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PART A
RISK MANAGEMENT

1 Details of the application

This document is a National Addendum Part A - Poland submitted by the Applicant in order to support
label extension use against Oculimacula yallundae on winter wheat and against Puccinia striiformis,
Puccinia triticina, Blumeria graminis, Zymoseptoria tritici on spring wheat.

Applicant details
Name: ADAMA Polska Sp. z o.0.

Address: 39 Sienna St.
00-121 Warsaw, Poland

1.1 Application background

This application under Article 33 of Regulation 1107/2009 for extension of use of the plant protection
product ADM.03500.F.2.B (EC formulation containing 250 g/L prothioconazole) follows the data
requirements laid down in

- Regulation (EC) No. 544/2011 for the active substance prothioconazole
- Regulation (EC) No. 284/2013 for the plant protection product ADM.03500.F.2.B.

The uses of ADM.03500.F.2.B applied for in Poland comprise the application of this product on cereals
and oilseed rape for the control of various fungi as further specified in 2.6.

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 1st 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 31st of July 2022.

There is no assessment of equivalence required for prothioconazole, since the source used in the product
has already been assessed for equivalence by RMS UK. For further information on the source of
prothioconazole used in ADM.03500.F.2.B please refer to the confidential Part C.

Besides, all relevant data on ADM.03500.F.2.B are provided with this application for extension of use
of the product ADM.03500.F.2.B.

1.2 Letters of Access
N.a.
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.03500.F.2.B) 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
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Appendix 4.

2 Details of the authorization decision

2.1 Product identity

Product code ADM.03500.F.2.B

Product name in MS SORATEL 250 EC

Authorization number R-156/2023 dated 18.09.2023

Function Fungicide

Applicant ADAMA Polska Sp. z 0.0.

Active substance(s) Prothioconazole 250 g/L

(incl. content)

Formulation type Emulsifiable concentrate [EC]

Packaging 0.5, 1,5, 10, 15 and 20 L HDPE/PA and HDPE/EVVOH
Coformulants of concern for None

national authorizations

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 evaluation of the application for ADM.03500.F.2.B resulted in the decision to grant the authoriza-
tion.

2.3 Substances of concern for national monitoring

Not relevant.

2.4 Classification and labelling
24.1 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: Acute toxicity — Oral Cat. 4

Acute toxicity — Inhalation Cat. 4

Serious eye damage/eye irritation Cat. 2

Skin sensitisation Cat. 1B

Hazard to the Aquatic

Environment — Chronic Hazard Cat. 2

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):

Signal word:

Warning

Hazard statement(s):

H302 — Harmful if swallowed

H317 — May cause an allergic skin reaction

H319 — Causes serious eye irritation

H332 — Harmful if inhaled

H411 — Toxic to aquatic life with long lasting effects

Precautionary statement(s):

P102 — Keep out of reach of children.

P270 — Do not eat, drink or smoke when using the product.

P261 — Avoid breathing spray

P280 — Wear protective gloves/protective clothing/eye protection/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.

P304 + P340 IF INHALED: Remove person to fresh air and keep comfortable for
breathing

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:

2.4.2 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:
Wearing protective gloves during mixing and loading and 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 H317 and H319, 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 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.

Other specific restrictions

None

SPe 3 Spring and winter cereals, winter oilseed rape:
To protect aquatic organisms respect an vegetated filter strip of 10 m to surface water bodies.

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.
SPe 3 To protect aquatic organisms, respect a vegetated filter strip of 10 m | Spring and winter cereals,
to surface water bodies. winter oilseed rape
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2.6 Intended uses (only NATIONAL GAP)
GAP rev. , 2 date: June 2024
PPP (product name/code): ADM.03500.F.2.B Formulation type: Emusifiable concentrate (EC) @9
Active substance 1: Prothioconazole Conc. of as 1: 250 g/L©
Active substance 2: - Conc. of as 2: -
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: No
Field of use: Fungicide
1 2 3 4 5 6 [ 7 1 8 ] 9 1510 [ 11 [ 12 13 14 15*
Use- | Member | Cropand/ | F, Pests or Group of Application Application rate PHI Remarks: ZRMS
No. | state(s) or Fn, pests controlled Method / | Timing/ | Max. Min. kg, L g, kg Water (days) conclusion
© situation Fpn Kind Growth number interval product / as/ha L/ha e.g. safener/synergist per
G, (additionally: stage of a) per between | ha a) max. min / ha
(crop Gn, | developmental crop use applica- | a) max. rate per max e.g. recommended or
destination | Gpn | stages of the pest or (BBCH) | b) per tions rate per appl. mandatory tank mixtures
/ purpose or pest group) & season | crop/ (days) appl. b) max. ®
of crop) | season b) max. total rate
total rate per crop/
per crop/ season
season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 PL TRZAW F Oculimacula foliar, BBCH a)l n.a a) 0,8 L/ha a) 200 100-400 A
yallundae spraying, 30-32 b)1 b) 0,8 L/ha b) 200
(PSDCHE) overall
2 PL TRZAS F Puccinia striiformis foliar, BBCH a)l n.a a) 0,8 L/ha a) 200 100-400 A
(PUCCST) spraying, 30-69 b)1 b) 0,8 L/ha b) 200
Puccinia triticina overall
(PUCCRT)
Blumeria graminis
(ERYSGR)
Zymoseptoria tritici
(SEPTTR)
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Remarks @)
table (b)
heading:
(©
Remarks 1
columns: 2
3
the
4
5
6

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)

Catalogue of pesticide formulation types and international coding system CropLife
International Technical Monograph n°2, 6th Edition Revised May 2008

g/kg or g/l

Numeration necessary to allow references
Use official codes/nomenclatures of EU Member States
For crops, the EU and Codex classifications (both) should be used; when relevant,

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

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

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

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

*Explanation for column 15 “zZRMS conclusion”:

A

Acceptable

R

Acceptable with further restriction

-I Not acceptable / evaluation not possible

To be confirmed by cMS

(d)
©

®

13
14
15

GSR
n/a.

Select relevant

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

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.

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)

This submission concerns the label extension. Physical and chemical properties of the product have not
been changed; thus, additional assessment is not required.

For the detail concerning physical and chemical properties of the product, please refer to the Registration
Report, Part B, Section 2, prepared by zZRMS Poland in April 2023.

3.2 Efficacy (Part B, Section 3)

3.2.1 Efficacy data

In 10 trials carried out to evaluate the efficacy of ADM.03500.F.2.B against the target fungal pathogens
at different rates, it is shown, that the intended target dose rates of 0,8 L/ha in small grain cereals is
required for a comprehensive successful protection of the target crops.

At the target dose rate, ADM.03500.F.2.B 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.

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

Detailed data is contained in Registration Report, Part B, Section 3, prepared by zZRMS Poland in April
2023. No additional data has been submitted.

To avoid the risk of resistance development, the resistance management is necessary. The resistance
management strategy is already placed in the label of the currently registered ADM.3500.F.2.B. The
strategy includes:

- Use the product mainly preventively i.e. at the beginning of primary or secondary infection
periods. If preventive use is not possible, it is also permissible to use of the product at later
stages of infection, but this may be associated with increased selection in the population of the
pathogen toward forms with lower sensitivity to the active substance of the product,

- Use of the product at the full recommended dose, also when using the product in tank mixtures
with other fungicides,

- Use the product only once per growing season,

- Include in the adopted plant protection program fungicides containing active substances from
other groups according to the FRAC classification, with different modes of action, for which
there is no risk of cross-resistance of pathogens to active substances from group 3 according to
the FRAC classification (use the products alternately or in a tank mixture),

- Include in the adopted disease plant protection program other than chemical control methods,
in accordance with the principles of integrated plant protection, e.g., cultivation of resistant va-
rieties, proper crop rotation.

3.2.3 Adverse effects on treated crops

If applied at the intended target dose rate (0,8 L/ha in cereal crops) there is no risk for enduring crop
injury, adverse effects on yield quantity, and yield quality. Since market introduction of prothioconazole
containing products, the experience proves that prothioconazole has no adverse effects on transfor-
mation processes or plant parts or products used for propagation.
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3.2.4 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.

3.3 Methods of analysis (Part B, Section 5)

This submission concerns the label extension. Methods of analysis of the product have not been changed,
thus additional assessment is not required.

For the detail concerning methods of analysis of the product, please refer to the Registration Report Part
B, Section 5, prepared by zZRMS Poland in April 2023.

3.3.1 Analytical method for the formulation

Please refer to the Registration Report Part B, Section 5, prepared by zZRMS Poland in April 2023.
3.3.2 Analytical methods for residues

Please refer to the Registration Report Part B, Section 5, prepared by zZRMS Poland in April 2023.

3.4 Mammalian toxicology (Part B, Section 6)

This submission concerns the label extension. Mammalian toxicology of the product has not been
changed; thus, additional assessment is not required.

For the detail concerning mammalian toxicology. of the product, please refer to the Registration Report
Part B, Section 6, prepared by zZRMS Poland in April 2023.

34.1 Acute toxicity

Please refer to the Registration Report Part B, Section 6, prepared by zZRMS Poland in April 2023.
3.4.2 Operator exposure

Please refer to the Registration Report Part B, Section 6, prepared by zZRMS Poland in April 2023.
343 Worker exposure

Please refer to the Registration Report Part B, Section 6, prepared by zZRMS Poland in April 2023.
34.4 Bystander and resident exposure

Please refer to the Registration Report Part B, Section 6, prepared by zZRMS Poland in April 2023.

35 Residues and consumer exposure (Part B, Section 7)

This submission concerns the label extension. Residues and consumer exposure of the product have not
been changed,; thus, additional assessment is not required.

Intended crops are the same as already evaluated and accepted by zZRMS Poland in April 2023. For the
detail concerning residues and consumer exposure for these crops please refer to the Registration Report
Part B, Section 7, evaluated by zZRMS Poland in April 2023.
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351 Residues

Please refer to the Registration Report Part B, Section 7, prepared by zZRMS Poland in April 2023.

3.5.2 Consumer exposure
Please refer to the Registration Report Part B, Section 7, prepared by zZRMS Poland in April 2023.
3.6 Environmental fate and behaviour (Part B, Section 8)

This submission concerns the label extension. Environmental fate and behaviour of the product have not
been changed; thus, additional assessment is not required.

Intended crops are the same as already evaluated and accepted by zZRMS Poland in April 2023.

For the detail concerning environmental fate and behaviour for these crops please refer to the Registra-
tion Report Part B, Section 8, evaluated by zZRMS Poland in April 2023.

3.6.1 Predicted environmental concentrations in soil (PECsorL)

Please refer to the Registration Report Part B, Section 8, evaluated by zRMS Poland in April 2023.
3.6.2 Predicted environmental concentrations in groundwater (PECcw)

Please refer to the Registration Report Part B, Section 8, evaluated by zRMS Poland in April 2023.
3.6.3 Predicted environmental concentrations in surface water (PECsw)

Please refer to the Registration Report Part B, Section 8, evaluated by zRMS Poland in April 2023.
3.6.4 Predicted environmental concentrations in air (PECAIr)

Please refer to the Registration Report Part B, Section 8, evaluated by zRMS Poland in April 2023.
3.7 Ecotoxicology (Part B, Section 9)

This submission concerns the label extension. Ecotoxicology of the product has not been changed; thus,
additional assessment is not required.

Intended crops are the same as already evaluated and accepted by zZRMS Poland in April 2023. For the
detail concerning ecotoxicology for these crops please refer to the Registration Report Part B, Section
9, evaluated by zZRMS Poland in April 2023.

3.7.1 Effects on terrestrial vertebrates

Please refer to the Registration Report Part B, Section 9, evaluated by zZRMS Poland in April 2023.

3.7.2 Effects on aquatic species

Please refer to the Registration Report Part B, Section 9, evaluated by zRMS Poland in April 2023.

3.7.3 Effects on bees

Please refer to the Registration Report Part B, Section 9, evaluated by zZRMS Poland in April 2023.
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3.74 Effects on other arthropod species other than bees

Please refer to the Registration Report Part B, Section 9, evaluated by zRMS Poland in April 2023.
3.75 Effects on soil organisms

Please refer to the Registration Report Part B, Section 9, evaluated by zZRMS Poland in April 2023.
3.7.6 Effects on non-target terrestrial plants

Please refer to the Registration Report Part B, Section 9, evaluated by zRMS Poland in April 2023.
3.7.7 Effects on other terrestrial organisms (Flora and Fauna)

Please refer to the Registration Report Part B, Section 9, evaluated by zRMS Poland in April 2023.
3.8 Relevance of metabolites (Part B, Section 10)

Please refer to the Registration Report Part B, Section 10, evaluated by zZRMS Poland in April 2023.

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

Not relevant for ADM.03500.F.2.B since prothioconazole is not a candidate 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

ADM.03500.F.2.B is currently registered in Poland (Authorization No R-156/2023).
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Appendix 2  Copy of the product label

Komentarz oceniajacych:

Etykieta zostala sprawdzona w zakresie skuteczno$ci. Zmiany wynikajace z oceny wprowadzono do ponizszej
etykiety w widoczny sposdb, poprzez zaznaczenie ich szarym kolorem, fragmenty usunigte zostaly
i zaznaczone .

Sekcja skutecznos¢:
1. Na podstawie przeprowadzonej oceny zaakceptowano rozszerzenie zakresu stosowania $rodka Soratel 250

EC o ochrong pszenicy ozimej przed tamliwoscig zdzbta zbdz i traw oraz pszenicy jarej przed maczniakiem

prawdziwym zboz i traw, rdza zotta zboz i traw, rdza brunatng pszenicy, septoriozg paskowang liSci

pszenicy.

2. W czesci STOSOWANIE SRODKA:

- poprawiono nazwe choroby tj. famliwo$¢ zdZbta zb6z i traw zamiast tamliwo$¢ podstawy zdzbta zbdz
i traw,

- dopisano informacje¢ o Srednim poziomie skutecznosci w ochronie pszenicy ozimej przed tamliwoscia
zdzbta zboz i traw.

Posiadacz zezwolenia:
ADAMA Polska Sp. z 0.0., 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:

SORATEL 250 EC

7

rodek przeznaczony do stosowania przez uzvtkownikow profesionalnych

Zawarto$¢ substancji czynne;j:
protiokonazol (zwigzek z grupy triazoli) - 250 g/1 (23,15%)

Zezwolenie nr R- 156/2023 z dnia 18.09.2023 r.
Ostatnio zmienione decyzja nr R-.../2025d z dnia ... 2025 r.

¥z

Uwaga

H302 Dziata szkodliwie po potknigciu.

H317 Moze powodowac reakcje alergiczng skory.

H319 Dziata draznigco na oczy.

H332 Dziata szkodliwie w nastepstwie wdychania.

H411 Dziata toksycznie na organizmy wodne, powodujac dtugotrwate skutki

EUH 401 W celu uniknigcia zagrozen dla zdrowia ludzi i sSrodowiska, nalezy postepowac
zgodnie z instrukcjg uzycia

P261 Unika¢ wdychania rozpylonej cieczy.
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P280 Stosowac rekawice ochronne, odziez ochronng i ochrong oczu.
P302+P352 W PRZYPADKU KONTAKU ZE SKORA: Umy¢ duza ilo$cia wody z mydiem.
P304+P340 W PRZYPADKU DOSTANIA SIE DO DROG ODDECHOWY CH: wyprowa-

dzi¢ lub wynie$¢ poszkodowanego na Swieze powietrze i zapewni¢ mu warunki
do swobodnego oddychania.

P305+P351+P338 | W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ wodg przez
kilka minut. Wyja¢ soczewki kontaktowe, jezeli sg i mozna je tatwo usuna¢. Na-

dal ptukac.
P391 Zebrac wyciek.
P410 Chroni¢ przed §wiattem stonecznym.
OPIS DZIALANIA

FUNGICYD w formie koncentratu do sporzadzania emulsji wodnej (EC) o dziataniu uktadowym, do
stosowania zapobiegawczego, interwencyjnego oraz wyniszczajacego w zwalczaniu choréb powodo-
wanych przez grzyby.

Srodek zawiera substancje czynng protiokonazol - zwigzek z grupy triazoli, inhibitor biosyntezy steroli
- inhibitor demetylacji SBI-I, DMI-fungicydy (wg klasyfikacji FRAC grupa 3).

STOSOWANIE SRODKA
Srodek przeznaczony do stosowania przy uzyciu samobieznych lub ciagnikowych opryskiwaczy polo-
wych.

Pszenica ozima

mgqczniak prawdziwy zboz i traw, rdza Zotta zboz i traw, rdza brunatna pszenicy, septorioza paskowana
lisci pszenicy.

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 0,8 1/ha.

Termin stosowania: Srodek zastosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chorob, od poczatku fazy strzelania w zdzbto do konca fazy kwitnienia (BBCH 30-69).
Liczba zabiegéw: 1.

tamliwos¢ zdzbta zboz i traw

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 0,8 1/ha.

Termin stosowania: Srodek stosowa¢ zapobiegawczo lub bezposrednio po zaobserwowaniu pierwszych
objawow chorodb, od fazy poczatku wzrostu zdzbla (strzelania w zdzbto) do fazy drugiego kolanka
(BBCH 30-32).

Liczba zabiegow: 1.

fuzarioza ktosow

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 0,8 1/ha.

Termin stosowania: Srodek zastosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow choroby, od fazy zakonczenia ktoszenia (ktos catkowicie widoczny) do fazy konca kwitnienia
(BBCH 59-69).

Liczba zabiegow: 1.

Zalecana ilo§¢ wody: 100-400 /ha.
Zalecane opryskiwanie: drobnokropliste.
Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Uwaga: Srodek wykazuje éredni poziom skutecznosci w ochronie pszenicy ozimej przed tamliwoscia
zdzbta i fuzarioza ktosow.
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Pszenica jara

mgqczniak prawdziwy zboz i traw, rdza Zotta zboz i traw, rdza brunatna pszenicy, septorioza paskowana
lisci pszenicy.

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 0,8 I/ha.

Termin stosowania: Srodek zastosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chordb, od poczatku fazy strzelania w zdzbto do konca fazy kwitnienia (BBCH 30-69).
Liczba zabiegow: 1.

Zalecana ilo$¢ wody: 100-400 l/ha.

Zalecane opryskiwanie: drobnokropliste.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Jeczmien ozimy

plamistos¢ siatkowa jeczmienia, rdza jeczmienia, rynchosporioza zboz

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 0,81/ha.

Termin stosowania: Srodek zastosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chorob, od poczatku fazy strzelania w zdZzblo do fazy peini kwitnienia (BBCH 30-65).
Liczba zabiegow: 1.

Zalecana ilo$¢ wody: 100-400 l/ha.
Zalecane opryskiwanie: drobnokropliste.
Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Pszenzyto ozime

septoriozy lisci, rdza brunatna

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 0,8 I/ha.

Termin stosowania: Srodek zastosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chordb, od poczatku fazy strzelania w zdZzbto do konca fazy kwitnienia (BBCH 30-69).
Liczba zabiegow: 1.

Zalecana ilo$¢ wody: 100-400 l/ha.

Zalecane opryskiwanie: drobnokropliste.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Zyto ozime

Rdza brunatna zyta, rynchosporioza zboz

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 0,8 I/ha.

Termin stosowania: Srodek zastosowaé zapobiegawczo lub bezpoérednio po zauwazeniu pierwszych
objawow chorob, od poczatku fazy strzelania w zdzbto do konca fazy kwitnienia (BBCH 30-69).
Liczba zabiegow: 1.

Zalecana ilo$¢ wody: 100-400 l/ha.

Zalecane opryskiwanie: drobnokropliste.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

Jeczmien jary

plamistosé¢ siatkowa jeczmienia, rdza jeczmienia, rynchosporioza zboz.

Maksymalna/ zalecana dawka dla jednorazowego zastosowania: 0,8 I/ha.

Termin stosowania: Srodek zastosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chorob, od poczatku fazy strzelania w zdZzbto do fazy petni kwitnienia (BBCH 30-65).
Liczba zabiegow: 1.

Zalecana ilo$¢ wody: 100-400 1/ha.

Zalecane opryskiwanie: drobnokropliste.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.
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Rzepak ozimy

zgnilizna twardzikowa

Maksymalna/zalecana dawka dla jednorazowego zastosowania: 0,7 I/ha.

Termin stosowania: Srodek zastosowaé zapobiegawczo lub bezposrednio po zauwazeniu pierwszych
objawow chordb, od fazy gdy paki kwiatowe sg zamknigte w lisciach do fazy, gdy 30% tuszczyn osig-
gneto ostateczng wielkos¢ (BBCH 50-73).

Liczba zabiegow: 1.

Zalecana ilo$¢ wody: 100-400 l/ha.

Zalecane opryskiwanie: drobnokropliste.

Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1.

SRODKI OSTROZNOSCI, OKRESY KARENCJI ORAZ SZCZEGOLNE WARUNKI
STOSOWANIA

Okres od ostatniego zastosowania $rodka do dnia zbioru rosliny uprawnej (okres karencji):
Niewymagany
Srodek zaleca si¢ stosowa¢ w temperaturze powietrza powyzej 12°C.

Podczas stosowania $rodka nie dopusci¢ do:
— znoszenia cieczy uzytkowej na sasiednie uprawy,
— nakladania si¢ cieczy uzytkowej na stykach paséw zabiegowych i uwrociach.

Srodek zawiera substancje czynng protiokonazol z grupy triazoli (fungicydy inhibitory biosyntezy ste-
roli - inhibitory demetylacji, SBI-I, DMI-fungicydy, wg FRAC grupa 3).

W ramach strategii zapobiegania rozwojowi odpornosci w populacjach sprawcow chordb zaleca si¢
m.in.:

— stosowanie $rodka gtéwnie do zabiegébw zapobiegawczych, tj. na poczatku okreséw infekcji
pierwotnych lub wtornych. W razie niemoznosci wykonania zabiegu zapobiegawczego
dopuszczalne jest tez stosowanie $rodka w pozniejszych fazach infekcji (w zabiegach
interwencyjnych lub wyniszczajacych), moze si¢ to jednak wigza¢ z nasilong selekcjg w populacji
patogenu w kierunku form o nizszej wrazliwosci na substancje czynna $rodka,

— stosowanie $rodka w pelnej zalecanej dawce, takze w przypadku stosowania $rodka w
mieszaninach zbiornikowych z innymi §rodkami grzybobdjczymi,

— stosowanie $rodka wylacznie 1 raz w sezonie wegetacyjnym,

— wlaczenie do przyjetego programu ochrony srodkow grzybobdjczych, zawierajacych substancje
czynne z innych grup wg klasyfikacji FRAC, o odmiennych mechanizmach dziatania, dla ktérych
nie wystepuje ryzyko odpornosci krzyzowej patogenéw na substancje czynne z grupy 3 wg
klasyfikacji FRAC (stosowanie srodkow przemienne lub w mieszaninie zbiornikowej),

— wlaczenie do przyjetego programu ochrony przed chorobami innych niz chemiczne metod
zwalczania, zgodnych z zasadami integrowanej ochrony np. uprawa odmian odpornych, wtasciwe
zmianowanie.

SPORZADZANIE CIECZY UZYTKOWE]J

Przed przystgpieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebna jej ilo§¢. Zawar-
toscig opakowania przed uzyciem wstrzasna¢. Odmierzong ilos$¢ srodka wla¢ do zbiornika opryskiwa-
cza napelnionego cze¢sciowo woda (z wlaczonym mieszadtem) i uzupetni¢ woda do potrzebne;j ilo$ci.
Opryskiwacé z wigczonym mieszadtem. Po wlaniu $rodka do zbiornika opryskiwacza niewyposazonego
w mieszadto hydrauliczne ciecz mechanicznie wymieszac.

Oproznione opakowania przeptukac trzykrotnie woda, a poptuczyny wla¢ do zbiornika opryskiwacza z
cieczg uzytkows.
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POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ I MYCIE APARATURY
Resztki cieczy uzytkowej oraz wody uzytej do mycia aparatury nalezy:
— jezeli jest to mozliwe, po uprzednim rozcienczeniu zuzy¢ na powierzchni, na ktorej
przeprowadzono zabieg, lub
— unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajacych biologiczng
degradacje substancji czynnych srodkow ochrony ro$lin lub
— unieszkodliwi¢ w inny sposéb, zgodny z przepisami o odpadach.
Bezposrednio po pracy aparature doktadnie wymy¢ i przeptuka¢ woda co najmniej trzykrotnie.
Z woda uzyta do mycia aparatury postapic tak, jak z resztkami cieczy uzytkowej, stosujac te same srodki
ochrony osobistej.

SRODKI OSTROZNOSCI DLA OSOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ
OSOB POSTRONNYCH

Przed zastosowaniem $rodka nalezy poinformowac o tym fakcie wszystkie zainteresowane strony, ktore
moga by¢ narazone na znoszenie cieczy uzytkowej i ktére zwrocily si¢ o taka informacje.

Nie jes¢, nie pi¢ ani nie pali¢ podczas uzywania produktu.

Stosowac rekawice ochronne, ochrong oczu i twarzy oraz odziez ochronng zabezpieczajaca przed od-
dzialywaniem $rodkéw ochrony ro$lin, oraz odpowiednie obuwie (np. kalosze) w trakcie przygoto-
wywania cieczy uzytkowej oraz w trakcie wykonywania zabiegu.

Nie wdycha¢ rozpylonej cieczy uzytkowe;.

Okres od zastosowania $rodka do dnia, w ktorym na obszar, na ktérym zastosowano §rodek moga wejs¢
ludzie oraz zosta¢ wprowadzone zwierzeta (okres prewencji):
Nie wchodzi¢ do czasu catkowitego wyschnigcia cieczy uzytkowej na powierzchni ro$lin.

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO

Nie zanieczyszcza¢ wod srodkiem ochrony roélin lub jego opakowaniem. Nie my¢ aparatury w po-
blizu wod powierzchniowych. Unika¢ zanieczyszczania wod poprzez rowy odwadniajace z gospo-
darstw i drog.

Unika¢ niezgodnego z przeznaczeniem uwalniania do srodowiska.

W okresie kwitnienia ro$lin uprawnych zaleca si¢ stosowanie $§rodka poza okresami aktywnos$ci pszczot.

W celu ochrony organizméw wodnych konieczne jest wyznaczenie zadarnionej strefy ochronnej o sze-
rokosci 10 m od zbiornikow i ciekow wodnych.

W celu ochrony ro$lin oraz stawonogéw niebgdacych celem dziatania $rodka konieczne jest wyznacze-
nie strefy ochronnej o szerokosci 1 m od terendw nieuzytkowanych rolniczo.

WARUNKI PRZECHOWYWANIA I BEZPIECZNEGO USUWANIA SRODKA OCHRONY
ROSLIN I OPAKOWANIA
Chroni¢ przed dzie¢mi.
Srodek ochrony roélin przechowywaé:
— w oryginalnych opakowaniach,
—  w sposob uniemozliwiajacy: kontakt z zywnoscig, napojami lub pasza, skazenie Srodowiska oraz
dostep 0sob trzecich,
— w temperaturze 0°C - 30°C.

Zabrania si¢ wykorzystywania oproznionych opakowan po $rodkach ochrony roslin do innych celow.
Niewykorzystany $rodek przekaza¢ do podmiotu uprawnionego do odbierania odpaddéw niebezpiecz-
nych.

Oproznione opakowania po srodku zwroci¢ do sprzedawcy srodkdéw ochrony roslin bedacych $srodkami
niebezpiecznymi
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PIERWSZA POMOC

Antidotum: brak, stosowac leczenie objawowe.

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

W przypadku dostania si¢ do oczu: Ostroznie ptuka¢ woda przez kilka minut. Wyja¢ soczewki kontak-
towe, jezeli sg 1 mozna je tatwo usunaé. Nadal ptukac.

W PRZYPADKU DOSTANIA SIE DO DROG ODDECHOWY CH: Wyprowadzié¢ lub wynie$é¢ poszko-
dowanego na §wieze powietrze i zapewni¢ warunki do odpoczynku w pozycji umozliwiajacej swobodne
oddychanie.

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

n.a.
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Appendix 4  Lists of data considered for national authorization
List of data submitted by the applicant and relied on

Company Report No; MP2-23-104669-01-PL02

Poland to support

Title
Data Company Repor.t No. Vertebrate D_ata prptec- Justificatio_n if.data
point Author(s) Year | Source (where different from company) study tion claimed protection is Owner
GLP or GEP status Y/N Y/N claimed
Published or not
KCP6.2 |- 2024 | Biological Assessment Dossier of ADM.03500.F.2.B N Y Study was never Adama
Unpublished submitted before to Polska
Poland to support Sp.zo.o.
PPP product
registration under
EU Regulation
1107/2009
KCP 6.2 | Krzysztof Rusek 2023 | Efficacy of ADM.3500.F.2.B, ADM.03503.F.1.A, ADM.3502.F.1.A, MCW-2073 N Y Study was never Adama
and ADM.3501.F.1.A in control of fungal diseases in spring wheat, Poland 2023 submitted before to | Polska Sp.
Company Report No; 137_01_F23_368 Poland to support 0.0.
Trial ID: PL23FETRZAS064A PPP product
Fertico Sp. z 0.0. registration under
GEP EU Regulation
Unpublished 1107/2009
KCP 6.2 | Krzysztof Rusek | 2023 |Efficacy of ADM.3500.F.2.B, ADM.03503.F.1.A, ADM.3502.F.1.A, MCW-2073 N Y Study was never Adama
and ADM.3501.F.1.A in control of fungal diseases in spring wheat, Poland 2023 submitted before to Polska
Company Report No; 138_01_F23_369 Poland to support Sp. zo.o0.
Trial ID: PL23FETRZAS065A PPP product
Fertico Sp. z 0.0. registration under
GEP EU Regulation
Unpublished 1107/2009
KCP 6.2 | Mateusz 2023 | Efficacy of Forapro 425 EC, Input 460 EC, Delaro Forte, Empartis, Flexity, Soratel N Y Study was never Adama
Pszczotkowski 250 EC, Protikon 250 EC applied on T1 in Poland in 2023. submitted before to Polska
Company Report No; MP2-23-104669-01-PL01 Poland to support Sp. zo.0.
Trial ID: PL23FETRZAWO060A PPP product
Staphyt Sp. z 0.0. registration under
GEP EU Regulation
Unpublished 1107/2009
KCP 6.2 | Mateusz 2023 | Efficacy of Forapro 425 EC, Input 460 EC, Delaro Forte, Empartis, Flexity, Soratel N Y Study was never Adama
Pszczotkowski 250 EC, Protikon 250 EC applied on T1 in Poland in 2023. submitted before to Polska

Sp. zo.0.
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Title
Data Company Repor.t No. Vertebrate D_ata prptec- Justificatio_n if.data
point Author(s) Year |Source (where different from company) study tion claimed protection is Owner
GLP or GEP status Y/N Y/N claimed
Published or not
Trial ID: PL23FETRZAWO060B PPP product
Staphyt Sp. z 0.0. registration under
GEP EU Regulation
Unpublished 1107/2009
KCP 6.2 | Grzegorz 2023 | Efficacy of various fungicides against Oculimacula yallundae (PSDCHE) in N Y Study was never Adama
Glowacki winter wheat in Poland, in 2023. submitted before to Polska
Company Report No; S23-102326-01 Poland to support Sp. zo.0.
Trial ID: PL23FETRZAWO55A PPP product
Eurofins Agroscience Services Sp. z 0.0. registration under
GEP EU Regulation
Unpublished 1107/2009
KCP 6.2 | Grzegorz 2023 | Efficacy of various fungicides against Oculimacula yallundae (PSDCHE) in N Y Study was never Adama
Glowacki winter wheat in Poland, in 2023. submitted before to Polska
Company Report No; $23-102326-02 Poland to support Sp.zo.o.
Trial ID: PL23FETRZAWO055B PPP product
Eurofins Agroscience Services Sp. z 0.0. registration under
GEP EU Regulation
Unpublished 1107/2009
KCP 6.2 | Grzegorz 2023 | Efficacy of various fungicides against Oculimacula yallundae (PSDCHE) in N Y Study was never Adama
Glowacki winter wheat in Poland, in 2023. submitted before to Polska
Company Report No; $23-102326-03 Poland to support Sp.zo.o.
Trial ID: PL23FETRZAWO055C PPP product
Eurofins Agroscience Services Sp. z 0.0. registration under
GEP EU Regulation
Unpublished 1107/2009
KCP 6.2 | Grzegorz 2023 | Efficacy of various fungicides against Oculimacula yallundae (PSDCHE) in N Y Study was never Adama
Glowacki winter wheat in Poland, in 2023. submitted before to Polska
Company Report No; S23-102326-04 Poland to support Sp. zo.o0.
Trial ID: PL23FETRZAWO055D PPP product
Eurofins Agroscience Services Sp. z 0.0. registration under
GEP EU Regulation
Unpublished 1107/2009
KCP 6.2 | Krzysztof Rusek 2023 | Efficacy of ADM.3500.F.2.B, ADM.03503.F.1.A, ADM.3502.F.1.A, MCW-2073 N Y Study was never Adama
and ADM.3501.F.1.A in control of Puccinia striiformis (PUCCST) in spring wheat, submitted before to Polska
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Title

Data Company Repor.t No. Vertebrate D_ata prptec- Justificatio_n if.data

point Author(s) Year | Source (where different from company) study tion claimed protection is Owner
GLP or GEP status Y/N Y/N claimed
Published or not
Poland 2023 Poland to support Sp.zo.o.
Company Report No; 135_PROT_F23 PPP product
Trial ID: PL23FETRZAS062A registration under
Fertico Sp. z 0.0. EU Regulation
GEP 1107/2009
Unpublished

KCP 6.2 | Krzysztof Rusek 2023 | Efficacy of ADM.3500.F.2.B, ADM.03503.F.1.A, ADM.3502.F.1.A, MCW-2073 N Y Study was never Adama

and ADM.3501.F.1.A in control of fungal diseases in spring wheat, Poland 2023 submitted before to Polska
Company Report No; 136_PROT_F23 Poland to support Sp. zo.0.

Trial ID: PL23FETRZAS063A
Fertico Sp. z 0.0.

GEP

Unpublished

PPP product
registration under
EU Regulation
1107/2009




