ADI
(IEDIL, normal mode). The diet with the highest IEDI is “NL Toddler” with 51 % of the ADI. For this
diet, the highest contributor is “milk:cattle” with 42 % of ADI. The diet with the second highest IEDI is
“UK infant” with 31 % of ADI where “milk:cattle” is the major contributor with 27 % of ADI.

The results of the IESTI calculations demonstrate that in no case the IESTI is above the acute reference
dose (ARfD) of 0.1 mg/kg bw for 1,2,4-T including a safety factor of 300. Thus, the acute risk to the
consumer based on the short-term intake of residues 1,2,4-T is considered to be acceptable.

TA and TLA can be assigned to a common assessment group. Therefore a combined risk assessment
for these TDM can be performed by simple addition of NEDIs and NESTIs of both metabolites.

The combined EU IEDIs are less than the ADI of 0.3 mg/kg bw/day.
The combined EU IESTIs are less than the ARfD of 0.3 mg/kg bw/day.

Fenpropidin
Exposure of consumers to fenpropidin has been calculated with EFSA PRIMo rev. 3.1, which also
includes the chronic risk assessment according to the Rees Day - model.

The estimated consumer intake levels do not exceed the EU agreed ADI of 0.02 mg/kg bw/day for
fenpropidin. With the current EFSA model the chronic risk assessment ranges from 0.7 to 19 % of the
ADI (IEDI, normal mode). The diet with the highest IEDI is “NL Toddler” with 19 % of the ADI. For
this diet, the highest contributor is “milk: cattle” with 6 % of ADI. The diet with the second highest IEDI
is “NL child” with 11 % of ADI where “sugar beet roots” are the major contributor with 3 % of ADI.
The diet with the highest NEDI/NTMDI according to the Rees Day-model is “UK infant” with 20 % of
the ADI (main contributor: Milk: cattle).

The results of the IESTI calculations demonstrate that in no case the IESTI is above the acute reference
dose (ARfD) of fenpropidin of 0.02 mg/kg bw including a safety factor of 100. Thus, the acute risk to
the consumer based on the short-term intake of residues of the active substance fenpropidin is considered
to be acceptable.

Product ADM.03502.F.1.A

Based on the different calculations made to estimate the risk for consumer through diet and other means
it can be concluded that the use of product ADM.03502.F.1.A does not lead to unacceptable risks for
consumers when applied according to the recommendations.
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3.6 Environmental fate and behaviour (Part B, Section 8)
3.6.1 Predicted environmental concentrations in soil (PECsoiL)

Soil exposure for prothioconazol and fenpropidin and its soil metabolites JAU-S-methyl, JAU-desthio
and CGA 289267 was calculated using approach described in respective FOCUS guidance for the
intended uses of ADM.0350.F.1.A. For all compounds, EU agreed data were taken into account. Soil
exposure for the formulated product was also calculated. The results for PECsoil for the active substances
and their metabolites were used for the ecotoxicological risk assessment.

3.6.2 Predicted environmental concentrations in groundwater (PECcw)

The leaching behaviour of prothioconazole and fenpropidin and its metabolites JAU-S-methyl, JAU-
desthio and CGA 289267 was assessed using FOCUS PEARL 4.4.4, FOCUS PELMO 5.5.3 and FOCUS
MACRO 5.5.4 on the basis of the EU agreed input parameters or modified input parameters and intended
use pattern of ADM.03502.F.1.A. Endpoints deviating from the EU data were all agreed by the zZRMS.

Performed calculations resulted with PECew values <0.1 ug/L in all relevant Polish scenarios. Since all
PECow were <0.001 pg/L for prothioconazole, simulations performed using single model are deemed
sufficient, in line with indications of the Central Zone guidance document in area of efate (2018).

Based on the performed assessment no unacceptable leaching of prothioconazole and fenpropidin and
its metabolites is expected when ADM.03502.F.1.A. is used according to recommendations.

3.6.3 Predicted environmental concentrations in surface water (PECsw)

The surface water modelling was performed for the intended use pattern of ADM.03502.F.1.A in line
with recommendations of respective FOCUS guidance documents using most up-to-date versions of the
models.

PECsw and PECsep for the active substance prothioconazole were calculated up to FOCUS Step 3. For
the metabolite JAU-desthio PECsw and PECsep calculations were calculated up to FOCUS Step 4.
FOCUS Step 4 was also necessary for the active substance fenpropidin. For the metabolites JAU-S-
methyl, 1,2,4-triazole and CGA 289267 PECsw and PECsgp calculations were calculated only up to
FOCUS Step 2.

The application windows assumed by the Applicant for Step 3 and 4 modelling for prothioconazole

do not cover surface water exposure for the later BBCH stages. Therefore Step 3 and 4
surface water modelling was performed by the zZRMS for the last possible dates of application for spring
and winter cereals.
The active substance fenpropidin has a vapour pressure of 1.7x102 Pa and is therefore volatile. Hence
exposure of surface water due to volatilization/deposition were consider in FOCUS Step 4 calculation
for both spring and winter cerelas for early and late application.
The results for PEC surface water for the active substances and its metabolites were used for the
ecotoxicological risk assessment.

3.6.4 Predicted environmental concentrations in air (PECair)

The vapour pressure of prothioconazole at 20 °C is < 10° Pa. (4 x 10”7 Pa). Hence, prothioconazole is
regarded as non-volatile. Therefore, an assessment of the exposure of adjacent surface waters and
terrestrial ecosystems due to volatilisation with subsequent deposition is not triggered and not
performed.

The long-range transport potential has to be considered in case the DTsp in air >2 days. Since the
photochemical oxidative half-life of prothioconazole in air is 1.1 hours no long-range transport potential
is indicated.
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The vapour pressure of fenpropidin at 25°C is > 10 Pa. (1.7 x 10 Pa). Hence, fenpropidin is regarded
as semi-volatile. However, only the neutral form of fenpropidin is potentially volatile. The pKa of
fenpropidin is 10.1 and at environmentally relevant pH fenpropidin will predominantly be present in
protonated, non-volatile form (EFSA Scientific Report (2007) 124, 1-84). The pH of the product
ADM.03502.F.1.A in 1% v/v deionized water is shown to be 7.3. It is thus justified to assume that
fenpropidin is predominately protonated under real use conditions and that volatilisation is not relevant.

3.7 Ecotoxicology (Part B, Section 9)

A safe use could be shown after application of ADM.03502.F.1.A in all relevant organism groups
considering the appropriate mitigation measures (for details, please refer to chapter 3.7.2 “Effects on
aquatic species”).

3.7.1 Effects on terrestrial vertebrates

The risk assessment for terrestrial vertebrates was carried out according to the Guidance Document on
Risk Assessment for Birds and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438). No
unacceptable risk for birds and mammals is expected for acute or long-term exposure to contaminated
food indicated by TERA and TER_t values above the corresponding trigger values, even if considering
mixture toxicity. Furthermore, no unacceptable risks are expected arising from other routes of direct
exposure or secondary poisoning (residue uptake from drinking water or bioaccumulation in food
chains). In conclusion, an acceptable overall risk for birds and mammals (and other terrestrial
vertebrates) is indicated for the intended GAP uses of ADM.03502.F.1.A in cereals.

3.7.2 Effects on aquatic species

The risk assessment for aquatic organisms was carried out according to the Guidance on tiered risk
assessment for plant protection products for aquatic organisms in edge-of-field surface waters (EFSA
Journal 2013;11(7):3290). Based on PEC/RAC calculations for the active substances prothioconazole
and fenpropidin as well as the metabolites potentially relevant in aquatic systems, no unacceptable risk
for aquatic or sediment-dwelling organisms for scenarios relevant for Poland such as D3, D4, R1 is
indicated, if 40 meter non-sprayed buffer zone including an vegetated filter strip of 10 m to
surface water bodies combined with 75% drift reduction using appropriate drift reducing techniques for
spring and winter cereals.

Finally, the risk arising from bioaccumulation of the active substance as well as its metabolites
potentially of concern in aquatic systems is considered to be low.

3.7.3 Effects on bees

The evaluation of the risk for bees was performed in accordance with the recommendations of the
Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002 rev.2 (final), October 17,
2002). Based on the Tier-1 risk assessment, it can be reasonably concluded that the intended GAP uses
of ADM.03502.F.1.A are of acceptable acute risk for bees under field conditions. Chronic and larval
toxicity data for honeybees were submitted with product, since they are data requirements.

However, as for spray applications there is not noted EFSA guidance document, no deterministic chronic
risk assessment for bees is required for Poland at the moment.

3.74 Effects on other arthropod species other than bees

The risk assessment was conducted according to the ESCORT 2 Guidance Document (2000) and the
Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002 rev 2 (final), October 17,
2002). Based on the results of worst-case laboratory tests with the standard test species Aphidius
rhopalosiphi and Typhlodromus pyri, an overall acceptable risk for non-target arthropods colonised both
in-field and off-field habitats can be concluded considering the intended GAP uses of ADM.03502.F.1.A
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in cereals. Risk mitigation measures are not required.
3.7.5 Effects on soil organisms

The evaluation of the risk for soil organisms was performed in accordance with the recommendations
of the Guidance Document on Terrestrial Ecotoxicology (SANCO/10329/2002 rev 2 (final), October
17, 2002). Assessments were performed in consideration of the worst-case application scenario leading
to maximum soil load, i.e. 1x 1.0 L prod./ha (BBCH 30-65, 80 % crop interception) in cereals.

Soil macro- and mesofauna

All TER. values calculated for the active substances and their metabolites potentially relevant in soil
are above the trigger values of 5, established for long-term exposure. Thus, an acceptable overall risk
for earthworms and other soil organisms is indicated for the intended GAP uses of ADM.03502.F.1.A
in cereals.

Soil microorganisms

Effects within a range of £25 % compared to the control were observed at exposure levels which exceed
the maximum PEC values in soil calculated in consideration of the above-mentioned worst-case
exposure scenario. Thus, an acceptable overall risk for soil microorganisms is indicated for the intended
GAP uses of ADM.03502.F.1.A in cereals.

3.7.6 Effects on non-target terrestrial plants

The evaluation of the risk for non-target terrestrial plants was performed in accordance with the
recommendations of the “Guidance Document on Terrestrial Ecotoxicology”, as provided by the
Commission Services (SANCO/10329/2002 rev 2 (final), October 17, 2002). Based on the screening
step recommended by the SANCO guideline for fungicides, a safe use (with respect to an acceptable
risk for terrestrial non-target plants) can be concluded for the intended GAP uses of ADM.03502.F.1.A
in cereals. Risk mitigation measures are not required.

3.7.7 Effects on other terrestrial organisms (Flora and Fauna)
No further data/studies/calculations on non-target species are required and thus not provided.
3.8 Relevance of metabolites (Part B, Section 10)

The prothioconazole metabolites prothioconazole-desthio (JAU-Desthio) and prothioconazole-S-methyl
(JAU-S-methyl) as well as the fenpropidin metabolite CGA 289267 are predicted to occur in
groundwater at concentrations below 0.1 pg/L (see chapter 3.6.2 above). Therefore, the relevance of
these metabolites in groundwater does not need to be assessed. For the envisaged national GAP uses it
can be concluded that metabolites JAU-S-methyl, JAU-desthio and CGA 289267 will not leach to
groundwater to any environmentally hazardous extent under environmentally relevant conditions.

4 Conclusion of the national comparative assessment (Art. 50 of
Regulation (EC) No 1107/2009)

Not relevant for ADM.03502.F.1.A since prothioconazole and fenpropidin are not candidates for
substitution.

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

with the authorization
None.
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Appendix 1  Copy of the product authorization
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Appendix 2  Copy of the product label

Komentarz oceniajacych:

Etykieta zostata sprawdzona w zakresie fizykochemii, metod analitycznych, pozostato$ci, toksykologii i
istotno$ci toksykologicznej metabolitow, losu i zachowania, ekotoksykologii oraz skuteczno$ci. Zmiany
wynikajace z oceny wprowadzono do ponizszej etykiety w widoczny sposob, poprzez zaznaczenie ich szarym
kolorem, fragmenty usuniete zostaty 1 zaznaczone szarg czcionka.

Zakres zmian jest nastepujacy:

Sekcja wlasciwosci fizykochemiczne:

1.

Sekcja skutecznos¢:
1.

Srodek nie wykazuje wtasciwosci wybuchowych i utleniajacych, znakowanie $rodka wynikajace z wyzej
wymienionych wlasciwosci fizykochemicznych zgodne z zapisami Rozporzadzenia Parlamentu
Europejskiego i Rady (WE) NR 1272/2008 z dnia 16 grudnia 2008 r. nie jest wymagane.

Okres waznosci: 2 lata w opakowaniach wykonanych z HDPE/PA na podstawie zaakceptowanego 2 let-
niego badania stabilno$ci. Zgodnie z zapisami wytycznej Ministerstwa Rolnictwa i Rozwoju WSsi w sprawie
zasad zatwierdzania opakowan srodkow ochrony roslin z dnia 18/10/2021 mozliwa jest ekstrapolacja wy-
nikow badan stabilnosci wykonanych dla srodka przechowywanego w HDPE/PA na HDPE/EVOH. W
zwigzku z powyzszym, wszystkie opakowania wymienione, w punktach 2.1 dokumentu A i 4.4 Sekcji 1
mozna uzna¢ za odpowiednie do celéw transportu i magazynowania srodka ochrony roslin.

Brak uwag do punktéw dotyczacych warunkéw przechowywania i bezpiecznego usuwania srodka ochrony
roslin i opakowania oraz sporzadzania cieczy uzytkowe;.

Brak uwag do zapiséw nazw grup chemicznych, do ktérych przyporzadkowano substancje czynne. Dodano
zawartosci substancji czynnych wyrazone jako %w/w (gesto$¢ srodka zgodnie z danymi zawartymi w
punkcie 2.6.1 Sekcji 1,2,4 wynosi 1,04).

Zgodnie z informacjami zawartymi w punktach I11A 2.9.1 i I11A 2.9.2 Sekcji 1,2,4 Raportu Rejestracyjnego
srodek nie jest dedykowany do facznego stosowania.

Zgodnie z strategia zarzagdzania odpornoscia, dla srodkow zawierajacych substancje czynne z grupy FRAC

3 oraz 5, preferowane jest stosowanie w zabiegach profilaktycznych, a nalezy unikaé¢ stosowania w

zabiegach interwencyjnych czy leczniczych. Powyzsze zalecenia zostaly uwzglednione przez

wnioskodawce w zapisach dla strategii zarzadzania odpornoscia. W rozdziale

OPIS DZIALANIA podkreslono, ze Srodek przeznaczony jest do stosowania gtownie zapobiegawczego.

Uzupekiono opis klasyfikacji
substancji czynnych w tym samym rozdziale.

W rozdziale STOSOWANIE SRODKA:

- zmodyfikowano zapisy dotyczace zastosowania $rodka w pszenicy jarej i ozimej, uwzgledniajgce
wykluczenie zastosowania $rodka w ochronie przed rdzg brunatng i rdzg zotta w pszenicy jarej (z
uwagi na brak badan, nie uznano wskazanych zastososowan w pszenicy jarej),

- dopisano informacje o srednim poziomie zwalczania chordb: septoriozy paskowanej lisci pszenicy i
brunatnej plamistosci liSci W pszenicy.

- Zmieniono zapis: Zalecane opryskiwanie Sredniokropliste na drobnokropliste, zgodnie z prosba
wnioskodawcy przedstawiona w Reporting Table, part A, podczas etapu komentowania oceny $rodka.

Do oceny skutecznosci dziatania srodka wykorzystano badania przeprowadzone w strefie EPPO pdlnocno-
wschodniej (Polska, Litwa, Lotwa) oraz w krajach sagsiednich (Czechy, Niemcy, Stowacja). Dla
zdecydowanej wiekszosci wnioskowanych zastosowan (za wyjatkiem rynchosporiozy w jeczmieniu
jarym), dostepne byty wyniki badan ze strefy EPPO p6tnocno-wschodniej. Do oceny $rodka w zwalczaniu
rynchosporiozy w jeczmieniu jarym, zgodnie z zasadg esktrapolacji wykorzystano wyniki z 1 badania,
przeprowadzonego w Czechach (wniosek o ocene Srodka Forapro zostat zlozony w sierpniu 2021 roku,
przed aktualizacja zapisow ustalen harmonizacyjenyh w tym zapisow dotyczacych lokalizacji badan dla
srodkow zawierajacych nowa mieszaning susbstancji czynnych)

Na podstawie przeprowadzonej oceny, nie uznano zastosowania srodka w pszenzycie jarym do ochrony

przed septorioza paskowana lisci, maczniakiem prawdziwym, rdza brunatn i rdza zotta — na podstawie

etykiety srodka, w domysle pszenzyto jare nie jest wnioskowane dla Polski. Jednak bioragc pod uwage tabele

GAP gdzie wskazano kod TTLSS, odnoszacy si¢ ogolnie do pszenzyta, wnioski z oceny wykonano w

stosunku do obu form pszenzyta. W przedtozonej dokumentacji jest tylko 1 badanie wykonane w

pszenzycie jarym w Niemczech, w ktérym wystapily rdza zo6tta oraz maczniak prawdziwy. Jednak na

podstawie tego badania nie mozna pokaza¢ miarodajnych wynikow skutecznos$ci dziatania §rodka po 1

zabiegu, z uwagi na zbyt niskie porazenie (pest severity znacznie ponizej 5%), sa jedynie wyniki po 2
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zabiegu przy odpowiednim porazeniu na kontroli. Z uwagi na to, ze rdza zétta w pszenzycie jarym jest
wymieniona jako zastosowanie matoobszarowe W rozporzadzeniu Ministra Rolnictwa i Rozwoju Wsi z
dnia 18 wrzesnia 2019 r. zmieniajacym rozporzadzenie w sprawie zastosowan maloobszarowych srodka
ochrony ro$lin, istnieje mozliwos¢ rejestracji tego zastosowania w trybie art. 51 rozporzadzenia 1107/2009.
5.  Zmodyfikowano i rozszerzono zapisy w ramach strategii zarzadzania odporno$cig — zgodnie z zapisami
zaproponowanymi przez wnioskodawce 1 zaakceptowanymi przez zZRMS w czgsci B3 dRR.

Sekcja metody analityczne:
1. Brak uwag.

Sekcja toksykologia i istotnos$é toksykologiczna metabolitow:

1. W czgsci dotyczacej zwrotéw wskazujacych srodki ostroznosci zmieniono zwrot ,,Zapobieganie” na P260
ze wzgledu na klasyfikacje zagrozen H373

2. W czesci dotyczgcej] PIERWSZA POMOC dodano zwrot ,,W przypadku ztego samopoczucia zasiegna¢
porady/zgtosic¢ si¢ pod opieke lekarza” wynikajacy z klasyfikacji zagrozen H373

Sekcja pozostalosSci

1. Wprowadzono do etykiety zapis dotyczacy roslin uprawianych nastgpczo. ,,Okres od ostatniego
zastosowania $rodka na rosliny do dnia, w ktorym mozna sia¢ lub sadzi¢ rosliny uprawiane nastgpczo: Nie
dotyczy”.

Sekcja los i zachowanie w §rodowisku:
1. Brak uwag.

Sekcja ekotoksykologia:

1. Zmieniono zapisy dotyczace zarzgdzania ryzykiem dla organizméw wodnych.
Wprowadzno 40 metrowg stref¢ ochronng, w tym zadarniong na szerokos¢ 10 metréw od zbiornikow i
ciekow wodnych wraz z uzyciem rozpylaczy redukujacych znoszenie cieczy uzytkowej o 75%.

2. Dodano zwroty P391 i P501.

Posiadacz zezwolenia:
ADAMA Polska Sp. z o.0., ul. Sienna 39, 00-121 Warszawa, tel.: +48 22 395 66 60, infolinia:
+48 22 395 66 66, e-mail: biuro@adama.com, www.adama.com

Podmiot odpowiedzialny za koncowe pakowanie i etykietowanie:

FORAPRO 425 EC

Srodek przeznaczony do stosowania przez uiytkownikéw profesjonalnych

Zawarto$¢ substancji czynnych:

Fenpropidyna — zwigzek z grupy morfolin - 250 g/l (24,0%)
Protiokonazol - zwigzek z grupy triazoli— 175 g/l (16,8%)

Zezwolenie MRIRW nr R -..../2023 z dnia ....2023 r.


mailto:biuro@adama.com
http://www.adama.com/

ADM.03502.F.1.A./Forapro _Page 33 /144
Part A — National Assessment Version May 2023
zRMS version

NAUR 2%

Niebezpieczenstwo

H315 Dziata draznigco na skorg.

H317 Moze powodowac reakcje¢ alergiczng skory.

H318 Powoduje powazne uszkodzenie oczu.

H335 Moze powodowac¢ podraznienie drog oddechowych.

H373 Moze powodowaé uszkodzenie narzadow poprzez dtugotrwale lub narazenie
powtarzane

H410 Dziata bardzo toksycznie na organizmy wodne, powodujac dlugotrwate skutki

EUH 401 W celu uniknigcia zagrozen dla zdrowia ludzi i $rodowiska, nalezy postepowac

zgodnie z instrukcjg uzycia

P260 Nie wdycha¢ pylu/dymu/gazu/mgty/par/rozpylonej cieczy.
P280 Stosowac¢ rekawice ochronne/odziez ochronng/ochrong oczu/ochrong twarzy.
P302+P352 W PRZYPADKU KONTAKU ZE SKORA: Umy¢ duzg iloscig wody/mydtem

P305+P351+P338 | W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie pluka¢ woda przez
kilka minut. Wyja¢ soczewki kontaktowe, jezeli sg 1 mozna je tatwo usung¢.

Nadal ptukac.
P391 Zebra¢ wyciek
P410 Chroni¢ przed $wiatlem stonecznym
P501 Zawartos¢/pojemnik usuwac do recyklingu badz sktadowania na sktadowiskach

odpowiednich dla pestycydow lub spalania w odpowiednich instalacjach

OPIS DZIALANIA

FUNGICYD w formie rozpuszczalnego koncentratu (EC) do sporzadzania roztworu wodnego o
dziataniu uktadowym do stosowania gltéwnie zapobiegawczego, a takze interwencyjnego oraz
Wyniszczajacego.

Zgodnie z klasyfikacja FRAC substancja czynna fenpropidyna zaliczana jest do grupy 5 (fungicydy SBI
- Il, morfoliny), a substancja czynna protiokonazol zaliczana jest do grupy 3 (fungicydy SBI - I, DMI
fungicydy).

STOSOWANIE SRODKA

Srodek przeznaczony do stosowania przy uzyciu samobieznego lub ciagnikowego opryskiwacza
polowego

Pszenica ozima, pszenica jara

septorioza paskowana lisci pszenicy (Sredni poziom zwalczania), brunatna plamistosé¢ lisci (Sredni
poziom zwalczania), , mgczniak prawdziwy zboz i traw

Pszenica ozima

rdza Zotta, rdza brunatna

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 1 I/ha.

Termin stosowania: Srodek stosowa¢ zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chordb, od poczatku fazy strzelania w zdzbto do petni fazy kwitnienia (BBCH 30-65).
Zalecana ilo$¢ wody: 100-400 I/ha.

Zalecane opryskiwanie: : drobnokropliste
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Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Jeczmien ozimy, jeczmien jary

mqczniak prawdziwy zboz i traw, rynchosporioza zboz, plamistos¢ siatkowa jeczmienia, rdza jeczmienia
Maksymalna/zalecana dawka dla jednorazowego zastosowania: 1 I/ha.

Termin stosowania: Srodek stosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chordb, od poczatku fazy strzelania w ZdZzbto do petni fazy kwitnienia (BBCH 30-65).
Zalecana ilos¢ wody: 100-400 I/ha.

Zalecane opryskiwanie: drobnokropliste

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1

Pszenzyto ozime

mgqczniak prawdziwy zboz i traw, septorioza paskowana lisci pszenicy, rdza brunatna, rdza zolta,
Maksymalna/zalecana dawka dla jednorazowego zastosowania: 1 I/ha.

Termin stosowania: Srodek stosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chordb, od poczatku fazy strzelania w zdzbto do petni fazy kwitnienia (BBCH 30-65).
Zalecana ilo$¢ wody: 100-400 I/ha.

Zalecane opryskiwanie: drobnokropliste

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

SRODKI OSTROZNOSCI, OKRESY KARENCJI I SZCZEGOLNE WARUNKI
STOSOWANIA

Okres od ostatniego zastosowania srodka do dnia zbioru rosliny uprawnej (okres karencji):
Nie dotyczy

Okres od ostatniego zastosowania $rodka na rosliny do dnia, w ktorym mozna sia¢ lub sadzi¢ rosliny
uprawiane nastepczo:
Nie dotyczy

Podczas stosowania $rodka nie dopuscié do:
— znoszenia cieczy uzytkowej na sasiednie rosliny uprawne,
— naktadania si¢ cieczy uzytkowej na stykach pasow zabiegowych i uwrociach.

Srodek zawiera substancje czynna fenpropidyna z grupy morfolin (fungicydy inhibitory biosyntezy
steroli, inhibitory reduktazy i izomerazy, SBI - 1, wg FRAC Grupa 5) oraz protiokonazol z grupy triazoli
(fungicydy inhibitory biosyntezy steroli - inhibitory demetylacji, SBI- | DMI fugicydy, wg FRAC grupa
3),

W ramach strategii antyodpornos$ciowej zaleca si¢ m. in.:

- stosowanie $rodka glownie do zabiegéw zapobiegawczych (tj. na poczatku okreséw infekcji
pierwotnych lub wtornych). Nalezy unika¢ stosowania srodka w zabiegach interwencyjnych lub
leczniczych, tj. w poznych fazach rozwoju choroby,

- - stosowanie $rodka W pelnej zalecanej dawce, takze w
przypadku stosowania srodka w mieszaninach zbiornikowych,

- Poniewaz dopuszczalny jest tylko jeden zabieg srodkiem Forapro w sezonie, zaleca si¢ wiaczenie do
przyjetego programu ochrony $rodkéw grzybobodjczych, zawierajacych substancje czynne z innych
grup, o odmiennych mechanizmach dzialania, dla ktérych nie wystepuje ryzyko odpornosci krzyzowej
patogenu na srodki z grupy 3 oraz 5 FRAC (SBI-DMI, SBI-morfoliny) (stosowanie przemienne lub w
mieszaninie zbiornikowej),

- w przypadku zaobserwowania zmniejszonej skutecznosci srodka Forapro i podejrzenia wystgpowania
mniej wrazliwych ras patogenu, Srodek powinien by¢ stosowany wylgcznie w mieszankach
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zbiornikowych lub przemiennie ze skutecznymi srodkami z innych grup, dla ktorych nie wystepuje
ryzyko odpornosci krzyzowej patogenu na $rodki z grupy 3 i 5 FRAC (SBI-DMI, SBI-morfoliny),

- celem zmniejszenia presji infekcyjnej patogenow, nalezy wlaczy¢ niechemiczne metody ochrony jak
np. stosowanie odmian odpornych, wlasciwe zmianowanie, a takze przestrzega¢ zasad dobrej praktyki
rolniczej.

SPORZADZANIE CIECZY UZYTKOWEJ

Ciecz uzytkowa przygotowac bezposrednio przed zastosowaniem.

Przed przystapieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebna jej objeto$¢ wraz
z iloscig $rodka. Napetniajac opryskiwacz postgpowac zgodnie z instrukcjg producenta opryskiwacza.
W przypadku braku instrukcji odmierzong ilos¢ srodka doda¢ do zbiornika opryskiwacza napelnionego
czgsciowo wodg (z wlaczonym mieszadtem).

Oproznione opakowania przeptukaé trzykrotnie woda, a poptuczyny wla¢ do zbiornika opryskiwacza
Z ciecza uzytkowa, uzupeli¢ woda do potrzebnej ilosci i dokladnie wymiesza¢. Po wlaniu $rodka
do zbiornika opryskiwacza niewyposazonego w mieszadlo hydrauliczne, ciecz mechanicznie
wymieszac.

W przypadku przerw w opryskiwaniu, przed ponownym przystapieniem do pracy, ciecz uzytkowa
W zbiorniku opryskiwacza doktadnie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ | MYCIE APARATURY

Resztki cieczy uzytkowej oraz wodg uzyta do mycia aparatury nalezy:

— jezeli jest to mozliwe, po uprzednim rozcienczeniu zuzy¢ na powierzchni, na ktorej przeprowadzono
zabieg, lub

— Uunieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajacych biologiczng degradacje
substancji czynnych $rodkow ochrony roslin, lub

— unieszkodliwi¢ w inny sposob, zgodny z przepisami o odpadach.

Po pracy aparaturg doktadnie wymy¢.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ

7

OSOB POSTRONNYCH

Przed zastosowaniem $rodka nalezy poinformowac 0 tym fakcie wszystkie zainteresowane strony, ktore
moga by¢ narazone na znoszenie cieczy uzytkowej i ktore zwrdcily sie 0 taka informacje.

Nie jesc¢, nie pic¢ ani nie pali¢ podczas uzywania produktu.

Stosowa¢ rekawice ochronne, ochrong¢ oczu i twarzy oraz odziez ochronng trakcie
przygotowywania cieczy uzytkowe;.

Stosowa¢ rekawice ochronne, ochrong oczu i twarzy oraz odziez ochronng (kombinezon),
zabezpieczajacg przed oddzialywaniem $rodkoéw ochrony roslin oraz odpowiednie obuwie (np. kalosze)
w trakcie przygotowywania cieczy uzytkowej oraz w trakcie wykonywania zabiegu.

Unika¢ zanieczyszczenia oczu.

Zanieczyszczong odziez zdjac 1 wyprac przed ponownym uzyciem.

Okres od zastosowania $rodka do dnia, w ktérym na obszar, na ktérym zastosowano $rodek mogg wejs¢
ludzie oraz zostaé wprowadzone zwierzeta (okres prewencji): nie wchodzi¢ do czasu catkowitego
wyschnigcia cieczy uzytkowej na powierzchni roslin.

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO:

Nie zanieczyszcza¢ wod srodkiem ochrony roslin lub jego opakowaniem. Nie my¢ aparatury w poblizu
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wod powierzchniowych. Unika¢ zanieczyszczania wod poprzez rowy odwadniajace z gospodarstw i
drog.

Unika¢ niezgodnego z przeznaczeniem uwolnienia do srodowiska.

W celu ochrony organizméw wodnych konieczne jest wyznaczenie strefy ochronnej o
szerokosci 40 metrow, w tym zadarnionej 0 szerokosci 10 metrow wraz z uzyciem rozpylaczy
redukujacych znoszenie cieczy uzytkowej o 75% od zbiornikow i ciekdéw wodnych.

W celu ochrony organizméw wodnych konieczne jest wyznaczenie zadarnionej strefy ochronnej o
szeroko$ci 10 m wraz z jednoczesna redukcja znosu z chmura oprysku o 75% za pomoca
odpowiednich technik antyznoszeniowych.

WARUNKI PRZECHOWYWANIA | BEZPIECZNEGO USUWANIA SRODKA OCHRONY
ROSLIN | OPAKOWANIA

Chroni¢ przed dzie¢mi.
Srodek ochrony roslin przechowywag:
- w oryginalnych opakowaniach, w prawidtowo wentylowanych, suchych i chtodnych miejscach,
— W sposob uniemozliwiajacy kontakt z zywnoscia, napojami lub pasza, skazenie srodowiska oraz
dostep 0sob trzecich,
- wtemperaturze 0°C - 30°C.

Zabrania si¢ wykorzystywania oproznionych opakowan po $rodkach ochrony roslin do innych celow.
Niewykorzystany $rodek przekaza¢ do podmiotu uprawnionego do odbierania odpadow
niebezpiecznych.

Oproznione opakowania po srodku zwroci¢ do sprzedawcy srodkéw ochrony roslin bedacych $rodkami
niebezpiecznymi.

PIERWSZA POMOC

Antidotum: brak, stosowa¢ leczenie objawowe.

W razie koniecznosci zasiggnigcia porady lekarza, nalezy pokaza¢ opakowanie lub etykiete.

W przypadku dostania si¢ do oczu: Ostroznie ptuka¢ woda przez kilka minut. Wyja¢ soczewki
kontaktowe, jezeli sg i mozna je tatwo usungé. Nadal ptukac.

W przypadku kontaktu ze skorg (lub z wlosami) zdjac¢ cala zanieczyszczong odziez. Splukaé skore
strumieniem wody (lub prysznicem).

W przypadku ztego samopoczucia zasiggna¢ porady/zglosi¢ si¢ pod opieke lekarza.

Okres waznosci - 2 lata
Data produkcji - .........
Zawartos¢ netto - .........
Nr partii - .........
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Appendix 3  Letter of Access

The Letters of Access are confidential and are provided separate to this submission.



ADM.03502.F.1.A./Forapro
Part A — National Assessment

ZRMS version

Page 38 /144
Version May 2023

Appendix 4 Lists of data considered for national authorization

List of data submitted by the applicant and relied on

Title

prothioconazol 175 EC (ADM.03502.F.1.A)
Report no. 20-913017-012, Sponsor no. 000105554
DEFITRACES, Brindas, France

Not GLP

Unpublished

Company Report No. Verte- Data_ o Previously used
Data point Author(s) Year |Source (where different from company) brate protection Justlflgat|9n if Qata Owner® YN .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP 2.1/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 2.2.1/01 Tzur, L. 2020 | Explosive and oxidising properties of Prothioconazole 175 + N N ADM
Fenpropidin 250 EC
Report no. -, Sponsor no. -
ADAMA Agricultural Solutions Ltd., Beer-Sheva, Israel
Not GLP
Unpublished
KCP 2.2.2/01 Tzur, L. 2020 | Explosive and oxidising properties of Prothioconazole 175 + N N ADM
filed in KCP Fenpropidin 250 EC
2.2.1/01 Report no. -, Sponsor no. -
ADAMA Agricultural Solutions Ltd., Beer-Sheva, Israel
Not GLP
Unpublished
KCP 2.3.1/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 2.3.3/01 Halbwachs, P. | 2020 | Auto-ignition temperature of liquids on fenpropidine 250 + N N ADM
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-ng:ﬁpany Report No Verte- Data o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP 2.4.2/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 2.5.1/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 2.5.2/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 2.6.1/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
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0°C for 7 days

Report no. 000105029.061FL, Sponsor no. 000105029
ADAMA Makhteshim Ltd., Beer-Sheva, Israel

GLP

Unpublished

under EU Regulation
1107/2009

-ng:ﬁpany Report No Verte- Data o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP 2.7.1/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 2.7.4/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP Tsesin, N. 2022 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
2.7.5/01 properties of prothioconazole 175 g/L + fenpropidin 250 before to Poland to support
g/L EC (ADM.03502.F.1.A) stored at ambient temperature PPP product registration
for two years. under EU Regulation
Report no. 000105030.062FL, Sponsor no. 000105030 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP / GEP
Unpublished
KCP 2.8.2/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
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Jul-2022

Report no. FNG56966-M

ADAMA Makhteshim Ltd., Beer-Sheva, Israel
Not GLP

Published

-ng:ﬁpany Report No Verte- Data_ o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP 2.8.6.1/01 | Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 2.8.6.2/01 | Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 2.8.6.3/01 | Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
filed in KCP properties of prothioconazole 175 g/L + fenpropidin 250 g/L before to Poland to support
KCP 2.1/01 EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP
Unpublished
KCP 4.2/01 Anonymous 2022 | Safety Data Sheet — ADM.03502.F.1.A- — Revision date 07- N N ADM
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KCP 5.1.1/01 Tsesin, N. 2020 | Determination of storage stability and physical-chemical N Y Study was never submitted | ADM
iled in properties of prothioconazole g/L + fenpropidin g efore to Poland to support
(filed in KCP ies of prothi le 175 g/L + fi idin 250 g/L bef Poland
2.1/01) EC (ADM.03502.F.1.A) stored at 54 °C for 14 days and at PPP product registration
0°C for 7 days under EU Regulation
Report no. 000105029.061FL, Sponsor no. 000105029 1107/2009
ADAMA Makhteshim Ltd., Beer-Sheva, Israel
GLP/GEP
Unpublished
KCP 5.1.1/02 Tsesin, N. 2020 | Analytical method validation and quantification of toluene in N Y Study was never submitted | ADM
Prothioconazole 175 g/L + Fenpropidin 250 g/L EC before to Poland to support
(ADM.03502.F.1.A) PPP product registration
Report no. 000105028.064FL, Sponsor no.: 000105028 under EU Regulation
ADAMA Makhteshim Ltd., Beer-Sheva, Israel 1107/2009
GLP/GEP
Unpublished
KCP 5.1.2/01 Klimmek, S. 2017 | Freezing storage stability & validation of residues of 1,2,4- N Y Study was never submitted | ADM Y
iled in and Gizler, A. riazole, Triazole Alanine, Triazole Acetic Acid an efore to Poland to support evaluated in the
filed in KCP 8/ d Gizler, A Triazole, Triazole Alanine, Triazole Acetic Acid and bef Poland luated in th
KCA 6.1/01) Triazole Lactic Acid in water, acid and dry matrix: PPP product registration dRR for
cucumber, grapes and dry bean at 0, 3, 6, 12, 18, 24 and 36 under EU Regulation ADM.03500.F.2.B
months. 1107/2009 (Soratel) on
Report No.: S12-00072, sponsor no.: R-30330 11.2022
Eurofins Agroscience Services Chem GmbH, Hamburg,
Germany
GLP
Unpublished
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under EU Regulation
1107/2009

-ég:;‘ anv Report No Verte- Data Previously used
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GLP or GEP status Y/N YIN data point?
Published or not P )
KCP 5.1.2/02 Lefresne, S. 2020 | Freezing storage stability of prothioconazole-desthio, 3- N Y Study was never submitted | ADM Y
(filed in KCP 8/ hydroxy-prothioconazole-desthio, 4-hydroxy- before to Poland to support evaluated in the
KCA 6.1/02) prothioconazole-desthio, 5-hydroxy-prothioconazole- PPP product registration dRR for
desthio, 6-hydroxy-prothioconazole-desthio and alpha- under EU Regulation ADM.03500.F.2.B
hydroxy-prothioconazole-desthio in plant matrices 1107/2009 (Soratel) on
at/below -18°C during 24 months (0, 1, 3, 12, 18 and 24 11.2022
months): Wheat whole plant (high water content), wheat
grain (high starch content), wheat straw (difficult
commodity), oilseed rape grain (high oil content),
strawberry (high acid content) and dry bean (high protein
content).
Report No.: B18S-A4-P-02, sponsor no.: R-39653
POLLENIZ/GIRPA, Beaucouzé Cedex, France
GLP
Unpublished
KCP 5.1.2/03 Huaulmé, J.- 2020 | Residue study of prothioconazole and its metabolites, and N Y Study was never submitted | ADM N
(filed in KCA M. fenpropidin in wheat whole plant and RAC (grain and before to Poland to support
6.3.1/01) straw) after one foliar application of ADM.3502.F.1.A - 2 PPP product registration
HS and 2 DCS - Northern Europe (France, Poland and under EU Regulation
Hungary) - 2019 1107/2009
Report no.: BPL19/770/GC, sponsor no.: 000102759
BIOTEK Agriculture, Saint-Pouange, France
GLP
Unpublished
KCP 5.1.2/04 Huaulmé, J.- 2020 | Residue study of prothioconazole and its metabolites, and N Y Study was never submitted | ADM Y for
(filed in KCA M. fenpropidin in barley whole plant and RAC (grain and before to Poland to support prothioconazole
6.3.2/01) straw) after one foliar application of ADM.3502.F.1.A - 2 PPP product registration evaluated in the

dRR for
ADM.03500.F.2.B
(Soratel) on
11.2022 N for
fenpropidin
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KCP 5.1.2/05 Huaulmé, J.- 2021 | Residue study of prothioconazole and its metabolites, and N Y Study was never submitted | ADM Y for
(filed in KCA M. fenpropidin in barley whole plant and raw agricultural before to Poland to support prothioconazole
6.3.2/02) commodity after one foliar application of ADM.3502.F.1.A PPP product registration evaluated in the
- 2 harvest and 2 decline trials — Northern Europe (FR, PL, under EU Regulation dRR for
HU) - 2020. 1107/2009 ADM.03500.F.2.B
Report no.: BPL20/844/GC, sponsor no.: 000105350 (Soratel) on
BIOTEK Agriculture, Saint-Pouange, France 11.2022 N for
GLP fenpropidin
Unpublished
KCP 5.1.2/06 Anonymous 2010 | Development of air sampling methodology in support of N N - N
(filed in KCP determining risk of bystander and resident exposure to
7.2.2.2/01) pesticides
SID 5 (Rev. 07/10), DEFRA Project PS2023
Non-GLP
Published
KCP 5.1.2/07 Morlock, G. 2006a | Degradation of Fenpropidin in 3 different soils under N Y Data protection started with [ IRVITA N
filed in KCP aerobic conditions at 20° C in the dark authorisation of Artemis *
(
9.1.1.1/01) Report No 20051244/01-CABJ, sponsor no. 00012949 450 EC (R-10/2016 dated
GLP 26.01.2016)
Unpublished
KCP 5.1.2/08 Morlock, G. 2006b | Degradation of Fenpropidin in one soil under aerobic N Y Data protection started with | IRVITA N
(filed in KCP conditions at 20° C in the dark authorisation of Artemis *
9.1.1.1/02) Report No 20051244/02-CABJ, sponsor no. 00012950 450 EC (R-10/2016 dated
GLP 26.01.2016)
Unpublished
KCP 5.1.2/09 Florchinger 2008 | Degradation of Fenpropidin Acid in 3 Different Soils under N Y Study was never submitted |[IRVITA N
(filed in KCP M. Aerobic Conditions at 20°C in the Dark before to Poland to support *
9.1.1.1/03) Eurofins-GAB GmbH PPP product registration
Report No.S08-01156, sponsor no. 00016350 under EU Regulation
GLP 1107/2009
Unpublished
KCP 5.1.2/10 2020a | Acute toxicity of ADM.03502.F.1.A to Oncorhynchus Y Y Study was never submitted | ADM N
(filed in KCP mykiss in a 96-hour semi-static test before to Poland to support
10.2.1/01) Report no ... PPP product registration
under EU Regulation
GLP 1107/2009
Unpublished
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KCP 5.1.2/11 Renner, P. 2020b | Acute toxicity of ADM.03502.F.1.A to Daphnia magna in N Y Study was never submitted | ADM N
(filed in KCP a 48-hour semi-static test before to Poland to support
10.2.1/02) Report no 2048 ADL0008, Sponsor no.: 000104840 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP 5.1.2/12 Scheerbaum, 2021 | ADM.03502.F.1.A - Alga, Growth Inhibition Test with N Y Study was never submitted | ADM N
(filed in KCP D. Desmodesmus subspicatus, 72 hours before to Poland to support
KCP 10.2.1/03) Report no. SO21519 / SSO19707, Sponsor no.: 000108687 PPP product registration
Noack Laboratorien GmbH, Sarstedt, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP 5.1.2/13 Renner, P. 2021 | Effects of ADM.03502.F.1.A on Lemna gibba in a growth N Y Study was never submitted | ADM N
(filed in KCP inhibition test under semi-static test conditions before to Poland to support
10.2.1/04) Report no 2048ALE0006, Sponsor no.: 000104842 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP 5.1.2/14 DreBler, K. 2020 | Chronic oral toxicity of ADM.03502.F.1.A to the honey N Y Study was never submitted | ADM N
(filed in KCP bee Apis mellifera L. under laboratory conditions before to Poland to support
10.3.1.2/01) Report no.: 2048BAC0011, Sponsor no.: 000104844 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP 5.1.2/15 Hénsel, M. 2021 | ADM.03502.F.1.A — Repeated exposure of honey bee N Y Study was never submitted | ADM N
(filed in KCP larvae (Apis mellifera L.) under laboratory conditions before to Poland to support
10.3.1.3/01) Report no.: 2048BLC0013, Sponsor no.: 000104845 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP 5.1.2/16 Kastner, K. 2020a | Effects of ADM.03502.F.1.A on seedling emergence and N Y Study was never submitted | ADM N
(filed in KCP seedling growth of six non-target terrestrial plant species before to Poland to support
10.6.1/01) under greenhouse conditions PPP product registration
Report no.: 2046PSE0007, Sponsor no.: 000104852 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
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KCP 5.1.2/17 Kistner, K. 2020b | Effects of ADM.03502.F.1.A on vegetative vigour of six N Y Study was never submitted | ADM N
(filed in KCP non-target terrestrial plant species under greenhouse before to Poland to support
10.6.1/02) conditions PPP product registration
Report no.: 2035CRX0012, Sponsor no.: 000104853 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
KCP 5.1.2/18 Lefresne, S. 2021 | Validation of an analytical method for the determination of N Y Study submitted in ADM Y
prothioconazole residues in cereals, honey, oilseed rape February 2022 r. to Poland evaluated in the
and sugar beet. for support registration of dRR for
Report no. B21S-A4-P-01, EFSA-2021-00003265, Sponsor product ADM.3500.F.2.B ADM.03500.F.2.B
no. 000108024 (Soratel 250 EC) and April (Soratel) on
GIRPA, Beaucouzé Cedex, France 2022 for support 11.2022
GLP registration of product
Unpublished ADM.03503.F.1.A (Avastel
225 EC). Data protection
has not yet started.
KCP 5.1.2/19 Gustloff, C.; 2021 | Validation of an analytical method for the determination of N Y Study submitted in ADM Y
Wallbaum, P. triazole metabolites (TDMSs) in crop matrices of season February 2022 r. to Poland evaluated in the
2021 for support registration of dRR for
Report no. S21-02262, MAC-2135V, Sponsor no. product ADM.3500.F.2.B ADM.03500.F.2.B
000107909 (Soratel 250 EC). Data (Soratel) on
Eurofins Agroscience Services Chem GmbH, Hamburg, protection has not yet 11.2022
Germany started.
GLP
Unpublished
KCP 5.1.2/20 Semrau, J., 2021 N Y Study submitted in ADM Y
(filed in KCA Determination of Residues of Prothioconazole and its February 2022 r. to Poland evaluated in the
6.6.2/01) Metabolites after One Application of MCW-2073 on Bare for support registration of dRR for
Soil in Rotational Crops (Radish, Leaf lettuce and Barley) product ADM.3500.F.2.B ADM.03500.F.2.B
at 2 Sites in Northern Europe and 2 Sites in Southern (Soratel 250 EC) and April (Soratel) on
Europe 2018/2019 2022 for support 11.2022
Report no. S18-02513, Sponsor no.: R-39638 registration of product
Eurofins Agroscience Services GmbH, Stade, Germany ADM.03503.F.1.A (Avastel
GLP, Unpublished 225 EC). Data protection
has not yet started.
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KCP 5.2/01 Brown, S. 2022 | Development and Validation of an Analytical Method for N Y Study submitted in ADM Y
Determination of Residues of Prothioconazole-desthio in February 2022 r. to Poland evaluated in the
Body Fluids (Blood) by LC-MS/MS for support registration of dRR for
Report no.: RES-00373, Sponsor no.: 000109608 product ADM.3500.F.2.B ADM.03500.F.2.B
ResChem Analytical Limited, Derby, UK (Soratel 250 EC) and April (Soratel) on
GLP 2022 for support 11.2022
Unpublished registration of product

ADM.03503.F.1.A (Avastel
225 EC). Data protection
has not yet started.

KCP 5.2/02 Lefresne, S. 2020 | Validation of an analytical method for the determination of N Y Study submitted in ADM Y
prothioconazole residues in wheat (whole plant, grain, February 2022 r. to Poland evaluated in the
straw), oilseed rape (grain), strawberry and dried bean for support registration of dRR for
Report no.: B18S-A4-P-01, Sponsor no.: R-39651 product ADM.3500.F.2.B ADM.03500.F.2.B
FREDON Pays de la Loire / GIRPA, Beaucouzé Cedex, (Soratel 250 EC). Data (Soratel) on
Israel protection has not yet 11.2022
GLP started.

Unpublished

KCP 5.2/03 Watson, G. 2022 | Independent laboratory validation of an analytical method N Y Study submitted in October | ADM Y
B18S-A4-P-01 (Adama study No- R-39651) for the 2022 r. to Poland for evaluated in the
determination of residues of prothioconazole-desthio in support registration of dRR for
crops by LC-MS/MS product ADM.3500.F.2.B ADM.03500.F.2.B
Report no.: RES-00393, Sponsor no.: 000110772 (Soratel 250 EC). Data (Soratel) on
ResChem Analytical Limited, Derby, UK protection has not yet 11.2022
GLP started.

Unpublished
KCP 5.2/04 Watson, G. 2022 Validation of an analytical method for the determination of N Y gtudy submitted in October | ADM Y .
. . L 022 r. to Poland for evaluated in the
residues of prothioconazole-desthio in egg by LC-MS/MS . -
Report no.: RES-00394, Sponsor no.: 000110773 support registration of dRR for
ResChem 'Analytical Li’mited Derby' UK product ADM.3500.F.2.B ADM.03500.F.2.B
' ! (Soratel 250 EC). Data (Soratel) on

GLP .

. protection has not yet 11.2022
Unpublished

started.
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KCP 5.2/05 Lindner, M., 2022 | Independent Laboratory Validation of an Analytical N Y Study submitted in October | ADM Y
Biidel, A. Method for the Determination of Residues of 2022 r. to Poland for evaluated in the
Prothioconazole-desthio in Egg by LC-MS/MS support registration of dRR for
Report no.: S22-04421 (MAC-2219V), Sponsor no.: product ADM.3500.F.2.B ADM.03500.F.2.B
000111069 (Soratel 250 EC). Data (Soratel) on
Eurofins Agroscience Services Chem GmbH, Hamburg, protection has not yet 11.2022
Germany started.
GLP
Unpublished
KCP 5.2/06 Lefresne, S. 2021 N Y Study submitted in April ADM Y
Validation of an analytical method for the determination of fé)gziitrgtrigﬁpoaogtrgguct evalg;t;dfcl)r; the
fg;t(;‘dggoigaﬁgr'li ADM.03503.F.1.A (Avastel ADM.03500.F.2.B
. y . 225 EC) and (Soratel) on
Report no.: B21S-A4-P-04, Sponsor no.: 000108774 October 2022 1. to Poland 11.2022
FREDON Pays de la Loire / GIRPA, Beaucouzé Cedex, for support reg i.stration of '
'GsrLaF‘f' product ADM.3500.F.2.B
Unoublished (Soratel 250 EC). Data
P protection has not yet
started.
KCP 5.2/07 Lindner, M. 2022 | Independent Laboratory Validation of an Analytical N Y Study submitted in April ADM Y
Method for Determination of Prothiconazole Residues in 2022 for support of evaluated in the
Honey registration of product dRR for
Report no.: S21-06313 (MAC-2144V), Sponsor no.: ADM.03503.F.1.A (Avastel ADM.03500.F.2.B
000108775 225 EC) and (Soratel) on
Eurofins Agroscience Services Chem GmbH, Hamburg, October 2022 r. to Poland 11.2022
Germany for support registration of
GLP product ADM.3500.F.2.B
Unpublished (Soratel 250 EC). Data
protection has not yet
started.
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KCP 5.2/08 Krebber, C., 2015 | Modification M002 of analytical method 01387 for the N Y Study submitted in October | BCS/A Y
Sansau, C. determination of various pesticides in drinking and surface 2022 r. to Poland for DM evaluated in the

water by HPLC-MS/MS support registration of dRR for
Report no.: MR-15/025 product ADM.3500.F.2.B ADM.03500.F.2.B
Bayer CropScience AG, Monheim am Rhein, Germany (Soratel 250 EC). Data (Soratel) on
GLP protection has not yet 11.2022
Unpublished started.

KCP 5.2/09 Thies, S. 2015 | Independent laboratory validation of the BCS analytical N Y Study submitted in April BCS/A Y
method 01387/M002 for the determination of various 2022 for support of DM evaluated in the
pesticides in surface water by HPLC-MS/MS registration of product dRR for
Currenta GmbH & Co. OHG Analytik, Leverkusen, ADM.03503.F.1.A (Avastel ADM.03500.F.2.B
Germany 225 EC) and (Soratel) on
GLP October 2022 r. to Poland 11.2022
Unpublished for support registration of

product ADM.3500.F.2.B
(Soratel 250 EC). Data
protection has not yet
started.
KCP 5.2/10 Richardson, 2007 | Fenpropidin (CGA114900) - Residue N Y Study was never submitted | SYN/A N
M. method for the determination of Fenpropidin and before to Poland to support DM
metabolite CGA289267 in water. Final determination by PPP product registration
LC-MS/MS under EU Regulation
Report no.: GRM024.03A, Sponsor no.: - 1107/2009
Syngenta, Jealott's Hill International Research Centre,
Bracknell, Berkshire, UK
Not GLP
Unpublished

KCP 5.2/11 Devine, T. 2016 | Fenpropidin (CGA114900) - Independent Laboratory N Y Study was never submitted | SYN/A N
Validation of an Analytical Method GRM024.03A for the before to Poland to support DM
Determination of Residues of Fenpropidin (CGA114900) PPP product registration
and its Metabolite CGA289267 in Water by LC-MS/MS under EU Regulation
Report no.: RES-00373, Sponsor no.: - 1107/2009
CEM Analytical Services Limited (CEMAS), Wokingham,

UK
GLP
Unpublished
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KCP 5.2/12 Cross, M. 2017 | Fenpropidin: Validation of Analytical Method REM 164.10 N Y Study was never submitted | SYN/A N
for the Determination of Residues of Fenpropidin and its before to Poland to support DM
Metabolites CGA289267 and CGA289268 in Blood by PPP product registration
LC-MS/MS under EU Regulation
Report no.: CEMR-8288, Sponsor no.: - 1107/2009
CEM Analytical Services Limited (CEMAS), Wokingham,
UK
GLP
Unpublished
KCP 6.0 Nelgen, N. 2021 | Biological Assessment Dossier of ADM.3502.F.1.A (Part N Y Study was never submitted | ADM N
B, Section 7— Core assessment - Central Zone / Southern before to Poland to support
Zone / Northern Zone) PPP product registration
Dr. Norbert Nelgen Scientific Consulting under EU Regulation
Unpublished 1107/2009
KCP 6.1/001 BAROU, JL 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Brown rust (PUCCRT) on winter wheat in France, 2019 before to Poland to support
FR19FETRZAX329B PPP product registration
Agrotest France under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/002 BAROU, JL 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Brown rust (PUCCRT) on winter wheat in France, 2019 before to Poland to support
FR19FETRZAX329C PPP product registration
Agrotest France under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/003 Broz, M. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Septoria tritici (SEPTSP) on triticale in the Czech before to Poland to support
Republic, 2019 PPP product registration
CZ19FETTLSS212A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
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KCP 6.1/004 Cap, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis and/or Puccinia hordei on before to Poland to support
barley, Czech republic, 2018 PPP product registration
CZ18FEHORVX921A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP 6.1/005 Cép, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Septoria tritici (SEPTTR) on winter wheat in the Czech before to Poland to support
Republic, 2019 PPP product registration
CZ19FETRZAW200A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP 6.1/006 Cép, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Yellow rust (PUCCST) on winter wheat in the CZech before to Poland to support
Republic, 2019 PPP product registration
CZ19FETRZAW203A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP 6.1/007 Cap, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Net blotch (PYRNTE) on barley in the Czech Republic, before to Poland to support
2019 PPP product registration
CZ19FEHORVS207A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP 6.1/008 Cap, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Septoria tritici (SEPTSP) on triticale in the Czech before to Poland to support
Republic, 2019 PPP product registration
CZ19FETTLWI212B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
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KCP 6.1/009 Cap, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia recondita (PUCCRR) on triticale in the Czech before to Poland to support
Republic, 2019 PPP product registration
CZ19FETTLWI215A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP 6.1 Von Horsten, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
D. Puccinia c. (PUCCCO) on oat in (Germany), 2019 before to Poland to support
DE19FEAVESA216C PPP product registration
FRS Wunstorf under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/011 Endres, U. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Septoria tritici on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW919B PPP product registration
Hetterich Fieldworks under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/012 Endres, U. 2019 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Puccinia ssp. on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW920B PPP product registration
Hetterich Fieldworks under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/013 Furman- 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
Fratczak, K. against Blumeria graminis on wheat, in Poland in 2018. before to Poland to support
PL18FETRZAWO020A PPP product registration
Biotek Agriculture under EU Regulation
GEP 1107/2009
Unpublished
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KCP 6.1/015 GOUAILLE, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
L. Net blotch (PYRNTE) and Rhynchosporium (RHYNSE) on before to Poland to support
barley in France, 2019 PPP product registration
FR1I9FEHORVX318B under EU Regulation
Biotek Agriculture France 1107/2009
GEP
Unpublished
KCP 6.1/016 Halmagyi, T. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Puccinia ssp. on wheat, in Hungary in 2018. before to Poland to support
HU18FETRZAW112A PPP product registration
Syntech HU under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/017 Halmagyi, T. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Puccinia hordei on barley, in Hungary in 2018. before to Poland to support
HU18FEHORVW114B PPP product registration
Syntech HU under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/019 Hetterich, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Yellow rust (PUCCST) on winter wheat in (Germany), before to Poland to support
2019 PPP product registration
DE19FETRZAW?203B under EU Regulation
Hetterich Fieldworks 1107/2009
GEP
Unpublished




ADM.03502.F.1.A./Forapro
Part A — National Assessment

ZRMS version

Page 54 /144
Version May 2023

-ng:ﬁpany Report No Verte- Data_ o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP 6.1/020 Holcikova, D. | 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis and/or Puccinia hordei on before to Poland to support
spring barley in Slovakia in 2018. PPP product registration
SK18FEHORVS921A under EU Regulation
Fyse Ltd. 1107/2009
GEP
Unpublished
KCP 6.1/023 Hrabovsky, J. | 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on wheat, Czech republic, 2018. before to Poland to support
CZ18FETRZAW921B PPP product registration
ZZS Kujavy under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/024 Hrabovsky, J. | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
the Czech Republic, 2019 PPP product registration
CZ19FETRZAW201A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
KCP 6.1/025 Hruska, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on wheat, Czech republic, 2018 before to Poland to support
CZ18FETRZAW921A PPP product registration
ZS Trutnov under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/026 Hruska, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
the Czech Republic, 2019 PPP product registration
CZ19FETRZAW201B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
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KCP 6.1/027 Hruska, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Yellow rust (PUCCST) on winter wheat in the Czech before to Poland to support
Republic, 2019 PPP product registration
CZ19FETRZAW203B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP 6.1/028 Hruska, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia recondita (PUCCRE) on triticale in the Czech before to Poland to support
Republic, 2019 PPP product registration
CZ19FETTLWI215B under EU Regulation
ZS Trutnov 1107/2009
GEP
Unpublished
KCP 6.1/029 Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia hordei (PUCCHD) on barley in Poland, 2019 before to Poland to support
PL19FEHORVW424A PPP product registration
AGRECO SP. Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/030 Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia hordei (PUCCHD) on barley in Poland, 2019 before to Poland to support
PL19FEHORVW424B PPP product registration
AGRECO SP.Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/032 Labusch, U. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Septoria tritici on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW919C PPP product registration
BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
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KCP 6.1/033 Labusch, U. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Puccinia ssp. on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW920C PPP product registration
BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/034 Laug, S. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW921B PPP product registration
Hetterich Fieldworks under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/035 Legros, C. 2019 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis (ERYSGT) on wheat, in France before to Poland to support
in 2018. PPP product registration
FR18FETRZAX342A under EU Regulation
SAS (SARL) EPHYDIA 1107/2009
GEP
Unpublished
KCP 6.1/036 LUNZENFIC | 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
HTER, C. against Blumeria graminis (ERYSGT) on wheat, in France before to Poland to support
in 2018. PPP product registration
FR18FETRZAX342D under EU Regulation
QUALIPHYT 1107/2009
GEP
Unpublished
KCP 6.1/037 Magyarévari, | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
V. Puccinia recondita (PUCCRR) on rye in (Germany), 2019 before to Poland to support
DE19FESECSS211E PPP product registration
Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished




ADM.03502.F.1.A./Forapro
Part A — National Assessment

ZRMS version

Page 57 /144
Version May 2023

-ng:ﬁpany Report No Verte- Data o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status YIN Y/N data point?
Published or not )
KCP 6.1/038 Mako, 1. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia hordei (PUCCHD) on barley in Hungary, 2019 before to Poland to support
HU19FEHORVX113A PPP product registration
Syntech HU under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/039 Malovcova, 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
L. against Blumeria graminis and/or Puccinia hordei on before to Poland to support
spring barley in Slovakia in 2018. PPP product registration
SK18FEHORVS921B under EU Regulation
NPPC VURY Piestany 1107/2009
GEP
Unpublished
KCP 6.1/040 Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
(Germany), 2019 PPP product registration
DE19FETRZAW201C under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished
KCP 6.1/041 Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Yellow rust (PUCCST) on winter wheat in (Germany), before to Poland to support
2019 PPP product registration
DE19FETRZAW203C under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished
KCP 6.1/042 Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Rhynchosporium secalis (RHYNSE) on rye in (Germany), before to Poland to support
2019 PPP product registration
DE19FESECSS209D under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished




ADM.03502.F.1.A./Forapro
Part A — National Assessment

ZRMS version

Page 58 /144
Version May 2023

-ng:ﬁpany Report No Verte- Data_ o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP 6.1/043 Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia recondita (PUCCRR) on rye in (Germany), 2019 before to Poland to support
DE19FESECSS211D PPP product registration
Martin Feldversuchswesen under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/044 Nagy, Z. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Puccinia ssp. on wheat, in Hungary in 2018. before to Poland to support
HU18FETRZAW112B PPP product registration
Syntech HU under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/045 Nagy, Z. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on wheat, in Hungary in 2018. before to Poland to support
HU18FETRZAW114B PPP product registration
Syntech HU under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/046 Nagy, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Brown rust (PUCCRT) on winter wheat in Hungary, 2019 before to Poland to support
HU19FETRZAW114A PPP product registration
Syntech HU under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/047 Németh, S. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on wheat, in Hungary in 2018. before to Poland to support
HU18FETRZAW114A PPP product registration
Syntech HU under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/048 Pawlak, A. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on wheat, in Poland in 2018. before to Poland to support
PL18FETRZAWO020B PPP product registration
Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
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KCP 6.1/049 Pawlak, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Brown rust (PUCCRT) on winter wheat in Poland, 2019 before to Poland to support
PL19FETRZAW420A PPP product registration
Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/050 Pawlak, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Brown rust (PUCCRT) on winter wheat in Poland, 2019 before to Poland to support
PL19FETRZAW420B PPP product registration
Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/051 Perner, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Puccinia ssp. on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW920D PPP product registration
U.A.S. Jena under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/052 Perner, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Septoria tritici (SEPTTR) on winter wheat in (Germany), before to Poland to support
2019 PPP product registration
DE19FETRZAW200A under EU Regulation
U.A.S. Jena 1107/2009
GEP
Unpublished
KCP 6.1/054 Perner, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia hordei (PUCCHD) on barley in (Germany), 2019 before to Poland to support
DE19FEHORVW?208B PPP product registration
U.A.S. Jena under EU Regulation
GEP 1107/2009
Unpublished
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KCP 6.1/055 Perner, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia recondita (PUCCRR) on rye in (Germany), 2019 before to Poland to support
DE19FESECSS211C PPP product registration
U.A.S. Jena under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/056 Ramanauskie | 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
ne, J. against Septoria tritici on winter wheat in Lithuania in before to Poland to support
2018 PPP product registration
LT18FETRZAW927A under EU Regulation
1A LRC, Kedainiai 1107/2009
GEP
Unpublished
KCP 6.1/058 Raue, C. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Rhynchosporium secalis (RHYNSE) on barley in before to Poland to support
(Germany), 2019 PPP product registration
DE19FEHORVW?205C under EU Regulation
SynTech DE 1107/2009
GEP
Unpublished
KCP 6.1/059 Raue, C. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Rhynchosporium secalis (RHYNSE) on rye in (Germany), before to Poland to support
2019 PPP product registration
DE19FESECSS209E under EU Regulation
SynTech DE 1107/2009
GEP
Unpublished
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KCP 6.1/060 Rivet, J.; 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Crepin, D. Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
France, 2019 PPP product registration
FR19FETRZAX327B under EU Regulation
Essais+ 1107/2009
GEP
Unpublished
KCP 6.1/061 Rivet, J.; 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Crepin, D. Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
France, 2019 PPP product registration
FR19FETRZAX327C under EU Regulation
Essais+ 1107/2009
GEP
Unpublished
KCP 6.1/062 Rivet, J.; 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Crepin, D. Puccinia hordei (PUCCHD) on barley in France, 2019 before to Poland to support
FR1I9FEHORVX319A PPP product registration
Essais+ under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/063 Rivet, J.; 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Crepin, D. Puccinia hordei (PUCCHD) on barley in France, 2019 before to Poland to support
FR19FEHORVX319B PPP product registration
Essais+ under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/064 Rivet, J.; 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Crepin, D. Puccinia hordei (PUCCHD) on barley in France, 2019 before to Poland to support
FR19FEHORVX319C PPP product registration
Essais+ under EU Regulation
GEP 1107/2009
Unpublished
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KCP 6.1/065 Rohr, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Septoria tritici on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW919A PPP product registration
Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/066 Rohr, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Puccinia ssp. on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW920A PPP product registration
Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/067 Rohr, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on wheat, in Germany in 2018. before to Poland to support
DE18FETRZAW921A PPP product registration
Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/068 Rohr, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis and/or Puccinia hordei on before to Poland to support
barley, in Germany in 2018. PPP product registration
DE18FEHORVW921A under EU Regulation
Agrartest GmbH 1107/2009
GEP
Unpublished
KCP 6.1/069 Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
(Germany), 2019 PPP product registration
DE19FETRZAW201B under EU Regulation
Trial-Tec 1107/2009
GEP
Unpublished
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KCP 6.1/070 Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Brown rust (PUCCRT) on winter wheat in (Germany), before to Poland to support
2019 PPP product registration
DE19FETRZAW204A under EU Regulation
Trial-Tec 1107/2009
GEP
Unpublished
KCP 6.1/071 Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia hordei (PUCCHD) on barley in (Germany), 2019 before to Poland to support
DE19FEHORVW?208A PPP product registration
Trial-Tec under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/072 Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Rhynchosporium secalis (RHYNSE) on rye in (Germany), before to Poland to support
2019 PPP product registration
DE19FESECSS209B under EU Regulation
Trial-Tec 1107/2009
GEP
Unpublished
KCP 6.1/073 Ronis, A. 2018 | Efficacy evaluation of different MCW-2091 formulations N Y Study was never submitted | ADM N
against Blumeria graminis on spring wheat in Lithuania in before to Poland to support
2018 PPP product registration
LT18FETRZAS928A under EU Regulation
IA LRC, Kedainiai 1107/2009
GEP
Unpublished
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KCP 6.1/075 ROUANE, 2019 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
W. against Puccinia ssp. on wheat, in France in 2018. before to Poland to support
FR18FETRZAX341D PPP product registration
ANADIAG FRANCE under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/077 Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
Poland, 2019 PPP product registration
PLI9FETRZAWA417A under EU Regulation
Poznan University of Life Sciences 1107/2009
GEP
Unpublished
KCP 6.1/078 Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
Poland, 2019 PPP product registration
PL19FETRZAW417B under EU Regulation
Poznan University of Life Sciences 1107/2009
GEP
Unpublished
KCP 6.1/079 Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia recondita (PUCCRR) on triticale in Poland, 2019 before to Poland to support
PL19FETTLSS428A PPP product registration
Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/080 Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia recondita (PUCCRR) on triticale in Poland, 2019 before to Poland to support
PL19FETTLSS428B PPP product registration
Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
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KCP 6.1/081 Semaskiene, 2018 | Efficacy evaluation of different MCW-2091 formulations N Y Study was never submitted | ADM N
R. against Blumeria graminis on spring barley in Lithuania in before to Poland to support
2018 PPP product registration
LT18FEHORVS929A under EU Regulation
IA LRC, Kedainiai 1107/2009
GEP
Unpublished
KCP 6.1/082 SGS Hungéria | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Kft. Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
Hungary, 2019 PPP product registration
HU19FETRZAW112B under EU Regulation
SGS Hungary 1107/2009
GEP
Unpublished
KCP 6.1/083 SGS Hungéria | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Kft. Puccinia hordei (PUCCHD) on barley in Hungary, 2019 before to Poland to support
HU19FEHORVX113B PPP product registration
SGS Hungary under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/084 Tuna, V. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia recondita (PUCCRR) on triticale in ROMANIA, before to Poland to support
2019 PPP product registration
RO19FETTLSS162A under EU Regulation
EAS Romania 1107/2009
GEP
Unpublished
KCP 6.1/088 Tvaruzek, L. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis and/or Puccinia hordei on before to Poland to support
barley, Czech republic, 2018. PPP product registration
CZ18FEHORVX921B under EU Regulation
ZVU Kromeriz 1107/2009
GEP
Unpublished
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KCP 6.1/089 Tvaruzek, L. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Septoria tritici (SEPTTR) on winter wheat in the Czech before to Poland to support
Republic, 2019 PPP product registration
CZ19FETRZAW200B under EU Regulation
ZVU Kromeriz 1107/2009
GEP
Unpublished
KCP 6.1/090 Vadasz, Z. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis and/or Puccinia hordei on before to Poland to support
barley, in Hungary in 2018 PPP product registration
HU18FEHORVW114A under EU Regulation
Syntech HU 1107/2009
GEP
Unpublished
KCP 6.1/091 Varga, A. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Septoria tritici on wheat, in Hungary in 2018. before to Poland to support
HU18FETRZAW110B PPP product registration
Syntech HU under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/092 VARRET, F. 2019 | Efficacy evaluation of different MCW-2091 formulations N Y Study was never submitted | ADM N
against Puccinia striiformis (PUCCST) and Puccinia before to Poland to support
recondita (PUCCRE) on wheat, in France in 2018. PPP product registration
FR18FETRZAX341A under EU Regulation
STAPHYT 1107/2009
GEP
Unpublished
KCP 6.1/093 VARRET, F. 2019 | Efficacy evaluation of different MCW-2091 formulations N Y Study was never submitted | ADM N
against Puccinia recondita (PUCCRE) on wheat, in France before to Poland to support
in 2018. PPP product registration
FR18FETRZAX341B under EU Regulation
STAPHYT 1107/2009
GEP
Unpublished
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KCP 6.1/094 Viosin, J.F. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on barley, in France in 2018. before to Poland to support
FR18FEHORVX315A PPP product registration
Agrotest France under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/095 Viosin, J.F. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Blumeria graminis on barley, in France in 2018. before to Poland to support
FR18FEHORVX315B PPP product registration
Agrotest France under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/096 Von Horsten, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
D. Net blotch (PYRNTE) on barley in (Germany), 2019 before to Poland to support
DE19FEHORVW207D PPP product registration
FRS Wunstorf under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/097 WALLART, 2019 | EFFICACY EVALUATION OF ADM.3502.F.1.A FOR N Y Study was never submitted | ADM N
F. THE CONTROL OF BROWN RUST (PUCCRT) ON before to Poland to support
WINTER WHEAT IN FRANCE, 2019 PPP product registration
FR19FETRZAX329A under EU Regulation
SAS (SARL) EPHYDIA 1107/2009
GEP
Unpublished
KCP 6.1/098 WALLART, 2019 | EFFICACY EVALUATION OF ADM.3502.F.1.A FOR N Y Study was never submitted | ADM N
F. THE CONTROL OF BLUMERIA GRAMINIS TRITICI before to Poland to support
(ERYSGT) ON WINTER WHEAT IN FRANCE, 2019 PPP product registration
FR19FETRZAX327D under EU Regulation
SAS (SARL) EPHYDIA 1107/2009
GEP
Unpublished
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KCP 6.1/100 Wallart, G. 2019 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
against Septoria tritici on wheat, in France in 2018. before to Poland to support
FR18FETRZAX340B PPP product registration
SAS (SARL) EPHYDIA under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/101 Wollmann, S. | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Brown rust (PUCCRT) on winter wheat in (Germany), before to Poland to support
2019 PPP product registration
DE19FETRZAW204B(AC-19-096) under EU Regulation
Agro-check 1107/2009
GEP
Unpublished
KCP 6.1/102 Wollmann, S. | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia hordei (PUCCHD) on barley in (Germany), 2019 before to Poland to support
DE19FEHORVW?208C_2(AC-19-097) PPP product registration
Agro-check under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/103 Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
wheat in (Germany), 2019 PPP product registration
DE19FETRZAW202A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
KCP 6.1/104 Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
(Germany), 2019 PPP product registration
DE19FETRZAW201A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
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KCP 6.1/106 Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia hordei (PUCCHD) on barley in (Germany), 2019 before to Poland to support
DE19FEHORVW208D PPP product registration
BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/107 Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Rhynchosporium secalis (RHYNSE) on rye in (Germany), before to Poland to support
2019 PPP product registration
DE19FESECSS209A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
KCP 6.1/108 Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
Puccinia recondita (PUCCRR) on rye in (Germany), 2019 before to Poland to support
DE19FESECSS211A PPP product registration
BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/109 Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
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KCP 6.1/111 Zsuzsanna, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
H.P. Brown rust (PUCCRT) on winter wheat in Hungary, 2019 before to Poland to support
HU19FETRZAW114B PPP product registration
Novénypathyka under EU Regulation
GEP 1107/2009
Unpublished
KCP 6.1/112 Zsuzsanna, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
H.P. Septoria tritici (SEPTTR) on winter wheat in Hungary, before to Poland to support
2019 PPP product registration
HU19FETRZAW111B under EU Regulation
Novénypathyka 1107/2009
GEP
Unpublished
KCP Bauer, T. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /005 Yellow rust (PUCCST) on winter wheat in the Czech before to Poland to support
6.4.1 /005 republic, 2020 PPP product registration
6.4.2 /004 CZ20FETRZAW271B under EU Regulation
InTec Agro 1107/2009
GEP
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KCP Bezdickova, 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /008 A Rhynchosporium secalis (RHYNSE) on barley in the Czech before to Poland to support
6.4.1/008 republic, 2020 PPP product registration
6.4.2 /007 CZ20FEHORVS236B under EU Regulation
Ditana spol. sr. 0. 1107/2009
GEP
Unpublished
KCP Broz, M. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /010 Septoria tritici (SEPTSP) on triticale in the Czech before to Poland to support
6.4.1/010 Republic, 2019 PPP product regist.ration
6.4.2 /009 CZ19FETTLSS212A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
KCP Cap, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /011 against Blumeria graminis and/or Puccinia hordei on before to Poland to support
6.4.1/011 barley, Czech republic, 2018 PPP product registration
6.4.2 /010 CZ18FEHORVX921A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cap, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /012 Septoria tritici (SEPTTR) on winter wheat in the Czech before to Poland to support
6.4.1/012 Republic, 2019 PPP product registration
6.4.2 /011 CZ19FETRZAW200A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
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KCP Cap, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /013 Yellow rust (PUCCST) on winter wheat in the CZech before to Poland to support
6.4.1/013 Republic, 2019 PPP product registration
6.4.2 /012 CZ19FETRZAW203A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cép, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /014 Erysiphe gramins (ERYSGH) on barley in the Czech before to Poland to support
6.4.1/014 Republic, 2019 PPP product registration
6.4.2 /013 CZ19FEHORVS206A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cép, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /015 Rhynchosporium secalis (RHYNSE) on barley in the Czech before to Poland to support
6.4.1/015 Republic, 2019 PPP product registration
6.4.2 /014 CZ19FEHORVW205B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cap, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /016 Net blotch (PYRNTE) on barley in the Czech Republic, before to Poland to support
6.4.1/016 2019 PPP product registration
6.4.2 /015 CZ19FEHORVS207A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cap, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /017 Septoria tritici (SEPTSP) on triticale in the Czech before to Poland to support
6.4.1/017 Republic, 2019 PPP product registration
6.4.2 /016 CZ19FETTLWI212B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
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KCP Cap, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /018 Erysiphe graminis (ERYSGR) on triticale in the Czech before to Poland to support
6.4.1/018 Republic, 2019 PPP product registration
6.4.2 /017 CZ19FETTLWI213B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cép, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /019 Puccinia recondita (PUCCRR) on triticale in the Czech before to Poland to support
6.4.1/019 Republic, 2019 PPP product registration
6.4.2 /018 CZ19FETTLWI215A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cap, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /022 Puccinia hordei (PUCCHD) on barley in the Czech before to Poland to support
6.4.1/022 republic, 2020 PPP product registration
6.4.2 /021 CZ20FEHORVS273B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
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KCP Cap, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /023 Erysiphe graminis (ERYSGR) on triticale in the Czech before to Poland to support
6.4.1/023 republic, 2020 PPP product registration
6.4.2 /022 CZ20FETTLWI243C under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cép, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /024 Yellow rust (PUCCST) on triticale in the Czech republic, before to Poland to support
6.4.1/024 2020 PPP product registration
6.4.2 /023 CZ20FETTLWI244B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Cap, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /027 Rhynchosporium secalis (RHYNSE) on barley in the Czech before to Poland to support
6.4.1/027 republic, 2020 PPP product registration
6.4.2 /1026 CZ20FEHORVW?236A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
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KCP Endres, U. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /040 against Septoria tritici on wheat, in Germany in 2018. before to Poland to support
6.4.1/040 DE18FETRZAW919B PPP product registration
6.4.2 /031 Hetterich Fieldworks under EU Regulation
GEP 1107/2009
Unpublished
KCP Endres, U. 2019 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /041 against Puccinia ssp. on wheat, in Germany in 2018. before to Poland to support
6.4.1/041 DE18FETRZAW920B PPP product registration
6.4.2 /032 Hetterich Fieldworks under EU Regulation
GEP 1107/2009
Unpublished
KCP Forgacova, L. | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /043 Net blotch (PYRNTE) on barley in Slovakia, 2020 before to Poland to support
6.4.1/043 SK20FEHORVW238B PPP product registration
6.4.2 /034 BERBERIS s.r.0. under EU Regulation
GEP 1107/2009
Unpublished
KCP Furman- 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /044 Fratczak, K. against Blumeria graminis on wheat, in Poland in 2018. before to Poland to support
6.4.1/044 PL18FETRZAWO020A PPP product registration
6.4.2 /035 Biotek Agriculture under EU Regulation
GEP 1107/2009
Unpublished
KCP Gajek, D. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /045 Erysiphe gramins (ERYSGR) on triticale in Poland, 2019 before to Poland to support
6.4.1/045 PL19FETTLSS426A PPP product registration
6.4.2 /036 Agro Research Consulting under EU Regulation
GEP 1107/2009
Unpublished
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KCP Gezova, V. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /047 Net blotch (PYRNTE) on barley in the Czech Republic, before to Poland to support
6.4.1/047 2019 PPP product registration
6.4.2 /038 CZ19FEHORVW207B under EU Regulation
InTec Agro 1107/2009
GEP
Unpublished
KCP Gezova, V. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /048 Yellow rust (PUCCST) on triticale in the Czech Republic, before to Poland to support
6.4.1/048 2019 PPP product registration
6.4.2 /039 CZ19FETTLSS214B under EU Regulation
InTec Agro 1107/2009
GEP
Unpublished
KCP Gulbis 2021 | Efficacy evualtion of ADM.3502.F.1.A (MCW-2091) for N Y Study was never submitted | ADM N
6.2 /052 D.teres control in spring barley in Latvia in 2019 before to Poland to support
6.4.1/052 LV19FEHORVS484B PPP product registration
6.4.2 /041 LPPRC Riga under EU Regulation
GEP 1107/2009
Unpublished
KCP Gulbis, K. 2019 | Efficacy evualtion of ADM.3502.F.1.A (MCW-2091) for N Y Study was never submitted | ADM N
6.2 /054 Erysiphe graminis control in winter wheat in Latvia in before to Poland to support
6.4.1/054 2019 PPP product registration
6.4.2 /043 LV19FETRZAX482A under EU Regulation
LPPRC Riga 1107/2009
GEP
Unpublished
KCP Gulbis, K. 2020 | Efficacy evualtion of ADM.3502.F.1.A for Blumeria N Y Study was never submitted | ADM N
6.2 /056 graminis control in winter barley in Latvia in 2020 before to Poland to support
6.4.1/056 LVV20FEHORVX476A PPP product registration
6.4.2 /045 LPPRC Riga under EU Regulation
GEP 1107/2009
Unpublished
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KCP Gulbis, K. 2020 | Efficacy evualtion of ADM.3502.F.1.A for Blumeria N Y Study was never submitted | ADM N
6.2 /058 graminis control in spring wheat in Latvia in 2020 before to Poland to support
6.4.1/058 LV20FETRZAX473A PPP product registration
6.4.2 /047 LPPRC Riga under EU Regulation
GEP 1107/2009
Unpublished
KCP Heger, V. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /064 Erysiphe gramins (ERYSGR) on titicale in the Czech before to Poland to support
6.4.1/064 republic, 2020 PPP product registration
6.4.2 /053 CZ20FETTLWI243B under EU Regulation
Zemservis ZS Domaninek s.r.o. 1107/2009
GEP
Unpublished
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KCP Heger, V. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /065 Erysiphe graminis (ERYSGH) on barley in the Czech before to Poland to support
6.4.1/065 republic, 2020 PPP product registration
6.4.2 /054 CZ20FEHORVS237A under EU Regulation
Zemservis ZS Domaninek s.r.o. 1107/2009
GEP
Unpublished
KCP Hetterich, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /066 Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/066 wheat in (Germany), 2019 PPP product registration
6.4.2 /055 DE19FETRZAW202B under EU Regulation
Hetterich Fieldworks 1107/2009
GEP
Unpublished
KCP Hetterich, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /067 Yellow rust (PUCCST) on winter wheat in (Germany), before to Poland to support
6.4.1/067 2019 PPP product registration
6.4.2 /056 DE19FETRZAW203B under EU Regulation
Hetterich Fieldworks 1107/2009
GEP
Unpublished
KCP Hetterich, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /068 Rhynchosporium secalis (RHYNSE) on barley in before to Poland to support
6.4.1/068 (Germany), 2019 PPP product registration
6.4.2 /057 DE19FEHORVW?205B under EU Regulation
Hetterich Fieldworks 1107/2009
GEP
Unpublished
KCP Hetterich, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /069 Net blotch (PYRNTE) on barley in (Germany), 2019 before to Poland to support
6.4.1/069 DE19FEHORVW207B PPP product registration
6.4.2 /058 Hetterich Fieldworks under EU Regulation
GEP 1107/2009
Unpublished
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KCP Hetterich, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /070 Erysiphe gramins (ERYSGR) on titicale in (Germany), before to Poland to support
6.4.1/070 2019 PPP product registration
6.4.2 /059 DE19FETTLSS213B under EU Regulation
Hetterich Fieldworks 1107/2009
GEP
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KCP Hetterich, A. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /079 Erysiphe graminis (ERYSGR) on titicale in (Germany), before to Poland to support
6.4.1/079 2020 PPP product registration
6.4.2 /068 DE20FETTLSS243A under EU Regulation
Hetterich Fieldworks 1107/2009
GEP
Unpublished
KCP Holcikova, D. | 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /080 against Blumeria graminis and/or Puccinia hordei on before to Poland to support
6.4.1/080 spring barley in Slovakia in 2018. PPP product registration
6.4.2 /069 SK18FEHORVS921A under EU Regulation
Fyse Ltd. 1107/2009
GEP
Unpublished
KCP Hrabovsky, J. | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /083 Erysiphe graminis (ERYSGR) on titicale in the Czech before to Poland to support
6.4.1/083 republic, 2020 PPP product registration
6.4.2 /072 CZ20FETTLWI243A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
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KCP Hrabovsky, J. | 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /084 against Blumeria graminis on wheat, Czech republic, 2018. before to Poland to support
6.4.1/084 CZ18FETRZAW921B PPP product registration
6.4.2 /073 ZZS Kujavy under EU Regulation
GEP 1107/2009
Unpublished
KCP Hrabovsky, J. | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /085 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/085 the Czech Republic, 2019 PPP product registration
6.4.2 /074 CZ19FETRZAW201A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
KCP Hrabovsky, J. | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /086 Erysiphe graminis (ERYSGR) on triticale in the Czech before to Poland to support
6.4.1/086 Republic, 2019 PPP product registration
6.4.2 /075 CZ19FETTLSS213A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
KCP Hrabovsky, J. | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /087 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/087 the Czech republic, 2020 PPP product registration
6.4.2 /1076 CZ20FETRZAW270A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
KCP Hrabovsky, J. | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /088 Yellow rust (PUCCST) on winter wheat in the Czech before to Poland to support
6.4.1/088 republic, 2020 PPP product registration
6.4.2 /1077 CZ20FETRZAW271A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
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KCP Hruska, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /089 against Blumeria graminis on wheat, Czech republic, 2018. before to Poland to support
6.4.1/089 CZ18FETRZAW921A PPP product registration
6.4.2 /078 ZS Trutnov under EU Regulation
GEP 1107/2009
Unpublished
KCP Hruska, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /090 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/090 the Czech Republic, 2019 PPP product registration
6.4.2 /079 CZ19FETRZAW201B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Hruska, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /091 Yellow rust (PUCCST) on winter wheat in the Czech before to Poland to support
6.4.1/091 Republic, 2019 PPP product registration
6.4.2 /080 CZ19FETRZAW?203B under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Hruska, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /093 Yellow rust (PUCCST) on triticale in the Czech Republic, before to Poland to support
6.4.1/093 2019 PPP product registration
6.4.2 /082 CZ19FETTLWI214A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
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KCP Hruska, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /094 Puccinia recondita (PUCCRE) on triticale in the Czech before to Poland to support
6.4.1/094 Republic, 2019 PPP product registration
6.4.2 /083 CZ19FETTLWI215B under EU Regulation
ZS Trutnov 1107/2009
GEP
Unpublished
KCP Hruska, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /095 Yellow rust (PUCCST) on triticale in the Czech republic, before to Poland to support
6.4.1/095 2020 PPP product registration
6.4.2 /084 CZ20FETTLWI244A under EU Regulation
ZS Trutnov 1107/2009
GEP
Unpublished
KCP Hudec, K.; 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /096 Mihoe, M. Puccinia hordei (PUCCHD) on barley in Slovakia, 2020 before to Poland to support
6.4.1/096 SK20FEHORVW273B PPP product registration
6.4.2 /085 Blumeria Consulting under EU Regulation
GEP 1107/2009
Unpublished
KCP Hudec, K.; 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /097 Mihéc, M. Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/097 wheat in Slovakia, 2020 PPP product registration
6.4.2 /086 SK20FETRZAW235B under EU Regulation
Blumeria Consulting 1107/2009
GEP
Unpublished
KCP Hudec, K.; 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /098 Mihoc, M. Septoria tritici (SEPTTR) on winter wheat in Slovakia, before to Poland to support
6.4.1/098 2020 PPP product registration
6.4.2 /087 SK20FETRZAW269B under EU Regulation
Blumeria Consulting 1107/2009
GEP
Unpublished
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KCP Jovic, M. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /103 Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/103 wheat in (Germany), 2019 PPP product registration
6.4.2 /092 DE19FETRZAW202E under EU Regulation
SynTech DE 1107/2009
GEP
Unpublished
KCP Konvalinkova | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /106 ) J. Rhynchosporium secalis (RHYNSE) on barley in the Czech before to Poland to support
6.4.1/106 Republic, 2019 PPP product registration
6.4.2 /095 CZ19FEHORVW205A under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Kovacova 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /107 Holicova, D. Puccinia hordei (PUCCHD) on barley in Slovakia, 2020 before to Poland to support
6.4.1/107 SK20FEHORVW273A PPP product registration
6.4.2 /096 Fyse Ltd. under EU Regulation
GEP 1107/2009
Unpublished
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KCP Kovacova 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /108 Holicova, D. Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/108 wheat in Slovakia, 2020 PPP product registration
6.4.2 /097 SK20FETRZAW235A under EU Regulation
Fyse Ltd. 1107/2009
GEP
Unpublished
KCP Kovacova, D. | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /109 Net blotch (PYRNTE) on barley in Slovakia, 2020 before to Poland to support
6.4.1/109 SK20FEHORVW238A PPP product registration
6.4.2 /098 Fyse Ltd. under EU Regulation
GEP 1107/2009
Unpublished
KCP Kovacova, D. | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /110 Septoria tritici (SEPTTR) on winter wheat in Slovakia, before to Poland to support
6.4.1/110 2020 PPP product registration
6.4.2 /099 SK20FETRZAW269A under EU Regulation
Fyse Ltd. 1107/2009
GEP
Unpublished
KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /111 Septoria tritici (SEPTTR) on winter wheat in Poland, 2019 before to Poland to support
6.4.1/111 PL19FETRZAWA416A PPP product registration
6.4.2 /100 AGRECO SP.Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /112 Septoria tritici (SEPTTR) on winter wheat in Poland, 2019 before to Poland to support
6.4.1/112 PL19FETRZAW416B PPP product registration
6.4.2 /101 AGRECO SP.Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
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KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /113 Yellow rust (PUCCST) on winter wheat in Poland, 2019 before to Poland to support
6.4.1/113 PL19FETRZAW419A PPP product registration
6.4.2 /102 AGRECO SP.Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /114 Yellow rust (PUCCST) on winter wheat in Poland, 2019 before to Poland to support
6.4.1/114 PL19FETRZAW419B PPP product registration
6.4.2 /103 AGRECO SP. Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /115 Rhynchosporium secalis (RHYNSE) on barley in Poland, before to Poland to support
6.4.1/115 2019 PPP product registration
6.4.2 /104 PL19FEHORVW421A under EU Regulation
AGRECO SP.Z 0.0. 1107/2009
GEP
Unpublished
KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /116 Rhynchosporium secalis (RHYNSE) on barley in Poland, before to Poland to support
6.4.1/116 2019 PPP product registration
6.4.2 /105 PL19FEHORVW421B under EU Regulation
AGRECO SP.Z 0.0. 1107/2009
GEP
Unpublished
KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /117 Puccinia hordei (PUCCHD) on barley in Poland, 2019 before to Poland to support
6.4.1/117 PL19FEHORVW424A PPP product registration
6.4.2 /106 AGRECO SP.Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
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KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /118 Puccinia hordei (PUCCHD) on barley in Poland, 2019 before to Poland to support
6.4.1/118 PL19FEHORVW424B PPP product registration
6.4.2 /107 AGRECO SP.Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
KCP Kukula, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /119 Erysiphe graminis (ERYSGR) on titicale in Poland, 2019 before to Poland to support
6.4.1/119 PL19FETTLSS426B PPP product registration
6.4.2 /108 AGRECO SP. Z 0.0. under EU Regulation
GEP 1107/2009
Unpublished
KCP Labusch, U. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /127 against Septoria tritici on wheat, in Germany in 2018. before to Poland to support
6.4.1/127 DE18FETRZAW919C PPP product registration
6.4.2 /116 BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
KCP Labusch, U. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /128 against Puccinia ssp. on wheat, in Germany in 2018. before to Poland to support
6.4.1/128 DE18FETRZAW920C PPP product registration
6.4.2 /117 BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
KCP Labusch, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /129 Yellow rust (PUCCST) on winter wheat in (Germany), before to Poland to support
6.4.1/129 2019 PPP product registration
6.4.2 /118 DE19FETRZAW203A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
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KCP Laug, S. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /130 against Blumeria graminis on wheat, in Germany in 2018. before to Poland to support
6.4.1/130 DE18FETRZAW921B PPP product registration
6.4.2 /119 Hetterich Fieldworks under EU Regulation
GEP 1107/2009
Unpublished
KCP Magyarévari, | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /147 V. Puccinia recondita (PUCCRR) on triticale in (Germany), before to Poland to support
6.4.1/147 2019 PPP product registration
6.4.2 /130 DE19FETTLSS215C under EU Regulation
Agrartest GmbH 1107/2009
GEP
Unpublished
KCP Magyarévari, | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /148 V. Septoria tritici (SEPTSP) on triticale in (Germany), 2020 before to Poland to support
6.4.1/148 DE20FETTLSS242C PPP product registration
6.4.2 /131 Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished
KCP Magyarévari, | 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /149 V. Yellow rust (PUCCST) on triticale in (Germany), 2020 before to Poland to support
6.4.1/149 DE20FETTLSS244C PPP product registration
6.4.2 /132 Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished
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KCP Malovcova, 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /154 L. against Blumeria graminis and/or Puccinia hordei on before to Poland to support
6.4.1/154 spring barley in Slovakia in 2018 PPP product registration
6.4.2 /137 SK18FEHORVS921B under EU Regulation
NPPC VURY Piestany 1107/2009
GEP
Unpublished
KCP Malovcova, 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /155 L. Erysiphe graminis (ERYSGH) on barley in Slovakia, 2020 before to Poland to support
6.4.1/155 SK20FEHORVS237A PPP product registration
6.4.2 /138 NPPC VURYV Piestany under EU Regulation
GEP / not published 1107/2009
KCP Malovcova, 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /156 L. Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/156 Slovakia, 2020 PPP product registration
6.4.2 /139 SK20FETRZAW?270A under EU Regulation
NPPC VURY Piestany 1107/2009
GEP
Unpublished
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KCP Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /159 Septoria tritici (SEPTTR) on winter wheat in (Germany), before to Poland to support
6.4.1/159 2019 PPP product registration
6.4.2 /142 DE19FETRZAW200B under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished
KCP Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /160 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/160 (Germany), 2019 PPP product registration
6.4.2 /143 DE19FETRZAW201C under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished
KCP Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /161 Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/161 wheat in (Germany), 2019 PPP product registration
6.4.2 /144 DE19FETRZAW202D under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished
KCP Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /162 Yellow rust (PUCCST) on winter wheat in (Germany), before to Poland to support
6.4.1/162 2019 PPP product registration
6.4.2 /145 DE19FETRZAW203C under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished
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KCP Martin, T. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /165 Septoria tritici (SEPTSP) on triticale in (Germany), 2019 before to Poland to support
6.4.1/165 DE19FETTLSS212B PPP product registration
6.4.2 /148 Martin Feldversuchswesen under EU Regulation
GEP 1107/2009
Unpublished
KCP Martin, T. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /166 Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/166 wheat in (Germany), 2020 PPP product registration
6.4.2 /149 DE20FETRZAW235B under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished
KCP Martin, T. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /168 Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/168 wheat in (Germany), 2020 PPP product registration
6.4.2 /151 DE20FETRZAW235A under EU Regulation
Martin Feldversuchswesen 1107/2009
GEP
Unpublished
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Published or not P )
KCP Pawlak, A. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /191 against Blumeria graminis on wheat, in Poland in 2018. before to Poland to support
6.4.1/191 PL18FETRZAWO020B PPP product registration
6.4.2 /172 Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
KCP Pawlak, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /192 Brown rust (PUCCRT) on winter wheat in Poland, 2019 before to Poland to support
6.4.1/192 PL19FETRZAW420A PPP product registration
6.4.2 /173 Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
KCP Pawlak, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /193 Brown rust (PUCCRT) on winter wheat in Poland, 2019 before to Poland to support
6.4.1/193 PL19FETRZAW420B PPP product registration
6.4.2 /174 Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
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KCP Pawlak, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /194 Erysiphe graminis (ERYSGH) on barley in Poland 2019 before to Poland to support
6.4.1/194 PL19FEHORVW422A PPP product registration
6.4.2 /175 Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
KCP Pawlak, A. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /195 Yellow rust (PUCCST) on triticale in Poland, 2019 before to Poland to support
6.4.1/195 PLI9FETTLSS427A PPP product registration
6.4.2 /176 Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
KCP Pawlak, A. 2021 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /200 Erysiphe graminis (ERYSGH) on barley in Poland 2019 before to Poland to support
6.4.1/200 PL19FEHORVW422B PPP product registration
6.4.2 /181 Staphyt Poland under EU Regulation
GEP 1107/2009
Unpublished
KCP Perner, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /201 against Puccinia ssp. on wheat, in Germany in 2018. before to Poland to support
6.4.1/201 DE18FETRZAW920D PPP product registration
6.4.2 /182 U.A.S. Jena under EU Regulation
GEP 1107/2009
Unpublished
KCP Perner, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /202 Septoria tritici (SEPTTR) on winter wheat in (Germany), before to Poland to support
6.4.1/202 2019 PPP product registration
6.4.2 /183 DE19FETRZAW200A under EU Regulation
U.A.S. Jena 1107/2009
GEP
Unpublished
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KCP Perner, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /203 Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/203 wheat in (Germany), 2019 PPP product registration
6.4.2 /184 DE19FETRZAW202C under EU Regulation
U.A.S. Jena 1107/2009
GEP
Unpublished
KCP Perner, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /204 Puccinia hordei (PUCCHD) on barley in (Germany), 2019 before to Poland to support
6.4.1/204 DE19FEHORVW?208B PPP product registration
6.4.2 /185 U.A.S. Jena under EU Regulation
GEP 1107/2009
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KCP Perner, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /208 Erysiphe graminis (ERYSGR) on titicale in (Germany), before to Poland to support
6.4.1/208 2020 PPP product registration
6.4.2 /189 DE20FETTLSS243B under EU Regulation
U.A.S. Jena 1107/2009
GEP
Unpublished
KCP Raue, C. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /214 Rhynchosporium secalis (RHYNSE) on barley in before to Poland to support
6.4.1/214 (Germany), 2019 PPP product registration
6.4.2 /195 DE19FEHORVW205C under EU Regulation
SynTech DE 1107/2009
GEP
Unpublished
KCP Raue, C. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /216 Yellow rust (PUCCST) on triticale in (Germany), 2019 before to Poland to support
6.4.1/216 DE19FETTLSS214C PPP product registration
6.4.2 /197 SynTech DE under EU Regulation
GEP 1107/2009
Unpublished
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KCP Rohr, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /224 against Septoria tritici on wheat, in Germany in 2018. before to Poland to support
6.4.1/224 DE18FETRZAW919A PPP product registration
6.4.2 /202 Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished
KCP Rohr, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /225 against Puccinia ssp. on wheat, in Germany in 2018. before to Poland to support
6.4.1/225 DE18FETRZAW920A PPP product registration
6.4.2 /203 Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished
KCP Rohr, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /226 against Blumeria graminis on wheat, in Germany in 2018. before to Poland to support
6.4.1/226 DE18FETRZAW921A PPP product registration
6.4.2 /204 Agrartest GmbH under EU Regulation
GEP 1107/2009
Unpublished
KCP Rohr, J. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /227 against Blumeria graminis and/or Puccinia hordei on before to Poland to support
6.4.1/227 barley, in Germany in 2018. PPP product registration
6.4.2 /205 DE18FEHORVW921A under EU Regulation
Agrartest GmbH 1107/2009
GEP
Unpublished
KCP Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /228 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/228 (Germany), 2019 PPP product registration
6.4.2 /1206 DE19FETRZAW201B under EU Regulation
Trial-Tec 1107/2009
GEP
Unpublished
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KCP Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /229 Brown rust (PUCCRT) on winter wheat in (Germany), before to Poland to support
6.4.1/229 2019 PPP product registration
6.4.2 /207 DE19FETRZAW204A under EU Regulation
Trial-Tec 1107/2009
GEP
Unpublished
KCP Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /230 Erysiphe graminis (ERYSGH) on barley in (Germany), before to Poland to support
6.4.1/230 2019 PPP product registration
6.4.2 /208 DE19FEHORVW?206B under EU Regulation
Trial-Tec 1107/2009
GEP
Unpublished
KCP Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /231 Puccinia hordei (PUCCHD) on barley in (Germany), 2019 before to Poland to support
6.4.1/231 DE19FEHORVW?208A PPP product registration
6.4.2 /209 Trial-Tec under EU Regulation
GEP 1107/2009




ADM.03502.F.1.A./Forapro
Part A — National Assessment

ZRMS version

Page 100 /144
Version May 2023

-CI;gLipany Report No Verte- Data_ o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N Y/N data point?
Published or not )
KCP Rohr, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /234 Erysiphe graminis (ERYSGR) on titicale in (Germany), before to Poland to support
6.4.1/234 2019 PPP product registration
6.4.2 /212 DE19FETTLSS213C under EU Regulation
Trial-Tec 1107/2009
GEP
Unpublished
KCP Roslapil, J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /238 Erysiphe graminis (ERYSGH) on barley in the Czech before to Poland to support
6.4.1/238 Republic, 2019 PPP product registration
6.4.2 /216 CZ19FEHORVS206B under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
KCP Roslapil, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /239 Net blotch (PYRNTE) on barley in the Czech republic, before to Poland to support
6.4.1/239 2020 PPP product registration
6.4.2 1217 CZ20FEHORVS238A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
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KCP Roslapil, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /240 Puccinia hordei (PUCCHD) on barley in the Czech before to Poland to support
6.4.1/240 republic, 2020 PPP product registration
6.4.2 /218 CZ20FEHORVS273A under EU Regulation
ZZS Kujavy 1107/2009
GEP
Unpublished
KCP Rusek, K. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /249 Pyrenophora tritici-repentis (DTR) on winter wheat in before to Poland to support
6.4.1/249 Poland, 2019 PPP product registration
6.4.2 /223 PL19FETRZAWA418A under EU Regulation
Fertico 1107/2009
GEP
Unpublished
KCP Rusek, K. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /250 Pyrenophora tritici-repentis (DTR) on winter wheat in before to Poland to support
6.4.1/250 Poland, 2019 PPP product registration
6.4.2 /224 PL19FETRZAW418B under EU Regulation
Fertico 1107/2009
GEP
Unpublished
KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /258 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/258 Poland, 2019 PPP product registration
6.4.2 /232 PL19FETRZAWA417A under EU Regulation
Poznan University of Life Sciences 1107/2009
GEP
Unpublished
KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /259 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/259 Poland, 2019 PPP product registration
6.4.2 /233 PL19FETRZAWA417B under EU Regulation
Poznan University of Life Sciences 1107/2009
GEP
Unpublished
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KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /260 Net blotch (PYRNTE) on barley in Poland, 2019 before to Poland to support
6.4.1/260 PL19FEHORVW423A PPP product registration
6.4.2 /234 Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /261 Net blotch (PYRNTE) on barley in Poland, 2019 before to Poland to support
6.4.1/261 PL19FEHORVW423B PPP product registration
6.4.2 /235 Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /262 Septoria tritici (SEPTSP) on triticale in Poland, 2019 before to Poland to support
6.4.1/262 PL19FETTLSS425A PPP product registration
6.4.2 /236 Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /263 Septoria tritici (SEPTSP) on triticale in Poland, 2019 before to Poland to support
6.4.1/263 PL19FETTLSS425B PPP product registration
6.4.2 /237 Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /264 Puccinia recondita (PUCCRR) on triticale in Poland, 2019 before to Poland to support
6.4.1/264 PL19FETTLSS428A PPP product registration
6.4.2 /238 Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /265 Puccinia recondita (PUCCRR) on triticale in Poland, 2019 before to Poland to support
6.4.1/265 PL19FETTLSS428B PPP product registration
6.4.2 /239 Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
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KCP Sawinska, Z. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /266 Yellow rust (PUCCST) on triticale in Poland, 2019 before to Poland to support
6.4.1/266 PL19FETTLSS427B PPP product registration
6.4.2 /240 Poznan University of Life Sciences under EU Regulation
GEP 1107/2009
Unpublished
KCP Semaskiene, 2018 | Efficacy evaluation of different MCW-2091 formulations N Y Study was never submitted | ADM N
6.2 /267 R. against Blumeria graminis on spring barley in Lithuania in before to Poland to support
6.4.1/267 2018 PPP product registration
6.4.2 /241 LT18FEHORVS929A under EU Regulation
1A LRC, Kedainiai 1107/2009
GEP
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KCP Subr. J. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /274 Erysiphe graminis (ERYSGH) on barley in the Czech before to Poland to support
6.4.1/274 Republic, 2019 PPP product registration
6.4.2 /248 CZ19FEHORVW206C under EU Regulation
ZS Nechanice 1107/2009
GEP
Unpublished
KCP Subr. J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /275 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/275 the Czech republic, 2020 PPP product registration
6.4.2 /249 CZ20FETRZAW?270C under EU Regulation
ZS Trutnov 1107/2009
GEP
Unpublished
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KCP Teresiak, H. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /1276 Puccinia recondita (PUCCRR) on triticale in (Germany), before to Poland to support
6.4.1/276 2020 PPP product registration
6.4.2 /250 DE20FETTLSS245C under EU Regulation
Agro-check / 1107/2009
GEP
Unpublished
KCP Téth, F. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /277 Rhynchosporium secalis (RHYNSE) on barley in Slovakia, before to Poland to support
6.4.1/277 2020 PPP product registration
6.4.2 /251 SK20FEHORVW?236A under EU Regulation
GEMERPRODUKT Valice OVD 1107/2009
GEP
Unpublished
KCP Téth, F. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /278 Brown rust (PUCCRT) on winter wheat in Slovakia, 2020 before to Poland to support
6.4.1/278 SK20FETRZAW272A PPP product registration
6.4.2 /252 GEMERPRODUKT Valice OVD under EU Regulation
GEP 1107/2009
Unpublished
KCP Trojan, Z. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /279 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/279 the Czech republic, 2020 PPP product registration
6.4.2 /253 CZ20FETRZAW270B under EU Regulation
Zemservis ZS Domaninek s.r.o. 1107/2009
GEP
Unpublished
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KCP Tvaruzek, L. 2018 | Efficacy evaluation of different MCW-2091 formulation N Y Study was never submitted | ADM N
6.2 /296 against Blumeria graminis and/or Puccinia hordei on before to Poland to support
6.4.1/296 barley, Czech republic, 2018. PPP product registration
6.4.2 1270 CZ18FEHORVX921B under EU Regulation
ZVU Kromeriz 1107/2009
GEP
Unpublished
KCP Tvaruzek, L. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /297 Septoria tritici (SEPTTR) on winter wheat in the Czech before to Poland to support
6.4.1/297 Republic, 2019 PPP product registration
6.4.2 /271 CZ19FETRZAW200B under EU Regulation
ZVU Kromeriz 1107/2009
GEP
Unpublished
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FRS Wunstorf
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KCP Verikaite, K. 2019 | Efficacy evualtion of ADM.3502.F.1.A (MCW-2091) for N Y Study was never submitted | ADM N
6.2 /307 B. graminis control in spring barley in Lithuania in 2019 before to Poland to support
6.4.1/307 LT19FEHORVS487A PPP product registration
6.4.2 /279 1A LRC, Kedainiai under EU Regulation
GEP / not published 1107/2009
KCP Verikaite, K. 2019 | Efficacy evualtion of ADM.3502.F.1.A (MCW-2091) for N Y Study was never submitted | ADM N
6.2 /308 B. graminis control in spring barley in Lithuania in 2019 before to Poland to support
6.4.1/308 LT19FEHORVS487B PPP product registration
6.4.2 /280 1A LRC, Kedainiai under EU Regulation
GEP / not published 1107/2009
KCP Von Horsten, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /311 D. Net blotch (PYRNTE) on barley in (Germany), 2019 before to Poland to support
6.4.1/311 DE19FEHORVW207D PPP product registration
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-ng:ﬁpany Report No Verte- Data o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status YIN Y/N data point?
Published or not )
KCP Wolf, P. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /320 Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/320 wheat in (Germany), 2020 PPP product registration
6.4.2 /285 DE20FETRZAW235G under EU Regulation
Agricola 1107/2009
GEP
Unpublished
KCP Wollmann, S. | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /321 Brown rust (PUCCRT) on winter wheat in (Germany), before to Poland to support
6.4.1/321 2019 PPP product registration
6.4.2 /286 DE19FETRZAW204B(AC-19-096) under EU Regulation
Agro-check 1107/2009
GEP
Unpublished
KCP Wollmann, S. | 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /322 Puccinia hordei (PUCCHD) on barley in (Germany), 2019 before to Poland to support
6.4.1/322 DE19FEHORVW?208C_2(AC-19-097) PPP product registration
6.4.2 /287 Agro-check under EU Regulation
GEP 1107/2009
Unpublished
KCP Zdenek, T. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /323 Net blotch (PYRNTE) on barley in the Czech republic, before to Poland to support
6.4.1/323 2020 PPP product registration
6.4.2 /288 CZ20FEHORVS238B under EU Regulation
ZS Domaninek 1107/2009
GEP
Unpublished
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /324 Pyrenophora tritici-repentis (PYRNTR (DTR)) on winter before to Poland to support
6.4.1/324 wheat in (Germany), 2019 PPP product registration
6.4.2 /289 DE19FETRZAW202A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
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-ng:ﬁpany Report No Verte- Data o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N YIN data point?
Published or not )
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /325 Blumeria graminis tritici (ERYSGT) on winter wheat in before to Poland to support
6.4.1/325 (Germany), 2019 PPP product registration
6.4.2 /290 DE19FETRZAW201A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /326 Net blotch (PYRNTE) on barley in (Germany), 2019 before to Poland to support
6.4.1/326 DE19FEHORVW?207A PPP product registration
6.4.2 /291 BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /327 Rhynchosporium secalis (RHYNSE) on barley in before to Poland to support
6.4.1/327 (Germany), 2019 PPP product registration
6.4.2 /292 DE19FEHORVW205A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /328 Erysiphe graminis (ERYSGH) on barley in (Germany), before to Poland to support
6.4.1/328 2019 PPP product registration
6.4.2 /293 DE19FEHORVW206A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /329 Puccinia hordei (PUCCHD) on barley in (Germany), 2019 before to Poland to support
6.4.1/329 DE19FEHORVW208D PPP product registration
6.4.2 /294 BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
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-ég:;‘ anv Report No Verte- Data Previously used
D : pany weport No. brate | protection Justification if data s YIN
ata point Author(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N YIN data point?
Published or not P )
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /333 Septoria tritici (SEPTSP) on triticale in (Germany), 2019 before to Poland to support
6.4.1/333 DE19FETTLSS212A PPP product registration
6.4.2 /298 BioChem Agrar under EU Regulation
GEP 1107/2009
Unpublished
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /334 Puccinia recondita (PUCCRR) on triticale in (Germany), before to Poland to support
6.4.1/334 2019 PPP product registration
6.4.2 /299 DE19FETTLSS215A under EU Regulation
BioChem Agrar 1107/2009
GEP
Unpublished
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Unpublished

-ég:;‘ anv Report No Verte- Data Previously used
. pany Report No. brate | protection Justification if data s YIN
Data point Author(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N YIN data point?
Published or not P )
KCP Zickart, U. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted | ADM N
6.2 /336 Erysiphe graminis (ERYSGR) on titicale in (Germany), before to Poland to support
6.4.1/336 2019 PPP product registration
6.4.2 /301 DE19FETTLSS213A under EU Regulation
BioChem Agrar 1107/2009
GEP
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

YIN

Data
protection
claimed
Y/N

Justification if data
protection is claimed

Owner?

Previously used
YIN
If yes, for which
data point?

KCP

6.2 /342
6.4.1/342
6.4.2 /307

Z06lIner, H.

2019

Efficacy evaluation of ADM.3502.F.1.A for the control of
Septoria tritici (SEPTSP) on triticale in (Germany), 2019
DE19FETTLSS212C

FRS Wunstorf

GEP

Unpublished

Y

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADM

N

KCP
6.3/001

Anomynous

2020

FRAC Code List 2020: Fungal control agents sorted by
cross resistance pattern and mode of action (including
FRAC Code numbering).

available in the internet in Nov. 2020 under
http://www.frac.info

Published

KCP
6.3/002

Anomynous

2020

FRAC Pathogen List 2019.

available in the internet in Nov. 2020 under
http://www.frac.info

Published
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

YIN

Data
protection
claimed
Y/N

Justification if data
protection is claimed

Owner?

Previously used
YIN
If yes, for which
data point?

KCP
6.3/003

FRAC SBI
Working
Group

2020

Minutes from Annual Meeting on January 24th, 2020,
updated on September 23rd
available on the internet in
http://www.frac.info

and

Minutes from Annual Meeting on September 21th, 2022,
available on the internet in Nov. 2022 under
http://www.frac.info

Published

Nov. 2020 under

KCP
6.3/004

Felsenstein,
F.G.; Jaser, B.

2007

Fungizidresistenz bei pilzlichen Getreidepathogenen und
Wirksamkeit der vertikalen (qualitativen) Mehltauresistenz
bei Weizen und Gerste — Situationsbericht 2007.

available in the internet in Nov. 2020 under
http://www.epilogic.de

Published

KCP
6.3/005

Felsenstein,
F.G., Jaser,B.

2016

RESEARCH REPORT: Sensitivity of Septoria tritici in
different regions of Europe towards prochloraz,
tebuconazole, difenoconazole, propiconazole, and
prothioconazole 2016.

EpiLogic GmbH Agrobiol. Research and Consulting,
Hohenbachernstr. 19-21, D-85354 Freising-Weihenstephan
Unpublished

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADM

KCP
6.3/006

Felsenstein,
F.G., Jaser,B.

2017

RESEARCH REPORT: Sensitivity of Septoria tritici in
different regions of Europe towards prochloraz,
tebuconazole, difenoconazole and prothioconazole 2017.
EpiLogic GmbH Agrobiol. Research and Consulting,
Hohenbachernstr. 19-21, D-85354 Freising-Weihenstephan
Unpublished

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADM

KCP
6.3/007

Felsenstein,
F.G., Jaser,B.

2018

RESEARCH REPORT: Sensitivity of Septoria tritici in
different regions of Europe towards prochloraz,
tebuconazole, difenoconazole and prothioconazole 2018.
EpiLogic GmbH Agrobiol. Research and Consulting,
Hohenbachernstr. 19-21, D-85354 Freising-Weihenstephan
Unpublished

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADAM
A
Agricult
ure
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-ng:ﬁpany Report No Verte- Data_ o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N YIN data point?
Published or not )
KCP Leroux P., 2006 | Resistance to fungicides in European populations of N - - - -
6.3/008 Walker A.S., Septoria tritici, the causal agent of wheat leaf blotch.
Albertini C., Analysis of populations sent by MAKHTESHIM AGAN in
Gredt M, 2006.
INRA, Unité de Phytopharmacie et Médiateurs Chimiques
78026 Versailles Cedex, 2006;
Unpublished yet
KCP Heick T.M., 2020 | Reduced field efficacy and sensitivity of demethylation N - - - -
6.3/009 Matzen N., inhibitors in the Danish and Swedish Zymoseptoria tritici
Jorgensen populations.
L.N. Eur. J. Plant Pathol. 157, 625-636; 2020
Published
KCP Heimbach U., | 2000 | Implementation of resistance risk analysis of plant N - - - -
6.3/010 Kral G., protection products in the German authorization procedure:
Niemann P. Proceedings of the Brighton Crop Protection Conference -
Pests and Diseases, pp 771-776, 2000
Published
KCP 6.5.1 Kiéstner, K. 2020a | Effects of ADM.03502.F.1.A on seedling emergence and N Y Study was never submitted | ADM N
(filed in KCP seedling growth of six non-target terrestrial plant species before to Poland to support
10.6.1/01) under greenhouse conditions PPP product registration
Report no.: 2046PSE0007, Sponsor no.: 000104852 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
KCP 6.5.2 Kastner, K. 2020b | Effects of ADM.03502.F.1.A on vegetative vigour of six N Y Study was never submitted | ADM N
(filed in KCP non-target terrestrial plant species under greenhouse before to Poland to support
10.6.1/02) conditions PPP product registration
Report no.: 2035CRX0012, Sponsor no.: 000104853 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
KCP 7.1.1/01 2020a | Acute oral toxicity (Acute Toxic Class Method) in the Rat Y Y Study was never submitted | ADM N
with ADM.3502.F.1.A before to Poland to support
Report no.: ... PPP product registration
under EU Regulation
GLP 1107/2009
Unpublished
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-CI;gLipany Report No Verte- Data_ o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP 7.1.2/01 2020b | Acute dermal toxicity (Acute Toxic Class Method) in the Y Y Study was never submitted | ADM N
Rat with ADM.3502.F.1.A before to Poland to support
Report no.: ... PPP product registration
under EU Regulation
GLP 1107/2009
Unpublished
KCP 7.1.3/01 2021 | Acute inhalation toxicity study in Wistar rats - OECD 403 Y Y Study was never submitted | ADM
Report no.: ... before to Poland to support
PPP product registration
GLP under EU Regulation
Unpublished 1107/2009
KCP 7.1.5/02 2021 | Acute Eye Irritation/Corrosion in the Rabbit with Y Y Study was never submitted | ADM
ADM.03502.F.1.A before to Poland to support
Report no... PPP product registration
under EU Regulation
GLP 1107/2009
Unpublished




ADM.03502.F.1.A./Forapro
Part A — National Assessment

ZRMS version

Page 117 /144
Version May 2023

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

YIN

Data
protection
claimed
Y/N

Justification if data
protection is claimed

Previously used
YIN
If yes, for which
data point?

Owner?

KCP 7.1.6/01

2021

Prothioconazole 175 g/L + Fenpropidin 250 g/L EC
(ADM.03502.F.1.A): Local Lymph Node Assay (LLNA)
in CBA/Ca MICE

GLP
Unpublished

Y

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADM N

KCP 7.2.2.2/01

Anonymous

2010

Development of air sampling methodology in support of
determining risk of bystander and resident exposure to
pesticides

SID 5 (Rev. 07/10), DEFRA Project PS2023

Non-GLP

Published

KCP 7.2.2.2/02

Bedos, C.;
Rouseaue-
Djabri, M.-F.;
Loubet, B.;
Durand, B.;
Flura, D.;
Briand, O.
and Barriuso,
E

2010

Fungicide Volatilization Measurements: Inverse Modeling,
Role of Vapor Pressure, and State of Foliar Residue
Environmental Science and Technology, 44, 7, 2522-2528
Non-GLP

Published

KCP 7.3/01

Maas, W.J.M.

2021a

The in vitro percutaneous absorption of radiolabelled
Prothioconazole-desthio in one in-use dilution of the
Prothioconazole 175 g/L + Fenpropidin 250 g/L EC
formulation (ADM.03502.F.1.A ) through human split-
thickness skin.

Report no.: 20275164; sponsor no.: 000107008
Charles River Laboratories Den Bosch BV, DD ‘s-
Hertogenbosch, The Netherlands

GLP

Unpublished

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADM
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

YIN

Data
protection
claimed
Y/N

Justification if data
protection is claimed

Owner?

Previously used
YIN
If yes, for which
data point?

KCP 7.3/02

Maas, W.J.M.

2021b

The in vitro percutaneous absorption of radiolabelled
Fenpropidin in a concentrate formulation and one in-use
dilution of the Prothioconazole 175 g/L + Fenpropidin 250
g/L EC formulation (ADM.03502.F.1.A ) through human
split-thickness skin.

Report no.: 20275166; sponsor no.: 000107009

Charles River Laboratories Den Bosch BV, DD ‘s-
Hertogenbosch, The Netherlands

GLP

Unpublished

Y

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADM

KCP 8/ KCA
6.1/01

Klimmek, S.
and Gizler, A.

2017

Freezing storage stability & validation of residues of 1,2,4-

Triazole, Triazole Alanine, Triazole Acetic Acid and
Triazole Lactic Acid in water, acid and dry matrix:
cucumber, grapes and dry bean at 0, 3, 6, 12, 18, 24 and 36
months.

Report No.: S12-00072, sponsor no.: R-30330

Eurofins Agroscience Services Chem GmbH, Hamburg,
Germany

GLP

Unpublished

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADM

Y
evaluated in the
dRR for
ADM.03500.F.2.B
(Soratel) on
11.2022

KCP 8/ KCA
6.1/02

Lefresne, S.

2020

Freezing storage stability of prothioconazole-desthio, 3-
hydroxy-prothioconazole-desthio, 4-hydroxy-
prothioconazole-desthio, 5-hydroxy-prothioconazole-
desthio, 6-hydroxy-prothioconazole-desthio and alpha-
hydroxy-prothioconazole-desthio in plant matrices
at/below -18°C during 24 months (0, 1, 3, 12, 18 and 24
months): Wheat whole plant (high water content), wheat
grain (high starch content), wheat straw (difficult
commodity), oilseed rape grain (high oil content),
strawberry (high acid content) and dry bean (high protein
content).

Report No.: B18S-A4-P-02, sponsor no.: R-39653
POLLENIZ/GIRPA, Beaucouzé Cedex, France

GLP

Unpublished

Study was never submitted
before to Poland to support
PPP product registration
under EU Regulation
1107/2009

ADM

Y
evaluated in the
dRR for
ADM.03500.F.2.B
(Soratel) on
11.2022
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foliar application of ADM.03502.F.1.A under field
conditions - Northern Europe — 2021.

Report no.: BPL21/956/GC, sponsor no.: 000107610
SynTech Research France, La Chapelle de Guinchay,
France

GLP

Unpublished

PPP product registration
under EU Regulation
1107/2009

-ng:ﬁpany Report No. Verte- Data_ o Previously used
Data point Auth . brate | protection Justification if data s YIN
poin uthor(s) Year |Source (where different from company) d | d tection is claimed Owner If ves. for which

GLP or GEP status study claime protection : YEs, whi

Published or not Y/N YIN data point?
KCP 8/ KCA Huaulmé, J.- 2020 | Residue study of prothioconazole and its metabolites, and N Y Study was never submitted | ADM N
6.3.1/01 M. fenpropidin in wheat whole plant and RAC (grain and before to Poland to support

straw) after one foliar application of ADM.3502.F.1.A - 2 PPP product registration

HS and 2 DCS - Northern Europe (France, Poland and under EU Regulation

Hungary) - 2019 1107/2009

Report no.: BPL19/770/GC, sponsor no.: 000102759

BIOTEK Agriculture, Saint-Pouange, France

GLP

Unpublished
KCP 8/ KCA Mahlow, S. 2021 | Determination of the residues of 1,2,4-Triazole (1,2,4-T), N Y Study was never submitted | ADM N
6.3.1/02 Triazole alanine (TA), Triazole acetic acid (TAA) and before to Poland to support

Triazole lactic acid (TLA) in wheat (RAC whole plant, PPP product registration

grain and straw) following one foliar application of under EU Regulation

ADM.3502.F.1.A (175 g a.s./L of prothioconazole and 250 1107/2009

g a.s./L of fenpropidin), in 4 trials (2 HS + 2 DCS) in

Northern Europe (France, Poland and Hungary), 2019

Report no.: S19-00750, sponsor no.: 000102792

Eurofins Agroscience Services Chem GmbH, Hamburg,

Germany

GLP

Unpublished
KCP 8/ KCA Le Mineur, A. | 2021 | Residue study of Prothioconazole and its metabolites, and N Y Study was never submitted | ADM N
6.3.1/03 Fenpropidin in wheat Raw Agricultural Commodities after before to Poland to support
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grain and straw) following one foliar application of
ADM.3502.F.1.A (175 g a.s./L of prothioconazole and 250
g a.s./L of fenpropidin) in 4 trials (2 HS + 2 DCS) in
Northern Europe (France, Poland and Hungary), 2019.
Study no.: S19-00752, sponsor no.: 000102794

Eurofins Agroscience Services Chem GmbH, Hamburg,
Germany

GLP

Unpublished

product ADM.3500.F.2.B
(Soratel 250 EC). Data
protection has not yet
started.

-ng:ﬁpany Report No. Verte- Data_ o Previously used
Data point Auth : brate | protection Justification if data s YIN
poin uthor(s) Year |Source (where different from company) d | d rotection is claimed Owner If ves. for which
GLP or GEP status study claime P YEs, .
Published or not YIN Y/N data point?
KCP 8/ KCA Le Mineur, A. | 2022 | Residue study of prothioconazole, difenoconazole and their N Y Study submitted in ADM Y for
6.3.1/04 metabolites in wheat whole plant and Raw Agricultural February 2022 r. to Poland prothioconazole
Commodities after foliar application of ADM.03501.F.1.A for support registration of evaluated in the
under field conditions — Northern Europe - 2021. product ADM.3500.F.2.B dRR for
Report no.: BPL21/958/GC, sponsor no.: 000107612 (Soratel 250 EC) and April ADM.03500.F.2.
SynTech Research France, La Chapelle de Guinchay, f:gziitrgtrigﬁpoq‘ogtroduct B (ffrzfgglz).on
E{"B"e ADM.03503.F.1.A (Avastel N for TDMs
Unpublished 225 EC). Data protection
has not yet started.
KCP 8/ KCA Huaulmé, J.- 2020 | Residue study of prothioconazole and its metabolites, and N Y Study was never submitted | ADM Y for
6.3.2/01 M. fenpropidin in barley whole plant and RAC (grain and before to Poland to support prothioconazole
straw) after one foliar application of ADM.3502.F.1.A - 2 PPP product registration evaluated in the
harvest and 2 decline trials - Northern Europe (France, under EU Regulation dRR for
Poland and Hungary) - 2019. 1107/2009 ADM.03500.F.2.
Report no.: BPL19/772/GC, sponsor no.: 000102761 B (Soratel) on
BIOTEK Agriculture, Saint-Pouange, France 11.2022;
GLP N for fenpropidin
Unpublished
KCP 8/ KCA Mahlow, S. 2021 | Determination of the residue of 1, 2, 4-Triazole (1, 2, 4-T), N Y Study submitted in ADM Y
6.3.2/02 Triazole alanine (TA), Triazole acetic acid (TAA) and February 2022 r. to Poland evaluated in the
Triazole lactic acid (TLA) in barley (RAC whole plant, for support registration of dRR for

ADM.03500.F.2.B
(Soratel) on
11.2022
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conditions — Northern Europe — 2021.

Report no.: BPL21/962/GC, sponsor no.: 000107616
SynTech Research France, La Chapelle de Guinchay,
France

GLP

Unpublished

product ADM.3500.F.2.B
(Soratel 250 EC) and April
2022 for support
registration of product
ADM.03503.F.1.A (Avastel
225 EC). Data protection
has not yet started.

-ng:ﬁpany Report No. Verte- Data e Previously used
Data point Auth . brate | protection Justification if data s YIN
poin uthor(s) Year |Source (where different from company) d | d tection is claimed Owner If ves. for which
GLP or GEP status study claime protectiont ! yes, for wh
Published or not YN Y/N data point?
KCP 8/ KCA Huaulmé, J.- 2021 | Residue study of prothioconazole and its metabolites, and N Y Study was never submitted | ADM Y for
6.3.2/03 M. fenpropidin in barley whole plant and raw agricultural before to Poland to support prothioconazole
commodity after one foliar application of ADM.3502.F.1.A PPP product registration evaluated in the
- 2 harvest and 2 decline trials — Northern Europe (FR, PL, under EU Regulation dRR for
HU) - 2020. 1107/2009 ADM.03500.F.2.
Report no.: BPL20/844/GC, sponsor no.: 000105350 B (Soratel) on
BIOTEK Agriculture, Saint-Pouange, France 11.2022;
GLP N for fenpropidin
Unpublished
KCP 8/ KCA Yozgatli, H.P. | 2021 | Determination of the residue of 1, 2, 4-Triazole (1, 2, 4-T), N Y Study submitted in ADM Y
6.3.2/04 Triazole alanine (TA), Triazole acetic acid (TAA) and February 2022 r. to Poland evaluated in the
Triazole lactic acid (TLA) in barley (RAC whole plant, for support registration of dRR for
grain and straw) following one foliar application of product ADM.3500.F.2.B ADM.03500.F.2.B
ADM.3502.F.1.A (1759 a.s./L of prothioconazole and 250 (Soratel 250 EC) and April (Soratel) on
g/L fenpropidin) in 4 trials (2 HS + 2 DCS) in Northern 2022 for support 11.2022
Europe (France, Poland and Hungary), 2020. registration of product
Study no.: $20-01302, sponsor no.: 000105545 ADM.03503.F.1.A (Avastel
Eurofins Agroscience Services EcoChem GmbH, Niefern- 225 EC). Data protection
Oschelbronn, Germany has not yet started.
GLP
Unpublished
KCP 8/ KCA Huaulmé, J.- | 2022 | Residue study of fluxapyroxad and prothioconazole and N Y Study submitted in ADM Y
6.3.2/05 M. their metabolites in barley Raw Agricultural Commodities February 2022 r. to Poland evaluated in the
after application of ADM.03503.F.1.A under field for support registration of dRR for

ADM.03500.F.2.B
(Soratel) on
11.2022
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at 2 Sites in Northern Europe and 2 Sites in Southern
Europe 2018/2019

Study no.: S18-02513, sponsor no.: R-39638

Eurofins Agroscience Services GmbH, Stade, Germany
GLP

Unpublished

product ADM.3500.F.2.B
(Soratel 250 EC) and April
2022 for support
registration of product
ADM.03503.F.1.A (Avastel
225 EC). Data protection
has not yet started.

-ng:ﬁpany Report No. Verte- Data_ o Previously used
Data point Auth . brate | protection Justification if data s YIN
poin uthor(s) Year |Source (where different from company) d | d tection is claimed Owner If ves. for which
GLP or GEP status study claime protection : YEs, whi
Published or not Y/N YIN data point?
KCP 8/ KCA Barbier, G. 2022 | Analysis of prothioconazole and its metabolites in barley N Y Study submitted in ADM Y
6.3.2/06 after application of ADM.3502.F.1.A (prothioconazole and February 2022 r. to Poland evaluated in the
fenpropidin) in trial in Northern — 2020. for support registration of dRR for
Study no.: B21G-A4-P-05, sponsor no.: 000108763 product ADM.3500.F.2.B ADM.03500.F.2.B
GIRPA, Beaucouzé Cedex, France (Soratel 250 EC) and April (Soratel) on
GLP 2022 for support 11.2022
Unpublished registration of product
ADM.03503.F.1.A (Avastel
225 EC). Data protection
has not yet started.
KCP 8/ KCA Huaulmé, J.- | 2022 | Residue study of prothioconazole, difenoconazole and their N Y Study submitted in ADM Y
6.3.2/07 M. metabolites in barley Raw Agricultural Commodities after February 2022 r. to Poland evaluated in the
foliar application of ADM.03501.F.1.A under field for support registration of dRR for
conditions — Northern Europe — 2021. product ADM.3500.F.2.B ADM.03500.F.2.B
Report no.: BPL21/960/GC, sponsor no.: 000107614 (Soratel 250 EC). Data (Soratel) on
SynTech Research France, La Chapelle de Guinchay, protection has not yet 11.2022
France started.
GLP
Unpublished
KCP 8/ KCA BloB, K. 2019 | Prothioconazole-desthio: Aqueous Hydrolysis of N Y Study was never submitted | ADM Y
6.5.1/01 [*4C]Prothioconazole-desthio at 90, 100 and 120 °C. before to Poland to support evaluated in the
Report no.: S18-07655, sponsor no.: 000101817 PPP product registration dRR for
Eurofins Agroscience Services EcoChem GmbH, Niefern- under EU Regulation ADM.03500.F.2.B
Oschelbronn, Germany 1107/2009 (Soratel) on
GLP 11.2022
Unpublished
KCP 8/ KCA Semrau, J. 2021 | Determination of Residues of Prothioconazole and its N Y Study submitted in ADM Y
6.6.2/01 Metabolites after One Application of MCW-2073 on Bare February 2022 r. to Poland evaluated in the
Soil in Rotational Crops (Radish, Leaf lettuce and Barley) for support registration of dRR for

ADM.03500.F.2.B
(Soratel) on
11.2022
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Sponsor no.: 000110079

ADAMA Agricultural Solutions Ltd., Airport City, Israel
Not GLP

Unpublished

-ng:ﬁpany Report No. Verte- Data_ o Previously used
Data point Auth . brate | protection Justification if data s YIN
poin uthor(s) Year |Source (where different from company) Owner
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N Y/N data point?
Published or not )
KCP 8/ KCA Semrau,J. 2022 | Determination of residues of prothioconazole metabolites N Y Study submitted in ADM Y
6.6.2/02 in rotational crops (radish, lettuce, barley) after one February 2022 r. to Poland evaluated in the
application of Prothioconazole 250 EC for support registration of dRR for
(ADM.03500.F.2.B) on bare soil at 1 site in Northern product ADM.3500.F.2.B ADM.03500.F.2.B
Europe and 1 site in Southern Europe 2021 (Soratel 250 EC) and April (Soratel) on
Study no.: S21-00408, sponsor no.: 000107470 2022 for support 11.2022
Eurofins Agroscience Services GmbH, Stade, registration of product
Germany ADM.03503.F.1.A (Avastel
GLP 225 EC). Data protection
Unpublished has not yet started.
KCP 8/ KCA Anonymous 2022 | Position Paper: 1,2,4-Triazole residues in crop residue N N n.a. ADM Y
6.6.2/03 trials and rotational crops following the use of evaluated in the
Prothioconazole dRR for

ADM.03500.F.2.B
(Soratel) on
11.2022
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Report no. SO21519 / SSO19707, Sponsor no.: 000108687
Noack Laboratorien GmbH, Sarstedt, Germany

GLP

Unpublished

PPP product registration
under EU Regulation
1107/2009

-ng:ﬁpany Report No. Verte- Data_ o Previously used
Data point Author(s) Year |Source (where different from company) brate protection Justlflgat|9n if Qata Owner® YN .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP 9.2.4/01 Penne, C. 2021 | Predicted environmental concentrations in groundwater N N - ADM
(PECgw) of prothioconazole, fenpropidin and metabolites
using FOCUS PELMO 5.5.3, FOCUS PEARL 4.4.4 and
FOCUS MACRO 5.5.4 for critical GAP uses of
ADM.03502.F.1.A in different crops in the Central zone.
Report no.: ADM-210621-01, sponsor no. 000108619
EBRC Consulting GmbH, Hannover, Germany
Not GLP
Unpublished
KCP 9.2.5/01 Penne, C. 2021 Predicted environmental concentrations in surface water N N - ADM
(PECsw) and sediment (PECsed) prothioconazole,
fenpropidin and metabolites using STEPS 1-2 in FOCUS
(v3.2), FOCUS SWASH 5.3 and SWAN v5.0 for critical
GAP uses of ADM.03502.F.1.A in different crops in the
Central zone.
Report no.: ADM-210621-02, sponsor no. 000108620
EBRC Consulting GmbH, Hannover, Germany
Not GLP
Unpublished
KCP 10.2.1/01 2020a | Acute toxicity of ADM.03502.F.1.A to Oncorhynchus Y Y Study was never submitted | ADM
mykiss in a 96-hour semi-static test before to Poland to support
Reportno .... PPP product registration
under EU Regulation
GLP 1107/2009
Unpublished
KCP 10.2.1/02 Renner, P. 2020b | Acute toxicity of ADM.03502.F.1.A to Daphnia magna in N Y Study was never submitted | ADM
a 48-hour semi-static test before to Poland to support
Report no 2048ADL0008, Sponsor no.: 000104840 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP 10.2.1/03 Scheerbaum, (2021 ADM.03502.F.1.A - Alga, Growth Inhibition Test with N Y Study was never submitted | ADM
D. Desmodesmus subspicatus, 72 hours before to Poland to support
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Novartis Crop Protection AG, Sector of Unit R&D,
Ecotoxicology Department, Switzerland. Project No
95N001. (Syngenta file No. CGA 114900/0500) including
Ashwell J., Hamer M. And Coulson M., 2007.
Fenpropidin: Syngenta response to Evaluation Table rev. 0-
0 (19.02.2007). Data requirement 5.2 — statistical analysis
of mesocosms study by Neumann 1997.and Huber, W.
(1995): Effects of A-7503 C in aquatic outdoor
microcosms. Technical University Munich-Weihenstephan.
Institute for Landscape and Botany, Germany. Report No.
(Syngenta file No. CGA 64250/2997) and Wellmann P.
(2006): Community level study with Fenpropidin in
outdoor aquatic mesocosm ponds, Fraunhofer-Institute
Schmallenberg, Germany & Gaiac, Aachen, Gemany
Alterra, Wageningen University and Research Centre,
Centre for Water and Climate

P.O. Box 47, 6700 AA Wageningen, The Netherlands
Report no: n.a.

Non-GLP

Unpublished

-ng:ﬁpany Report No Verte- Data_ o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N Y/N data point?
Published or not )
KCP 10.2.1/04 Renner, P. 2021 | Effects of ADM.03502.F.1.A on Lemna gibba in a growth N Y Study was never submitted | ADM
inhibition test under semi-static test conditions before to Poland to support
Report no 2048ALE0006, Sponsor no.: 000104842 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP 10.2.3/01 | Wellmann, P., |2006 | Community level study with Fenpropidin in outdoor N Y Data protection started with | ADM
Hommen, P., aquatic mesocosm ponds authorisation of Artemis
Bohmer, W., Fraunhofer-Institute Molecular Biology and Applied 450 EC (R-10/2016 dated
Ecology (IME), Schmallenberg, Germany 26.01.2016)
Report No: FEI-010/4-52
GLP
Unpublished
KCP 10.2.3/02 | Arts, G.H.P 2009 | Evaluation of the reports: Neumann Ch. (1997): CGA N N ADM
and Brock, 114900 EC 750 (A-7516 A): Outdoor aquatic mesocosm
T.C.M. study of the environmental fate and ecological effects.
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Report no.: 2048NTL0006, Sponsor no.: 000104846
BioChem agrar, Machern/Gerichshain, Germany
GLP

Unpublished

PPP product registration
under EU Regulation
1107/2009

-ég:;‘ anv Report No Verte- Data Previously used
. pany Report No. brate | protection Justification if data s YIN
Data point Author(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N Y/N data point?
Published or not P )
KCP Franke, M. 2020 | Acute toxicity of ADM.03502.F.1.A to the honeybee Apis N Y Study was never submitted | ADM
10.3.1.1/01 mellifera L. under laboratory conditions before to Poland to support
Report no.: 2048BAA0028, Sponsor no.: 000104843 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP DreBler, K. 2020 | Chronic oral toxicity of ADM.03502.F.1.A to the honey N Y Study was never submitted | ADM
10.3.1.2/01 bee Apis mellifera L. under laboratory conditions before to Poland to support
Report no.: 2048BAC0011, Sponsor no.: 000104844 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP Hénsel, M. 2021 | ADM.03502.F.1.A — Repeated exposure of honey bee N Y Study was never submitted | ADM
10.3.1.3/01 larvae (Apis mellifera L.) under laboratory conditions before to Poland to support
Report no.: 2048BLC0013, Sponsor no.: 000104845 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP Rohlig, U. 2020a | Effects of ADM.03502.F.1.A on the parasitic wasp N Y Study was never submitted | ADM
10.3.2.2/01 Aphidius rhopalosiphi (DESTEFANI-PEREZ) in a before to Poland to support
laboratory test PPP product registration
Report no.: 2048NAL0006, Sponsor no.: 000104847 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
KCP Rohlig, U. 2020b | Effects of ADM.03502.F.1.A on the predatory mite N Y Study was never submitted | ADM
10.3.2.2/02 Typhlodromus pyri SCHEUTEN in a laboratory test before to Poland to support
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-ng:ﬁpany Report No Verte- Data o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
GLP or GEP status study claimed protection is claimed If yes, for yvhlch
Published or not YIN Y/N data point?
KCP Friedrich, S.  |2020a | Effects of ADM.03502.F.1.A on the mortality, growth and N Y Study was never submitted | ADM
10.4.1.1/01 reproduction of the earthworm Eisenia fetida in artificial before to Poland to support
soil PPP product registration
Report no.: 2048TEC0035, Sponsor no.: 000104848 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
KCP Friedrich, S. 2021 | Effects of ADM.03502.F.1.A on the mortality, growth and N Y Study was never submitted | ADM
10.4.1.1/02 reproduction of the earthworm Eisenia fetida in artificial before to Poland to support
soil PPP product registration
Report no.: 21 48 TEC 0034, Sponsor no.: 000108316 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
KCP Friedrich, S.  [2020b | Effects of ADM.03502.F.1.A on the mortality and N Y Study was never submitted | ADM
10.4.2.1/01 reproduction of the collembolan Folsomia candida before to Poland to support
Report no.: 2048TCC0025, Sponsor no.: 000104849 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP Schulz, L. 2020a | Effects of ADM.03502.F.1.A on the reproduction of the N Y Study was never submitted | ADM
10.4.2.1/02 predatory mite Hypoaspis aculeifer before to Poland to support
Report no.: 2048THC0021, Sponsor no.: 000104850 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
KCP 10.5/01 Schulz, L. 2020b | Effects of ADM.03502.F.1.A on the activity of soil N Y Study was never submitted | ADM
microflora (Nitrogen transformation test) before to Poland to support
Report no.: 2048SMN0022, Sponsor no.: 000104851 PPP product registration
BioChem agrar, Machern/Gerichshain, Germany under EU Regulation
GLP 1107/2009
Unpublished
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-ng:ﬁpany Report No Verte- Data_ o Previously used
Data point Auth e brate | protection Justification if data s Y/N
poin uthor(s) Year |Source (where different from company) - S - Owner .
study claimed protection is claimed If yes, for which
GLP or GEP status Y/N Y/N data point?
Published or not )
KCP 10.6.1/01 | Kastner, K. 2020a | Effects of ADM.03502.F.1.A on seedling emergence and N Y Study was never submitted | ADM
seedling growth of six non-target terrestrial plant species before to Poland to support
under greenhouse conditions PPP product registration
Report no.: 2046PSE0007, Sponsor no.: 000104852 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
KCP 10.6.1/02 | Kdéstner, K. 2020b | Effects of ADM.03502.F.1.A on vegetative vigour of six N Y Study was never submitted | ADM
non-target terrestrial plant species under greenhouse before to Poland to support
conditions PPP product registration
Report no.: 2035CRX0012, Sponsor no.: 000104853 under EU Regulation
BioChem agrar, Machern/Gerichshain, Germany 1107/2009
GLP
Unpublished
- EBRC 2023 | Updated exposure and risk assessment for aquatic N ADAMA |Required by e fate Section | ADM N
Consulting organisms considering volatilisation and deposition of and need to risk assessment
GmbH fenpropidin in Step 4 PECsw modelling.Sponsor: Adama- for aquatic organism
Makteshim Ltd., Isreal, 17 April 2023. EBRC no.: ADM-
230417-01

$ ADM = Data owned by ADAMA;

* IRVITA, now ADAMA Irvita N.V., company of ADAMAgroup

BCS/ADM = Study is co-owned by Bayer Crop Science and ADAMA Agricultural Solution and all affiliates

SYN/ADM = Study is co-owned by Syngenta Ltd and ADAMA Agricultural Solution and all affiliates
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review of

protioconazole

Unpublished

Title
Data
. Company Report No. Vertebrat . e .
Data point Author(s) Year |Source (where different from company) e study prot_ectlon Justlflcatlgn if c_iata protection Owner
(DAR ref. no) GLP or GEP status YIN claimed is claimed
. Y/N

Published or not
KCP 8/ KCA Heinemann, O. | 2001 |18 months storage stability of residues of JAU 6476 and JAU 6476- N N BCS
6/01 desthio during frozen storage in/on wheat matrices
(1A, 6.0/01) Report No. : MR-282/00

Bayer AG

GLP

Unpublished
KCP 8/ KCA Haas, M. 2001 |Metabolism of [phenyl-UL-14C]JAU 6476 in peanuts N N BCS
6/02 Report No.: MR-193/01
(1A, 6.1.2/01) Bayer AG

GLP

Unpublished
KCP 8/ KCA Haas, M.; 2000 |Metabolism of JAU 6476 in spring wheat (after foliar application) N N BCS
6/03 Bornatsch, W. Report no.: MR-198/99
(A, 6.1.1/01) Bayer AG

GLP

Unpublished
KCP 8/ KCA Vogeler, K;; 1993 |Metabolism of SXX 0665 in summer wheat N N BCS
6/04 Sakamoto, H.; Report No.: PF3906
(A, 6.1.1/03) Brauner, A. Bayer AG

GLP

Unpublished
KCP 8/ KCA Haas, M. 2001 |Metabolism of JAU 6476 in spring wheat after seed dressing N N BCS
6/05 Report No.: MR-467/99
(1A, 6.1.1/02) Bayer AG

GLP

Unpublished
KCP 8/ KCA Haas, M. 2001 |Confined rotational crop study with JAU 6476 N N BCS
6/06 Report No.: MR-159/00
(A, 6.6./01) Bayer AG

GLP
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Title
Data
. Company Report No. Vertebrat . e .
Data point Author(s) Year |Source (where different from company) e study prot_ectlon Justlflcatlgn if c_iata protection Owner
(DAR ref. no) GLP or GEP status YIN claimed is claimed
. Y/N

Published or not
KCP 8/ KCA 2001 |[Phenyl-UL-14C]JAU 6476 N N BCS
6/07 Absorption, distribution, excretion and metabolism in the lactating
(1A 6.2.2.1/01) goat

Report No.: ...

GLP

Unpublished
KCP 8/ KCA 2002 |[Phenyl-UL-14C] JAU 6476-desthio N N BCS
6/08 Absorption, distribution, excretion, and metabolism in the lactating
(A, 6.2.2.2/01) goat

Report no. ..

GLP

Unpublished
KCP 8/ KCA 2001 |[Phenyl-UL-14CJJAU 6476 N N BCS
6/09 Absortion, distribution, excretion and metabolism in laying hens
(A, 6.2.2.3/01) Report No.: ..

GLP

Unpublished
KCP 8/ KCA | ... 2001 |JAU 6476-desthio — Dairy cattle feeding study N N BCS
6/10 Report No.: ...
(A, 6.4/01) Report includes trial no.:

GLP

Unpublished
KCP 8/ KCA Gilges, M. 2001 |Hydrolysis of JAU 6476 under conditions of processing N N BCS
6/11 Report No.: MR-166/00
(A, 6.5/01) Bayer AG

GLP

Unpublished

BCS = Bayer CropScience
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review of fenpropidin

Title
Data
. Company Report No. Vertebrat . e .
Data point Author(s) Year |Source (where different from company) e study prot_ectlon Justlflcatlgn if c_iata protection Owner
(DAR ref. no) claimed is claimed

GLP or GEP status Y/N Y/N

Published or not
KCP 5.1.2/01 Gross, D. 1994a | Distribution and degradation of [N-2methylpropyl-3-14C] CGA N N SYN
(filed in KCP 8/ 114900 in spring wheat.
KCA 6/06 Report No.: 17/94
(1A, 6.1/01)) Ciba-Geigy AG, CH-4002 Basel

GLP

Unpublished
KCP 5.1.2/02 Gross, D. 1994b | Distribution and degradation of [2,6-14C-piperidine] CGA 114900 N N SYN
(filed in KCP 8/ in spring wheat.
KCA 6/07 Report No.: 18/94
(1A, 6.1/02)) Ciba-Geigy AG, CH-4002 Basel

GLP

Unpublished
KCP 8/ KCA Tribolet, R. 1995 |Residue stability study for fenpropidin (CGA 114900) in weathered N N SYN
6/01 grapes under freezer storage conditions.
(A, 6.0/01) Report No.: 122/92

Ciba-Geigy AG, CH-4002 Basel

GLP

Unpublished
KCP 8/ KCA Walser, M. 1995 | Residue stability study for CGA 114900 (Fenpropidin) in wine under N N SYN
6/02 freezer storage conditions.
(A, 6.0/02) Report No.: 147/93

Ciba-Geigy AG, CH-4002 Basel

GLP

Unpublished
KCP 8/ KCA Walser, M. 1996a |Stability of residues of fenpropidin (CGA 114900) in stored N N SYN
6/03 analytical specimens of bananas (pulp and peel).
(A, 6.0/03) Report No.: 128/94

Ciba-Geigy AG, CH-4002 Basel

GLP

Unpublished
KCP 8/ KCA Walser, M. 1996b |Residue stability study for CGA 114900 (Fenpropidin) in wheat N N SYN
6/04 under freezer storage conditions.
(1A, 6.0/04) Report No.: 137/93

Ciba-Geigy AG, CH-4002 Basel

GLP

Unpublished
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Title
Data
. Company Report No. Vertebrat . e .
Data point Author(s) Year |Source (where different from company) e study prot_ectlon Justlflcatlgn if c_iata protection Owner
(DAR ref. no) GLP or GEP status YIN claimed is claimed
. Y/N

Published or not
KCP 8/ KCA 1996¢ |Residues in milk, blood and tissues (muscle, fat, liver, kidney) of N N SYN
6/05 dairy cattle resulting from a feeding of three levels of CGA 114900.
(1A, 6.0/05) Report No.: ....

GLP

Unpublished
KCP 8/ KCA Gross, D. 1994a | Distribution and degradation of [N-2methylpropyl-3-14C] CGA N N SYN
6/06 114900 in spring wheat.
(A, 6.1/01) Report No.: 17/94

Ciba-Geigy AG, CH-4002 Basel

GLP

Unpublished
KCP 8/ KCA Gross, D. 1994b |Distribution and degradation of [2,6-14C-piperidine] CGA 114900 in N N SYN
6/07 spring wheat.
(A, 6.1/02) Report No.: 18/94

Ciba-Geigy AG, CH-4002 Basel

GLP

Unpublished
KCP 8/ KCA Kiffe, M. 2000 |Metabolism of CGA 114900 in greenhouse grown spring wheat after N N SYN
6/08 treatment with [2,6-14C-piperidine] labelled material.
(A, 6.1/03) Report No.: Addendum to Report No. 18/94

Novartis Crop Protection AG, CH-4002 Basel

GLP

Unpublished
KCP 8/ KCA Krauss, J. 2000a |Outdoor confined accumulation study on rotational crops after N N SYN
6/09 bareground application of [N-2-methylpropyl-3-14C] CGA 114900.
(1A 6.6/01) Report No.: 98JK21

Novartis Crop Protection AG., CH-4002 Basel.

GLP

Unpublished.
KCP 8/ KCA Krauss, J. 2000a |Outdoor confined accumulation study on rotational crops after N N SYN
6/10 bareground application of [Piperidine-2-6-14C] CGA 114900.
(1A 6.6/02) Report No.: 98JK22

Novartis Crop Protection AG., CH-4002 Basel.

GLP

Unpublished.
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Title
Data
. Company Report No. Vertebrat . e .
Data point Author(s) Year |Source (where different from company) e study prot_ectlon Justlflcatlgn if c_iata protection Owner
(DAR ref. no) GLP or GEP status YIN claimed is claimed
. Y/N

Published or not
KCP 8/ KCA Reischmann, 2000 |Hydrolysis of [Piperidine-2,6-14C]-labelled CGA 114900 under N N SYN
6/11 F.-J. processing conditions.
(1A 6.5/01) Report No.: 00RF03

Novartis Crop Protection AG., CH-4002 Basel.

GLP

Unpublished.
KCP 8/ KCA 2002 |Fenpropidin metabolism in the goat. Y N SYN
6/12 Report No.: ...
(I1A 6.2/01) Unpublished
KCP 8/ KCA 1997a | Metabolism of [3-14C-propylpiperidine] CGA 114900 after multiple N N SYN
6/13 oral administration to laying hens.
(1A 6.2/02) Report No...

GLP

Unpublished
KCP 8/ KCA 1997b | Metabolism of [2,6-14C-piperidine] CGA 114900 after multiple oral N N SYN
6/14 administration to laying hens.
(1A 6.2/03) Report No.: ..

GLP

Unpublished
KCP 8/ KCA 1996¢ |Residues in milk, blood and tissues (muscle, fat, liver, kidney) of Y N SYN
6/15 dairy cattle resulting from a feeding of three levels of CGA 114900.
(1A 6.4/01) Report No....

GLP

Unpublished
KCP8/ KCA | ...... 1999 | Amendment 1 to Report 106/96. Y N SYN
6/16 Report No.: 106/96
(1A 6.4/01) GLP

Unpublished
KCP 8/ KCA 2001 |Amendment 2 to Report 106/96. Y N SYN
6/17 Report No...
(1A 6.4/01) GLP

Unpublished
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Title
Data
. Company Report No. Vertebrat . e .
Data point Author(s) Year |Source (where different from company) e study prot_ectlon Justlflcatlgn if c_iata protection Owner
(DAR ref. no) GLP or GEP status YIN claimed is claimed
. YIN
Published or not
KCP 8/ KCA Maffezzoni, M. | 1998a | Magnitude of residues after application of CGA 219417 and CGA N N SYN
6/18 114900 as formulation 70552 A, EC 375 in malting winter barley.
(1A 6.5.2/01) Report No.: 9715701
ADME Bioanalyses, F-30310 Vergéze
GLP
Unpublished
KCP 8/ KCA Maffezzoni, M. | 1998b | Magnitude of residues after application of CGA 219417 and CGA N N SYN
6/19 114900 as formulation 70552 A, EC 375 in malting winter barley.
(1A 6.5.2/02) Report No.: 9715702
ADME Bioanalyses, F-30310 Vergéze
GLP
Unpublished
KCP 8/ KCA Gasser, A. 2002f | Residue study with fenpropidin (CGA 114900) in or on wheat in N N SYN
6/20 Switzerland, including processing.
(1A 6.5.2/03) Report No.: 2022/00
Syngenta, CH-4002 Basel
GLP
Unpublished.
SYN = Syngenta
List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review of triazole derivative metabolites (TDMs)
Title Data
Company Report No. Vertebrat rotection| Justification if data protection
Data point Author(s) Year |Source (where different from company) e study prot - - P Owner
claimed is claimed
GLP or GEP status Y/N Y/N

For the relevant studies please refer to the EU peer review of the triazole derivative metabolites (TDMs) in the light of confirmatory data submitted (UK, 2018b, EFSA, 2018, amended 2019).
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List of data submitted by the applicant and not relied on

Title Data
Company Report No. Vertebrat protection | Justification if data protection
Data point Author(s) Year |Source (where different from company) e study claimed is claimed Owner
GLP or GEP status Y/N Y/N
Published or not
KCP BAROU, JL 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of Erysiphe N Y Study was never submitted before ADM
6.2/003 graminis (ERYSGH) on barley in France, 2019 to Poland to support PPP product
FR19FEHORVX317D registration under EU Regulation
Agrotest France 1107/2009
GEP
Unpublished
KCP BAROU, JL 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of Erysiphe N Y Study was never submitted before ADM
6.2/004 graminis (ERYSGH) on barley in France, 2019 to Poland to support PPP product
FR19FEHORVX317E registration under EU Regulation
Agrotest France 1107/2009
GEP
Unpublished
KCP Caprio, G. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Yellow N Y Study was never submitted before ADM
6.2/028 rust (PUCCST) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW348D registration under EU Regulation
Biofarm S.r.1. 1107/2009
GEP
Unpublished
KCP Caprio, G. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Brown N Y Study was never submitted before ADM
6.2 /029 rust (PUCCRT) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW349D registration under EU Regulation
Biofarm S.r.1. 1107/2009
GEP
Unpublished
KCP Desogus, S. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Septoria N Y Study was never submitted before ADM
6.2/032 tritici (SEPTTR) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW346A registration under EU Regulation
SAGEA 1107/2009
GEP
Unpublished
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KCP Desogus, S. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted before ADM
6.2/033 Rhynchosporium secalis (RHYNSE) on barley in Italy, 2020 to Poland to support PPP product
IT20FEHORVW350A registration under EU Regulation
SAGEA 1107/2009
GEP
Unpublished
KCP Desogus, S. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Net N Y Study was never submitted before ADM
6.2/034 blotch (PYRNTE) on barley in Piedmont - Italy, 2020 to Poland to support PPP product
IT20FEHORVW351A registration under EU Regulation
SAGEA 1107/2009
GEP
Unpublished
KCP Desogus, S. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Puccinia N Y Study was never submitted before ADM
6.2/035 striiformis (PUCCST) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW348A registration under EU Regulation
SAGEA 1107/2009
GEP
Unpublished
KCP Desogus, S. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Brown N Y Study was never submitted before ADM
6.2/036 rust (PUCCRT) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW349A registration under EU Regulation
SAGEA 1107/2009
GEP
Unpublished
KCP Desogus, S. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Blumeria N Y Study was never submitted before ADM
6.2/037 graminis tritici (ERYSGT) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW347A registration under EU Regulation
SAGEA 1107/2009
GEP
Unpublished
KCP GOUAILLE, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of Brown N Y Study was never submitted before ADM
6.1/014 L. leaf rust (PUCCRE) and Septoria tritici (SEPTTR) on winter wheat to Poland to support PPP product
6.2/049 in France, 2019 registration under EU Regulation
FR19FETRZAX328B 1107/2009
Biotek Agriculture France
GEP
Unpublished
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Published or not
KCP GOUAILLE, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of Yellow N Y Study was never submitted before ADM
6.2/050 L. rust (PUCCST) on winter wheat in France, 2019 to Poland to support PPP product
FR19FETRZAX328C registration under EU Regulation
Biotek Agriculture France 1107/2009
GEP / not published
KCP Gulbis, K. 2019 | Efficacy evualtion of ADM.3502.F.1.A (MCW-2091) for Septoria N Y Study was never submitted before ADM
6.2/053 tritici control in winter wheat in Latvia in 2019 to Poland to support PPP product
LV19FETRZAW483A registration under EU Regulation
LPPRC Riga 1107/2009
GEP
Unpublished
KCP Gulbis, K. 2019 | Efficacy evaluation of ADM.3502.F.1.A (MCW-2091) for D.teres N Y Study was never submitted before ADM
6.2/055 control in spring barley in Latvia in 2019 to Poland to support PPP product
LV19FEHORVS484A registration under EU Regulation
LPPRC Riga 1107/2009
GEP
Unpublished
KCP Gulbis, K. 2020 | Efficacy evualtion of ADM.3502.F.1.A for Puccinia hordei N Y Study was never submitted before ADM
6.2/057 control in spring barley in Latvia in 2020 to Poland to support PPP product
LVV20FEHORVXA4T77A registration under EU Regulation
LPPRC Riga 1107/2009
GEP
Unpublished
KCP Gulbis, K. 2020 | Efficacy evualtion of ADM.3502.F.1.A for Zymoseptoria tritici N Y Study was never submitted before ADM
6.2/059 control in winter wheat in Latvia in 2020 to Poland to support PPP product
LV20FETRZAX474A registration under EU Regulation
LPPRC Riga 1107/2009
GEP
Unpublished
KCP Gulbis, K. 2020 | Efficacy evualtion of ADM.3502.F.1.A for Pyrenophora tritici- N Y Study was never submitted before ADM
6.2/060 repentis control in winter wheat in Latvia in 2020 to Poland to support PPP product
LV20FETRZAX475A registration under EU Regulation
LPPRC Riga 1107/2009
GEP
Unpublished
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Published or not
KCP Jorgensen, L.N. | 2020 | Efficacy: Control of PUCCST in winter wheat ADM.3502.F.1.A. in N Y Study was never submitted before ADM
6.2/099 Denmark in 2020 to Poland to support PPP product
DK20FETRZAX212A registration under EU Regulation
University of Aarhus 1107/2009
GEP
Unpublished
KCP Jorgensen, LN. | 2020 | Efficacy: Control of PUCCST in winter wheat ADM.3502.F.1.A,, N Y Study was never submitted before ADM
6.2/100 in Denmark in 2020 to Poland to support PPP product
DK20FETRZAX212B registration under EU Regulation
University of Aarhus 1107/2009
GEP
Unpublished
KCP Jorgensen, LN. | 2020 | Control of ERYSGT in winter wheat ADM.3502.F.1.A, in N Y Study was never submitted before ADM
6.2/101 Denmark in 2020 to Poland to support PPP product
DK20FETRZAX211A registration under EU Regulation
University of Aarhus 1107/2009
GEP
Unpublished
KCP Jorgensen, LN. | 2021 | Efficacy: Control of RHYNSE and PUCCHD in winter barley N Y Study was never submitted before ADM
6.2/102 ADM.3502.F.1.A in Denmark in 2020 to Poland to support PPP product
DK20FEHORVX213A registration under EU Regulation
University of Aarhus 1107/2009
GEP
Unpublished
KCP Legros, C. 2018 | Efficacy evaluation of different MCW-2091 formulation against N Y Study was never submitted before ADM
6.2/131 Septoria tritici on wheat, in France in 2018. to Poland to support PPP product
FR18FETRZAX340A registration under EU Regulation
SAS (SARL) EPHYDIA 1107/2009
GEP
Unpublished
KCP Legros, C. 2018 | Efficacy evaluation of different MCW-2091 formulation against N Y Study was never submitted before ADM
6.2/132 Septoria (SEPTTR/LEPTNO) on wheat, in France in 2018. to Poland to support PPP product
FR18FETRZAX342B registration under EU Regulation
SAS (SARL) EPHYDIA 1107/2009
GEP
Unpublished
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Published or not
KCP Lombart, L. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Blumeria N Y Study was never submitted before ADM
6.2/134 graminis tritici (ERYSGT) on winter wheat in France, 2020 to Poland to support PPP product
FR20FETRZAW306A registration under EU Regulation
SAS (SARL) EPHYDIA 1107/2009
GEP
Unpublished
KCP Lopolito, P. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Septoria N Y Study was never submitted before ADM
6.2/135 tritici (SEPTTR) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW346C registration under EU Regulation
ProAGRI S.r.l. 1107/2009
GEP
Unpublished
KCP Lopolito, P. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Yellow N Y Study was never submitted before ADM
6.2/136 rust (PUCCST) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW348C registration under EU Regulation
ProAGRI S.r.l. 1107/2009
GEP
Unpublished
KCP Lopolito, P. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Brown N Y Study was never submitted before ADM
6.2 /137 rust (PUCCRT) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW349C registration under EU Regulation
ProAGRI S.r.l. 1107/2009
GEP
Unpublished
KCP Lopolito, P. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Blumeria N Y Study was never submitted before ADM
6.2 /138 graminis tritici (ERYSGT) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW347C registration under EU Regulation
ProAGRI S.r.l. 1107/2009
GEP
Unpublished
KCP LUNZENFICH | 2018 | Efficacy evaluation of different MCW-2091 formulation against N Y Study was never submitted before ADM
6.2 /141 TER, C. Septoria tritici on wheat, in France in 2018. to Poland to support PPP product
FR18FETRZAX340C registration under EU Regulation
QUALIPHYT 1107/2009
GEP
Unpublished
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KCP LUNZENFICH | 2018 | Efficacy evaluation of different MCW-2091 formulation against N Y Study was never submitted before ADM
6.2/142 TER, C. Septoria tritici on wheat, in France in 2018. to Poland to support PPP product
FR18FETRZAX340D registration under EU Regulation
QUALIPHYT 1107/2009
GEP
Unpublished
KCP Lunzenfichter, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of Septoria N Y Study was never submitted before ADM
6.2/144 D. tritici (SEPTTR) on winter wheat in France, 2019. to Poland to support PPP product
FR1I9FETRZAX326A registration under EU Regulation
QUALIPHYT 1107/2009
GEP
Unpublished
KCP Lunzenfichter, 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of Septoria N Y Study was never submitted before ADM
6.2/145 D. tritici (SEPTTR) on winter wheat in France, 2019. to Poland to support PPP product
FR19FETRZAX326B registration under EU Regulation
QUALIPHYT 1107/2009
GEP
Unpublished
KCP Marchi, D. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Net N Y Study was never submitted before ADM
6.2/157 blotch (PYRNTE) on barley in Italy, 2020 to Poland to support PPP product
IT20FEHORVW351B registration under EU Regulation
Agri 2000 1107/2009
GEP
Unpublished
KCP Marchi, D. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Blumeria N Y Study was never submitted before ADM
6.2/158 graminis tritici (ERYSGT) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW347B registration under EU Regulation
Agri 2000 1107/2009
GEP
Unpublished
KCP Moreno, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Net N Y Study was never submitted before ADM
6.2/169 blotch (PYRNTE) on barley in Spain, 2020 to Poland to support PPP product
SP20FEHORVW340C registration under EU Regulation
AGROTECNICA DEL SUR 1107/2009
GEP
Unpublished
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Published or not
KCP Moreno, J. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Septoria N Y Study was never submitted before ADM
6.2/172 tritici (SEPTTR) on winter wheat in Spain 2020 to Poland to support PPP product
SP20FETRZAW337A registration under EU Regulation
AGROTECNICA DEL SUR 1107/2009
GEP
Unpublished
KCP Ramanauskiene | 2020 | Efficacy evualtion of ADM.3502.F.1.A (MCW-2091) for Blumeria N Y Study was never submitted before ADM
6.2/211 ,J. graminis control in winter wheat in Lithuania in 2019 to Poland to support PPP product
LT19FETRZAWA486A registration under EU Regulation
1A LRC, Kedainiai 1107/2009
GEP
Unpublished
KCP Rancane, R. 2018 | Efficacy evaluation of different MCW-2091 formulation against N Y Study was never submitted before ADM
6.2/212 Septoria tritici on winter wheat in Latvia in 2018 to Poland to support PPP product
LV18FETRZAWI17A registration under EU Regulation
LPPRC Riga 1107/2009
GEP
Unpublished
KCP Rancane, R. 2018 | Efficacy evaluation of different MCW-2091 formulations against N Y Study was never submitted before ADM
6.1/057 Blumeria graminis on winter wheat in Latvia in 2018 to Poland to support PPP product
6.2/213 LV18FETRZAWI918A registration under EU Regulation
LPPRC Riga 1107/2009
GEP
Unpublished
KCP Rivet, J.; 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted before ADM
6.2/219 Crepin, D. Rhynchosporium secalis (RHYNSE) on barley in France, 2019 to Poland to support PPP product
FR19FEHORVX316A registration under EU Regulation
Essais+ 1107/2009
GEP
Unpublished
KCP Rivet, J.; 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of Net N Y Study was never submitted before ADM
6.2/220 Crepin, D. blotch (PYRNTE) on barley in France, 2019 to Poland to support PPP product
FR19FEHORVS318A registration under EU Regulation
Essais+ 1107/2009
GEP
Unpublished
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KCP ROUANE, W. 2019 | Efficacy evaluation of different MCW-2091 formulation against N Y Study was never submitted before ADM
6.1/074 Septoria tritici (SEPTTR) on wheat, in France in 2018. to Poland to support PPP product
6.2/241 FR18FETRZAX341C registration under EU Regulation
ANADIAG FRANCE 1107/2009
GEP
Unpublished
KCP ROUANE, W. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of Erysiphe N Y Study was never submitted before ADM
6.2/243 graminis (ERYSGH) and Rhynchosporium secalis (RHYNSE) on to Poland to support PPP product
barley in France, 2019 registration under EU Regulation
FR19FEHORVX317B 1107/2009
ANADIAG FRANCE
GEP
Unpublished
KCP ROUANE, W. 2019 | Efficacy evaluation of ADM.3502.F.1.A for the control of N Y Study was never submitted before ADM
6.2/244 Pyrenophora graminea (PYRNGR) on barley in France, 2019 to Poland to support PPP product
FR1I9FEHORVX317A registration under EU Regulation
ANADIAG FRANCE 1107/2009
GEP
Unpublished
KCP Rugiano, M. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Septoria N Y Study was never submitted before ADM
6.2/245 tritici (SEPTTR) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW346B registration under EU Regulation
Agri 2000 1107/2009
GEP
Unpublished
KCP Rugiano, M. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Brown N Y Study was never submitted before ADM
6.2/246 rust (PUCCRT) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW349B registration under EU Regulation
Agri 2000 1107/2009
GEP
Unpublished
KCP Rugiano, M. 2020 | Efficacy evaluation of ADM.3502.F.1.A for the control of Yellow N Y Study was never submitted before ADM
6.2/247 rust (PUCCST) on winter wheat in Italy, 2020 to Poland to support PPP product
IT20FETRZAW348B registration under EU Regulation
Agri 2000 1107/2009
GEP
Unpublished
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KCP Rugiano, M. 2021 | Efficacy evaluation of ADM.3502.F.1.A for the control of Puccinia N Y Study was never submitted before ADM
6.2/248 hordei (PUCCHD) on barley in Italy 2020 to Poland to support PPP product
IT20FEHORVW352B registration under EU Regulation
Agri 2000 1107/2009
GEP
Unpublished
KCP9.1.1.1/01 Morlock, G. 2006a | Degradation of Fenpropidin in 3 different soils under aerobic N N Not appicable IRVITA*
conditions at 20° C in the dark
Report No 20051244/01-CABJ, sponsor no. 00012949
GLP
Unpublished
KCP 9.1.1.1/02 Morlock, G. 2006b | Degradation of Fenpropidin in one soil under aerobic conditions at N N Not appicable IRVITA*
20° C in the dark
Report No 20051244/02-CABJ, sponsor no. 00012950
GLP
Unpublished
KCP 9.1.1.1/03 | Florchinger M. | 2008 | Degradation of Fenpropidin Acid in 3 Different Soils under Aerobic N N Not appicable IRVITA*
Conditions at 20°C in the Dark
Eurofins-GAB GmbH
Report No.S08-01156, sponsor no. 00016350
GLP
Unpublished
KCP 10.3.1.5/01 | Persigehl, M., 2021 | Study on the Effect of ADM.3500.F.2.B on Honey bee Colonies N Y Study was never submitted before ADM
Beinert, M., (Apis mellifera L.) under Semi-Field Conditions in Germany to Poland to support PPP product
Hotopp, I., report no.: B19010-3, sponsor no.: 000102470 registration under EU Regulation
Zumkier, U. tier3 solutions GmbH, Leverkusen, Germany 1107/2009
GLP
Unpublished
KCP 10.3.1.5/02 | Hecht-Rost, S. 2020 | Semi-field study to evaluate potential effects of ADM.1351.F.1. A N Y Study was never submitted before ADM
(Spyrale) on the development of honeybee colonies (Apis mellifera to Poland to support PPP product
L.), Germany registration under EU Regulation
report no.: R1940026, sponsor no.: 000102476 1107/2009
RIFCON GmbH, Hirschberg, Germany
GLP
Unpublished

* IRVITA, now ADAMA Irvita N.V., ADM is ADAMA Makhteshim Ltd. All ADAMA affiliates are member of ADAMA Agricultural Solutions Ltd.
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